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¢ ElAgen HCV Ab (v.4) item 071064 (192T/kit)
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DICHIARAZIONE DI CONFORMITA “CE” PER DISPOSITIVI MEDICI

DIAGNOSTICI IN VITRO
EC Declaration of Conformity for IN VITRO DIAGNOSTIC MEDICAL DEVICES

La sottoscritta, fabbricante,
We, the undersigned manufacturer

Adaltis S.r.l.

Con Sede Legale in
Whit Registered Office in

Via Durini, 27
20122 Milano - Italy

Dichiara sotto la propria responsabilita che il prodotto descritto di seguito:
Herewith declare under our sole responsibility that the product described here below:

ElAgen HCV Ab (v.4) Kit
Codici/Codes 071067 / 071064 / 071068 - Nr. 96 / 192 / 480 tests

E’ CLASSIFICATO COME DISPOSITIVO DIAGNOSTICO IN VITRO APPARTENENTE
ALL’“ALLEGATO Il Lista A”; VALUTAZIONE DELLA CONFORMITA’ SECONDO:
ALLEGATO V certificato N. 20102 Rev.7 e documento aggiuntivo N. 38929 Rev.0.
ALLEGATO VI certificato N. 20109 Rev.6 e documento aggiuntivo N. 38904 Rev.0.
Ente Notificato: GMED

is classified as a IVD listed in Annex Il List A; conformity assessment route:

ANNEX V certificate N. 20102 Rev.7 and addition document N. 38929 Rev.0.
ANNEX VII certificate N. 20109 Rev.6 and addition document N. 38904 Rev.0.

Notified Body: GMED |0459

Ed é in conformita con i requisiti della
And it is in compliance with the requirements of the

DIRETTIVA 98/79/CE IVDD del Parlamento europeo e del Consiglio, del 27 ottobre 1998, relativa ai
dispositivi medico-diagnostici in vitro, pubblicata nella Gazzetta Ufficiale il 7 dicembre 1998.
EC COUNCIL DIRECTIVE IVDD 98/79/CE of the European Parliament and of the Council of 27" October 1998 of In Vitro

Diagnostic Medical Device, published in the Official Journal on 7" December 1998.
Inoltre, sono applicate le seguenti Norme Armonizzate:

In addition, the following Harmonized Standards are applied:
EN ISO 13485, EN ISO 14971, EN 13641, EN ISO 18113 - PART 1 & 2, EN ISO 15223-1, EN 13612, EN 62366, EN 1SO 23640

Prima Emissione/First Emission: 22 Novembre 2010__ /22 November 2010

Emissione Corrente/Current Emission: __14 Maggio 2022__ /14 May 2022__

&

RESPONSABILE ASSICURAZIONE QU
(Roberto Steinhaus)//,» 7

/

AI/A’ & AFFARI REGOLATORI / Quality Assurance & Regulatory Affairs Manager

DIRETTO}\%E GENERALE / General Manager
(Marco Spadaccioli)

|Document Title: EIAgen HCV Ab (v.4) Kit Reference Technical File: FT-A41 Annex: B.27
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

By Royal Charter

This is to certify that: Adaltis S.r.|
Via Durini 27
Milan
20122
Italy

Holds Certificate Number: FM 718043

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, manufacture, distribution and service for in vitro diagnostic instruments
for applications in the field of infectious diseases and clinical chemistry. Design,
manufacture and distribution for in vitro diagnostic reagents for applications in the
field of infectious diseases and clinical chemistry.

For and on behalf of BSI:

Matt Page, Managing Director Assurance - UK & Ireland

Original Registration Date: 2019-03-19 Effective Date: 2022-03-26
Latest Revision Date: 2022-03-02 Expiry Date: 2025-03-25
& Page: 1 of 2
HEAS ..making excellence a habit.

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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Certificate No: FM 718043

Location Registered Activities

Adaltis S.r.l. Legal Manufacturer.

Via Durini, 27

Milan

20122

Italy

Adaltis S.r.l. Design, Marketing / Sales, Reagents Production & Quality
Via Luigi Einaudi, 7 Control, Planning / Purchasing, Warehouse, Shipment, Quality
Guidonia Montecelio (Roma) Assurance, Human Resource, Order Entry and Order
00012 Processing, Customer Care Center, Regulatory Affairs.
Italy

Original Registration Date: 2019-03-19 Effective Date: 2022-03-26

Latest Revision Date: 2022-03-02 Expiry Date: 2025-03-25
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An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Adaltis S.r.l.
Via Durini, 27
Milan
20122
Italy

Holds Certificate Number: MD 718042

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, manufacture, distribution and service for in vitro diagnostic instruments for
applications in the field of infectious diseases and clinical chemistry. Design, manufacture and
distribution for in vitro diagnostic reagents for applications in the field of infectious diseases
and clinical chemistry

For and on behalf of BSI: q‘n-c\*-&— \\Lvds\*\ér

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2019-12-10 Effective Date: 2022-03-26
Latest Revision Date: 2022-03-24 Expiry Date: 2025-03-25
Page: 1 of 2
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Information and Contact:
BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
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Adaltis S.r.l. Legal Manufacturer
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Adaltis S.r.l. Design, Marketing/Sales, Reagents Production & Quality
Via Luigi Einaudi, 7 Control, Instruments Division - Software Development/Quality
Guidonia Montecelio (Roma) Control, Planning/Purchasing, Warehouse/Shipment, Quality
00012 Assurance, Human Resource, Order Entry and Order

Ttaly Processing, Customer Care Centre, Regulatory Affairs.
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HCV Ab (v.4) Kit

REF| 071067 W96

REF| 071064 W192

REF| 071068 W480

8°C
VD c €
2°C/R/ 0459

This package insert must be read carefully before product use.

Package insert instructions must be carefully followed.
Reliability of assay results cannot be guaranteed if there are any deviations from the instructions in this package.

Manufacturer:
Adaltis S.r.l
Via Durini, 27
20122 Milano (Italy) e n
Tel. +39-0774-5791 - Fax +39-0774-353085

www.adaltis.net
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SYMBOLS USED ON LABELS

LOT [T x 3 \4
In Vitro Catalogue Attention, See Temperature
Diagnostic Numbger Lot Number Instructions For Limpitation Use By Number of Test
Medical Device Use
P E
“ Z8 M [MICROPLATE] | [CONTROL[+] | [CONTROLJ] [CAL]
Keep away from Date of . i, Negative .
. Manufacturer Sunlight Manufacture Microplate Positive Control Control Calibrator
English
CONJ [DILJSPE| | [SUBS[TMB] | [SOLN[STOP] |[WASH[BUF[20X]| [DILJAS] | [RCNS[x mL]
. . Stop Solution Wash Buffer . Reconstitute
Conjugate Sample Diluent Substrate TMB (H,S0,0,3 M) Conc. (20x) Assay Diluent with x mL
Biological Risk Danger Warning

Attention:
Stop Solution classified as: Skin Corr. 1A

&

« Signal word:
Danger

e Hazard-determining components of labelling:

Sulphuric acid
e Hazard statements:

H314 Causes severe skin burns and eye damage.

« Precautionary statements:

P260 Do not breathe dust/fume/gas/mist/vapours/spray.
P303+P361+P353 IF ON SKIN (or hair): Take off immediately all contaminated clothing. Rinse skin with water/shower.
P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do.

Continue rinsing.

P310 Immediately call a POISON CENTER/doctor.

P405 Store locked up.

P501 Dispose of contents/container in accordance with local/regional/national/international regulations.

Attention:

Negative Control, Positive Control, Calibrator, Conjugate, Sample Diluent, Assay Diluent and Wash Buffer Concentrate 20X

classified as: Skin Sens. 1

« Signal word:
Warning

« Hazard-determining components of labelling:

Reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1)

« Hazard statements:
H317 May cause an allergic skin reaction.
e Precautionary statements:

P261Avoid breathing dust/fume/gas/mist/vapours/spray.
P280 Wear protective gloves/protective clothing/eye protection/face protection.

P321 Specific treatment (see on this label).

P333+P313 If skin irritation or rash occurs: Get medical advice/attention.
P302+P352 IF ON SKIN: Wash with plenty of water.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.

Refer to www.adaltis.net for the Safety Data Sheets.

Adaltis Srl
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ENGLISH

A. INTENDED USE

Fourth generation Enzyme ImmunoAssay (ELISA) for
the determination of antibodies to Hepatitis C Virus in
human plasma (EDTA, Heparin and Citrate) and sera.
The kit may be used for the screening of blood units of
HCV-infected patients.

For “in vitro” diagnostic use only.

B. INTRODUCTION
The World Health Organization (WHO) define Hepatitis C
infection as follows:

“Hepatitis C is a viral infection of the liver which had been
referred to as parenterally transmitted "non A, non B
hepatitis" until identification of the causative agent in
1989. The discovery and characterization of the hepatitis
C virus (HCV) led to the understanding of its primary role
in post transfusion hepatitis and its tendency to induce
persistent infection.

HCV is a major cause of acute hepatitis and chronic liver
disease, including cirrhosis and liver cancer. Globally, an
estimated 170 million persons are chronically infected
with HCV and 3 to 4 million persons are newly infected
each year. HCV is spread primarily by direct contact with
human blood. The major causes of HCV infection
worldwide are use of unscreened blood transfusions, and
re-use of needles and syringes that have not been
adequately sterilized. No vaccine is currently available to
prevent hepatitis C and treatment for chronic hepatitis C
is too costly for most persons in developing countries to
afford. Thus, from a global perspective, the greatest
impact on hepatitis C disease burden will likely be
achieved by focusing efforts on reducing the risk of HCV
transmission from nosocomial exposures (e.g. blood
transfusions, unsafe injection practices) and high-risk
behaviours (e.g. injection drug use).

Hepatitis C virus (HCV) is one of the viruses (A, B, C, D,
and E), which together account for the vast majority of
cases of viral hepatitis. It is an enveloped RNA virus in
the flaviviridae family which appears to have a narrow
host range. Humans and chimpanzees are the only
known species susceptible to infection, with both species
developing similar disease. An important feature of the
virus is the relative mutability of its genome, which in turn
is probably related to the high propensity (80%) of
inducing chronic infection. HCV is clustered into several
distinct genotypes which may be important in
determining the severity of the disease and the response
to treatment.

The incubation period of HCV infection before the onset
of clinical symptoms ranges from 15 to 150 days. In
acute infections, the most common symptoms are fatigue
and jaundice; however, the majority of cases (between
60% and 70%), even those that develop chronic
infection, are a symptomatic. About 80% of newly
infected patients progress to develop chronic infection.
Cirrhosis develops in about 10% to 20% of persons with
chronic infection, and liver cancer develops in 1% to 5%
of persons with chronic infection over a period of 20 to 30
years. Most patients suffering from liver cancer who do
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not have hepatitis B virus infection have evidence of
HCV infection. The mechanisms by which HCV infection
leads to liver cancer are still unclear. Hepatitis C also
exacerbates the severity of underlying liver disease when
it coexists with other hepatic conditions. In particular,
liver disease progresses more rapidly among persons
with alcoholic liver disease and HCV infection. HCV is
spread primarily by direct contact with human blood.
Transmission through blood transfusions that are not
screened for HCV infection, through the reuse of
inadequately sterilized needles, syringes or other
medical equipment, or through needle-sharing among
drug-users, is well documented. Sexual and perinatal
transmission may also occur, although less frequently.
Other modes of transmission such as social, cultural, and
behavioural practices using percutaneous procedures
(e.g. ear and body piercing, circumcision, tattooing) can
occur if inadequately sterilized equipment is used. HCV
is not spread by sneezing, hugging, coughing, food or
water, sharing eating utensils, or casual contact.

In both developed and developing countries, high risk
groups include injecting drug users, recipients of
unscreened blood, haemophiliacs, dialysis patients and
persons with multiple sex partners who engage in
unprotected sex. In developed countries, it is estimated
that 90% of persons with chronic HCV infection are
current and former injecting drug users and those with a
history of transfusion of unscreened blood or blood
products. In many developing countries, where
unscreened blood and blood products are still being
used, the major means of transmission are unsterilized
injection equipment and unscreened blood transfusions.
In addition, people who use traditional scarification and
circumcision practices are at risk if they use or re-use
unsterilized tools.

WHO estimates that about 170 million people, 3% of the
world’s population, are infected with HCV and are at risk
of developing liver cirrhosis and/or liver cancer. The
prevalence of HCV infection in some countries in Africa,
the Eastern Mediterranean, South-East Asia and the
Western Pacific (when prevalence data are available) is
high compared to some countries in North America and
Europe.

Diagnostic tests for HCV are used to prevent infection
through screening of donor blood and plasma, to
establish the clinical diagnosis and to make better
decisions regarding medical management of a patient.
Diagnostic tests commercially available today are based
on Enzyme immunosorbent assays (EIA) for the
detection of HCV specific antibodies. EIAs can detect
more than 95% of chronically infected patients but can
detect only 50% to 70% of acute infections. A
recombinant immunoblot assay (RIBA) that identifies
antibodies which react with individual HCV antigens is
often used as a supplemental test for confirmation of a
positive EIA result. Testing for HCV circulating by
amplification tests RNA (e.g. polymerase chain reaction
or PCR, branched DNA assay) is also being utilized for
confirmation of serological results as well as for
assessing the effectiveness of antiviral therapy. A
positive result indicates the presence of active infection
and a potential for spread of the infection and or/the
development of chronic liver disease.
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Antiviral drugs such as interferon taken alone or in
combination with ribavirin, can be used for the treatment
of persons with chronic hepatitis C, but the cost of
treatment is very high. Treatment with interferon alone is
effective in about 10% to 20% of patients. Interferon
combined with ribavirin is effective in about 30% to 50%
of patients. Ribavirin does not appear to be effective
when used alone.

There is no vaccine against HCV. Research is in
progress but the high mutability of the HCV genome
complicates vaccine development. Lack of knowledge of
any protective immune response following HCV infection
also impedes vaccine research. It is not known whether
the immune system is able to eliminate the virus.

Some studies, however, have shown the presence of
virus neutralizing antibodies in patients with HCV
infection. In the absence of a vaccine, all precautions to
prevent infection must be taken including (a) screening
and testing of blood and organ donors; (b) Virus
inactivation of plasma derived products; (c)
implementation and maintenance of infection control
practices in health care settings, including appropriate
sterilization of medical and dental equipment; (d)
promotion of behaviour change among the general public
and health care workers to reduce overuse of injections
and to use safe injection practices; and (e) Risk
reduction counselling for persons with high-risk drug and
sexual practices. “

The genome encodes for structural components, a
nucleocapsid protein and two envelope glycoproteins,
and functional constituents involved in the virus
replication and protein processing. The nucleocapsid-
encoding region seems to be the most conservative
among the isolates obtained all over the world.

C. PRINCIPLE OF THE TEST

Microplates are coated with HCV-specific antigens
derived from “core” and “ns” regions encoding for
conservative and immunodominant antigenic
determinants (Core peptide, recombinant NS3, NS4 and
NS5 peptides).

The solid phase is first treated with the diluted sample
and HCV Ab are captured, if present, by the antigens.
After washing out all the other components of the
sample, in the 2nd incubation bound HCV antibodies,
IgG and IgM as well, are detected by the addition of
polyclonal specific anti higG&M antibodies, labelled with
peroxidase (HRP).

The enzyme captured on the solid phase, acting on the
substrate TMB mixture, generates an optical signal that
is proportional to the amount of anti HCV antibodies
present in the sample. A cut-off value let optical densities
be interpreted into HCV antibody negative and positive
results.

D. COMPONENTS
The kit contains reagents for 96 tests (code 071067), 192
tests (code 071064), or 480 tests (code 071068).
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Microplate 1

Negative Control 1x4 mlL/vial
Positive Control 1x2 mL/vial
Calibrator 2 vials

Wash Buffer Concentrate 20x 1x50 mL/vial
Conjugate 1x16 mL/vial
Sample Diluent 1x50 mL/vial
Substrate TMB 1x16 mL/vial
Stop Solution 1x15 mL/vial
Assay Diluent 1x8 mL/vial
Plate sealing foils 2

Number of tests 96
Code 071067
Microplate 2

Negative Control 2x4 mlL/vial
Positive Control 1x4 mL/vial
Calibrator 3 vials

Wash Buffer Concentrate 20x 2x50 mL/vials
Conjugate 2x16 mL/vials

Sample Diluent
Substrate TMB

2x50 mL/vials
2x16 mL/vials

Stop Solution 2x15 mL/vial
Assay Diluent 2x8 mlL/vial
Plate sealing foils 4

Number of tests 192
Code 071064
Microplate 5

Negative Control 1x20 mL/vial
Positive Control 1x10 mL/vial
Calibrator 7 vials

Wash Buffer Concentrate 20x 5x50 mL/vials
Conjugate 2x40 mL/vial

Sample Diluent
Substrate TMB

5x50 mL/vials
2x40 mL/vials

Stop Solution 2x40 mL/vial
Assay Diluent 1x40 mL/vial
Plate sealing foils 10

Number of tests 480
Code 071068
1. Microplate

12 strips of 8 microwells coated with Core peptide,
recombinant NS3, NS4 and NS5 peptides. Plates are
sealed into a aluminium pouch with desiccant.

Bring the microplate to room temperature (18...24°C)
before opening the bag. Unused strips have to be
returned into the pouch and the pouch has to be sealed
and stored back to 2...8°C, in presence of the desiccant.

2. Negative Control
Ready to use control. It contains 10 mM Na-citrate buffer
pH 6.0 + 0.1, 2% casein as protein base and 0.1%
Proclin 150 as preservative. The negative control is olive
green colour coded.

3. Positive Control

Ready to use control. It contains 1% goat serum
proteins, human antibodies positive to HCV, 10 mM Na-
citrate buffer pH 6.0 £ 0.1, 0.5% Tween 20, 0.09% Na-
azide and 0.1% Proclin 150 as preservatives. The
Positive Control is dark green colour coded.

Important Note: The absence of viable pathogens in the
Positive Control can not be fully ensured, and therefore,
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the reagent should be handled as potentially
biohazardous, in accordance with good laboratory
practices.

4. Calibrator

Lyophilized calibrator. To be dissolved with the volume of
EIA grade water reported on the label. It contains foetal
bovine serum proteins, human antibodies to HCV whose
content is calibrated on the NIBSC Working Standard
code 06/188-006, 10 mM Na-citrate buffer pH 6.0 + 0.1,
0.3 mg/mL gentamicin sulfate and 0.1% Proclin 150 as
preservatives.

Important Note: The absence of viable pathogens in the
Calibrator can not be fully ensured, and therefore, the
reagent should be handled as potentially biohazardous,
in accordance with good laboratory practices.

Note: The volume necessary to dissolve the content
of the vial may vary from lot to lot. Please use the
right volume reported on the label.

5. Wash Buffer Concentrate 20x

20x concentrated solution. Once diluted, the wash
solution (wash buffer diluted) contains 10 mM phosphate
buffer pH 7.0 £ 0.2, 0.05% Tween 20 and 0.05% Proclin
150.

Once diluted, the wash solution is stable for 1 week at
2...8°C.

6. Conjugate

Ready to use and red colour coded reagent. It contains
Horseradish Peroxidase conjugated goat polyclonal
antibodies to human 1gG and IgM, 5% BSA, 10 mM
Citrate buffer pH 6.4 + 0.1, 0.1% Proclin and 0.05%
Tween 20 as preservatives.

7. Substrate TMB

Ready-to-use component. It contains 50 mM citrate-
phosphate buffer pH 3.5-3.8, 4% dimethylsulphoxide,
0.03% tetra-methyl-benzidine or TMB and 0.02%
hydrogen peroxide or H,O,. Mix gently before use.

Note: To be stored protected from light as sensitive
to strong illumination.

8. Assay diluent

Ready-to-use component. It contains goat serum, 10 mM
tris buffered solution pH 8.0 £ 0.1 containing 0.1%
Proclin 150 and 0.09% Na azide for the pre-treatment of
samples and controls in the plate, blocking interference.

9. Stop Solution
Ready-to-use component.
It contains 0.3 M H,SO, solution. Mix gently before use.

10. Sample Diluent

Ready-to-use component and dark green colour coded. It
contains 1% casein, 10 mM Na-citrate buffer pH 6.0 +
0.1 and 0.1% Proclin 150 as preservative.

To be used to dilute the sample.

Note: The diluent changes colour from olive green to
dark bluish green in the presence of sample.
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10.

11.

. MATERIALS REQUIRED BUT NOT PROVIDED

Calibrated Micropipettes (200 pyL and 10 uL) and
disposable plastic tips.

EIA grade water (bidistilled or deionised, charcoal
treated to remove oxidizing chemicals used as
disinfectants).

Timer with 60 minute range or higher.

Absorbent paper tissues.

Calibrated ELISA microplate thermostatic incubator
capable to provide a temperature of +37°C.
Calibrated ELISA microwell reader with 450nm
(reading) and possibly with 620-630nm (blanking)
filters.

Calibrated ELISA microplate washer.

Vortex or similar mixing tools.

WARNINGS AND PRECAUTIONS

The kit has to be used by skilled and properly trained
technical personnel only, under the supervision of a
medical doctor responsible of the laboratory.

This package insert must be read carefully before
product use.

Read carefully the Safety Data Sheet (SDS) before
product use.

When the kit is used for the screening of blood units
and blood components, it has to be used in a
laboratory certified and qualified by the national
authority in that field (Ministry of Health or similar
entity) to carry out this type of analysis.

All the personnel involved in performing the assay
have to wear protective laboratory clothes, talc-free
gloves and glasses. The use of any sharp (needles)
or cutting (blades) devices should be avoided. All
the personnel involved should be trained in biosafety
procedures, as recommended by the Center for
Disease Control, Atlanta, U.S. and reported in the
National Institute of Health’s publication: “Biosafety in
Microbiological and Biomedical Laboratories”, ed.
1984.

All the personnel involved in sample handling should
be vaccinated for HBV and HAV, for which vaccines
are available, safe and effective.

The laboratory environment should be controlled so
as to avoid contaminants such as dust or air-born
microbial agents, when opening kit vials and
microplates and when performing the test. Protect
the Substrate (TMB) from strong light and avoid
vibration of the bench surface where the test is
undertaken.

Upon receipt, store the kit at 2..8°C into a
temperature controlled refrigerator or cold room.

Do not interchange components between different
lots of the kits. It is recommended that components
between two kits of the same lot should not be
interchanged.

Check that the reagents are clear and do not contain
visible heavy particles or aggregates. If not, advise
the laboratory supervisor to initiate the necessary
procedures for kit replacement.

Avoid cross-contamination between serum/plasma
samples by using disposable tips and changing them
after each sample.

Avoid cross-contamination between kit reagents by
using disposable tips and changing them between
the use of each one.
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12. Do not use the kit after the expiration date stated on
the external container and internal (vials) labels.

13. Treat all specimens as potentially infective. All
human serum specimens should be handled at
Biosafety Level 2, as recommended by the Center
for Disease Control, Atlanta, U.S. in compliance with
what reported in the Institutes of Health’s publication:
“Biosafety in Microbiological and Biomedical
Laboratories”, ed. 1984.

14. The use of disposable plastic-ware is recommended
in the preparation of the liqguid components or in
transferring components into automated
workstations, in order to avoid cross contamination.

15. Waste produced during the use of the kit has to be
discarded in compliance with national directives and
laws concerning laboratory waste of chemical and
biological substances. In particular, liquid waste
generated from the washing procedure, from
residuals of controls and from samples has to be

treated as potentially infective material and
inactivated before waste. Suggested procedures of
inactivation are treatment with a 10% final

concentration of household bleach for 16-18 hrs or
heat inactivation by autoclave at 121°C for 20 min.

16. Accidental spills from samples and operations have
to be adsorbed with paper tissues soaked with
household bleach and then with water. Tissues
should then be discarded in proper containers
designated for laboratory/hospital waste.

17. The Stop Solution contains 0.3M sulphuric acid.
Avoid contact with skin and eyes. In the event of
contact, rinse immediately with plenty of water.

18. Dispose of reagent solutions containing sodium
azide as preservatives according to all local, state
and national regulations. To dispose of reagents
containing azide, flush away using copious amounts
of water. Dispose with caution as sodium azide can
form explosive compounds on prolonged contact with
lead or copper piping.

19. Do not smoke, eat, drink or apply cosmetics in areas
in which specimens or kit reagents are handled

20. Other waste materials generated from the use of the
kit (example: tips used for samples and controls,
used microplates) should be handled as potentially
infective and disposed according to national
directives and laws concerning laboratory wastes.

21. Do not pipette by mouth.

G. SPECIMEN: PREPARATION AND
RECCOMANDATIONS

1. Blood is drawn aseptically by venepuncture and
plasma or serum is prepared using standard
techniques of preparation of samples for clinical
laboratory analysis. No influence has been
observed in the preparation of the sample with
citrate, EDTA and heparin.

2. Avoid any addition of preservatives to samples;
especially sodium azide as this chemical would
affect the enzymatic activity of the conjugate,
generating false negative results.

3. Samples have to be clearly identified with codes or
names in order to avoid misinterpretation of results.
When the kit is used for the screening of blood
units, bar code labeling and electronic reading is
strongly recommended.
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4. Haemolysed (red) and visibly hyperlipemic (“milky”)
samples have to be discarded as they could
generate false results. Samples containing
residues of fibrin or heavy particles or microbial
filaments and bodies should be discarded as they
could give rise to false results.

5. Sera and plasma can be stored at +2...8°C for up
to five days after collection. For longer storage
periods, samples can be stored frozen at —20°C for
several months.  Any frozen samples should not
be frozen/thawed more than once as this may
generate particles that could affect the test result.

6. If particles are present, centrifuge at 2.000 rpm for
20 min or filter using 0.2-0.8u filters to clean up the
sample for testing.

H. PREPARATION OF COMPONENTS AND
WARNINGS

A study conducted on an opened kit has not pointed out

any relevant loss of activity up to 1 re-use of the device

and up to 6 months.

1. Microplates:

Allow the microplate to reach room temperature (about 1
hr) before opening the pouch. Check that the desiccant
has not turned to dark green, indicating a defect in
manufacturing. In this case, call Adaltis’s customer
service.

Unused strips have to be placed back inside the
aluminium pouch, with the desiccant supplied, firmly
zipped and stored at +2..8°C. After first opening,
remaining strips are stable until the humidity indicator
inside the desiccant bag turns from yellow to green.

2. Negative Control:
Ready to use. Mix well on vortex before use.

3. Positive Control:
Ready to use. Mix well on vortex before use. Handle this
component as potentially infectious.

4. Calibrator:

Dissolve carefully the content of the Iyophilised vial with
the volume of EIA grade water reported on its label. Mix
well on vortex before use.

Handle this component as potentially infectious.

Note: When dissolved the Calibrator is not stable. Store
in aliquots at —20°C.

5. Wash Buffer Concentrate 20x (vial of 50 mL):

The whole content of the 20x concentrated solution has
to be diluted with EIA grade water up to 1000 mL (the
volume is reported on the label) and mixed gently end-
over-end before use. As some salt crystals may be
present into the vial, take care to dissolve all the content
when preparing the solution. During preparation avoid
foaming as the presence of bubbles could impact on the
efficiency of the washing cycles.

Note: Once diluted, the wash solution is stable for 1
week at +2...8°C.

6. Conjugate:

Ready to use. Mix well on vortex before use.

Be careful not to contaminate the liquid with oxidizing
chemicals, air-driven dust or microbes. If this component
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has to be transferred use only plastic, possibly sterile
disposable containers.

7. Substrate TMB:

Ready to use. Mix well on vortex before use.

Avoid contamination of the liquid with oxidizing
chemicals, air-driven dust or microbes. Do not expose to
strong illumination, oxidizing agents and metallic
surfaces. If this component has to be transferred use
only plastic, and if possible, sterile disposable container.

8. Assay Diluent:
Ready to use. Mix well on vortex before use.

9. Stop Solution:
Ready to use. Mix well on vortex before use.

10. Sample Diluent:
Ready to use. Mix well on vortex before use.

I. INSTRUMENTS AND TOOLS USED IN
COMBINATION WITH THE KIT

1. Micropipettes have to be calibrated to deliver the
correct volume required by the assay and must be
submitted to regular decontamination (household
alcohol, 10% solution of bleach, hospital grade
disinfectants) of those parts that could accidentally
come in contact with the sample or the components of
the kit. They should also be regularly maintained in
order to show a precision of 1% and a trueness of
+2%. Decontamination of spills or residues of kit
components should also be carried out regularly.

2. The ELISA incubator has to be set at +37°C
(tolerance of £0.5°C) and regularly checked to ensure
the correct temperature is maintained. Both dry
incubators and water baths are suitable for the
incubations, provided that the instrument is validated
for the incubation of ELISA tests.

3. The ELISA washer is extremely important to the
overall performances of the assay. The washer must
be carefully validated and correctly optimized. Usually
4-5 washing cycles (aspiration + dispensation of
350 uL/well of washing solution = 1 cycle) are
sufficient to ensure that the assay performs as
expected. A soaking time of 20-30 seconds between
cycles is suggested. In order to set correctly their
number, it is recommended to run an assay with the
kit controls/calibrator and well-characterized negative
and positive reference samples, and check to match
the values reported below in sections O “Internal
Quality Control”. Regular calibration of the volumes
delivered and maintenance (decontamination and
cleaning of needles) of the washer has to be carried
out according to the instructions of the manufacturer.

4. Incubation times have a tolerance of +5%.

v Short Incubation Method (for 1% / 2™
incubation tolerance between 43 min to 47
min; for 3 incubation tolerance between 14
and 16 min).

v Standard Incubation Method (for 1%
incubation tolerance between 57 min to 63
min; for 2™ and 3™ incubation tolerance
between 29 and 31 min).

5. The ELISA microplate reader has to be equipped with
a reading filter of 450nm and ideally with a second
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filter (620-630nm) for blanking purposes. Its standard
performances should be (a) bandwidth < 10 nm; (b)
absorbance range from 0 to = 2.0; (c) linearity to 22.0;
repeatability = 1%. Blanking is carried out on the well
identified in section “Assay Procedure”. The optical
system of the reader has to be calibrated regularly to
ensure that the correct optical density is measured. It
should be regularly maintained according to the
manufacturer ‘s instructions.

6. When using an ELISA automated work station, all
critical steps (dispensation, incubation, washing,
reading, shaking, data handling) have to be carefully
set, calibrated, controlled and regularly serviced in
order to match the values reported in sections O
“Internal Quality Control”. The assay protocol has to
be installed in the operating system of the unit and
validated as for the washer and the reader. In
addition, the liquid handling part of the station
(dispensation and washing) has to be validated and
correctly set. Particular attention must be paid to
avoid carry over by the needles used for dispensing
samples and for washing. This must be studied and
controlled to minimize the possibility of contamination
of adjacent wells due to strongly reactive samples,
leading to false positive results. The use of ELISA
automated work stations is recommended for blood
screening and when the number of samples to be
tested exceed 20-30 units per run.

L. PRE ASSAY CONTROLS AND OPERATIONS

1. Check the expiration date of the kit printed on the
external label of the kit box. Do not use if expired.

2. Check that the Iliquid components are not
contaminated by naked-eye visible particles or
aggregates. Check that the Substrate TMB is
colorless or pale blue by aspirating a small volume of
it with a sterile transparent plastic pipette. Check that
no breakage occurred in transportation and no
spillage of liquid is present inside the box. Check that
the aluminum pouch, containing the microplate, is not
punctured or damaged.

3. Dilute all the content of the 20x concentrated Wash
Buffer as described above.

4. Dissolve the Calibrator as described above.

5. Allow all the other components to reach room
temperature (about 1 hr) and then mix as described.

6. Set the ELISA incubator at +37°C and prepare the
ELISA washer by priming with the diluted wash
solution, according to the manufacturers instructions.
Set the right number of washing cycles as found in
section 1.3.

7. Check that the ELISA reader has been turned on at
least 20 minutes before reading.

8. If using an automated workstation, turn it on, check
settings and be sure to use the right assay protocol.

9. Check that the micropipettes are set to the required
volume.

10.Check that all the other equipment is available and
ready to use.

11.In case of problems, do not proceed further with the
test and advise the supervisor.
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M. ASSAY PROCEDURE
The assay has to be carried out according to what
reported below, taking care to maintain the same
incubation time for all the samples in testing.
The Assay Procedure can be done with two times
incubation procedures. Choose the one that is required
by your regulation:
Standard Incubation (1% incubation 60 minutes,
2" an 3" incubation 30 minutes)
2. Short Incubation (1% and 2™ incubation 45
minutes, 3 incubation 15 minutes)

1. Standard Incubation - Manual assay:

1. Place the required number of microwells in the
microwell holder. Leave the 1st well empty for the
operation of blanking.

2. Dispense 200 pL of Negative Control in ftriplicate,
200 pL Calibrator in duplicate and 200 pL Positive
Control in single in proper wells. Do not dilute
Controls and Calibrator as they are pre-diluted, ready
to use!

3. Add 200 pL of Sample Diluent to all the sample
wells; then dispense 10 uL sample in each properly
identified well. Mix gently the plate, avoiding
overflowing and contaminating adjacent wells, in
order to fully disperse the sample into its diluent.

Important note: Check that the colour of the Sample
Diluent, upon addition of the sample, changes from light
green to dark bluish green, monitoring that the sample
has been really added.

4. Dispense 50 pL Assay Diluent into all the
controls/calibrator and sample wells. Check that the
color of samples has turned to dark blue.

5. Incubate the microplate for 60 min at +37°C.
Important note: Strips have to be sealed with the
adhesive sealing foil, supplied, only when the test is
carried out manually. Do not cover strips when using
ELISA automatic instruments.

6. Wash the microplate with an automatic washer by
delivering and aspirating 350 pL/well of diluted wash
solution as reported in section |.3.

7. Pipette 100 pL Enzyme Conjugate into each well,
except the 1st blanking well, and cover with the
sealer. Check that this red coloured component has
been dispensed in all the wells, except Al.

Important note: Be careful not to touch the plastic inner
surface of the well with the tip filled with the Enzyme
Conjugate. Contamination might occur.

8. Incubate the microplate for 30 min at +37°C.

9. Wash microwells as reported in section 1.3.

10. Pipette 100 pL Substrate TMB mixture into each
well, the blank well included. Then incubate the
microplate at room temperature (18...24°C) for 30
minutes.

Important note: Do not expose to strong direct
illumination. High background might be generated.

11. Pipette 100 pL Stop Solution into all the wells using
the same pipetting sequence as in step 10 to stop
the enzymatic reaction. Addition of stop solution will
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turn the positive control and positive samples from
blue to yellow.

12. Measure the colour intensity of the solution in each
well, as described in section 1.5, at 450nm filter
(reading) and possibly at 620-630nm (background
subtraction), blanking the instrument on Al.

Important notes:

1. |If the second filter is not available, ensure that no
finger prints are present on the bottom of the
microwell before reading at 450nm. Finger prints
could generate false positive results on reading.

2. Reading has should ideally be performed
immediately after the addition of the Stop Solution
but definitely no longer than 20 minutes afterwards.
Some self oxidation of the substrate can occur
leading to a higher background.

3. Shaking at 350 +150 rpm during incubation has been
proved to increase the sensitivity of the assay of
about 20%.

2. Short Incubation - Manual assay:

1. Place the required number of Microwells in the
microwell holder. Leave the 1st well empty for the
operation of blanking.

2. Dispense 200 pL of Negative Control in triplicate,
200 pL Calibrator in duplicate and 200 uL Positive
Control in single in proper wells. Do not dilute
Controls and Calibrator as they are pre-diluted, ready
to use!

3. Add 200 pL of Sample Diluent to all the sample
wells; then dispense 10 uL sample in each properly
identified well. Mix gently the plate, avoiding
overflowing and contaminating adjacent wells, in
order to fully disperse the sample into its diluent.

Important note: Check that the colour of the Sample
Diluent, upon addition of the sample, changes from light
green to dark bluish green, monitoring that the sample
has been really added.

4. Dispense 50 pL Assay Diluent into all the
controls/calibrator and sample wells. Check that the
color of samples has turned to dark blue.

5. Incubate the microplate for 45 min at +37°C.
Important note: Strips have to be sealed with the
adhesive sealing foil, supplied, only when the test is
carried out manually. Do not cover strips when using
ELISA automatic instruments.

6. Wash the microplate with an automatic washer by
delivering and aspirating 350 pL/well of diluted
washing solution as reported in section 1.3.

7. Pipette 100 uL Enzyme Conjugate into each well,
except the 1st blanking well, and cover with the
sealer. Check that this red coloured component has
been dispensed in all the wells, except Al.

Important note: Be careful not to touch the plastic inner
surface of the well with the tip filled with the Enzyme
Conjugate. Contamination might occur.

8. Incubate the microplate for 45 min at +37°C.

9. Wash microwells as reported in section 1.3.

10. Pipette 100 pL Substrate TMB mixture into each
well, the blank well included. Then incubate the
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Important note:

microplate at room temperature (18...24°C) for 15
minutes.

Do not expose to strong direct

illumination. High background might be generated.

11.

12.

Pipette 100 pL Stop Solution into all the wells using
the same pipetting sequence as in step 10 to stop
the enzymatic reaction. Addition of stop solution will
turn the positive control and positive samples from
blue to yellow.

Measure the colour intensity of the solution in each
well, as described in section 1.5, at 450nm filter
(reading) and possibly at 620-630nm (background
subtraction), blanking the instrument on Al.

Important notes:

1.

If the second filter is not available, ensure that no
finger prints are present on the bottom of the
microwell before reading at 450nm. Finger prints
could generate false positive results on reading.
Reading has should ideally be performed
immediately after the addition of the Stop Solution
but definitely no longer than 20 minutes afterwards.
Some self oxidation of the substrate can occur
leading to a higher background.

Shaking at 350 +150 rpm during incubation has been
proved to increase the sensitivity of the assay of
about 20%.

N. ASSAY SCHEME

Legenda: BLK = Blank NC = Negative Control
CAL = Calibrator PC = Positive Control S = Sample

O. INTERNAL QUALITY CONTROL

A check is carried out on the controls and the calibrator
any time the kit is used in order to verify whether their
0OD450/620nm values are as expected and reported in

the table below.

Check Requirements

Blank well < 0.100 OD 450/620nm value
Negative  Control [ < 0.050 mean OD450/620nm after
(NC) blanking

Calibrator S/Co >1.1

Positive Control

>1.000 OD450/620nm value

If the results of the test match the requirements stated
above, proceed to the next section.

If they do not, do not proceed any further and perform
the following checks:

Problems

Check

Blank well
> (0.100 OD450nm

1.

that the Substrate solution has not
become contaminated during the
assay

Negative Control
(NC)

> 0.050 OD450nm
after blanking

that the washing procedure and the
washer settings are as validated in the
pre qualification study;

that the proper washing solution has
been used and the washer has been
primed with it before use;

that no mistake has been done in the
assay procedure (dispensation of
positive control instead of the negative
one);

that no contamination of the negative
control or of the wells where the
control was dispensed has occurred
due to spills of positive samples or of
the enzyme conjugate;

that micropipettes have not become
contaminated with positive samples or
with the enzyme conjugate

that the washer needles are not
blocked or partially obstructed.

Operations Operations
Method (Standard (Short
Incubation) Incubation)
Controls &
Calibrator 200 pL 200 pL
Sample Diluent & | 200 pL diluent.+ 200 pL diluent.+
Sample 10 pL sample 10 pL sample
Assay Diluent 50 pL 50 pL
1st incubation 60 min (x 3) 45 min (£ 2)
Temperature +37°C +37°C
Wash step 4-5 cycles 4-5 cycles
Enzyme
Con}’ugate 100 pL 100 pL
2nd incubation 30 min (¢ 1) 45 min (£ 2)
Temperature +37°C +37°C
Wash step 4-5 cycles 4-5 cycles
Substrate TMB 100 pL 100 pL
3rd incubation 30 min (£ 1) 15 min (£ 1)
Temperature Room temperature | Room temperature
(18...24°C) (18...24°C)
Stop Solution 100 pL 100 pL
Reading OD 450/620nm 450/620nm

An example of dispensation scheme is reported below
(valid for both incubation time procedures):

Microplate
1 |2 |3 |4|/5]6 |7 |8 ]9 ]|10]11]12
A |BLK|[S2
B |[NC |S3
C |INC |[s4
D |[NC |S5
E |CAL|S6
F |CAL|S7
G |PC |S8
H |[S1 [S9
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Calibrator
S/Co<1.1

that the procedure has been correctly
performed;

that no mistake has occurred during
its distribution (ex.: dispensation of
negative control instead of calibrator)
that the washing procedure and the
washer settings are as validated in the
pre qualification study;

that no external contamination of the
calibrator has occurred.

Positive Control
<1.000 OD450nm

that the procedure has been correctly
performed;

that no mistake has occurred during
the distribution of the control
(dispensation of negative control
instead of positive control. In this
case, the negative control will have an
OD450nm value > 0.150,too0.

that the washing procedure and the
washer settings are as validated in the
pre qualification study;

that no external contamination of the
positive control has occurred.
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If any of the above problems have occurred, report the
problem to the supervisor for further actions.

P. RESULTS
The tests results are calculated by means of a cut-off
value determined with the following formula:

Cut-Off (Co) = NC mean + 0.350

The value found for the test is used for the interpretation
of results as described in the next paragraph.

Q. INTERPRETATION OF RESULTS

Test results are interpreted as ratio of the sample
0OD450nm and the Cut-Off value (or S/Co) according to
the following table:

S/Co Interpretation
<0.9 Negative

0.9 - 1.1 | Equivocal
>1.1 Positive

A negative result indicates that the patient has not been
infected by HCV or that the blood unit may be
transfused. Any patient showing an equivocal result
should be tested again on a second sample taken 1-2
weeks later from the patient and examined. The blood
unit should not be transfused.

A positive result is indicative of HCV infection and
therefore the patient should be treated accordingly or the
blood unit should be discarded.

Important notes:

1. |Interpretation of results should be done under the
supervision of the responsible of the laboratory to
reduce the risk of judgement errors and
misinterpretations.

2. Any positive result should be confirmed by an
alternative method capable to detect IgG and IgM
antibodies (confirmation test) before a diagnosis of
viral hepatitis is formulated.

3. As proved in the Performance Evaluation of the
product, the assay is able to detect seroconversion
to anti HCV core antibodies earlier than some other
commercial kits. Therefore a positive result, not
confirmed with these commercial kits, does not have
to be ruled out as a false positive result ! The sample
has to be anyway submitted to a confirmation test.

4. As long as the assay is able to detect also IgM
antibodies some discrepant results with other
commercial products for the detection of anti HCV
antibodies - lacking anti higM conjugate in the
formulation of the enzyme tracer and therefore
missing IgM reactivity - may be present. The real
positivity of the sample for antibodies to HCV should
be then confirmed by examining also IgM reactivity,
important for the diagnosis of HCV infection.

5. When test results are transmitted from the laboratory
to an informatics centre, attention has to be done to
avoid erroneous data transfer.

6. Diagnosis of viral hepatitis infection has to be done
and released to the patient only by a qualified
medical doctor.

An example of calculation is reported below:

Adaltis Srl
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The following data must not be used instead of real
figures obtained by the user.

Negative Control: 0.019 — 0.020 — 0.021 OD450nm

Mean Value: 0.020 OD450nm Lower than 0.050 —
Accepted

Positive Control: 2.189 OD450nm
Higher than 1.000 — Accepted

Cut-Off = 0.020+0.350 = 0.370
Calibrator: 0.550 - 0.530 OD450nm
Mean value: 0.540 OD450nm S/Co=1.4
S/Co higher than 1.1 — Accepted

Sample 1: 0.070 OD450nm
Sample 2: 1.690 OD450nm
Sample 1 S/Co < 0.9 = negative
Sample 2 S/Co > 1.1 = positive

R. PERFORMANCES

Evaluation of Performances has been conducted in
accordance to what reported in the Common Technical
Specifications or CTS (art. 5, Chapter 3 of IVD Directive
98/79/EC) and with both incubation procedures (standard
and short).

1. LIMIT OF DETECTION

The limit of detection of the assay has been calculated
using the short incubation assay by means of the British
Working Standard for anti-HCV, NIBSC code 06/188-
006. The table below reports the mean OD450nm values
of this standard when diluted in negative plasma and
then examined.

Dilution Lot#1 | Lot#2 | Lot#3

Factor S/Co S/Co S/Co

1X 3,50 4,00 4,30

2 X 2,10 2,60 2,60

4 X 1,3 1,40 1,30
Negative

Plasma 0,25 0,20 0,20

In addition the sample coded Accurun 1 - series 3000 -
supplied by Boston Biomedica Inc., USA, has been
evaluated “in toto” showing the results below:

Accurun 1 | Lot#l | Lot#2 | Lot#3
series
Factor S/Co S/Co S/Co
1X 2,90 3,04 3,40

2. DIAGNOSTIC SPECIFICITY AND SENSITIVITY
The Performance Evaluation of the device was carried
out in a trial conducted on more than total 5000 samples.

2.1 Diagnostic specificity

It is defined as the probability of the assay of scoring
negative in the absence of specific analyte. A total of
more 5000 unselected donors, including 1st time donors,
were examined.

The diagnostic specificity was assessed against a kit US
FDA approved.

5043 blood donors were tested providing a specificity of
99.5%. 210 hospitalized patients were tested for HCV
Ab; a diagnostic specificity of 99.5% was found.
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Moreover, diagnostic specificity was assessed by testing
162 potentially interfering specimens (other infectious
diseases, E.coli antibody positive, patients affected by
non viral hepatic diseases, dialysis patients, pregnant
women, hemolized, lipemic, etc.). A value of specificity of
100% was assessed.

No false reactivity due to the method of specimen
preparation has been observed. Both plasma, derived
with different standard techniques of preparation (citrate,
EDTA and heparin), and sera have been used to
determine the value of specificity. Frozen specimens
have been tested, as well, to check for interferences due
to collection and storage. No interference was observed.

2.2 Diagnostic Sensitivity

It defined as the probability of the assay of scoring
positive in the presence of specific analyte. The
diagnostic sensitivity has been assessed externally on a
total number of 348 specimens; a diagnostic sensitivity of
100% was found. Internally more than other 50 positive
samples were tested, providing a value of diagnostic
sensitivity of again 100%. Positive samples from
infections carried out by different genotypes of HCV
were tested as well.

Furthermore, most of seroconversion panels available
from Boston Biomedica Inc., USA, (PHV) and
Zeptometrix, USA, (HCV) have been studied.

Results are reported below for some of them.

Panel N° samples |Adaltis “|Ortho™*

PHV 901 11
PHV 904
PHV 905
PHV 906
PHV 907
PHV 908
PHV 909
PHV 910
PHV 911
PHV 912
PHV 913
PHV 914
PHV 915
PHV 916
PHV 917
PHV 918
PHV 919
PHV 920
HCV 10039
HCV 6212
HCV 10165

= = =
olo|lu|g|N|o|5|o|s|o|s|w|o|o|w|h|~N|~N|o |~
gl |Nvo|w|Nv o | s waNk | wwnv Slw|~Njw(n|o
AN|o|o|wlo|a|wo|u|n|k|w|w ]| N~ A Ao

Note:
1. Positive samples detetcted
2. HCV v.3.0

Finally the Product has been tested on the panel EFS Ac
HCV, lot n° 06.140817, supplied by the Etablissement
Francais Du Sang (EFS), France, with the following
results:
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EFS Panel Ac HCV

sample Lot#1 |Lot#2]| Lot#3 |Average
S/Co |S/ICo| S/Co | value
HCvV1| 053 | 0,52 ] 0,55 |Negative
HCV 2| 3,28 | 591 ] 3,04 |Positive
HCV 3| 2,17 | 3,18 | 2,56 |Positive
HCV4 | 2,26 | 2,23 | 2,35 |Positive
HCV5]| 6,10 | 7,06 | 6,90 |Positive
HCV6| 166 | 1,77 | 1,67 |Positive
3. PRECISION

It has been calculated on five samples, one negative and
four positives examined in 4 replicates each in six
separate runs. The precision, obtained for both protocols,
is equivalent.

Results are reported as follows:

Intra-lot results: EIAgen HCV Ab (v.4) Kit -
1% Lot (short incubation assay)

Precision - %CV
Sample S/Co Within Between Total
Mean Run Run
Negative 0.03 6.66 10.56 12.48
1.20 8.52 8.49 12.03
Positives 1.51 7.69 12.22 14.44
3.57 7.43 11.82 13.97
11.87 3.42 9.32 9.92

Intra-lot results: EIAgen HCV Ab (v.4) Kit -
1% Lot (long incubation assay)

Precision - %CV
sample S/Co Within Between Total
Mean Run Run
Negative 0.04 4.67 12.34 13.19
1.47 9.62 11.40 14.92
Positives 1.82 8.92 12.77 15.58
4.31 4,59 12.88 13.67
13.78 2.42 8.96 9.26
Inter-lot results: EIAgen HCV Ab (v.4) Kit -
1%, 2" and 3" Lot (short incubation assay)
Precision - %CV
Sample Lot1 Lot 2 Lot 3
Negative 8,65 8,29 6,13
Calibrator 4,98 4,44 5,38
Positive 4,11 3,11 1,37

11/13

The variability shown in the tables above did not result in
sample misclassification.

S. SUGGESTIONS FOR TROUBLESHOOTING
Adherence to assay procedure and specifications, as
well as a correct use of reagents and proper pipetting,
may help to avoid the following kinds of errors
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ERROR

POSSIBLE CAUSES / SUGGESTIONS

OD very
different

(x 50%) from
OD reported
on QC

- incorrect dispensing volume of reagents
(suggestion: check the correspondence
between the volume dispensed by the
pipette and the one required by the assay;
re-calibrate again pipettes)

-incorrect temperature or incorrect
incubation time (suggestion: more care in
the incubator maintenance; note down the
beginning of the incubation)

-error in washing or in photometer reading
(suggestion: check operating or settings of
respective instruments)

-contamination of Substrate or Conjugate
(suggestion: use only disposable and clean
plastic containers)

Low
reproducible
results

-not constant dispensing volume of samples
or reagents (suggestion: check the pipettes
precision and the correspondence between
the volume dispensed by the pipette and
the one required by the assay; re-calibrate
again pipettes)

-error in washing or in reading (suggestion:
check operating or settings of respective
instruments)

-contamination of Substrate (suggestion:
use only disposable and clean plastic
containers)

-pollution or degradation of reagents
(suggestion: use appropriate tips,
disposable and clean plastic containers for
reagents and high quality distilled or
equivalent water)

no colorimetric
reaction

after addition
of substrate

-some reagent not pipetted

- strong contamination of Conjugate or
Substrate

-errors in performing the assay procedure
(e.g. accidental pipetting of reagents in a
wrong sequence or from the wrong vial,
etc.)

too low -incubation time too short, incubation
reaction (too temperature too low
low ODs) -incorrect conjugate dilution

-incorrect conjugate dilution

-incubation time too long, incubation
too high temperature too high
reaction (too -water quality for wash buffer insufficient
high ODs) (low grade of deionization)

-insufficient washing (conjugates not
properly removed)

unexplainable
outliers

-contamination of pipettes, tips or
containers

-inconstant and insufficient washing
(conjugates not properly removed)

too high within-

-reagents and/or strips not pre-warmed to
Room Temperature prior to use

between-run
CV%

run CV% . .
- plate washer is not washing correctly
(suggestion: clean washer head)
-incubation conditions not constant (time,
too high temperature)

-controls and samples not dispensed at the
same time (with the same intervals) (check
pipetting order)

-person-related variation

Adaltis Srl
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T. AUTOMATION

The procedures identified in this Instruction for Use are
for manual testing only. When wusing automated
instruments, follow the procedures that are contained in
the operator's manual provided by the device
manufacturer. Laboratories must follow their approved
validation procedures to demonstrate compatibility of this
product on automated systems.

U. LIMITATIONS

Repeatable false positive results, not confirmed by RIBA
or similar confirmation techniques, were assessed as
less than 0.1% of the normal population.

Frozen samples containing fibrin particles or aggregates
after thawing have been observed to generate some
false results.
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CUMBOIJIN, N3MNMON3BAHUN B ETUKETUTE

LOT [T X 3 \74
MeauunHckn BHumaHwne,
MpoaykT Homep Ha Homep Ha npoyerterte pannum Ha Manonssante Homep Ha Tect
[OwarHocTtuka nH KaTanor Maptnoa MHCTPYKUUUTE TemnepaTtypa o
BUTPO 3a ynotpeba
P
“ PN M [MICROPLATE] | [CONTROLJ+| | [CONTROL[-] [CAL]
Masere ot HaTa Ha MonoxwutenHa OtpuuarennHa
Mpounssoguten CnbHyeBa Mwukponnoya Kanubpatop
Bbnrapcku CeeTnuHa MpounssoacTeo KoHTpona KoHTpona
CONJ [DIL[SPE] | [SUBS[TMB| | [SOLN[STOP| |[WASHBUF[20X]| [DILJ[AS] | [RCNS]x mL]
TamnoH 3a
PastBoputen Brokupaty PastBoputen sa | [onbnHeTe € X
CBbp3aH MocTpy CybetpaTt TMB (H2SO, 0.3M) KoHueHTpupaHo AHanus mL
M3muBane 20x
Buonorex OnacHoct BHumaHne
puck

BHumaHue:

Brnokupaly Pa3TBop knacuduumpaH kato: PasspkgaHe Ha koxaTa 1A

&

o [lpedynpexdeHue:
OnacHocm

o OnacHu KOMMoOHeHmMu, Koumo onpedenﬂm emuKkemupaHemo:

CsipHa KucenuHa
e Yka3zaHusi 3a onacHocm:

H314 lNpuyuHsi8a MEXKU KOXHU U32apsiHUS U yepexoaHe Ha o4yume.

« [penopuku 3a npednasnueocm:

P260 He sduweatime npaxose, OumM, 2a3, Mbasia, U3napeHusi, aepo3osu.
P303+P361+P353 NP KOHTAKT C KOXKATA (unu kocama): HesabasHo ceaneme ysinomo 3ambpceHo 0bnekso. U3nnakHeme Koxama ¢

8o0a / 83ememe Oyuw.

P305+P351+P338 B C/TYHAN HA KOHTAKT C OYUTE: usnnakHeme obusiHO 8 NpodbiKeHue Ha HAKOIKO MuHymu. Ceaneme, ako ce
u3rosi3eam, KOHMaKmMHU fielyu, ako moea e 8b3MOXHO. [1po0b/mkeme Oa usrnnakeame.
P310 lNMombpceme He3zabasHo LUIEHTBP 10 TOKCUKOJIOIMMNS unu meduyuHcka nomMouw.

P405 CoxpaHsisatime o0 Kritou.

P501 Usaxebprieme cbObpxaHUemo Ha KoHmeliHepa 8 cbomeemcmeaue ¢ JI0KaIHume, pe2uoHaIHume, HayuoHanHume, MexadyHapooHume

pa3srnopedbu.

BHumaHue:

OtpuuartenHa KoHtpona, MNMonoxutenHa koHTpona, Kanubpatop, KoHtorat, PastBoputen MocTpu, PastBoputen Ha AHanu3a n
TamnoH 3a KoHueHTpmpaHo nsmmeare 20X knacudpuumpanu kaTto: YyBcTB. 3a KoxaTta. 1

o [lpedynpexdeHue:
BHumaHue

o OnacHu KOMMOHeHMuU, Koumo onpedesiim emukemupaHemo:
Cmec om: 5-xnop-2-memun-2H-uzomua3sorn-3-oH [EC Homep 247-500-7]; 2-memun-2H-usomua3son-3-oH [EC Homep 220-239-6] (3:1)

e Yka3aHusi 3a onacHocm:

H317 Moxe da npuquHuU anepauyHa KOxHa peakyusi.

o [penopbku 3a npednasnueocm:

P261 U3bsizealime eduwieaHemo Ha ripax, OuM, 2a3, Mbesa, UsrnapeHusi, aepo3oriu.
P280 U3znonzeatime npednasHu pbkasuyu, npednasHo obnekro. [azeme oyume, nuyemo.
P321 CneyuanHo mpemupaHe (8uUx Ha mo3u emukem).

P333+P313 B criyyall Ha pa3dpasHeHue Ha Koxama urnu paskbCceaHe, Harpaseme : KOHCYnmauus ¢ fiekap.

P302 + P352 NP KOHTAKT C KOXKATA: Usmuiime obusnHo ¢ eoda.
P501 Uzxebpreme cbObpxaHuemo/KoHmeliHepa 8 cbomeemcmeue ¢ /I0KarnHume/peauoHanHume/HayuoHanHume/mexoyHapooOHume

pasnopedbu.

3a nuctoBkuTe 3a besonacHocT ce koHcynTupawnTe: www.adaltis.net.
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B'bJIFTAPCKHA

A. NTPEOHA3HAYEHUE

MmyHoeH3nMHO  pgosupaHe (ELISA) oT 4yetBbpTa
reHepauus 3a onpegensiHe Ha aHTuTena aHtu Bupyc Ha
Xenatut C in nnasmu (EDTA, XenapuH u Lutpat) u
yoBewkn cepymn. KomnnektbT Moxe ga Obae
M3Mon3BaH 3a TbPCEHE Ha aHTWUTEena B KpbBHWUTE Npobu
Ha naumeHTu, 3apaseHun ot HCV.

Camo 3a gnarHocTnyHa ynotpeba UH BUTpO.

B. BbBEOEHUE
CeetoBHata OpraHusaumss Ha 3gpaBeonasBaHeTo
(OMS) onpepgensa wuHpekumatTa oT Xenatut C no
cnegHns HauuH:

“Xenatut C e BuMpyCHa WHeKUUa Ha 4vepHus Opoo,
KosiTO cnaga kbMm xenatutun “ A m B’ napeHTepanHo
npegageHyn 0o naeHtTuduuupaHe Ha areHTa npuyanHuTen
npe3s 1989. OTkpUTMETO K XapakTepusnpaHeTo Ha
Bupyca Ha xenatut C (HCV) Boam go pasbupaHe 3a
HeroBata nMbpBUYHA PoONsA Mpu Xenatutute creg
npenvBaHe Ha KpbB U [a BOAM A0 TPanHU MHGEeKummn”.

HCV ce npegaBsa OCHOBHO Npu AMPEKTEH KOHTAKT C YOBELLKA
KpbB. Hanm-ronemute npuumHn 3a HCV B cBeta ca
ynotpebaTta Ha KpbB, KOSTO HE € MPOoBEpeHa 3a NpenmBaHns
M MoBTOpHaTa yrmotpeba Ha UMM U CIPUHLIOBKK,
HeMnoaxoasLLO CTEPUNU3UPAHM.

B mMOMeHTa He e HanuMyHa HWUTO edHa BakCWuHa, KOSTO Aa
npegotBpat xenatut C U NEYEHMETO Ha XPOHWUYHU
xenatutn C e npekaneHo CKbMo, 3a Jda MoraT HapoguTe OT
passvBalLMTE Ce CTpaHW, Aa Morat Aa cu ro no3sorsT.
CrnepoBaTtenHo,  HaW-ronsgMoTO  Bb3AEWCTBUE  BbPXY
fonHute ot xenatut C we 6bae NoOCTUrHaATO HacoYBalKM
ycunuata  BbPXy ~HamansBaHe Ha  puckoBeTe  Ha
npegasaHeTto Ha HCV B GonHuua (npenviBaHe Ha KpPbB,
HECUIYPHU  UHXEKUMM) W  TMOBEAEHME C BUCOK PUCK
(MHxekTUpaHe Ha gporn).

BupycweT Ha xenatut C (HCV) e eguH ot Bupycute (A, B,
C, D, n E), konto ca OTroBopHM 3a yBennyaBaHeETO Ha
cnyyauTe Ha BupyceH xenaTtut. Toea e eguH Bupyc RNA
oT cemencTtBoTo Flaviviridae, koeTo nokassa, 4ye uma
TeCeH CNekTbp Ha npuMeMHuLUM. HYoBellknuTe cbluecTBa U
LWMMnaH3eTaTa ca eQNHCTBEHUTE BUOOBE, CKMOHHU KbM
WH(pekumMa M aOBaTa BuAaa pasBuMBaT e€4HW M CbLUM
bonectn. EgHa BaxHa XxapakTepucTMka Ha BUpyca e
OTHOCUTENHaTa MyTareHHOCT Ha T[eHOMa, KOEeTo
BEPOSTHO Ce CBbp3Ba C Bucokata MyTtareHHOcT (80%) u
npeamsBMkBa XpPOoHWUYHU UHpekumn. HCV e obeguHeH ¢
pasnnYyHM TOYHO pPasrpaHUYEeHn reHOTUNU, KOUTO moraT
na O6baat BaxHW npu onpegensiHeTo Ha bonectta M
noBnusiBaHe Ha fneyeHue.

NHkyBaumoHHMAT nepuog Ha uHdekums ot HCV npegu
NnosiBABAHETO Ha KNUHWYHUTE cumnTomu e oT 15 go 150
OHu. Mpu ocTpute MHEKL MK, Hak-0bLLNTE CUMNTOMM ca
ymMopa W XbATeHULA B MNo-ronsgmaTa 4vact OT crnyvauTe
(mexgy 60% wn 70%), cnydyaute KOMTO pasBuMBaT
XPOHMYHa MHeKums, npotudat 6e3 cumntomun. Okono
80% oOT HOBUTE MWHDEKTUPaHU NauMeHTM pasBuBa
XpOHWYHa  WHekuusa.  Lnposnte ce  passusaTt
npubnuautenHo ot 10 % go 20% B xopa, KOMTO Mmar
XPOHMYHA MHdEKUMsi, OOKATO pak Ha 4YepHus Opob ce
nossaBa Mexay 1% u 5% oOT xopaTa, KOUTO umaT
XPOHUYHA uWHGeKkuma 3a eauH nepwog ot 20 go 30
roguHn. [lo-ronsmata 4act OT NauMEeHTUTE, KOMUTO
CTpagaT OT paK Ha 4YepHust Opob, npu KOUTO HAMa
WHpekuma ot xenatut B, nokaseat mHdekums ot HCV.
MexaHn3mbT, nopagn konto uHdpekuuara ot HCV Boam
00 paK Ha 4epHust Apob BcCe Olle He € MHOro SiCeH.
Xenatut C yBenuyaBsa Cepno3HOCTTa Ha 3abonsiBaHusATa
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Ha 4epHuss pgpob, KoraTo € nMpenokpmBa C ApYrK
3abonsBaHMst Ha 4epHusa Opo0o. MNo-cneywnanHo,
yepHOApPOOHMTE 3abonsiBaHWs ce pas3BumBaT No-6bpP30
npv nuua ¢ 4YepHoapobHM 3abonsaBaHud, Npegu3BuKaHu
OT MpekoMepHa ynoTpeba Ha ankoxon u ¢ uHdekuns ot
HCV. HCV ce npegaBa OCHOBHO NpW OAMPEKTEH KOHTAKT C
WHpekTupaHa kpbB. [lpegaBaHeTo  NOCPEACTBOM
npenvBaHe Ha KpbB, He u3cnegBaHa 3a HCV,
nosTopHata ynotpeba Ha urnu, CNpuHLIOBKM W Apyru
MEOULMHCKN U3Jenus, HEMoOOXOAALO CTepunusvpaHu,
UNM NocpeacTBOM pasMsiHa Ha UMKU Mexgy Xxopa,
ynoTpebsaBawm gpora. [lpegaBaHeTo NoO CekcyaneH unm
nepuHaTtaneH MbT, MOXE CbLO Aa Ce MOoSydn, HO He
Tonkoea 4ecto. [pyrm HaumHM 3a npepaBaHe, ca
CBbpP3aHM C MpaKTUKU Ha MoBedeHWe, couunarnHu,
KynTypHM (MMPCUHF MO TANOTO, 0bpsisaBaHe n TaTyMpoBKN)
Morat Aa HacTbMAT, ako Ce W3Mnon3BaT HenoaxogsLlo
cTepunuampadm uHcTpymeHtu. HCV He ce npepaBa
NocpeacTBOM KuxaHe, NMperpbAaku, Kawnuua, XxpaHa vnm
BOAA, KaTo M uype3 cnogensare npubopu mnu Yawm mnm
Yypes criydaeH KOHTaKT.

Kakto B pas3BuTute CTpaHu, Taka u B pasBuBalute ce,
rpynute nogd BUCOK PUCK BKIOYBAT noTpebutenute Ha
Apora 3a MHXeKTupaHe, nony4yatenute Ha HenpoBepeHa
KPBbB, XeMOUNULIX, KOUTO Ca MOAMOXEHN HA AManm3a u
nvua c ronam 6pon cekcyanHu napTHLOpwu.B passuture
cTpaHu, ce npegnonara, 4ye 90% OT xopaTa C XpOHWYHa
nHdpekums ot HCV, ca OCHOBHO NoTpeduTenu Ha aporu
3a VHXEKTMPaHe U Te3n C UCTOPUSI Ha NpenvBaHe Ha He
nscnegBaHa KpbB UM KPpbBHU npogykTn. B no-ronsima
4YacT OT pasBMBalLMTE Ce CTpaHu, KbAeTO BCe olle ce
usnon3ea He wu3cnegBaHa KpPbB U NPOWU3BOAHM,
OCHOBHOTO CPeACTBO 3a npedaBaHe Ha MHdekuusta ca
WHCTPYMEHTUTE 3a MWHXEKTUpaHe W npenuBaHe Ha He
KOHTponMpaHa KkpbB. B pgonbnHeHue, xopaTta, KOWUTO
NpaKkTUKyBaT >epTBEHU puTyann u oOpsaA3BaHe ca
M3MNOXEHN Ha PUCK, ako wu3nonsesat WM wusnonasar
NMOBTOPHO HE CTEPUNU3NPAHN UHCTPYMEHTH.

OMS npegswxga, 4e okono 170 mununoHa voseka, 3% oT
CBETOBHOTO HaceneHue ca 3apaseHn ot HCV wu ca
N3MOXEHN Ha PUCK OT pasBMBaHe Ha uMpo3a u/wunu pak
Ha yepHusa gpob. PasnpocTtpaHeHnMeTo Ha MHdekuuaTa
HCV B Adpuka, CpegHua N3tok, KOromstoyHa Asusa un
3anagHaTa JacT Ha Tuxusa OKeaH e BMCOKO, B CpaBHEHUE
cbc CeBepHa Amepuka n EBpona.

HOwnarHoctnyHmte TectoBe 3a HCV ce mnsnonsear, 3a ga
ce usberHe wuHdeKuMATa NOCPEACTBOM CKPUHUHI Ha
OOHOPW Ha KpbB M nnasma, 3a ga ce crabunusumpa
KNMHUYHaTa pfuarHo3a M ga ce B3aumar no-gobpe
pelleHnsi, OTHOCHO JleYeHMEeTO Ha  nauueHTuTe.
[narHocTnyHNTE TECTOBE HaNU4YHU OHEC, Ce OCHOBaBaT
Ha WMyHOeH3uMHW aHanu3n (EIA) 3a oTkpvBaHe Ha
cneumdpuyHm antutena Ha HCV. Cuctemata EIA moxe
Aa otdyete noeeyve oT 95% OT NauMeHTUTEe, XPOHUYHO
WHdeKTMpaHM, Ho camo oT 50% po 70% oT ocTpute
cnyyanm Ha uvHdekunn. PekombuHaHTeH wuMyHOGNOT
aHann3 (RIBA), konTo wageHTuduuupa aHTMTENaTa,
KOMTO pearvpaT ¢ uHauBuayanHu aHturedim HCV, yecto
Cce u3nonseBa kaTo eauH AOMbiHUTENEH TecToBe 3a
noTBbpXaaBaHeTO Ha  nonoxuteneH pesyntat EIA.
TecT 3a HCV, 6asvpaHu Bbpxy pa3npocTpaHsaBaHETO Ha
RNA (mp. PCR, aHanu3 Ha cBbp3aHo DNA) e usnonasaH
CblIO Taka M 3a MNOTBbPXAEHME HA CEepONIOMMYHUS

pesyntaT M  3a MpeanuceBaHe Ha egHa edmkacHa
aHTuBMpycHa Tepanusi. [lonoxuTenewus pesyntart
nokasea HanM4YMETO Ha aKTMBHA  WHQEKuMs u

Bb3MOXHOCT 3a pasnpocTpaHsBaHe Ha WHdekumaTa
uwunn pasBMBaHETO Ha XPOHUYHM 3abonsBaHUA Ha
YepHusa 4pob.

MpOTMBOBMPYCHM MEeAMKaMEHTW, KaTo WHTepdepoH,
npMemMaH CaMOCTOATENHO unn B KOoMOBumHauusa ¢
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pubaBrpurH, MOXe [a ce M3MNon3Ba 3a NekyBaHe Ha nuua
C XpoHunyeH xenatut C, HO pa3xoguTe Mo fieyeHmeTo ca
MHOrO BWCOKW. JleyeHneTo camo C WHTepdepoH e
edmkacHo B okono 10%-20% oT nauumeHTuTe.
NHTepdepoHbT, KOMOMHUPAH ¢ pnbaanH e edmkaceH B
30%-50% ot nauueHTuTe. PubagmBmHbT He e
e(eKTMBEH, KOraTo ce U3non3sa CaMOCTOSITENHO.

Hama HukakBa edwmkacHa BakcuHa cpewy HCV.
HayuHnte wuscnegBaHus npogbimkaBaT, HO BMCOKaTa
MyTareHHoCcT Ha TreHoma Ha HCV  ycnoxHssa

pa3paboTBaHeTO Ha BakcuHa. Jluncata Ha no3HaBaHe
Ha HSKOM OT WMYHHO-3aWMTHUTE OTroBOpU cnepg
nHopekuma Ha HCV He nosBonsiBa CbLO Taka TbpCeHe
Ha BakcuHa. [Jopu He ce 3Hae ganu uMyHHaTa cucTema e
B CbCTOSIHME [a OTCTpaHu BMpyca.

Hakoe oT npoyyBaHusiTa, He3aBMCMMO OT TOBa €
nokasano HarM4YMeTo Ha aHTUTena HeyTpanuampaiim
BMpYyca npw naumeHTute, 3apaseHun or HCV. lMNpu nunca
Ha BakcuHa, TpsibBa oa O6baaTt B3eTu BCUMYKM NpefnasHu
MepKK, 3a ga ce usberHe MHMEKUUS, BKMOYUTENHO (a)
CKPMHWMHIT W TecT Ha KpbBTa W opraHute; (b)
[eakTuBMpaHe Ha BMpYCa Ha Nnasmu U ApYrn NpPoAYKTH;
(c) HapacTBaHe W noagobpXkaHe Ha  KOHTpora Ha
MHEKUMATA,KAKTO U NpaBunHaTa cTepunusauus Ha
MeOULMHCKUTE U JeHTanHu  MHCTpymeHTw;  (d)
Hacbp4yaBaHETO 3a MPOMEHW B MOBEAEHUETO MeEXOY
0OUKHOBEHUTE XOpa, 3a Ja Ce Hamanu npekoMmepHaTta
ynoTpeba Ha MHXEeKUMM 1 NpakTukaTa 3a U3nona3BaHe Ha
Heobe3onaeHn MHXeKuuu; (e) HamansBaHeTo Ha pucka
3a nuua, KouTo yrnoTpebsiBaTt gpora v NpakTUKyBaT CeKe
©e3 n3nonsesaHe Ha npeanasHM CPeacTBa.

FeHOMBbT, KOO 3a CTPYKTYPHWUTE KOMMOHEHTW, eauH
HykrneokancugeH npoTeMH W TMIUKOMPOTEUHM  Ha
obBuBKaTa, U PyHKUMOHANHWUTE CbCTaBKM, y4acTBallu B
noBTapsieMocTTa Ha Bupyca W B npepaboTkata Ha
HeroBMTe nNpoTeuHW. HykneokancugHUST — koavpaly
pervoH uarnexga, Ye e HaW-KOHCEepBaTUBEH MexXay
N3onupaHnTe, NOCTUrHaTV B CBETA.

C. HAYAIIO HA TECTA

Mukponnoykute ca nokputu € aHtureHn HCV-
cneunduyHn, Nnponsxoxgawin ot pernoHnte “core” n “ns”
KoavpallM 3a KoHcepBaTMBUTE U UMYHOLOMWHAHTHUTE
aHTUreHHU OeTepMUHaHTK (Core peptide,
pekombuHaHTeH NS3, NS4 n NS5 nentugm).

OcHoBHaTa YacT MbPBO Ce TpeTupa ¢ paspegeHa mocTpa
n antutenata HCV ca xBaHaTu, akO ca HanuvyHu, OT
aHTureHnte. Crneg kato ca M3MUTU BCUYKM  OpYyrU
KOMMOHEHTU Ha MoOcCTpaTta, Mpu BTOpaTa WHKybauus,
cBbp3aHu aHtuTenata HCV, IgG n IgM ca oTkputu ot
[obaBsHETO Ha cneunduyHM aHTUTENa, NONIMKNOHUPAHK
aHTn IgG&M, eTnketupaHu ¢ nepokcuaasa (HRP).
XBaHaTUAT €H3UM BbpXy CONMAHa OCHOBA, pearvpanku
cbC cybctpatHata cmec TMB, reHepupa  onTuyeH
CurHan, KOWTO € MponopuuoHaneH Ha KOMM4YecTBOTO
aHTutena aHtm HCV HanuyHm B moctparta. CTtonHocTTa
Ha cut-off no3BonsiBa ga ce mHTepnpeTupaT ONTUYHUTE
NABTHOCTU B NOMOXWUTENHU U OTpULAaTeNHU pesynTtatn B
aHTuTena HCV.

D. KOMNOHEHTH

KomnnektbT cbabpka peareHTM 3a 96 Tecta (kog
071067), 192 Tecta (kog 071064), unn 480 Tecta (kog
071068).
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Mukponnoua 1
OTtpuuaTtenHa KoHtpona 1x4 mL/cdnakoH
MonoxutenHa KoHtpona 1x2 mL/cnakoH

Kanunbpatop 2 cbnakoHa
Pa3sTBop 3a UamuBaHe KoHL. 20x | 1x50 mL/dnakoH
CBbp3aH 1x16 mL/cnakoH
PasTtBopuTten Ha MocTtpu 1x50 mL/cnakoH
Cy6cTpar TMB 1x16 mL/cnakoH
Bnokupauwy 1x15 mL/cdbnakoH
PasTtBopuTten 3a AHanus 1x8 mL/cdnakoH
JlucT 3a nokpuBaHe Ha nnoyva 2

Bpown TectoBe 96

Koa 071067
Mukponnoua 2

OTtpuuaTtenHa KoHtpona
MonoxurtenHa KoHtpona

2x4 mL/dnakoHa
1x4 mL/cdnakoH

Kanubpartop 3 donakoHa
Pa3sTBop 3a UamuBaHe koHU. 20x | 2x50 mL/cpnakoHa
CBbp3aH 2x16 mL/cnakoHa
PasTtBopuTten Ha MocTtpu 2x50 mL/cnakoHa
Cy6cTpar TMB 2x16 mL/cnakoHa
Bnokupauwy 2x15 mL/dnakoHa
PasTtBopuTten 3a AHanus 2x8 mL/dnakoHa
JlucT 3a nokpuBaHe Ha nyova 4

Bpown TecTtoBe 192

Koa 071064
Mukponnoua

5
1x20 mL/cdbnakoH
1x10 mL/cdbnakoH

OTtpuuartenHa KoHtpona
MonoxurtenHa KoHtpona

Kanubpartop 7 donakoHa
PasTtBop 3a UamunBaHe koHL. 20x | 5x50 mL/dnakoHa
CBbp3aH 2x40 mL/cnakoHa
PasTtBopuTten Ha MocTtpu 5x50 mL/cdpnakoHa
Cy6ctpaTr TMB 2x40 mL/dnakoHa
Bnokupauy 2x40 mL/dnakoHa
PastBopuTten 3a AHanus 1x40 mL/dbnakoH
JlucT 3a nokpuBaHe Ha nnova 10

Bpow TecToBe 480

Koa 071068

1. Mukponnoua

12 neHTU4KM 8 MUKPOENEeMeHTU, MOKPUTU C SAOpeH
nentua, pekombuHaHteH NS3, NS4 n NS5 nentunawn.
MnactuHWTe ca 3aneyaTaHn B eOuH anyM1HUEB NITUK.
M3uakante Mukponnodata fa ce 3arpee Ha cTarHa
Temnepatypa (18...24°C) npegan ga oTBopuTe nnuka.
3apepete  Heu3non3BaHUTE MNEHTM B NAvka U
CcbXxpaHsiBanTe Ha 2...8°C.

2. OrpuuatenHa KoHtpona

lMpoBepka Ha rotoB 3a ynotpeba npoaykt. Cbabpxa
TamnoH HatpueB uutpat 10 mM ¢ pH 6.0 £ 0.1, 2%
kazemH un 0.1% TlpoknmH 150 KaTo KOHCEPBaHT.
OTpuuartenHaTa npoBepka e KogmpaHa C MacneHo 3eneH
UBAT.

3. MNonoxurtenHa KoHtpona

MpoBepka Ha rotoB 3a ynotpeba npoaykT. Cvabpxa 1%
NpoOTEMHM OT KO3M CEepyM, YOBELUKM aHTUTenNa,
nonoxutenHn Ha HCV, TamnoH HaTpueB uutpat 10 mM
¢ pH 6.0£0.1, 0.5% Tween 20, 0.09% HaTpues asug u
0.1% [poknuH 150 kaTo KOHCcepBaHTW. [lonoxuTernHa
KoHTpona e kognMpaHa ¢ TbMHO 3€ieH LBSAT.

BaxHa 3abenexka: Omcbcmeuemo Ha XU3HEHU
namozeHu azeHmu 6 MNonoxutenHa KoHTpona , He Moxe
0a b6b0e Hanb/HO eapaHmMupaHo U credosamersiHo,
peazeHmbm mpsibea 0Oa 6bOe mpemupaH Kamo
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rnomeHyuanHo UHhekmupaH, 8 cbomeemcmeue C
0obpume nabopamopHuU fpakmuku.

4. Kann6partop

Pa3TtBopum kanubpaTtop. TpsbBa aa ce pasTBopu ¢ 06em
Bogda, cteneH EIA npepgctaBeH Ha eTukeTa. Cbabpka
npoTemHn oT deTaneH BOMCKM CEpyM, YOBELLKM
aHTutena Ha HCV uneto cbabpxaHue e kanubpupaHo
Ha 6asata NIBSC Working Standard kog 06/188-006,
10mM TamnoH HaTpueB umtpart ¢ pH 6.0+0.1, 0.3 mg/mL
reHTammumH condatr m 0.1% [lpoknuH 150 kaTo
KOHCEPBAHTH.

BaxHa 3abenexka: Omcbcmeuemo Ha XU3HEHU
namoezeHu azeHmu e Kanubpamopa, He moxe 0a bbde
Hamb/IHO 2apaHmupaHo, U criedoeamesiHo, peazeHmbm
mpsibea 0Oa b6wbOe mpemupaH Kamo omeHyuasaHo

UHbekmupaH, 8 cbomeemcmeue ¢  Oobpume
nabopamopHu npakmuku.
3abenexka: ob6emMbm, Heobxodum, 3a Oa ce

pa3meopu cbObpXaHUemMo Ha eripyeemkama Moe
da ce pasniu4aea om napmuda do napmuda. Mons,
usnon3ealime npasusiHusi obem, npedcmaeeH Ha
emukema.

5. KoHueHTpupaH PastBop 3a U3amuBaHe 20x
KoHueHTpupaH pastBop 20X. Cneag paspexaaHe,
pasTBOpPbT 3a u3MuBaHe (pa3pedeH TaMnoH 3a
n3MmBaHe) cbabpxa TamnoH occat 10 mM c pH 7.0 £
0.2, 0.05% Tween 20 n 0.05% MpoknuH 150.

Cnep paspexgaHe, pas3TBOpPbT 3a M3MMBaHe OCTaBa
ctabuneH 3a 1 cegmuua Ha 2...8°C.

6. CBBbp3aH

PeareHT rotoB 3a ynotpe6a u KogupaH C YepBeH LBAT.
Cbabpka nepokcuagasa OT XpsiH, CBbp3aHa C aHTuTena
nonuknoHanu ot kosa ¢ 1gG n 4vosewwku IgM, 5% BSA,
TamnoH Untpat 10 mM ¢ pH 6.4 + 0.1, 0.1% [lMpoknuH u
0.05% Tween 20 kaToO KOHCEPBaHTW.

7. Cy6cTpar TMB

KomnoHeHT roTtoB 3a ynoTpeba npoaykT. Cbabpxa
TamnoH umtpart-gocgatr 50 mM ¢ pH 3.5-3.8, gumeTun
cyndgokeng Ha 4%, 0.03% TtetpametunbeHsvanH (TMB)
n 0.02% BogopogeH nepokeng (H,O,). Cwmecete
BHMMaTENHO nNpeau ynotpeba.

3abenexka: Tpsibea 0a 60e cbxpaHsieaH 3aujumeH
om ceemsiuHa, mbli Kamo e 4YyyecmeumeJsieH Ha
CuJsiHa ceemJiuHa.

8. PasTBopuTen 3a AHanus

KomnoHeHT rotoB 3a ynotpeba npoaykT. Cbaobpxa Ko3u
cepyM, bydepupaH pasteop Ha Tris 10mM c pH 8.040.1,
cvabpxaw 0.1% [MpoknnH 150 n 0.09% HaTpues asung
3a npefBapuTenHO TpeTMpaHe Ha MOCTpUTE U Ha
NpoBepKNTE B Nfova, 6riokupankm CMyLLLeHnsTa.

9. Bnokupauy

KomnoHeHT: rotoB 3a ynotpeba npogyKT.
Covaovbpxa eanH pastBop 0.3 M Ha H,SO,.
BHMMATENHO Npeau ynotpeba.

CwmeceTe

10. PastBoputen MocTtpa

KomnoHeHT: rotoB 3a ynoTpeba u kogupaH C TbMHO
3eneH uBat. Cbabpka 1% kKasewH, TaMnoH HaTpueB
umtpat 10 mM ¢ pH 6.0 £ 0.1 n 0.1% lMpoknuH 150 kato
KOHCEPBaHT.

WsnonasawTe, 3a 4a paspeauTt mocTpaTa.

3abenexka: Paameopumesiim cMeHs1 ysema cu om
macJsieHo 3es1eH 00 MbMHO 3€J1IeHO-CUH NMpu Haiu4yue
Ha mocmpama.
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. UIBUCKAHN MATEPUAIIN, HO HE JOCTABEHU

KanubpupaHu mukpo-kankomepu (200 uyL n 10 pL) n
Urnu 3a egHokpaTHa ynotpeba.

Bopoa ot crteneH EIA (gBovHO aectunupaHa wnm
OevioHn3npaHa, obpaboTeHa ¢ akTMBEH BbITIEH 3a Aa
Ce OTCTPaHAT XUMWYHWUTE OKCUMAAHTW, W3MON3BaHU
KaTo Ae3VHEeKTaHTH).

Tanmep ¢ uHTepBan ot Bpeme 60 MUH. NN NoBeve.
nucrtose abcopbupalla mawumHa.

TepmocTaTuyeH nHkybaTop 3a mukponnouun ELISA, B
CbCTOSIHME Ha npefocTaBu efHa Temnepatypa oOT
+37°C.

KanubpupaH 4eteu Ha wMukpokneTkm ELISA c
pasdntaHe Ha 450nme No Bb3MOXHOCT C hUNTPU Ha
620-630nm 3a onpeaensHe Ha NpPasHUTE KINEeTKMU.
KanubpupaHo ycTpoWcTBO 3a U3MMBaHe
mMukponnoun ELISA.

Vortex unm nogobHU MHCTPYMEHTH 3a CMECBaHe.

Ha

I'IPE,D,VHPE)KJZIEHMH M NPEOANA3HU MEPKU
KomnnektbT TpsibBa ga 6bae m3nonssaH camo OT
cneunanuavMpaH TeXHWYECKu nepcoHan W npaBUITHO
obyyeH, noa HabnoaeHWeTo Ha OTrOBOPHUS Nnekap OT
nabopartopusita.  [MpoyeTeTe  BHMMaTENHO  Tasu
NUCTOBKa, Mpeav Aa U3BbpLIWTE [J03UpaHeTo U ce
npuabpxamTe CTPUKTHO KbM WHCTPYKLUUWUTE, KOUTO ca
npencTaBeHu.
lNpoyveTeTe BHMMaTEnNHO JlucTtoBkaTa 3a besonacHocT
(SDS) npeau fa n3BbpLUMTE JO3MPAHETO.

KoraTto KOMMNEKTbT € M3Mon3BaH 3a CKPWHUHI Ha
KpbBHa npoba M KOMMOHEHTW Ha KpbBTa, TpsbBa Aa
O6bae usnons3saHa nabopaTtopusi CbC cepTUdUKAT U
KBanuduumpaHa oT HaUMOHanHUsA opraH B Ta3n cdepa
(MuHucTepcTBO Ha 3gpaBeonasBaHETO unu nogobeH),
3a fa ce M3BbpLIAaT TO3M TWMN aHaNu3m.

Llenmat nepcoHan, y4yacTBall, B W3BbPLUBAHETO Ha
aHanusa, TpsibBa ga Hocu 3alwuMTHM obnekna 3a
nabopatopus, pbkaBuuM OT natekc 6e3 Tank u ouuna.
YnotpebaTa Ha BCSKaKBM OCTPY YCTPOWCTBA (MrMn) Uin
pexewmn (octpueta) Tpsbsa pga 6baoe u3berHara.
Llenunat yyacTtBaw, nepcoHan, Tpsabea ga 6vae obyyeH
3a npouegypute 3a nunyHa 6e30MacHOCT, KakTo ce

npernopbyBa oT LeHTbpa 3a  KoHTpon Ha
3abonsiBaHnsita B Atlanta, US. u npeactaBeH B
nybnukauma  Ha  HauuwoHanums  UHcTuTyT  3a
3apaBeonasBaHe: “Nnyna ©esonacHocT B
Mwukpobuonornynute 7 Buo-meguunHckn

nabopatopun”’, nsg. 1984.

LlenmsaT nepcoHan, aHraxupaH npu 6GopaBeHeTO C
MocTpute TpsibBa ga 6bae BakcuHupaH 3a HBV u HAV,
nopaay KOeTO ca Hanm4HW CUTYpHU U eOUKACHN BAKCUHM.
MomeweHneto Ha nabopatopusta TpsibBa ga Obae
npoBepeHo, 3a Aa ce n3berHaT 3aMbpcsiBaHUS OT Mpax
U MUKPOBMOMOrMYHU areHTM BbB Bb3Ayxa, koraTo ce
OTBapsT enpyBeTKUTE U MUKpONMoYaTa Ha KoMMIekTa u
Korato ce N3BbpLUBA TecTa. 3awuteTte
XpoMmoreH/cybctpata TMB oT cunHata cBeTnvHa w
n3bsreante BubpaummTe Ha paboTHMA nnoT, cneg
3anoyBaHe Ha TecTa.

OT nony4yaBaHeTO, CbXpaHsiBaWTe KOMMJIEKTa Ha
2.8C B XNagvnHuK unuv  ctygeHa kKamepa Ha
KOHTpOnupaHa TemnepaTtypa.

He cmeHsiiTe KOMMOHEHTUTE MEXOY Pa3nUYHM NapTMav Ha
komnnekta. [pernopbyBa ce f[a He Cce pasvieHsaT
KOMMOHEHTUTE Ha [jBa KOMIMJIEKTA OT eA4Ha U CbLUa NapTuaa.
lMpoBepeTe ganu peareHTUTE ca SICHU U He CbabpXaT
rorieMm Komu4yecTBa vactuum unu arperatn. AKo ToBa
ce cnydys, npegynpegeTe  HabnogaTtens  Ha
nabopatopusaTa, 3a Aa Ce 3anovHaT HeobxogumuTe
npoueaypuv 3a CMsAHa Ha KOMMeKTa.

M3bsarearite KpbCTOCAHN 3aMbPCABAHMSA MEXAY MOCTPU
Ha cepymMu M nna3mmM W3NOn3Bavikm ocTpueta 3a
egHokpaTHa ynotpeba W rM cmeHanTe cnea Bcsika
MocTpa.
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11. MN3bsareante  KpbCTOCAHM  3aMbpPCABAHUSA  MexXay
peareHTUTE Ha KOMMneKkTa M3nof3BanTe ocTpueTa 3a
efHokpaTHa ynoTtpeba u rm cmeHanTe 3a ynotpebaTa
Ha BCEKM KOMMOHEHT.

12. He usnonseanTe KOMMMEKTa creq gararta Ha cpoka Ha
rogHocT, oTbensasaHa BbpXy BbTpeLUHATa OMakoBKa U
BbpPXy €TMKeTa Ha BCHka OTAenHa enpyBeTka BbLB
BbTPELLUHOCTTA.

13. TpeTupante BCUYKM MOCTPU Kato MNOTEHUMarHo
uHdekTupaHn. Bcuykm 4yoBselwknm cepymun TpsbBa na
Oboatr TpeTupaHu cnopeg HuBo 2 Ha Buo-
BesonacHocCT, kakTo e npenopbyYaHO OT LEeHTbpa 3a
KoHtpon Ha 3abonssaHusaTa, Atlanta, US. 3aegHo ¢
npeacTaBeHOTO OT nybnukauusata Ha WMHCTUTYTa 3a
30paBeonasBaHe: “Brno-besonacHocTt B
MwukpobuornormyHute 7] Buo-megnumHckn
nabopatopun”, nsg. 1984.

14. Ynotpebata Ha mnacTtmacoBuM CbAOBE 3a e[HOKpaTHa
ynotpeba ce npenopbyBa 3a NPUroTBAHETO Ha TEYHUTE
KOMMOHEHTN WM 3a KOMMOHEHTUTE, MPEXBbPfiEHN B
aBToMaTM3MpaHn CcTaHumn, 3a pa ce wusberHar
KpbCTOCaHM 3apassiBaHusl.

15. OTnagbyHUTE MPOOYKTM MO Bpeme Ha ynoTpebarta Ha
KomnnekTa Tpsbsa ga 6baaT pastoBapBaHM CbrNacHO
HaUMOHaNHUTE ANPEKTUBU M 3aKOHW, OTHaAcAWM ce OO0
oTnagbuM OT XMMWYHWM BellectBa M OUONOrMYHM
oTnagbum ot nabopatopum. [Mo-cneumanHo, TeyHuTe
oTnagbum, reHepypaHu oT npouegypaTta Ha u3MuBaHe,
ocTaTbUM OT M3CneaBaHust M OT MOCTpu TpsibBa Aa
ObgaT  TpeTupaHu  Kato  MOTEHUMarHoO  OMacHM
matepnanm u obe3BpegeHn npegu pa  Obaar
n3xsbprieHn. MNpenopbyBa ce ga ce obesBpexgaT C
pa3TBop OT HaTpueB xunoxnopua Ha 10% 3a 16-18
yaca wnu geaktuBuMpaHe ¢ 06paboTka B aBTOKMaB Ha
121°C 3a 20 MUHYTK.

16. CrniyyalHM pascuMnBaHWsi Ha MOCTpUTE MO Bpeme Ha
onepaunnte TpsbBa ga OboaT MNoeTM OT JIUCTOBE
XapTusi, HAaNOEHN C HaTPMEB XUMOXIOPWUT U crnes ToBa
nsnnakHatM ¢ Bopga. JluctoBeTe xapTus cnep ToBa
TpAbBa Oa ce M3XBBbPNAT B CreuuaneH KOHTENMHep 3a
oTnagbumM Ha BMONOrMyYHK MaTepuanu.

17. BriokvpawuaTt pas3TBop cbAbpxa csapHa kucenuHa 0.3
M. N3bsareanTe KOHTAKT C koxaTta u ouute. B cnyyan Ha
KOHTaKT, n3nnakHeTe BegHara n obunHo ¢ Boga.

18. PeakTuBHUTE pa3TBOpPU, KOUTO CbObp)KaT HaTpueB
asug UM TMMepo3an KaTo KOHCEepBaHTU, TpsibBa ga
OboaTr TpeTupaHu, cneaBaniku  UMHCTPYKUMUTE W
OTBETHUTE 3aKoHW, fdeuncTtBawm B [ObpxasaTa, B
kosTo ce paboTtn. OTCTpaHABaHETO Ha pasTeBopuTe,
CcbObpXallM HAaTpUeB a3ud, npeaswxkaa ynotpebara
Ha Tevalla Boga B ronemu konuvectsa. O6bpHeTe
BHMMaHME Ha bakTa, Ye HaTPMEBMUAT a3 MOXe Aa
obpasyBa eKCMo3MBHU CMECH MpU NPOABLIDKUTENEH
KOHTaKT C OSfiI0BO U Me[.

19. He nyweTe, He ce xpaHeTe WX He WM3nori3sanTe
KO3MeTMKa B 30HUTE, B KOUTO Ce paboTu C MOCTpU n
peakTUBHU pas3TBOPU.

20. Opyrv oTnagbyHU MaTepuanu reHepuvpaHu oT
ynoTpebaTa Ha KoMMnekra (Hanpumep: OCTpUETa,
M3Non3BaHM 3a MNPOBEPKM U MOCTPMU, MU3MOS3BaHU
MUKponnoyn) TpsbBa pa Obgat cuuTaHu  3a
NoTeHUNanHo NHMEKTUPaHN N N3XBBPISISIHU CbIacHO
HauMoHanHUTe [OUPEKTMBM U 3aKOHUTE OTHOCHO
N3XBbPsIHE Ha OTNagbuu OoT nabopaTopum.

21. He nsnonseaiTe ycTa 3a aa 6opaBuTe ¢ kankomepa.

G. MOCTPU: NPUTOTBAHE U NPENOPBKA

1. KpbBTa ce B3eMa acenTU4HO 3a BEHO3HO B3VMIMaHe U
nnasmMuMTe UMM CEPyMUTE  3a  MNPUTOTBEHWU,
N3MNon3Banky CTaHOAPTHUTE TEXHUKU 3a NPUroTBSAHE
Ha MOCTpUTE 3a KMNMHWYHW aHanu3u B nabopaTopums.
HukakBo BnusiHue He e HabmwpgaBaHo Mpw
nNpPUroTBAHETO Ha MocTpaTta ¢ uutpat, EDTA wnu
XenapwH.
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2. Ws3bgareante BcsakakBOo gobaBsHE Ha KOHCEpPBaHTU
KbM MOCTpUTE; OCOOEHO HaTpMeB asnd, KOUTO MOXe
Ja noBnuse Ha eH3MMaTuyHata [JewHOCT Ha
KOHIOraTa, reHepupaviku pesyntatu ¢ danwumusm
HeraTuBM.

3. MocTpute Tpsibea ga 6baat ACHO naeHTUULMpaHn
C KOOOBe MNu MMeHa, 3a ga ce nsberHe o6bpKBaHe
npu uvHTepnpeTaumaTa Ha pesyntatute. Korato
KOMMMNEKTbT € WM3MOM3BaH 3a CKPUHUHI Ha KpbBHA
npoba, CUIHO ce npenopbyYBa Aa ce nocTaBAT
eTnkeTn ¢ 6apKogoBe M fa ce pa3duTaT eneKTPOHHO.

4. XemonusuvpaHun MOCTpPU (4YEPBEHU) U  BUOUMO
XunepnmneMmyHn (MnekonogobHun) Tpsioea aa 6baaT
N3XBbpreHu, 3aL0To MoraT Aa reHepupar anwmsm
pesyntatn. MocTpute, cbabpxawm ocTaTbuuM OT
GUOpMH UM roNnemMm Yactuum WnM BnakHa U
MukpobuonormyHn  Temna, Tpabsa ga 6baar
M3XBBbPSIEHU, TbIl KAaTO MoraT da nopogdaT danunem
pesynrtaTu.

5. Cepymu 1 nnasmu, morat Aa 6baaT cbxpaHsiBaHu Ha
+2...8°C pgo net paboTHM OHM cnen B3MMaHe Ha
KpbB. 3a NO-AbMro CbXpaHeHue, MOCTpUTE MoraT ga
6baat 3ampaseHn Ha —20°C 3a HaKOMKO Meceua.
Bcaka 3ampaseHa mocTpa He Moxe pJda b6bge
3amMpaseHa 1 pasMpaseHa noBede OT €4UH MbT, Tbi
KaTo ToBa reHepupa 4actvum, KOWUTO MoraT pJda
NOBNUSAT Ha pe3ynTaTa oT TecTa.

6. AKO ca HanuyHu YacTuuu, uUeHTpudyrmpaHu Ha
2.000 rpm 3a 20 MUHYTK 1NN UNTPUPaHn ¢ puntpu
Ha 0.2-0.8um 3a pga ce no4YuMcTum TaMmroHa 3a

TecTBaHe.

H. NOArotOBKA HA KOMNOHEHTUTE U
NPEAYNPEXOEHUA

N3cnenBaHusTa, W3BbPLUEHW BbPXY €OWH OTBOpPEeH

KOMMMEeKT W He Ca noKasanun HUWKakBa 3HaduTeriHa
3aryba Ha gewncteue o 1 noBTopHa ynotpeba Ha CbLums
mMaTepuan B pa3cTosiHMe oT 6 meceLa.

1. Mukpo nnouwm:

Mwukponnoyata TpabBa ga AOCTWrHe TemnepaTtypaTta Ha
nomelleHneto (noHe 1h) npegu pa oTBOpUTE nNNMKa.
lMpoBepeTe Aanu fecukaHTa He e cTaHan TbMHO 3ereH,
nokaspaniku gedekT Ha cbxpaHeHue. B To3m cnydan ce
cBbpXeTe ¢ otaen obcnyxeaHe Ha knneHTn Adaltis.
NeHTtuTe, KOUTO He ca wusnon3eaHu, Tpsbsa ga Gwvaar
NMOCTaBEHNW B CNEUManHoTO Mfvk4ye, MpuM HanMyne Ha
[OCTaBeH [OeCHKaHT, NIbTHO 3anedvaTaHn U CbXpaHsaBaHW
Ha 2...8°C. Cnep nbpBOTO OTBapsiHE, OCTaHanNMTe NIeHTU ca
CTabunHW, OO KOraTo MHAMKATOPBLT 3a BMAXHOCT, HANNYeEH B
nnvka Ha AecukaHTa ce MPOMEHU OT XbITO A0 3eNeHO.

2. OTpuuaTenHa KoOHTpona:
loToB 3a ynoTpeba. CmecBaHe Ha vortex npegu
ynoTpe0a.

3. NonoxurtenHa KOHTpona:

loToB 3a ynotpeba. CmecBaHe Ha vortex npeau
ynotpeba. TpeTupanTe TO3M  KOMMOHEHT,  KaTo
NOTEHLMaNnHO MHAEKTMPAH.

4. Kanu6paTtop:

Pa3TBopeTe BHMMaTENHO pPa3TBOPUMOTO CbAbpXKaHue
Ha enpyBeTkata Cc o0bem Boga oT cTeneH EIA,
npeactaBeHo Bbpxy eTukeTa. CmecBaHe Ha vortex
npeau ynotpeba.
TpeTtupante TO3M
WHpeKTUpaH.
3abenexka: Cned pasmeapsiHe kanubpamopbm He e
cmaburneH. CbxpaHsiealime Ha pasHU Yyacmu Ha —20°C.

KOMMNOHEHT KaTo MNoTeHuunanHo
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5. KoHUueHTpupaH pa3TBop 3a uammBaHe 20x:
(cbnakoH ot 50 mL):
LisnoTo cbabpkaHue Ha pa3TBopa, KOHUeHTpupaH 20x
TpsbBa pa Obae pas3TBOpeH C ABOMHO AecTunvpaHa
Boga, 1000 mL (obema e npenctaBeH Ha eTUKeTa) U
CMeceH BHMMAaTeENHo npean ynotpeba. B momeHTa, B
KOWTO B pas3TBopa ce HabnwgaBa oOpasyBaHe Ha
Kpuctanu, o0bpHeTe BHUMaHWE da pasTBOpPUTE LSANOTO
cbabpxaHue. lMpn npuroTeBsiHe, KaTto UANO M3bsreaxre
nsiHata, TbWA KaTo HanMuMeTo Ha Mexypu Moxe pfa
Hamanu eKkacHOCTTa Ha N3MMBAHETO.
3abenexka: Cned paspexdaHe, pasmeopbm 3a
u3smueaHe e cmabuneH 3a 1 ceOmuya Ha +2..8°C.

6. KoHrorar:

foToB 3a ynoTpeba. CmecBaHe Ha vortex npeau
ynotpeba. bbaete BHMMaTenHu, 3a ga He 3ambpcuTe
Te4YHOCTTa C XUMWUYHWN OKCUOaHTW, npaxoee wUnn
MI/IKp06VI, Hann4yHM BBB Bb3ayXa. AKO TO3U KOMMOHEHT
TpsbBa pga 6baoe npexsbprieH, M3nonssanTe camo
nnacrmacosu KOHTeIZHepVI, NO Bb3MOXHOCT CTEPUITHN.

7. Cy6cerpat TMB:

foToB 3a ynoTpeba. CmecBaHe Ha vortex npeau
ynotpeba. bbaete BHUMaTenHu, 3a ga He 3ambpcuTe
TEYHOCTTA C XMMWYHW OKCMOAHTW, NpaxoBe Wnu
MUKpOOW, HanmuM4yHM BbLB Bb3gyxa. He wusnarante Ha
CUITHO OCBETIIEHWNE, OKCUAMPALLM areHTU 1 MeTarnHu
NOBBLPXHOCTU. AKO TO3M KOMMOHEHT Tpsbea ga 6bae
npexsbPeH, usnonseanmte  camMoO  NIacTMacoBu
KOHTEeNHepwW, N0 Bb3MOXXHOCT CTEPUITHMW.

8. PasTBopuTen Ha AHanusa:
loToB 3a ynotpeba. CmecBaHe Ha vortex npeau
ynoTtpeba.

9. bnokupauw PastBop:
loToB 3a ynoTpeba. CmecBaHe Ha vortex npeau
ynoTpeba.

10. PasTBopuTten Ha MocTpara:
oToB 3a ynotpeba. CmecBaHe Ha vortex npeau
ynoTtpeba.

. UIHCTPYMEHTU N3NON3BAHU B KOMBUHALIUA C
KOMMNNEKTA

1. Mukpo-kankomepuTte TpsibBa ga 6baaT kannbpupaHu
3a [fa oTtnyckat npasBunHus obem, wusnckaH oT
aHanu3a un TpsabBa Aa 6baarT nognaraHn Ha pPegoBHO
obes3apassiBaHe (OeHaTypupaH ankoxorn, 6enuHa
10%, BonHuYeH gesvHdekuupaly, pasTBop) Ha Teau
4YacTu, KOUTO MoraT fa Brisi3aT CIydaniHO B KOHTaKT C
MocTpaTta. Te TpsbBa ga 6baat nogabpXaHu nog
KOHTPON 3a Ja ce Nnokaxe efHa HeTOYHOCT oT 1% u
efHa TOYHOCT OT +2%. Obe33apa3aBaHeTO Ha NPBLCKU
WNN oCTaTbLUM OT KOMMOHEHTU Ha KOMMMekTa TpsibBa
na 6bae n3BbPLLBAHO PEAOBHO.

2. WukybatopwT ELISA Tpabea ga 6bae kanmbpupaH Ha
37°C (otknoHenune ot * 0.5°C) wun penoBHO
npoBepsiBaH, 3a Aa ce NOACUIypU NoaabpXaHeTo Ha
npaBunHaTa Temnepartypa. W gBarta mHkybatopa cyx
1 c Boga Morat ga 6baaTt nsnonssaHu 3a MHKydauuw,
aKo  WHCTPYMEHTWTE Cca  KOHBanugupaHu 3a
nHKkybGauus Ha TectoBe ELISA.

3. YcTtponcTteoTto 3a nsmmeaHe ELISA e ocobeHo BaxHO
3a uanocTtHaTa  yCcneBaemMocT Ha  aHanusa.
YCTPOMCTBOTO 3a Wu3MmMBaHe TpsibBa pJga Obae
BanvaupaHo BHMMATENHO " npaBuUHO
ontTumusunpaHo. OBMKHOBEHO, ca [JocTaTbyHu 4-5
UUKbNa Ha M3MmMBaHe (acnupauus + pasnpegensiHe
Ha 350 yL pastBop 3a usmmuBaHe = 1 UMKbN) 3a Aa ce
rapaHTvpa, 4Ye aHanu3bT LWe pJage O4vaKkBaHus
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pesyntaT. [lpenopbyBa ce eguH wWHTEpBan Ha
notanaHe ot 20-30 cekyHOu Mexay uMKnuTe. 3a
[a ce onpefenu npaBUIHO TexHuA ©Opon, ce
npenopbyBa fa Ce W3BbPLUM €auH NMpobeH TecT ¢
NPOBEPKN Ha KOMMIIEKTA U KOHTPOSHM MOCTpU, Jobpe

XapaKkTepuanpaHu, KaTo NONOXUTENHN nnm
oTpyLATEeNHN W MpoBepeTe CbOTBETCTBUETO Ha
CTOMHOCTWTE, nocodeHn no-gony B pasgen O

“lNpoBepka Ha BBLTPELWHOTO kadecTBo”. PemoBHOTO
KannbpupaHe Ha nogageHus obem M nopapbXKKata
Ha YCTPOMCTBOTO 3a M3MMBaHe (obe33apassiBaHe W

MOYMCTBAHETO Ha wurnute) TpsibBa pa 6Obae
N3BbPLUEHO cropeq WHCTPpYKUUUTE Ha
npouseBoauTens.

4. CpokoBeTe Ha nHKybaums umat TonepaHc ot +5%.

v Metoaq Ha Kpatka Wukybauus (3a 1°%/2°
MHKYGauUnsa TonepaHTHOCTTa € B pamkuTe
mexay 43 MUH. 1 47 MuH.; 3a 3% uHkybauus
TOnepaHTHOCTTa e B paMkuTe mexay 14 un
16 MUH.).

v' Metoa Ha CraHgapTHa WHky6aums (sa 1°
MHKYGaunsa TonepaHTHOCTTa € B paMKuTe
mexagy 57 MuH. n 63 muH.; 3a 2% n 3?*
MHKYGaunsa TonepaHTHOCTTa € B paMmKkuTe
mexagy 29 n 31 MuH.).

5. YeteubT Ha wmwukponnoum ELISA Tpsibea pga 6bae
obopyaBaH ¢ unTbp Ha pasyntaHe 450nm u no-gobpe
¢ eavH BTopK chunTtbp (620-630nm) 3a onepaummTe Ha
npasHa kneTtka. HeroBute ctaHgapTHU XapaKTepUCTUKK
TpsbBa fa 6baaT (a) wupuHa Ha neHta < 10nm; (b)
uHTepsan Ha abcopbaumsa ot 0 go = 2.0; (¢) NnuHenHocT
2 2.0; (d) nostapsiemocT = 1%. Npa3HuTe KneTku ca
onpeneneHn Ccrnopea WHCTPyKUMuTe, npenctaBeHu B
pasgen “Tpouenypa Ha AHanmsa”. OnTnyHaTa cuctema
Ha 4JeTeua TpsbBa ga 6bae kanubpupaHa pedoBHO, 3a
[a ce rapaHTpa nNpaBUIHOTO U3MEpPBaHe Ha ONTUYHaTa
nnbTHOCT. MogapbxkaTta TpsibBa Aa 6bae M3BbpLIBaHA
pPeAoBHO cnopen UHCTPYKLMM Ha NPOM3BOAUTENS.

6. KoraTo ce nsnonsea egHa aBToMaTusMpaHa CTaHUuMA 3a
paboTa 3a komnnekta ELISA, BCUYKM KPUTUYHWU CTBMNKK
(pasnpenensHe, wuHKybauusi, U3MMBaHe, pasyuTaHe,
MaHunynauua Ha [gaHHute) Tpabea pga  G6baar
BHMMAaTENHO NpOBEpeHn, KanubpupaHu W peaoBHO
nogpexnaHn, 3a fa ce 3anasv CbOTBETCTBUETO CbC
CTOMHOCTUTE, npeacTtaBeHn B pasgenute O “lMpoBepka
Ha BbTPeLHOTO kayecTBo”. [MpoTokonbT Ha aHanusa
TpsibBa Aa 6bae MHCTanupaH B onepaTuBHaTa cucTeMa
Ha YCTpPOWCTBOTO M 3aBEPEHO KaTo 3a YCTPOWCTBO 3a
MueHe n yeteu. OcBeH ToBa, yacTTa OT CTaHUMsATA,
KOsITO paboTu C TEYHUTE KOMMOHEHTW (pasnpeaeneHue un
nammBaHe) Tpssbea ga O6bae BanugupaHa u NPaBWITHO
HacTpoeHa. OcobeHo BHMUMaHWe TpsibBa ga ce obbpHe
3a [la ce u3berHe NOBMMYAHETO OT CTpaHa Ha UrmnuTe,
usnons3eaHe 3a pasnpefgensHe W u3MuMBaHe. ToBa
TpsibBa ga 6bae pas3paboTeHO M KOHTpoNMpaHo, 3a Aa
ce cBefe A0 MUHMMYM Bb3MOXHOCTTA OT 3apassiBaHe Ha
6nu3kuTe Knetku. Ynotpebata Ha aBTOMaTtu3vpaHu
paboTHu cTaHumm ELISA ce npenopbyBa 3a CKPUHWHT Ha
KpbBTa, korato OposiT Ha MOCTpW, KOUTO ga Obaar
TecTBaHu, e no-ronam ot 20-30 3a xoga Ha MalunHaTa.

L. MIPOBEPKU U OMNEPALIMA NPEOU AHAINTN3

1. MpoBepeTe paTtata Ha Cpoka Ha [rOOHOCT Ha
KOMMNIeKTa, oTneyaTtaHa BbpXy €TUKeTa OT BbHLUHATa
CTpaHa Ha KyTusita. He na3nonseaite KOMMNEKTa, ako
€ C U3TeKbIT CPOK.

2. lNpoBepeTe pfanu TeYHUTE KOMMOHEHTU He ca
3aMbpCeHN OT YacTuMuM Wnu arperatv, BUAUMWU C
yoBewwko oko. lNMposepete ganu CyberpateT TMB e
OesuBeTeH wnu 6nNego CUHBO, KaTO 3acMyKBaTe
Manka 4acT oOT CbluMs, C eOuH CTepurneH,
nnacTtMmacos, npospadeH kankomep. [Nposepete ganu
He e HaCTBbMWIMIO HUKAKBO CYyNBaHe Ha onakoBKaTa Mno
BpeMe Ha TpaHCrnopTa W He e Hanu4yHO M3Tu4yaHe Ha
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9.

TEYHOCTUN BbB BbTPELUHOCTTa Ha KyTusita. [poBepeTe
nanu anyMUHNEBUAT nnvK, CcbAabpXxaLy,
MUKponsioyaTa, He € NPobUT UNn NoBpPeaEH.
PastBopeTe udaAnoTo cbabpxaHve Ha pastBopa 3a
M3mumBaHe, KoHueHTpupaH 20X, KaKTo € OnNUcaHo no-
rope.

PasTtBopeTe kanubpartopa, KakTo € onmucaHo no-rope.
lMo3BoneTe Ha BCUMYKM KOMMOHEHTW Ha KOMIMIeKTa Aa
[OCTUrHaT TemrnepaTypaTa Ha nomMeleHneTo (OKono
1h) n cnep ToBa cMeceTe, KakTo € onncaHo.
HactpownTte uHkybatopa ELISA Ha +37°C n nogroTeeTe
YCTPOMCTBOTO 3a uaMmmBaHe ELISA kato ro Hamokpute
C paspedeHuss pas3TBOp 3a W3MMBaHe, Ccriopea
WHCTPYKLUMN Ha npou3BoauTens. 3aganite npaBWUsHMS
Opol uMKbna Ha n3MMBaHe, crnopen NPeACcTaBeHoTo B
pasgen, Kakto e onucaHo B pasgen |.3.

MpoBepeTe ganu yeTeubT ELISA e BkntoYeH OT noHe
20 MUHYTK Npeaun pasynTaHeTo.

Ako ce un3non3ea egHa aBToMaTu3upaHa paboTHa
CTaHuMs, BKIIOYETE 51, MPOBEPETE HACTPOMKUTE U Ce
yBepeTe, Ye M3nonasarte npaBuH1Us NPOTOKOIT.
lMpoBepeTe ganu MUKPO-KankoMepuTe ca HacTPOeHU
Ha AageHus obem.

10.MpoBepeTe Aanu BCUYKM MHCTPYMEHTU Ca HalUyHU U

rotoeu 3a ynotpe6a.

11.B cnyyan Ha npobnemu, He npoabimkaBanTe C TecTa

1 MHAOPMUpPaNTE OTFOBOPHMKA.

M. MPOLIEAYPA HA AHAITU3

AHannsbT TpsibBa ga Obaoe M3BbpLUEH
npeacTaBeHOTO B MOCMEACTBUE,

CbrnacHo
kKato ce obbpHe

BHMMaHWE Ja ce 3anasu cbliata MHKybaumsi 3a BCUYKK
MOCTPW 3a TECTBaHe.
AHanu3bT MOXe Aa 6bae U3BbPLUEH MOCPEACTBOM [ABE
npouenypu Ha uHkybaumsa. N3bepete Han-nooxoasLims
3a BaLLMSA pernameHT:

(IR

. MHky6auma CtaHgapTHa - PbyeH AHanuas:

1. CrangaptHa wuHKy6aums (1° wuHkyBauua 60
MUHYTH, 2° 1 3% nHkyBauma 30 MUHYTK)
2. KpaTka wuHkyBauma (1° u 2* wuHkyGauma 45

MUHYTH, 3% MHKYBaums 15 MUHYTK)

BbBepete npaBunHuS  Opot  MMKpPO  WaxTu B
cneumanHata nognopa. OcTaBeTe nbpBaTa KneTka
npasHa 3a ornepauunTe € npasHa KreTka.
Pasnpegenete 200 pyL ot OtpuuatenHa [lposepka
TponHo, 200 uL ot Kanubpatop gsoniHo u 200 uL ot
MonoxuTtenHa [lpoBepka eAMHWYHO B noAxoAsLUTe
knetkn. He paspexgawnte NpoBepkn n Kanubpatop i
KaTo Beye MpedBapuTenHO paspedeHu U roToBu 3a
ynotpebal

[o6Gasete 200 uL PastBopuTen Ha MocTpu Ha BCUYKM
KNneTkn Ha MocTpu; cnep ToBa pasnpegenete 10 pL
MOCTpa BbB  BCHAKa  KrneTka  npeaBapuTenHo
nageHtTuduunpaHa. PasgsuxeTte BHMMATENHO nnoyara,
KaTo wn3bdAreate npenbnBaHUS W 3aMbpcsiBaHe Ha
Onu3knTe KnNeTkM, 3a [ga pasTBOpPUTE  HaMbIHO
MOCTpaTa B HEMHWUSI pa3TBOPUTEN.

BaxxHa 3abenexka: [lposepeme Oanu usembm Ha
Paspedumensi Ha Mocmpama, cned dobassHemo Ha
mMocmpama, eapupa om ceemiyio 3e/1eHO 00 MBbMHO

CUHbO-3e51eHO, nocoysatiKu,

ye Mocmpama e buna

OobaseHa.

4.

Pasnpegenete 50 uL ot PastBoputen 3a AHanus
BbB BCUYKUTE KINETKM 3a NpoBepka/kannbpatop u Ha
mMocTpuTe. [lpoBepeTe ganu LBETbLT Ha MOCTpUTE Ce
NPOMEHS KbM TbMHO CVH.

5. WN3onupante mukponsnodarta 3a 60 muH. Ha +37°C.
BaxHa 3abenexka: JleHTute TpsGbBa ga Obaat
NMOKPUTK CbC CreLumanHusi NpefocTaBeH 3anenBall
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BaxHa 3abenexka:

NINCT, caMO KoraTto TeCTbT € U3BBbPLUEH Pb4YHO. He
NnoKpMBamTe JIEHTUTE, KOoraTto ce M3Mnona3ea eauH
aBTOMaTmM3npaH MHCTPYMeHT ELISA.

M3amunte wmukponnoyaTta C €OHO aBTOMATU4YHO
YCTPOWCTBO 3a M3MmBaHe, 4pe3 ocsoboxaaBaHe U
acnupauus Ha 350 ulL/kneTka oOT pasTBopa 3a
U3MMBaHe, pa3TBOPEH KakTO € MpeAcTaBeHO B
pasgen 1.3.

[NoctaBete c kankomep 100 pL Ha EH3MMHUA
KoHioraT BbB BCUYKUTE KIETKM C U3KIOYEHUE Ha
npasHata W TMNOKPpUATE CbC 3anensalw, JnCT.
[poBepeTe gann TO3M KOMMOHEHT C YEpPBEH LBAT €
©vn cMnaH BbB BCUYKM KNETKU, C U3KNOYEHNe Ha A1,

BHumaHue da He ydapume

rnoebpxHoCmMma Ha 6bMmpewHama aacmmaca Ha
knemkama ¢ ebpxa, nbreH ¢ KoHweam. Moxe Oa
Hacmwbu 3aMbpcsieaHe.

8.
9.

10.

N3onupante mukponnoyarta 3a 30 MuH. Ha +37°C.
N3amunte kneTkmTe, KakTo € npeactaseHo B pasgen 1.3.
MoctaBete ¢ kankomep 100 pL oT cmecta Ha
cybctpata TMB BbB BCSka KneTka, CbWO M B
npasHaTta. M3onupante Mukponnodyata Ha cTamHa
Temnepartypa (18-24°C) 3a 30 muHyTM!.

BaxxHa 3abenexka: He usnazalime Ha cusnHo OUPEKMHO
oceemrieHue. Moxe da 0osede 00 8UCOKU ObHa.

11.

12.

MoctaBete c kankomep 100 pL ot 6Gnokupawms
pa3TBOp BbLB BCSKO KNageHye, Kato wu3nonasarte
cblLlaTa nocnegoBaTeNHOCT Ha MOCTaBAHE Ha Karkw,
onucaHa B Todka 10 3a ga crnpeTte eH3MHaTa peakuus.
[obGaBsaHeTo Ha brnoknpaw, Pa3TBop e npomeHn
no3vTUBHaTa MpoOBepKa M MONOXUTENHUTE MOCTPU OT
CVHbLO [0 XbATO.

M3mepeTe cunata Ha uUBeTa Ha pas3TBOpa BbB BCska
KrneTka, KakTo € onucaHo B pasgen 1.5, ¢ eanH ountbp
3a pasyutaHe 450 nm M NO BB3MOXHOCT C e€OuH
¢GunTbp 620-630 Nm 3a onepaumnTe C NpasHa KrneTka B
nosuumsa A1 Ha Mukponnoya.

BaxxHu 3abenexku:

1.

=N

Ako emopusm c¢unmbp He € Ha pa3rosioxeHue,
ysepeme ce, 4Ye He ca Hanu4yHu OuaumarsnHu
omne4Yambyu Ha ObLHOMO Ha MuKporiioyama, npedu
pazyumaremo Ha 450nm. NodobHU omneyamsbyu buxa
Moenu Oa eeHepupam anwusu  MoAoKUMeHU
pesynmamu.

Pas4yumaHemo mpsibea Oa 6b0e uU38bpPWEHO 8edHaza
cned dobassHemo Ha brnokupawusi Pasmeop u nipu
8CUYKU Crly4Yau, HUKoza rno-kbcHo om 20 MuHymu cned
moea OobassHe. Moxe Oa Hacmbnu edHa rieka
camookcudayusi Ha cybcmpama u Oa dosede 00
pe3ynimam Ha 8UCOKO OBHO.

PasbbpkeaHemo Ha 350 * 150 rpm no epeme Ha
UHKybauusi e rokasasno, 4Ye 4dyscmeumesiHocmma Ha
do3upaHe ce ygernuyasa ¢ okoro 20%.

. Mukybaumsa KpaTka - PbyeH AHanus:

BbBegete npaBwuiHMA Opo  MWMKPO  LIAxXTM B
crneumanHaTta nognopa. OcTaBeTe nmbpBaTa KreTka
npasHa 3a ornepauuuTe C NpasHa KneTka.
Pasnpepenete 200 yL ot OtpuuatenHa lNpoeepka
TponHo, 200 uL ot Kannbpartop asonHo n 200 uL ot
MonoxwutenHa MNpoBepka eOUHUYHO B NoaXoaaLmTe
knetkn. He paspexpaavite Npoeepkn n Kanubpartop
Tbll KAaTO Beye npeaBapuTenHO paspedeHn U rotosu
3a ynoTpeba!

[Ho6aesete 200 uL PastBoputen Ha MocTpu Ha
BCUYKW KIETKN HA MOCTpPU; cnep ToBa pasnpegenete
10 yL mocTpa BBLB BCsAKa KneTka npegsapuTeriHo
naeHtTudmumnpaHa. PasgsmxeTte BHMMATENHO
nnoyata, Kato u3bdAreate npenbnBaHUS U
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3ambpcABaHe Ha  GnusKnUTe
pasTBOPUTE  HaMbfIHO  MoOcTpaTta B
pasTBOpUTEN.

KneTkn, 3a pa
HEeWNHnA

BaxHa 3abenexka: [lposepeme Odanu usembm Ha
Paspedumensa Ha Mocmpama, cned dobassiHemo Ha
Mocmpama, eapupa om ceemjio 3e/1eH0 00 MBbMHO
CUHbO-3€/1eHO, rocoysaliku, 4e Mocmpama e 6una
OobaseHa.

4. Pasnpegenete 50 uL ot PastBoputen 3a AHanus3 BbB
BCUYKMUTE KNETKM 3a nposepka/kanubpatop M Ha
mMocTpuTe. [lpoBepeTe panu UBETbLT Ha MOCTpPUTE
npeMmnHaBa B TbMHO CUH.

5. Wsonupante mukponnodarta 3a 45 MuH. Ha +37°C.
BaxHa 3abenexka: JleHTnTe Tpsibea Aa 6baaT NOKPUTK
CbC cneuuanHus NpefocTaBeH 3anensal, fMCT, camo
Korato TeCTbT € W3BbpLleH pbyHO. He nokpusante
fNeHTUTe, KOoraTto ce M3non3Ba eavH aBToMaTu3upaH
WHCTPyMeHT ELISA.

6. Wamunte Mukponnodyata C  €QHO  aBTOMaTU4HO
YCTPOMCTBO 32 M3MMBaHE, 4pe3 OCBOOOXOaBaHe W
acnmpaums Ha 350 ul/kneTka oT pa3TBopa 3a M3MMBaHe,
pa3TBOPEH KaKTO € NpeacTaBeHo B pa3gen 1.3.

7. TloctaBete ¢ kankomep 100 pyL Ha EH3umHuA KoHtorat
BbB BCUYKUTE KIMETKM C WU3KMOYEHME Ha npasHaTta u
NnoKpunTe cbC 3anensaly nuct. MNMpoBepeTe ganu To3n
KOMMOHEHT C 4YepBeH LBAT € 6un cuvnaH BbB BCUYKK
KMNeTKU, C n3knveHne Ha A1.

BaxHa 3abenexka. BHumaHue Oa He ydapume
rnoebpxHocmma Ha 6bmpewHama naacmmaca Ha
Knemkama Cc ebpxa, MbjieH C KoHwzam. Moxe Oa
Hacmbu 3aMbpCcsisaHe.

8. T[locTtaBeTe B UHKYOauus 3a 45 MuH. Ha +37°C.

9. V3muinTe KneTknTe, KakTo € NpeacTaBeHO B pasgen
1.3.

10. NoctaBete ¢ kankomep 100 pL oT cmecta Ha
cybctpata TMB BbBbB BCsAKa KreTka, CbloO U B
npasHara. Wsonuparite MUKponnoyaTa Ha
TemnepaTypu Ha nomeweHneto (18-24°C) 3a 15
MUHYTU.

BaxHa 3abenexka: He usznazalime Ha cusiHa OupekmHa
ceemriuHa. Moxe da 6b0e eeHepupaH 8UCOK (DOH.

11. NMocTtaBete ¢ kankomep 100 pyL oT 6Gnokmpalwms
pas3TBOp BbB BCAKO KrageH4ye, KaTo um3nonssaTe
cbllaTta nocrnegoBaTenHOCT Ha MNOCTaBsHE Ha Karku,
onucaHa B Touka 10 3a ga cnpeTe eH3MMHaTa peakuus.
[ob6aBsHeTo Ha brnokupaw, Pa3TBop Le npomMeHn
NO3UTUBHUTE MPOBEPKU U MONOXUTENHUTE MOCTPU OT
CUHBO A0 XbATO.

12. N3mepeTe cunaTa Ha LBEeTa Ha pa3TBoOpa BbB BCSKa
KneTka, KakTo € onucaHo B pasgen 1.5, ¢ eanH puntbp
3a pasuutaHe 450 nm M NO BBL3MOXHOCT C eauH
GunTtbp 620-630 Nnm 3a onepauuuTe C NpasHa KrneTka B
nosuums A1 Ha MUKponoYa.

BaxxHu 3abenexku:

1. Ako emopusm ¢unmbp He e Ha pa3srosioXeHue,
yeepeme ce, 4Ye He ca HaluyHu OueumarsnHu
omneyambyu Ha OBLHOMO Ha MuKporsioyama, npedu
pasyumaHemo Ha 450nm. NodobHu omnedyambyu buxa
moenu Oa e2eHepupam ¢hanuwiusu  rosIoKUMENHU
pesynmamu.

2. Pas4yumaHemo mpsibea d0a 6b0e u38bpWEHO 8edHaza
cned OobassHemo Ha briokupawusi Pasmeop u npu
8CUYKU CrlyYau, HUKo2a Mo-KkbCcHO om 20 MuHymu creod
moea OobassHe. Moxe 0Oa Hacmbnu  neka
camookcudauyus Ha cybcmpama u Oda 0osede 0o
pe3ynimam Ha 8UCOKO OBHO.

3. PasbbpksaHemo Ha 350 + 150 rom no epeme Ha
UHKybayusi e rokasaso, 4e 4yecmeumesiHocmma Ha
do3upaHe ce ysenu4yasa ¢ okoro 20%.
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N. CXEMA HA AHAITNU3

Onepauuu Onepauuun
MeTon (MHkybauma (Unkybaums
CrtaHpgapTHa) KpaTka)
[MpoBepku n
K:nmgamp 200 pL 200 pL
200 pL 200 pL
PasTtBOpuTen
MocTput 1 MocTpa pasTBopuTEn+ pasTBopuTen+
10 pL moctpa 10 pL mocTpa
oepen s Jsou souL
1-Ba MHKy6auumsa 60 MuH. (£ 3) 45 muH. (£ 2)
TemnepaTtypa +37°C +37°C
MN3amnBaHe 4-5 unkbna 4-5 unkbna
EH3anmeH KoHtorat 100 pL 100 pL
2-pa MHKyb6auums 30 muH. (£ 1) 45 MuH. (£ 2)
TemnepaTtypa +37°C +37°C
MNamnBaHe 4-5 unkbna 4-5 unkbna
Cyb6eTtpar TMB 100 pL 100 pL
3-Ta uUHKyGauums 30 muH. (£ 1) 15 MuH. (£ 1)
TemnepaTypa Ha TemnepaTypa Ha
TemnepaTypa NOMeLLEHNETO NOMELLIEHNETO
(18...24°C) (18...24°C)
Bnokupaly 100 pL 100 pL
Pasyntane OD 450/620nm 450/620nm

EanH npumep Ha cxema Ha pasnpegensHe e npeacraBeH
no-gony (eanuaeH 3a AseTe npoueaypu Ha MHKy6aums):

Mukponnoua
1 2 3 |4|/5|6 |7 |8 101112
A |BLK|S2
B |[NC |S3
C INC |s4
D [NC |S5
E |CAL|S6
F |CAL|S7
G |[PC |S8
H |S1 |S9

Jlerenga: BLK = ban NC = OTpuuatenHa lNposepka
CAL = Kanubpatop PC = lNMonoxuTtenHa lMNpoBepka S =

MocTpa

O. BbTPELUEH KOHTPOJ1 HA KAYECTBOTO

EnoHa npoeepka Ha BanupaumMs ce U3BbPLIBA Ha
npoBepknTe U kanubpaTopa, BCEKM MNbT, KOrato ce
n3nomnsea KOMMJEeKTa, 3a Jda Cce nMpoBepu Jdanm
XapakTepPUCTUKNTE Ha aHanu3a CbOTBETCTBAT Ha
cTtonHocTuTe Ha OD450/620nm KakTo M Ha o4akBaHUTeE
CTOMHOCTM U NpeAcTaBeHu B crieaHaTa Tabnuua:

lNMpoBepka U3ncksaHus
bsan < 0.100 OD 450/620nm CTONHOCT
OtpuuatenHa < 0.050 cpenHa cToMHOCT

MpoBepka (NC) 0OD450/620nm cnep 3acullaHe Ha

npas3HaTta KreTka

Kanubpatop S/Co >1.1
MNoauTtmeeH >1.000 OD450/620nm CTOMHOCT
KoHTpon

Ako pesynTaTuTe OT TecTa OTroBapsiT Ha U3NCKBaHUATA,
onpefeneHn no-rope, nNpPUCTbLMNETE KbM Ccneaallus
n3bop.

AKO He OTroBapsiT, He MnpogbirKaBanTe U U3BbpLleTe
crnegHuTe NpoBEpKM:
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Mpo6nemu lNMpoBepka

Ban 1. ye pa3tBopbT Ha cybcTpaTta, He e
> (0.100 OD450nm 3aMbpPCEH MO BpeMe Ha aHanuaa
OTtpuuartenHa 1. 4e npouegypata W HacTpoWkuUTe Ha

YCTPOMCTBOTO 3@ U3MMBaHe ca
BanuaupaHu cnopen wuscneaBaHuaTa
Ha npeksanudunkaums;

2. 4Ye e u3non3BaH NpaBUITHUA PasTBOP
3a U3MMBaHe WM Ye YCTPOWCTBOTO 3a
u3MvMBaHe e 6uno noBpedeHo npeau
ynotpeba;

3. e He e ponycHaTa HUTO efHa rpeLuka
npy npouegypata Ha  aHanusa
(pasnpepensHe Ha nonoxwutenHaTa
npoBepkKa, BMeECTO Ha
oTpuuartenHara);

4. 4ye He € HaCTbNWMNO  HWKAKBO
3aMbpcsaBaHe Ha  oTpuuarenHata
npoBepka WM Ha HEroBUTe KIeTKn
nopaguM nMpbCKA Ha MOMOXUTENHU
MOCTPM UMW Ha EH3UMEH KOHIoraT;

5. MuKpo-kankomepuTte He ca 3aMbpceHun
C NOMNOXUTENMHN MOCTPY UNN EH3MMEH
KOHIorar;

6. panu urnuTe Ha YCTPOWCTBOTO 3a
u3MmMBaHe He ca OnokvpaHu wunu
YaCTUYHO 3aMnyLUEeHN.

Mposepka (NC)

> 0.050 OD450nm
cnep n3BaxaaHe
Ha npasHaTa
KrneTka

Kanu6paTop 1. 4e npouegypute ca

S/ICo< 11 NPaBuUITHO;

2. Ye He e JonycHaTta HUTO efHa rpeLuka
npu auvctpmbyumsa (np. auctpmbyums
Ha oTpuuaTerneH KOHTPOS BMECTO Ha
kannbpatop);

3. 4e npouedypata U HaCTPOMKUTE Ha
YCTPOWCTBOTO 3@ M3MMBaHEe ca
BanuaupaHu crnopea uscnenBaHuaTa
Ha npekBanudukaums;

4. 4e He e HacTbNWUMIO HUKAKBO BHHLUHO
3aMbpcsBaHe Ha kanvbpartopa.

N3BbPLLIEHM

Mo3utueeH 1. 4ye npouegypuTe ca UM3BbPLUEHU
KoHTpon npaBumHo;

<1.000 OD450nm |2- Ye He e gonycHaTa HATO efiHa rpeLuka
npu amctpmbyumss Ha npoBepkaTa
(ancTpubyumsa Ha oTpuuaTerneH
KOHTPON BMECTO nonoxuTteneH). B

TO31 cnyvyan, oTpuuartenHaTta
nposepka e nokaxe eanH OD450nm
> 0.150

3. 4Ye npouedypata U HACTPOMKWATE Ha
YCTPOWCTBOTO 3@ U3MMBaHe ca
BanuaupaHu crnopea uscnenBaHuaTa
Ha npekBanudukaums;

4. 4e He e HacTbNWUMIO HUKAKBO BHHLUHO

3aMbpcaBaHe Ha nonoXxuTtenHarta
nposepka
AKO e Hacmwbriusn HaKol om ripobriemume, ripedcmaseHu
rno-eope, uHghopmupatime 0mMe2080pHUKa 3a

donbrHUMesHu delicmaeus.

P. PE3YNTATU
Pesyntatute oT TecTa ca M34YUCINEHN BbPXY cpenHaTa
cToiHocT Ha cut-off, onpegeneHa cbc cneaHarta

dopmyna:
Cut-Off (Co) = NC cpeneH + 0.350

HamepeHaTa cTOMHOCT 3a TecTa € W3non3eBaHa 3a
pesynTaTuTe, KakTo e onucaHo B crieAsallms naparpad.
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Q. MHTEPMNPETALUNA HA PE3YNTATUTE

Pesyntatute OoT TecTa ca  TbfKyBaHW, KaTo
CbOTHOWweEeHne wmexagy OD450nm Ha mocTpata wu
ctorHoctTta Cut-Off (Mnm S/Co) cnopen cnegHata

Tabnuua:
S/Co UHTepnpeTtauus
<0.9 OTpuuarenHo
0.9 - 1.1 |IpeLweH
>1.1 [NosnTnBeH

EQuvH oTpuuateneH pesynTtaT nokasea, Ye NauueHTbT He
e 3apaseH ot HCV wnn 4ye kpbBHaTa npoba moxe Aa
Obae npengra.

Tean nauneHTW, KOUTO MoKasBaT rpelleH pesynTar,
TpsibBa ga 6bOaT TecTBaHM MOBTOPHO, C €dHa MOCTPa,
B3eTa 1-2 ceammum no-kbCHo. KpbBHaTa npoba He
TpsibBa Aa 6bae npenveaxa.

EOouH nonoxuTteneH pesyntar fnoka3Ba HannM4MeTo Ha
nHdekumata ot HCV, cnegosartenHo naumMeHTbT Tpsbea
B nocnencteue ga Obae nekyBaH M kpbBHaTa npoba
Tpsbsa ga 6bae oTxBbpreHa.

BaxxHu 3abenexku:

1. WHmepnpemayussima Ha pe3dynmamume mpsbea da
6nde usebpweHa nod HabnwdeHuemo  Ha
OomaoBopHUKa Ha nabopamopusima, 3a Oa ce
Hamaru pucka om 2pewku rnpu rnpeyeHKkama.

2. Bceku nosumuseH pe3ynmam mpsibea Oa 6nde
nmomebpdeH om eOuH anmepHamueeH Mmemod, 8
cbcmosiHue Oa omkpue aHmumenama IgG u IgM
(mecm 3a nomebpxdeHue) npedu Oa ce O0ade edHa
OuazHo3a Ha 8UpyCceH xernamum.

3. Kakmo e rokasaHo 8 oueHkama Ha
Xapakmepucmukume Ha npodykma, aHanusbm e 8
cbcmosiHue 0a omyeme  CepoOKOHeepcusima 3a
aHmumena aHmu-HCV s0po, npedu Hskou Opyau
KoMriekmu om mbpaogckama Mpexa. CnedogsamerHo
eOuH nornoxumerneH pe3ynmam, He MomebploeH, C
me3u mbp208CKU KoMmrisiekmu, He mpsibea da 6b0e
U3KITIOYEH, Kamo pe3ysimam ¢hanuueo rosoxumeneH!
Mocmpama mpsibea da 6v0e rnipu 8cuyku crnyvau Oa
6n0e nodnoxeH Ha eduH nomebpdumesieH mecm.

4. B momeHma, 8 Kolmo aHanu3bm € 8 CbCmosiHuUe 0a
onpedenu cbWO maka aHmumena om knac IgM,
Moeam Oa 6bOam omkKpumu pasfu4yHus ¢ opyau
mbp20o6CKU  NPoOykmu  3a  orpedesisHemMo  Ha
aHmumena aHmu HCV nuncu Ha KoHrweam aHmu IgM.
PeanHama nonoxumenHocm Ha Mocmpama 3a
aHmumenama HCV mpsibea 0a 6b0e e nocrnedcmesue
nomenpoeHa, uacnedsaliku CbWO maka
peakmusHocmma IgM, eaxHa 3a OuascHo3ama Ha
uHgekuyussima HCV.

5. Koeamo pesynmamume ca npedadeHu om edHa
nabopamopusi Ha €OuH UHQOPMaUUOHEH UEHMBP,
6bdeme sHUMamesiHo, 3a 0a He rnpexebpriume 2pewHu
OaHHuU.

6. [uaczHozama He mpsbea Oa 6bOe HarnpaseHa u
cbobweHa Ha  nayueHma,  eOuHCmMeeHo  om
KeanuguyupaH MedUUUHCKU repcoHarl.

EouH  npumep Ha
rnocrneacTeue:
CnedHume OaHHU He mpsibea Oa 6b0am u3MosI38aHU Ha
Msicmomo Ha peasiHume 0aHHU, U3M0n38aHU  om
nompebumernisi.

OmpuuyamenHa [lposepka: 0.019 — 0.020 - 0.021
OD450nm

CpedHa cmotHocm: 0.020 OD450nm [lo-manko om
0.050 — lNpuem

nm34yncrneHnme e npencrtaBeH B

lNMonoxumenHa lNposepka: 2 189 OD450nm
lMo-eucok om 1.000 — lNpuem
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Cut-Off = 0.020+0.350 = 0.370

Kanubpamop: 0.550 - 0.530 OD450nm

CpedHa cmotiHocm: 0.5640 OD450nm S/Co = 1.4
S/Co no-sucok om 1.1 — Npuem

Mocmpa 1: 0 070 OD450nm
Mocmpa 2: 1 690 OD450nm
Mocmpa 1 S/Co < 0.9 = ompuyamerneH
Mocmpa 2 S/Co > 1.1 = nonoxumesneH

R. XAPAKTEPUCTUKH

OueHkaTa Ha XapakTepucTuMknTe e MnpoBedeHa B
CbOTBETCTBME C npeactaBeHoto B Common Technical
Specifications unn CTS (un. 5, Pasgen 3 Ha IVD
OupektvBa 98/79/EC) u Ha pJBeTe npoueaypu Ha
WHKyBauua (cTaHgapTHa u KpaTka).

1. FPAHUUA HA OTYUTAHE

[paHuuaTa Ha oOTYMTaHe Ha aHanM3a € WUu34vucneHa,
M3Nons3Banky npouegypata Ha KpaTka MHKybaums
nocpencteom British Working Standard 3a aHTu-HCV,
NIBSC «kon 06/188-006. Cnepgsawarta Tabnuua
npeacraBs  crnegHuTe  ctomHoctm OD450nm  Ha
cTaHOapTHaTa, paspedeHa B oTpuuaTenHa nnasma u
cnep ToBa M3cneaBaHa.

PaspexpaHe | Lot#l | Lot#2 | Lot#3

dakTop S/Co S/Co S/Co

1X 3,50 4,00 4,30

2X 2,10 2,60 2,60

4 X 1,3 1,40 1,30

Otpuuarenta | 5 | o9 | 0,20
MNnasma

OcBeH mocTpata ¢ kog Accurun 1 - cepus 3000 —
pgoctaBeH oT Boston Biomedica Inc., USA, e oueHeH
“n3usano” nokaseawku cnegHUTe pesyntaTtu:

Accurun 1 | Lot#1 | Lot#2 | Lot#3
series
dakTop S/Co S/Co S/Co
1X 2,90 3,04 3,40

2. OUATHOCTUYHU XAPAKTEPUCTUKU U
YYBCTBUTEJNTHOCT

OueHkaTa Ha XapaKTepUCTUKMTE Ha YCTPOWCTBOTO €

u3BbpLUEHA OT €OQuH TecT, NMPOBEAEH BbpXY MoBeye OT

5000 mocTpm.

2.1 AnarHocTu4Ha XapaKTepucTuka

OnpepneneHa e kaTto BEPOSAATHOCT Ha aHanuia ga obae
HeraTMBeH, MNpuM §unca Ha crneunduyeH aHanwur.
NacnegeaHm ca obwo noeeve ot 5000 cnyyanHu
[OHOPW, BKIIOYMUTENHO AapsBallM 3a MbpBU MbT.
IunarHocTnyHata xapaktepuctuka e buna rapaHTupaHa
cpelly eanH ogobpen komnnekt US FDA.

5043 paputenn ca OunM TecTBaHW, [OaBalikM egHa
cneuundukaums ot 99.5%.

210 naumeHTn nNpueTtn B 6onHMUA, ca 6unu TecTBaHM 3a
HCV; otkputa e gmarHoctuyHa cneumdumyHoct 99.5%.
OcBeH TOBa, guarHocTUYHaTa xapakTepuctuka e buna
JokasaHa, TecTBavkm 162 MOCTpW, nOTeHUManHo
HameceHn (Opyrn 3apasHu 6onectu, MNONOXUTENHU
aHtutena E.coli, naumeHTn, ctpagawim OT HE BUPYCHU
YyepHoapOoOHN 3abonsiBaHMs, NaUMEHTU Ha Ouanusa,
OpEMEHHUN >XEeHU, XeMOMnu3uMpaH, NUNemMu4Hu, 1 ap.).
[okasaHa e egHa cTonHOCT Ha cneundudHocT 100%.
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He e HabniogaBaHa HukakBa dhanwimBa peakTUBHOCT,
Oblkalla ce Ha MeToga Ha MPUroTBAHE Ha MOCTpUTE.
Kakto nnasmu, npomsxoxpawm OT  pasfuyHuTe
CTaHOapTHU TeXHUMKU Ha nogrotoBka (uutpat, EDTA u
XenapuH) U cepymuTe, ca Ounu mMsnonseaHu 3a ga ce
onpenenat CTOMHOCTUTE Ha cneundguyHocT. TecTBaHu
ca 3ampaseHuUTe MOCTpU, 3a Aa ce NPOBEPAT HAMecuTe,
Obkawm ce Ha cbbMpaHeTo M KoHcepBupaHeTo. He e
HabngaBaHO HMKAKBO B3aMMOOENCTBUE.

2.2 [narHocTnyHa YyBCTBUTESTHOCT

OnpegeneHa e kato BEpOATHOCT Ha aHanu3a ga 6bae
NnonoXuTeneH, Mpu nunca Ha cneunuyeH aHanwur.
OnarHocTnyHata 4yBCTBUTENHOCT € 6Buna noTBbpAeHa
BBHLUHO, BbPXY €4uH obL 6pon oT 348 MocTpu; oTKpuUTa

€ efHa pJuarHoctmyHa JyBctBuTenHoct oT  100%.
BbTpewHo ca ©6unuM  TectBaHM noBede o1 50
NOMNOXUTENHN MOCTPW, NPeAoCTaBsAlKM oOle efHa

CTOMHOCT Ha guarHocTuyHa dyscteuTenHocT 100%.
TecTBaHM ca MONOXWUTENHU MOCTPU, OT WHAEKUUN,
NPOBOKUPaHM OT reHoTonwu, pa3nuyHu ot HCV.

OcBeH TOBa ca wu3cnedBaHW no-rongmara 4act oT
naHenn 3a CepoKOoHBepcus, pJdocTtaBeHn oT Boston
Biomedica Inc., USA, (PHV) n Zeptometrix, USA, (HCV).

Pe3ynTaTv|Te 3a HAKOM OT TAX Ca npeacrtaBeHn B
nocneancrteune.

MNanen N° moctpn |Adaltis “|Ortho™*
PHV 901 11 9 9
PHV 904 7 2 4
PHV 905 9 3 4
PHV 906 7 7 7
PHV 907 7 3 2
PHV 908 13 10 8
PHV 909 3 2 2
PHV 910 5 3 3
PHV 911 5 3 3
PHV 912 3 1 1
PHV 913 4 2 2
PHV 914 9 5 5
PHV 915 4 3 0
PHV 916 8 4 3
PHV 917 10 6 6
PHV 918 8 2 0
PHV 919 7 3 3
PHV 920 10 6 6
HCV 10039 5 2 0
HCV 6212 9 6 7
HCV 10165 9 5 4
3abenexka:
1. Monoxwutennn MocTpu
2. HCV v.3.0

Hakpas, npogyktsT € 6un TectBaH Ha naHen EFS Ac
HCV, naptmga n° 06.140817, poctaBeH oOT
Etablissement Francais Du Sang (EFS), ®paHuus, cbe
cnegHuTe pesyntaTtu:
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Manen EFS Ac HCV

MocTpa Lot#l|Lot#2|Lot#3] PesyntaTtun
S/Co | S/Co|S/Co| oyvakBaHu

HCV 1]0,53]0,52 | 0,55 |OTpuuarenHo
HCV 213,285,911 3,04 | MosautueeH
HCVv3]217] 3,18 | 2,56 | MNo3ntuBeH
HCV4]226]223]2,35]| NosntueeH
HCV 56,10 7,06 | 6,90 | NMo3ntuBeH
HCV6]166|1,77]1,67| MNosautueeH

3. YTOYHEHUE

NsuncneHa e Bbpxy net MOCTpu, eavH oTpuuateneH u
YeTUpU MNONOXUTENHU, M3cneaBaHu B 4 MOBTOPEHUS B
YeTMpPU OTAENHU CTapTUPaHKSI.

Pesyntatute ca npeacrtaBeHn B NOCeACTBUE:
Pe3ynmamu 8 pamkume Ha napmudama: EIAgen HCV

Ab (v.4) Kit -

1° Mapmuda (kpamka npouedypa Ha UHKybayusi)

FPELLKA

Bb3MOXHU NPUYUHU / NPENOPBKU

OD mHoro
pasnuyHun

(£ 50%) oT Tesm,
npeactaBeHn B

QC

-rpeLleH obem 3a pasnpocTpaHsBaHe Ha
peareHTu (Mpenopbka: npoBepeTe
CBOTBETCTBMETO Mexay obema, 3a4aneH B
KankomepuTe 1 TO3M1, U3UCKBAH OT aHanuaa,
Kanubpupante 0THOBO)

-rpeLuHa TemnepaTtypa Unm rpeLlHo Bpeme Ha
MHKYGaLumsa (npenopbKka: Hak-CTPUKTHA
nogapwbxka Ha MHKybaTopa, Aa ce oTbenexmu
HayanoTo Ha MHKybauusaTa)

-rpeLuka Npu usBbpLUBaHe Ha M3MMBaHUATa 1
Ha POTOMETPUYHOTO pasynTaHe (npenopbKa:
nposepeTe MYHKUVOHNPAHETO Unn
HaCTPONKUTE Ha CbOTBETHUTE UHCTPYMEHTM)

-3ambpcsiBaHe Ha CybcTpaTa unm Ha
KoHtorata (npenopbka: nsnonssamnte camo
YWCTM NNAcTMacoBK CbAOBE 3a eAHOKPaTHa
yrnoTtpeba)

To4yHocT - %CV
S/Co Inter Intra
Moctpa CpepHa AHanus AHanus Obuwo
OTpuuarenHo 0.03 6.66 10.56 12.48
1.20 8.52 8.49 12.03
P 151 7.69 12.22 14.44
3.57 7.43 11.82 13.97
11.87 3.42 9.32 9.92

Pesynmamu e pamkume Ha napmudama: EIAgen HCV
Ab (v.4) Kit -
1" [Mapmuda (Obsiea npoyedypa Ha UHKybauus)

Pesyntatu
cna6o
BbH3MPOM3BOAUMU

-HenocTosiHeH 06eM Ha pa3npegensiHe Ha
peareHTUTe 1 Ha MOCTpUTe (Npenopbka:
npoBepeTe TOYHOCTTA Ha KankoMepuTe v
CbOTBETCTBMETO MeXay pa3npeaeneHus
00eM 1 n3nckaHus oT aHanusa;
KanuépvpanTe NOBTOPHO)

-rpeLuka npu n3BbpLUBaHE Ha M3MMBaHMSTA
UV Ha pa3unTaHeTo (Npenopbka: NpoBepeTe
PYHKLMOHNPAHETO UM HACTPONKMTE Ha
CbOTBETHUTE MHCTPYMEHTH)

-3ambpcsaBaHe Ha CybcTpara (npenopbka:
13nonaeawTe camo YMCTM MnacTMacoBu
Cb0Be 3a eHOKpaTHa ynoTpeba)

-3ambpcsiBaHe Unu gerpagaums Ha
peareHTUTE (Mpenopbka: n3nons3samnte
NoAXOASALLM UIMK, YACTU NNIacCTMacoBU
CbAoBe 3a efHOKpaTHa ynotpeba n
JecTunvpaHa Boa Unu ekBuBaneHT)

Hsama peakums B

-HAKOW peareHTV He ca 6unu
pasnpocTpaHeHu
-CUIMTHO 3aMbpcABaHe Ha KoHtoraTta unu Ha

TouHocT - %CV
S/Co Inter Intra
MocTpa CpeaHa AHanus AHanus Obuwo
OTpuuarenHo 0.04 4.67 12.34 13.19
1.47 9.62 11.40 14.92
1.82 8.92 12.77 15.58
Monoxutentu 431 459 12.88 | 13.67
13.78 2.42 8.96 9.26

Pe3ynmamu e napmuoda: EIAgen HCV Ab (v.4) Kit -
1°, 2° u 3° Napmuda (npouedypa kpamka uHKyb6auusi)

npomsHa Ha Cyb6cTpata

LuBeTa cnen -TPEeLUHO MU3MbITHEHME Ha npoueaypaTa Ha

pobassHe Ha aHanu3a (np. crny4anHo pasnpefeneHve Ha

CybcTtpata peareHTUTe B egHa rpeLuHa
nocreoBaTeNHOCT UMK OT FPELLHUS CbA, U
ap.)

Peakuus

npekaneHo -NpeKaneHo KpaTko Bpeme Ha MHKybauus,

pasBosHeHa npekaneHo HUcka TemnepaTypa Ha

(OD npekaneHo
HUCKW)

nHKy6aumns
-TPeLLIHOo pa3pex/aaHe Ha KoHioraTa

TouHocT - %CV
MocTpa Maptnpa 1 Maptuaa 2 Maptmaa 3

OTtpuuaTternHo 8,65 8,29 6,13
Kannbpatop 4,98 4,44 5,38
MNo3uTtneeH 4,11 3,11 1,37
MpomeHnMBOCTTa, MokazaHa B Tabnuuute, He e
permctpypaHa B nunca Ha knacuduumpaHe Ha
MOCTpuUTe.

S. NPENOPBKU 3A PELLABAHETO HA NMPOBJIEMU
CnasBaHeTo Ha npolegypaTta U Ha XapakTepucTUKuUTe,
KakTo W npaBunHata ynoTpeba Ha peareHTUTe W"

Bb3MOXXHOCTTAa Ha pa3npenendaHeTo, morat aa
npenoTBpaTAT CliegHUTE BUOOBE NPEeLUKU:
Adaltis Srl

Peakuus
npekaneHo
cunHa

(OD npekaneHo
BMICOKM)

-TPELLUHO pa3pexaaHe Ha KoHloraTa

-Bpeme Ha UHKybaumsi npekaneHo gbnro,
TemnepaTypa Ha UHKybaumsi npekaneHo
BMCOKa

-IOLLO Ka4eCcTBO Ha U3rnonaBaHaTta Boja 3a
pasTBOpa 3a U3MMBaHe (HUCKka CTeneH Ha
AenoHn3auns)

-HeJoCTaTbYyHO M3MMBaHE (KOHIOraTuTe He
ca NpaBUTHO OTCTPaHEHM)

-3aMbpcABaHe Ha KankomMmepuTe, Ha

HeobGscHumun BBHPXOBETE UMW Ha KOHTENHepUTe
pesyntatu -HEMPEKbCHATO M HEAOCTaTbYHO U3MMBAHE
(kOHtOraTUTE HE ca NpaBUITHO OTCTPaHEHM)
-peareHT! u/vnun He JocTUrHanM Jo
CV% TemMnepaTypu Ha NOMELLEHNETO Npeau
BbTpELUEH ynotpeba
aHanus - YCTPOWCTBOTO 3a M3MMBaHe 3a
BUCOK MWKPOMIIOYN HE M3MUBA MNPaBUIHO
(Npenopbka: no4McTeTe rnaBata Ha
YCTPOMCTBOTO 332 U3MMBAHE)
-HEMOCTOSIHHW YCMNOBUS Ha UHKybaLus
(Bpeme, TemnepaTtypa)
CV% -NPOBEPKM 1 MOCTPU, KOUTO He ca

WHTPa-aHanma
BUCOK

pasnpegerneHy B e4HO U CbLLO Bpeme (C
€0HU U CbLUM MHTepBanu) (nposepeTe
rnocriefoeaTenHocTTa Ha
pasnpocTpaHsiBaHe)

-NpucbLLa NPOMEHNUBOCT Ha onepaTopuTte
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T. ABTOMATU3ALIUA

Mpouenypata, onncaHa B Ta3un UHCTPYKLMA 3a ynotpeba
€ camMo 3a pbyvyHO TecTBaHe. Korato ce wu3nonseart
aBTOMaTU4YHU aHanusatopu, € HeobxogMmMo pJa ce
cnegBaT  MHCTPyKUMUTE, KOMTO Cca  ONWcaHuM B
pbKoBoAcTBaTa 3a ynotpeba Ha €aMOTO YCTPOWCTBO.
Bcsaka nabopatopus TpsibBa ga crneaBa cBoMTE npouecu
3a BbTpELUHa Banugauus, OEeMOHCTpUpanku
CbBMEeCTUMOCTTa C aBTOMaTU4HNUTE CUCTEMMU.

U. OrPAHUYEHUA

NnoBTapsiluM ce daniimMBu MOMOXUTENHN pes3ynTaTu,
HenoTBbpAeHn oT RIBA 3a notBbp)aeHUe nnm nogobHu
TEXHUKKN, ca O6unu oueHeHn ¢ no-manko ot 0,1% ot
HOPMaIHOTO HacemneHue.

3ampaseHnTe MOCTPU, CbabpXKalluy YacTuumn ot UopUH
Unu arperaTtu cnepg pasmpassiBaHeTo, ca Nnokasanu KaTo
uano danwwmen pesyntatu.

Adaltis Srl 13/14
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SIMBOLOS UTILIZADOS EN LAS ETIQUETAS

LOT

(1]

't

&

\

Dispositivo Atencion, siga
Médico de NUmero de . las Limites de - Numero de
. e p Numero de Lote ; Utilizar Antes de
Diagnostico in Catélogo Instrucciones de Temperatura prueba
Vitro uso
P
“ PN M [MICROPLATE] | [CONTROLJ+| | [CONTROL[-] [CAL]
Fabricante Proteja de la Fec_ha de Microplaca Control Positivo Contr'ol Calibrador
. Luz Solar Fabricacion Negativo
Es&gol
CONJ [DIL[SPE] | [SUBS[TMB| | [SOLN[STOP| |[WASHBUF[20X]| [DILJAS] | [RCNS]x mL]
i Solucién Tampég de i del o
. Diluyente Lavado Diluyente de Reconstituir con
Conjugado Muestras Substrato TMB Bloqueadora Concentrado Ensayo XL
(H2S0,4 0.3M) 20
X
Rle’sgo Peligro Atencion
Biol4gico

Atencion:

Solucion Bloqueadora clasificada como: Skin Corr. (Corrosivo para la Piel) 1A

&

« Advertencia:
Peligro

« Componentes peligrosos que determinan el etiquetado:

Acido sulfarico
« Indicaciones de peligro:

H314 Provoca graves quemaduras cutaneas y graves lesiones oculares.

« Consejos de prudencia:

P260 No respire el polvo/los humos/los gases/las nieblas/los vapores/ los aerosoles.
P303+P361+P353 EN CASO DE CONTACTO CON LA PIEL (o con el pelo): quitese inmediatamente toda la vestimenta contaminada.

Enjuague la piel/duchese.

P305+P351+P338 EN CASO DE CONTACTO CON LOS 0OJOS: Enjuague con agua delicadamente durante unos minutos. Quitese los lentes
de contacto si es capaz de hacerlo. ContinGie enjugandose.
P310 Péngase en contacto inmediatamente con un CENTRO ANTIVENENOS o con un médico.

P405 Conserve bajo llave.

P501 Elimine el producto/recipiente en conformidad con los reglamentos locales/regionales/nacionales/internacionales

Atencion:

Control Negativo, Control Positivo, Calibrador, Conjugado, Diluyente Muestras, Diluyente del Ensayo y Tampon de Lavado
Concentrado 20X clasificados como: Skin Sens. (Sens.para la Piel) 1

e Advertencia:
Atencion

¢ Componentes peligrosos que determinan el etiquetado:
Mezcla de: 5-cloro-2-metil-2H-isotiazol-3-one [EC n° 247-500-7]; 2-metil-2H-isotiazol-3-one [EC n° 220-239-6] (3:1)

« Indicaciones de peligro:

H317 Puede provocar una reaccion alérgica cutanea

« Consejos de prudencia:

P261 Evite respirar el polvo/los humos/los gases/las nieblas/los vapores/ los aerosoles.
P280 Utilice guantes/vestimenta de proteccién/Proteja los ojos/el rostro.

P321 Tratamiento especifico (véase en esta etiqueta).
P333+P313 En caso de irritacién o erupcion cutanea: consulte con un médico.
P302+P352 EN CASO DE CONTACTO CON LA PIEL: Lave con abundante agua.
P501 Elimine el producto/recipiente en conformidad con los reglamentos locales/regionales/nacionales/internacionales

Para las Fichas de Seguridad visite www.adaltis.net.

Adaltis Srl
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ESPANOL

A. FINALIDADES DE USO

Dosificacion Inmunoenzimatica (ELISA) de cuarta
generacion para determinar los anticuerpos anti Virus de
la Hepatitis C en plasmas (EDTA, Heparina y Citrato) y
sueros humanos. El conjunto puede utilizarse para
investigar los anticuerpos en las unidades de sangre de
pacientes afectados por HVC.

Sélo para uso diagnéstico in vitro.

B. INTRODUCCION
La Organizacion Mundial de la Sanidad (OMS) define a
la infeccién Hepatitis C del modo siguiente:

“La Hepatitis C es una infeccién viral del higado que se
le atribuye a la hepatitis "ni A ni B" transmitidas de forma
parental hasta identificar el agente causante en el 1989.
El descubrimiento y la caracterizacion del virus de
Hepatitis C (HCV) lleva a comprender su papel primario
en las hepatitis pos-transfusion y su tendencia para
inducir infecciones persistentes”.

El HCV es una causa importante de hepatitis aguda y
enfermedad hepéatica crénica, incluida la cirrosis y el
cancer de higado. A nivel mundial, se estima que 170
millones de personas estan infectadas cronicamente con
el VHC y de 3 a 4 millones de personas se infectan cada
afio. EI HCV se transmite principalmente por contacto
directo con sangre humana. Las mayores causas de
HCV en el mundo son el uso de unidades de sangre no
controlado para las transfusiones y la reutilizacién de
agujas y jeringas no adecuadamente esterilizadas.
Actualmente no existe ninguna vacuna que prevenga la
hepatitis C y el tratamiento de esta enfermedad croénica
es demasiado costoso para que paises en vias de
desarrollo puedan permitirselo. Desde una perspectiva
global, el mas grande impacto en enfermos de hepatitis
C se obtendra enfocando los esfuerzos en reducir los
riesgos de transmision de HCV de exposiciones
nosocomiales (transfusiones de sangre, inyecciones no
seguras) y comportamientos de alto riesgo (inyeccion de
drogas).

El virus de la hepatitis C (HCV) es uno de los virus (A, B,
C, D, y E), responsables de la mayor parte de casos de
hepatitis viral. Es un virus RNA que pertenece a la
familia Flaviviridae que presenta un bajo espectro de
huesped. Los humanos y los chimpancés son las
especies susceptibles a infectarse y ambos desarrollan
las mismas enfermedades. Una caracteristica importante
del virus es la correspondiente mutabilidad del genoma,
que probablemente esta relacionada con la alta
tendencia (80%) en inducir infecciones crénicas. El HCV
se encuentra en diferentes genotipos diferentes que
pueden ser importantes para determinar la gravedad de
la enfermedad y la respuesta al tratamiento.

El periodo de incubacion de la infeccion por HCV antes
gue inician los sintomas clinicos va de 15 a 150 dias. En
las infecciones agudas los sintomas mas comunes son
la fatiga e ictericia; de todos modos la mayor parte de los
casos (entre el 60% y el 70%) son asintomaticos, incluso
aquellos que desarrollan la infeccion croénica. Alrededor
del 80% de los nuevos pacientes infectados desarrolla
una infeccion crénica. Cirrosis la desarrolla alrededor del
10% al 20% que tienen una infeccidn cronica, mientras
gue cancer de higado lo manifiesta entre el 1% y el 5%
de las personas que tienen una infeccion crénica durante
un periodo de 20 a 30 afios. La mayor parte de
pacientes que padecen cancer de higado que no
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presentan infeccién de hepatitis B muestran infeccién
por HCV. El mecanismo por el que la infeccién por HCV
conduce al cancer de higado aiun no es muy claro. La
hepatitis C agrava la gravedad de las enfermedades de
higado cuando coexiste con otras condiciones hepaticas.
Las enfermedades del higado avanzan mas rapidamente
en personas con enfermedades hepéaticas provocadas
por el abuso de alcohol e infectadas con HCV. El HCV
se transmite principalmente por contacto directo con
sangre infectado. La transmisibn a través de
transfusiones de sangre no examinada para el HVC, la
reutilizacion de agujas, jeringas y otros equipos médicos
no adecuadamente esterilizados, o a través del
intercambio de agujas entre drogodependientes esta
muy bien documentada. Menos frecuente es la
transmision por via sexual o perinatal. Otros modos de
transmision  estdn  relacionados con  practicas
comportamentales, sociales, culturales (body piercing,
circuncisiones y tatuajes) y pueden producirse si se
utilizan instrumentos no esterilizados correctamente. El
HCV no se transmite a través de estornudos, abrazos,
tos, alimentos o agua, compartiendo cubiertos o vasos ni
por contacto casual.

Sea en paises desarrollados que en aquellos en vias de
desarrollo, grupos con alto riesgo incluyendo a usuarios
de drogas inyectables, receptores de sangre no
examinada, hemofilicos, dializados y personas con
numerosos compafieros sexuales que practican
relaciones sin proteccion. En los paises desarrollados se
estima que el 90% de las personas con infeccién de
HCV cronica sean principalmente usuarios de drogas
inyectables y aquellos con un historial de transfusiones
de sangre no examinada o de hemoderivados. En la
mayor parte de los paises en vias de desarrollo, donde
la sangre y los hemoderivados no examinados son adn
utilizados, el medio principal de transmision de la
infeccibn son instrumentos para inyecciones no
esterilizados y transfusiones de sangre no controlada.
Ademas las personas que practican sacrificios y
circuncisiones estan a riesgo si usan o reutilizan hierros
sin esterilizar.

La OMS estima que alrededor de 170 millones de
personas, el 3% de la poblacion mundial esta infectada
por HCV vy corren riesgo de desarrollar cirrosis y/o
cancer de higado. La mayor parte de la infeccion HCV
en Africa, Oriente Medio, Sudeste asiatico y Pacifico
occidental es alta si se compara con Norteamérica y
Europa.

Las pruebas que diagnostican el HCV se utilizan para
prevenir la infeccion a través del control de los donantes
de sangre y plasma, para establecer el diagndstico
clinico y tomar mejores decisiones a la hora de curar un
paciente. Actualmente las pruebas de diagndstico se
basan en dosis inmunoenzimaticas (EIA) para detectar
anticuerpos especificos HCV. El sistema EIA puede
detectar mas del 95% de pacientes infectados cronicos
pero solamente del 50% al 70% de las infecciones
agudas. Un ensayo inmunoblot recombinante (RIBA) que
identifica a los anticuerpos que actian con antigenos
individuales HCV a menudo se utiliza como una prueba
complementaria para confirmar el resultado EIA positivo.
Prueba para HCV basadas en la ampliacion del RNA
(p.ej PCR, ensayo ADN relacionado) también se han
utilizado sea para confirmar el resultado serotolégico que
para asignar una terapia antiviral eficaz. Un resultado
positivo indica la presencia de infeccion activa y la
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posibilidad de difusion de la infeccién y/o el desarrollo de
enfermedades cronicas del higado.

Los farmacos antivirales como el interferén asumido solo
0 junto a ribavirina, puede utilizarse para tratar personas
con hepatitis C cronica, pero el coste del tratamiento es
muy alto. El tratamiento con interferén solo es eficaz en
alrededor el 10%-20% de los pacientes. El interferén
combinado con ribavirina es eficaz en el 30%-50% de los
pacientes. La ribavirina parece que no es eficaz cuando
es utilizada sola.

No existe ninguna vacuna eficaz contra el HCV. La
investigacién procede pero la alta mutabilidad del
genoma del HCV complica el desarrollo de una vacuna.
La falta de conocimiento de respuestas inmuno-
protectoras después de la infeccién por HCV impide
investigar una vacuna. Tampoco se sabe si el sistema
inmunitario es capaz de eliminar el virus.

Algunos estudios han mostrado la presencia de
anticuerpos que neutralizan el virus en pacientes
afectados por HCV. Al no existir una vacuna, se deben
tomar todas las precauciones para prevenir la infeccién
incluidas (a) screening y pruebas de sangre y 6rganos;
(b) desactivacion del virus en plasmas y productos
derivados; (c) crecimiento y mantenimiento de practicas
de control de la infeccibn en protocolos de atencién
sanitaria, como la esterilizacion adecuada de
instrumentos médicos y dentales; (d) la promocién de
cambios en los comportamientos entre la gente comun y
los operadores sanitarios para reducir el uso excesivo de
inyecciones y practicar inyecciones seguras; (e) la
reduccion del riesgo para personas que usan drogas y
realizan practicas sexuales de alto riesgo.

El genoma codifica para los componentes estructurales,
una proteina nucleocapsidica y glicoproteinas del
envoltorio, y los constituyentes funcionales implicados en
la replicacion del virus y en el proceso de sus proteinas.
La region codificadora nucleocapsidica parece ser la
mas conservadora entre los aislantes obtenidos en el
mundo.

C. PRINCIPIO DE LA PRUEBA

Las microplacas se coaptan con antigenos HCV-
especificos que derivan de las regiones “core” y “ns”
codificadores para los antigenos inmunodominantes
conservativos 'y determinantes (Core  péptide,
recombinante NS3, NS4 y NS5 péptidos).

Primero la fase solida se trata con la muestra diluida y
los anticuerpos HCV, si estan presentes, son capturados
por los antigenos. Después de haber lavado todos los
componentes de la muestra, durante la segunda
incubacion legados los anticuerpos HCV, las IgG vy las
IgM se detectan al afiadir anticuerpos policlonales
especificos anti IgG&M, etiquetados con peroxidasas
(HRP).

La enzima capturada durante la fase solida, al
reaccionar con la mezcla substrato TMB, genera una
sefial optica que es proporcional a la cantidad de
anticuerpos anti HCV presentes en la muestra. Un valor
de cut-off permite interpretar las densidades 6pticas en
resultados positivos y negativos en anticuerpos HCV.

Adaltis Srl 4/13

D. COMPONENTES
El kit contiene reagentes para 96 tests (cédigo 071067),
192 tests (codigo 071064), o 480 tests (cédigo 071068).

Microplaca

Control Negativo

Control Positivo
Calibrador

Solucién de Lavado conc. 20x
Conjugado

Diluyente de las Muestras
Substrato TMB

Solucion Bloqueadora
Diluyente del Ensayo
Hoja cubreplaca

1

1x4 mL/frasco
1x2 mL/frasco
2 frascos

1x50 mL/frasco
1x16 mL/frasco
1x50 mL/frasco
1x16 mL/frasco
1x15 mL/frasco
1x8 mL/frasco
2

Numero de los tests 96
Cédigo 071067
Microplaca 2

Control Negativo

Control Positivo

Calibrador

Solucidén de Lavado conc. 20x
Conjugado

Diluyente de las Muestras
Substrato TMB

Solucion Bloqueadora
Diluyente del Ensayo

Hoja cubreplaca

2x4 mL/frascos
1x4 mL/frasco

3 frascos

2x50 mL/frascos
2x16 mL/frascos
2x50 mL/frascos
2x16 mL/frascos
2x15 mL/frascos
2x8 mL/frascos
4

Numero de los tests 192
Cdbdigo 071064
Microplaca 5

Control Negativo

Control Positivo

Calibrador

Solucion de Lavado conc. 20x
Conjugado

Diluyente de las Muestras
Substrato TMB

Solucion Bloqueadora
Diluyente del Ensayo

Hoja cubreplaca

1x20 mL/frasco
1x10 mL/frasco
7 frascos

5x50 mL/frascos
2x40 mL/frascos
5x50 mL/frascos
2x40 mL/frascos
2x40 mL/frascos
1x40 mL/frasco
10

NUmero de los tests

480

Caodigo

071068

1. Microplaca

12 tiras de 8 microceldas coaptadas con Core péptide,
recombinante NS3, NS4 y NS5 péptidos. Las placas se
sellan en una bolsa de aluminio con desecante.

Lleve la microplaca a temperatura ambiente (18...24°C)
antes de abrir la bolsa. Vuelva a sellar las tiras que no se
han utilizado en la bolsa con el desecante y conserve a
2...8°C.

2. Control Negativo

Control listo para usar. Contiene tampon Na-citrato 10
mM a pH 6.0 £ 0.1, 2% de caseina y 0.1% Proclin 150
como conservante. El control negativo esta codificado
con el color verde aceituna.

3. Control Positivo

Control listo para usar. Contiene el 1% de proteinas de
suero de cabra, anticuerpos humanos positivos al HCV,
tampoén Na-citrato 10 mM a pH 6.0£0.1, 0.5% Tween 20,
0.09% Azida de sodio y 0.1% Proclin 150 como
conservantes. El control positivo esta codificado con el
color verde oscuro.
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Nota Importante: La ausencia de agentes patdégenos
vitales en el Control Positivo no puede estar
completamente garantizada, y por lo tanto, el reagente
tiene que ser tratado como potencialmente infectado, en
conformidad con las buenas précticas de laboratorio.

4. Calibrador

Calibrador liofilizado. Tiene que disolverse con un
volumen de agua grado EIA que se muestra sobre la
etigueta. Contiene proteinas de suero bovino fetal,
anticuerpos al HCV humanos cuyo contenido esta
calibrado en NIBSC Working Standard cddigo 06/188-
006, 10mM de tampdn Citrato de sodio a pH 6.0+0.1, 0.3
mg/mL de gentamicina sulfato y 0.1% de Proclin 150
como conservantes.

Nota Importante: La ausencia de agentes patdégenos
vitales en el Calibrador no puede estar completamente
garantizada, y por lo tanto, el reagente tiene que ser
tratado como potencialmente infectado, en conformidad
con las buenas practicas de laboratorio.

Notas: el volumen necesario para diluir el contenido
de la ampolla puede variar de lote en lote. Por favor,
utilice el volumen correcto que se muestra en la
etiqueta.

5. Solucién de Lavado Concentrada 20x

Solucién concentrada 20X. Una vez diluida, la solucién
de lavado (tampén de lavado diluido) contiene tampon
fosfato 10 mM a pH 7.0 = 0.2, 0.05% Tween 20 y 0.05%
Proclin 150.

Una vez diluida la solucién de lavado permanece estable
durante 1 semana a 2...8°C.

6. Conjugado

Reagente listo para usar y codificado de color rojo.
Contiene peroxidasa de rabano conjugada con
anticuerpos policlonales de cabra a IgG y IgM humanas,
5% BSA, tampén Citrato 10 mM a pH 6.4 £ 0.1, 0.1%
Proclin e 0.05% Tween 20 como conservantes.

7. Substrato TMB

Componente listo para usar. Contiene tampén citrato-
fosfato 50 mM a pH 3.5-3.8, dimetilsulfoxido al 4%,
0.03% de tetrametilbenzidina (TMB) y 0.02% de peréxido
de hidrégeno (H,0,). Mezcle bien antes de usar.

Nota: Debe conservarse en un lugar protegido de la
luz solar debido a la sensibilidad a la fuerte
iluminacion.

8. Diluyente del Ensayo

Componente listo para usar. Contiene suero de cabra,
solucién tamponada de Tris 10mM a pH 8.0+0.1 que
contiene 0.1% de Proclin 150 y 0.09% Azida de sodio
para el pretratamiento de las muestras y de los controles
en la placa, bloqueando las interferencias.

9. Solucion Bloqueadora

Componente listo para usar.

Contiene una solucién 0.3 M di H,SO,. Mezcle bien
antes de usar.

10. Diluyente Muestra

Componente listo para usar y codificado de color verde
oscuro. Contiene 1% de caseina, tampo6n Na-citrato 10
mM a pH 6.0 =+ 0.1 y 0.1% Proclin 150 como
conservante.

Utilice para diluir la muestra.
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Nota: El diluyente cambia color de verde aceituna a
verde azul oscuro en presencia de la muestra.

E. MATERIALES SOLICITADOS PERO NO
ENTREGADOS

1. Micropipetas calibradas (200 pL y 10 pL) y puntas
desechables.

2. Agua grado EIA (bidestilada o desionizada, tratada
con carbon activo para eliminar los oxidantes
guimicos usados como desinfectantes).

3. Temporizador con intervalo de tiempo de 60 min o
superior.

4. hojas de papel absorbente.

5. Incubadora termostética calibrada para microplacas
ELISA capaz de suministrar una temperatura de
+37°C.

6. Lector calibrado de microceldas ELISA con lectura a

450nme posiblemente con filtros a 620-630nm para

determinar el blanco.

Lavador calibrado de microplaca ELISA.

Vértex o instrumentos similares para mezclar.

ADVERTENCIAS Y PRECAUCIONES

El kit debe utilizarse solamente por personal técnico

especializado y formado correctamente, bajo la

supervision del médico responsable del laboratorio.

Lea atentamente este manual ilustrado antes de

utilizar el producto y siga detalladamente las

instrucciones contenidas en el mismo.

2. Lea atentamente la Ficha de Seguridad (SDS) antes
de utilizar.

3. Cuando el kit se utiliza para el screening de
unidades de sangre y componentes de la sangre, se
tiene que utilizar en un laboratorio certificado vy
cualificado por la autoridad nacional en ese campo
(Ministerio de la Sanidad o similares) para realizar
este tipo de andlisis.

4. Todo el personal implicado en la realizacién del
ensayo tiene que utilizar vestimenta de proteccion de
laboratorio, guantes de latex sin talco y gafas. Se
tiene que evitar el uso de dispositivos apuntados
(agujas) o cortante (hojas). Todo el personal
implicado deberia estar formado acerca de los
procedimientos de seguridad personal, tal y como
esta recomendado por el Centro para el Control de
Enfermedades de Atlanta (EE.UU) y publicado en la
publicacién del Instituto Nacional de Sanidad:
“Seguridad  personal en los Laboratorios
Microbioldgicos y Biomédicos”, ed. 1984.

5. Todo el personal implicado en manipular las
muestras deberia vacunarse para HBV y HAV, por lo
gue las vacunas disponibles son seguras Y eficaces.

6. El ambiente de laboratorio deberia estar controlado
para evitar la contaminacion de polvo y agentes
microbioldgicos en el aire, cuando se abren las
ampollas y la microplaca del kit y cuando se realiza
el test. Proteja el cromdgeno/substrato TMB de la luz
fuerte y evite vibraciones de la mesa de laboratorio
una vez que el test se haya iniciado.

7. Desde el momento de la recepcion, conserve el kit a
2...8°C en un frigorifico o camara fria a temperatura
controlada.

8. No intercambie los componentes entre los diferentes
lotes del kit, Se recomienda no intercambiar los
componentes de dos kit del mismo lote.

9. Controle que los reagentes sean limpidos y no

contengan grandes particulas o agregaciones. Si

esto se produce alerte al supervisor del laboratorio
para iniciar los procedimientos necesarios para
sustituir el kit.

T N
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.
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Evite contaminaciones cruzadas entre muestras de
sueros/plasmas utilizando puntas desechables y
cambiandolas después de cada muestra.

Evite contaminaciones cruzadas entre los reagentes
del kit utilizando puntas desechables y cambiandolas
para usar cada componente.

No utilice el kit después de la fecha de caducidad
que aparece imprimida en el envase externo y sobre
la etiqueta de cada ampolla en el interior.

Trate todas las muestras como potencialmente
infectadas. Todos los sueros humanos deberian ser
manipulados segun el Nivel 2 de BioSeguridad, tal y
como esta recomendado por el Centro para el
Control de Enfermedades de Atlanta (EE.UU) junto
con lo publicado por el Instituto de Sanidad:
“BioSeguridad en los Laboratorios Microbiolégicos y
Biomédicos”, ed. 1984.

El uso de contenedores de plastico desechables
esta recomendado para preparar componentes
liguidos o para los componentes transferidos en
ubicaciones automatizadas, para evitar
contaminaciones cruzadas.

Los productos de desecho durante el uso del kit
tiene que descargarse en conformidad con las
directivas nacionales y las leyes sobre desechos de
sustancias quimicas y biolégicas de laboratorio. En
particular, los desechos liquidos generados del
proceso de lavado, de avances de los controles y de
las muestras deben tratarse como materiales
potencialmente infectados e inactivados antes de ser
eliminados. Se recomienda inactivar para el
tratamiento con una solucion de hipoclorito de sodio
al 10% unas 16-18 horas o desactivacion en caliente
en autoclave a 121°C durante 20 minutos.

Los vuelcos accidentales de las muestras durante
las operaciones deben absorberse con hojas de
papel embebidas de hipoclorito de sodio y después
enjuagados con agua. Después las hojas de papel
deben eliminarse en un contenedor de desechos
para materiales biolégicos.

La Solucién bloqueadora contiene acido sulfarico al
0.3 M. Evite el contacto con la piel y los ojos. En
caso de contacto enjuague inmediatamente y con
abundante agua.

Las soluciones reagentes que contienen Azida de
sodio o Tiomersal como conservantes, tienen que
tratarse siguiendo las disposiciones y las leyes en
vigor en el Pais en las que se usa. La eliminacion de
soluciones que contienen Azida de sodio tiene
previsto el uso de agua corriente en grandes
cantidades. Preste atencidn al hecho que la Azida de
sodio puede formar compuestos explosivos en caso
de contacto prolongado con plomo y cobre.

No fume, no coma o aplique cosméticos en las
zonas donde se manipulan las muestras y los
reagentes.

Otros materiales de desecho generados por el uso
del kit (por ejemplo: las puntas utlizadas para
controles y muestras, microplacas usadas) deberian
ser manipulados como potencialmente infectados y
depositados en conformidad con las directivas
nacionales y con las leyes relacionadas con la
eliminacién de desechos de laboratorio.

No pipetee con la boca.

6/13

G. MUESTRAS: PREPARACION Y
RECOMENDACIONES

1. La sangre ha sido extraida de forma aséptica por
extraccion en vena y los plasmas o sueros se han
preparado utilizando las técnicas estandar de
preparacion de muestras para analisis clinicos de
laboratorio. Ninguna influencia se ha observado
durante la preparacion de la muestra con citrato,
EDTA o heparina.

2. Evite afadir conservantes a las muestras;
especialmente azida de sodio que puede influenciar
la actividad enzimatica del conjugado, generando
resultados de falsos negativos.

3. Las muestras tienen que estar claramente
identificadas con cédigos o nombres para evitar
confusiones a la hora de interpretar los resultados.
Cuando el kit es utilizado para el screening de
unidades de sangre se recomienda absolutamente
etiquetar con coOdigos de barras de lectura
electronica.

4. Las muestras hemolizadas (rojas) y visiblemente
hiperlipémicas (lechosas) tienen que ser desechadas
ya que podrian generar falsos resultados. Las
muestras que contienen restos de fibrina o grandes
particulas o filamentos y cuerpos microbiolégicos
deberian desecharse ya que podrian originar
resultados falsos.

5. Los sueros y plasmas pueden conservarse a
+2...8°C hasta cinco dias después de la extraccion.
Para conservar durante largos periodos, las
muestras deben congelarse a —20°C durante varios
meses. Cualquier muestra congelada no puede
congelarse y descongelarse mas de una vez ya que
esto genera particulas que pueden influenciar el
resultado del test.

6. Si se encuentran presentes particulas centrifugadas
a 2.000 rpm durante 20 minutos o filtre con filtros a
0.2-0.8um para limpiar la muestra que se desea
probar.

H. PREPARACION DE LOS COMPONENTES Y
ADVERTENCIAS

Estudios realizados sobre un kit abierto no han mostrado

ninguna pérdida de actividad importante hasta 1

reutilizacidon del mismo material en 6 meses.

1. Microplacas:

Permita que la microplaca alcance la temperatura
ambiente (al menos 1h) antes de abrir la bolsa. Controle
que el desecante no se haya vuelto verde oscuro,
indicando un defecto de conservacidon. En este caso
llame al servicio de atencion al cliente de Adaltis.

Las tiras que no se utilizan deben colocarse en un
envase adecuado, en presencia del desecante incluido,
bien selladas y conservadas a +2...8°C. Después de su
primera apertura las tiras restantes son estables hasta
que el indicador de humedad presente en el interior del
envase del desecante cambia de amarillo a verde.

2. Control Negativo:
Listo para su uso. Mezcle en un vértex antes de usar.

3. Control Positivo:

Listo para su uso. Mezcle en un vortex antes de usar.
Trate este componente como potencialmente infectado.
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4, Calibrador:
Diluya atentamente el contenido liofilizado de la ampolla
con el volumen de agua de grado EIA que se muestra en
su etiqueta. Mezcle en un vértex antes de usar.
Trate este componente como potencialmente infectado.
Nota: Una vez diluido el calibrador no es estable.
Conserve en alicuotas a —20°C.
5. Solucion de Lavado concentrada 20x:

(frasco de 50 mL):
Todo el contenido de la solucidon concentrada 20x tiene
que ser diluido con agua bidestilada hasta 1000 ml (el
volumen se muestra en la etiqueta) y mezclado bien
antes de su uso. Desde el momento que la solucion
puede presentar formaciones cristalinas, preste atenciéon
de disolver todo el contenido. Evite generar espuma
durante la preparacién porque la presencia de burbujas
puede disminuir la eficacia del lavado.
Nota: Una vez diluida la solucién de
estable durante 1 semana a +2...8°C.

lavado es

6. Conjugado:

Listo para su uso. Mezcle en un vértex antes de usar.
Preste atencién para no contaminar el liquido con
oxidantes quimicos, polvo o microbios presentes en el
aire. Si este componente tiene que transferirse use
solamente contenedores de plastico posiblemente
esterilizados.

7. Substrato TMB:

Listo para su uso. Mezcle en un vértex antes de usar.
Preste atencién para no contaminar el liquido con
oxidantes quimicos, polvo o microbios presentes en el
aire. No exponga a una fuerte iluminacién, agentes
oxidantes y superficies

metalicas. Si este componente tiene que transferirse use
solamente contenedores de plastico posiblemente
esterilizados.

8. Diluyente del Ensayo:
Listo para su uso. Mezcle en un vortex antes de usar.

9. Soluciéon Blogueadora:
Listo para su uso. Mezcle en un vértex antes de usar.

10. Diluyente de la Muestra:
Listo para su uso. Mezcle en un vértex antes de usar.

I. INSTRUMENTACION USADA JUNTO CON EL KIT

1. Las micropipetas deben calibrarse para emitir el
correcto volumen necesario para el ensayo y tienen
gue someterse a una descontaminacién regular
(alcohol desnaturalizado, lejia al 10%, solucién
desinfectante hospitalaria) de aquellas partes que
podrian entrar en contacto de modo accidental con la
muestra. Estas deberian controlarse para mostrar
una precision del 1% y una correccion de +2%. La
descontaminacién de pulverizaciones o restos de
componentes del kit deberia realizarse de forma
regular.

2. La incubadora ELISA deberia calibrarse a 37°C
(tolerancia de + 0.5°C) y controlarse de forma regular
para asegurar el mantenimiento de la temperatura
correcta. Ambas incubadoras en seco y con bafios de
agua pueden utilizarse para la incubacién si los
instrumentos estan convalidados para incubar tests
ELISA.
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3. El lavador ELISA es extremadamente importante
para que el resultado del ensayo sea positivo. El
lavador tiene que ser convalidado atentamente y
correctamente  optimizado.  Normalmente  son
suficientes 4-5 ciclos de lavado (aspiracion +
dispensacion de 350 uL de solucién lavado = 1 ciclo)
para asegurar que el ensayo del resultado esperado.
Se recomienda un intervalo de soaking de 20-30
segundos entre los ciclos. Para establecer
correctamente su nimero, se recomienda realizar un
test de prueba con los controles del kit y muestras de
referencia bien caracterizadas como positivos o
negativos, y controlar la correspondencia con los
valores que se muestran debajo de la seccién O
"Control de calidad interno”. La calibracién regular del
volumen suministrado y el mantenimiento del lavador
(descontaminacién y limpieza de las agujas) debe
realizarse siguiendo las indicaciones del fabricante.

4. Los tiempos de incubacion tienen una tolerancia de
1+5%.

v' Método de Incubacion Breve (para la 1%/2%
incubacion la tolerancia esta comprendida
entre 43 min. y 47 min.; para la 3%
incubacion la tolerancia esta comprendida
entre 14 y 16 min.).

v Método de Incubacién Estandar (para la 1°
incubacion la tolerancia esta comprendida
entre 57 min. y 63 min.; para la 2% y 3%
incubacion la tolerancia esta comprendida
entre 29 y 31 min.).

5. El lector de microplacas ELISA tiene que estar
compuesto por un filtro de lectura de 450nm y por un
segundo filtro (620-630nm) para las operaciones del
blanco. Sus prestaciones estandar deberian ser (a)
amplitud de banda < 10nm; (b) intervalo de absorcion
de 0 a = 2.0; (c) linealidad = 2.0; (d) repetibilidad =
1%. ElI blanco esta determinado segun las
instrucciones contenidas en la seccion
“Procedimiento del Ensayo”. El sistema optico del
lector tiene que ser calibrado de forma regular para
asegurar la medicién correcta de la densidad éptica.
El mantenimiento deberia realizarse con regularidad
en conformidad con las instrucciones del fabricante.

6. Cuando se usa una estacién de trabajo automatizada
para el kit ELISA, todos los pasos criticos
(dispensacion, incubacion, lavado, lectura,
manipulacion de datos) tienen que ser atentamente
controlados, calibrados, y regularmente guardados
para conservar la correspondencia con los valores
gue se muestran en las secciones O "Control de
calidad interno". El protocolo del ensayo se debe
instalar en el sistema operativo de la unidad y
convalidado al igual que el lavador y el lector.
Ademas, la parte de la estacion que manipula los
componentes liquidos (dispensacion y lavado) tiene
gue ser convalidada y correctamente configurada. Se
debe prestar particular atencién para evitar el arrastre
por parte de las agujas usadas para la dispensacion y
el lavado. Esto debe ser estudiado y controlado para
minimizar la posibilidad de contaminacion de las
celdas adyacentes. El uso de estaciones de trabajo
automatizadas ELISA esta recomendado para el
screening de sangre cuando el nimero de muestras
gue se desea probar es mayor a 20-30 por recorrido
de la maquina.

L. CONTROLES Y OPERACIONES PRE ENSAYO

1. Controle la fecha de caducidad del kit, esta imprimida
en la etiqueta externa de la caja. No utilice el kit si
esta caducado.
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2. Controle que los componentes liquidos no estén
contaminados por particulas o agregados visibles a la
vista. Controle que el Substrato TMB sea incoloro o
azul pélido aspirando un pequefio volumen del mismo
con una pipeta de plastico estéril transparente.
Controle que el envase no presenta dafios durante el
transporte y de consecuencia, ninguna pérdida de
liquido esté presente en el interior de la caja.
Controle que el envase de aluminio, que contiene la
microplaca, no esté perforada o dafiada.

3. Diluya todo el contenido de la Solucién de Lavado
concentrada 20x como se describe en la parte de
arriba.

4. Diluya el calibrador como se describe en la parte de
arriba.

5. Permita a todos los componentes del kit alcanzar la
temperatura ambiente (alrededor de 1 h) y después
mezclar como se ha descrito.

6. Siguiendo las instrucciones del fabricante, configure
la incubadora ELISA a +37°C y prepare el lavador
ELISA acercandolo con la solucién de lavado diluida.
Configure el numero correcto de ciclos de lavado
como se muestra en la seccion |.3.

7. Controle que el lector ELISA esté encendido desde
hace al menos 20 minutos antes de la lectura.

8. Si se utiliza una estacién de trabajo automatizada,
enciéndala, controle las configuraciones y asegurese
de utilizar el protocolo correcto.

9. Controle que las micropipetas estén configuradas al
volumen necesario.

10.Controle que todos los instrumentos
disponibles vy listo para ser utilizados.

11.En caso de problemas no continde realizando el test
e informe al supervisor.

estén

M. PROCEDIMIENTO DEL ENSAYO
El ensayo tiene que ser utilizado en conformidad con lo
que se indica a continuacién, prestando atencion de
mantener la misma incubacién para todas las muestras
para probar.
El ensayo puede ser realizado a través de dos
procedimientos de incubacién. Seleccione aquella mas
adecuada para su reglamentacion:
1. Incubacion Estandar (1% incubacion 60 minutos,
2%y 3% incubacion 30 minutos)
2. Incubacion Breve (1% y 2% incubacion 45 minutos,
3% incubacién 15 minutos)

. Incubacién Estandar - Ensayo Manual:

Introduzca el nUmero correcto de micropocillos en el

correspondiente soporte. Deje la primera celda vacia

para las operaciones del blanco.

2. Dispense 200 puL de Control Negativo en triple, 200
pL de Calibrador en doble y 200 yuL de Control
Positivo individual en las celdas adecuadas. jNo
diluya Controles y Calibrador porque ya han sido
prediluidos y estan listos para su uso!

3. Anada 200 pL de Diluyente de Muestras a todas las

celdas de las muestras; después dispense 10 pL de

muestra en cada celda adecuadamente identificada.

Agite bien la placa, evitando desbordamientos y

contaminaciones de las celdas adyacentes, para

diluir por completo la muestra en su diluyente.

PP

Nota importante: Controle que el color del Diluyente de
la Muestra, después de haber afiadido la muestra,
cambie de verde claro a verde azulado oscuro, indicando
que la muestra ha sido afiadida.
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4. Dispense 50 uL de Diluyente del Ensayo en todas
las celdas de controles/calibrador y de las muestras.
Controle que el color de las muestras cambie a azul
oscuro.

5. Incube la microplaca unos 60 min a +37°C.

Nota Importante; Solamente cuando el test sea
realizado manualmente las tiras tienen que cubrirse
con una hoja adhesiva adecuada incluida en el
envase. No cubra las tiras cuando se usa un
instrumento ELISA automatizado.

6. Lave la microplaca con un lavador automatico
soltando y aspirando 350 pL/celda de solucién de
lavado diluida como se muestra en la seccion 1.3.

7. Pipetee 100 uL de Conjugado Enzimatico en todas
las celdas excepto en la de blanco, y recubra con la
hoja adhesiva. Controle que este componente de
color rojo haya sido dispensado en todas las celdas
excepto en la Al.

Nota Importante: Atencion de no golpear la superficie
del plastico interno de la celda con la punta llena de
Conjugado. Pueden producirse contaminaciones.

8. Incube la microplaca unos 30 min a +37°C.

9. Lave las celdas como se muestra en la seccion 1.3.

10. Pipetee 100 pL de mezcla Substrato TMB en cada
celda incluso en aquella del blanco.
microplaca a temperatura ambiente
durante 30 minutos.

Incube la
(18-24°C)

Nota Importante: No exponga a una fuerte iluminacién
directa. Puede determinar fondos altos.

11. Pipetee 100 pL de Solucién Blogueadora en cada
celda utilizando la misma secuencia de pipeteado
que se describe en el punto 10 para detener la
reaccion enzimatica. El afiadido de Solucion
Blogueadora hara cambiar el control positivo y las
muestras positivas de azul a amatrillo.

12. Mida la intensidad de color de la solucion en cada
celda, como se describe en la secci6on 1.5, con un
filtro de lectura a 450 nm y posiblemente con un filtro
a 620-630nm para las operaciones del blanco en
posiciéon Al de la microplaca.

Notas importantes:

1. Si el segundo filtro no esta disponible asegurese que
no se encuentren presentes huellas digitales en el
fondo de la microplaca antes de lectura a 450nm.
Tales huellas podrian generar falsos positivos.

2. La lectura debe ser realizada inmediatamente
después de afadir la Solucién Bloqueadora y nunca
mas de 20 minutos después de tal afiadido. Puede
producirse una ligera auto-oxidacion del substrato y
conducir a un resultado de fondo alto.

3. La agitaciéon a 350 + 150 rpm durante la incubacién
ha demostrado que la sensibilidad de la dosificacion
aumenta alrededor del 20%.

2. Incubacion Breve - Ensayo Manual:

1. Introduzca el nUmero correcto de micropocillos en el
correspondiente soporte. Deje la primera celda vacia
para las operaciones del blanco.

2. Dispense 200 uL de Control Negativo en triple, 200
pL de Calibrador en doble y 200 yuL de Control
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Positivo individual en las celdas adecuadas. jNo
diluya Controles y Calibrador porque ya han sido
prediluidos y estan listos para su uso!

Afiada 200 pL de Diluyente de Muestras a todas las
celdas de las muestras; después dispense 10 uL de
muestra en cada celda adecuadamente identificada.
Agite bien la placa, evitando desbordamientos y
contaminaciones de las celdas adyacentes, para
diluir por completo la muestra en su diluyente.

Nota importante: Controle que el color del Diluyente de
la Muestra, después de haber afiadido la muestra,
cambie de verde claro a verde azulado oscuro, indicando
que la muestra ha sido afiadida.

4.

Dispense 50 uL de Diluyente del Ensayo en todas
las celdas de controles/calibrador y de las muestras.
Controle que el color de las muestras cambie a azul
oscuro.

Incube la microplaca unos 45 min a +37°C.

Nota Importante: Solamente cuando el test sea
realizado manualmente las tiras tienen que cubrirse
con una hoja adhesiva adecuada incluida en el
envase. No cubra las tiras cuando se usa un
instrumento ELISA automatizado.

Lave la microplaca con un lavador automatico
soltando y aspirando 350 uL/celda de solucién de
lavado diluida como se muestra en la seccion 1.3.
Pipetee 100 uL de Conjugado Enzimatico en todas
las celdas excepto en la de blanco, y recubra con la
hoja adhesiva. Controle que este componente de
color rojo haya sido dispensado en todas las celdas
excepto en la Al.

Nota importante: Atencién de no golpear la superficie
del pléstico interno de la celda con la punta llena de
conjugado. Pueden producirse contaminaciones.

8.
9.

10.

Incube la microplaca unos 45 min a +37°C.

Lave las celdas como se muestra en la seccién 1.3.
Pipetee 100 pL de mezcla Substrato TMB en cada
celda incluso en aquella del blanco. Incube la
microplaca a temperaturas ambiente (18-24°C)
durante 15 minutos.

Nota importante: No exponga a una fuerte iluminacién
directa. Puede determinar fondos altos.

11.

12.

Pipetee 100 pyL de Solucién Bloqueadora en cada
celda utilizando la misma secuencia de pipeteado
que se describe en el punto 10 para detener la
reaccion enzimatica. El afiadido de Solucién
Bloqueadora hard cambiar el control positivo y las
muestras positivas de azul a amarillo.

Mida la intensidad de color de la solucion en cada
celda, como se describe en la seccién 1.5, con un
filtro de lectura a 450 nm y posiblemente con un filtro
a 620-630nm para las operaciones del blanco en
posicién Al de la microplaca.

Notas importantes:

1.
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Si el segundo filtro no esta disponible asegurese que
no se encuentren presentes huellas digitales en el
fondo de la microplaca antes de lectura a 450nm.
Tales huellas podrian generar falsos positivos.

La lectura debe ser realizada inmediatamente
después de afadir la Solucion Bloqueadora y nunca
mas de 20 minutos después de tal afiadido. Puede

producirse una ligera auto-oxidacion del substrato y
conducir a un resultado de fondo alto.

La agitacion a 350 = 150 rpm durante la incubacion
ha demostrado que la sensibilidad de la dosificacion
aumenta alrededor del 20%.

N. ESQUEMA DEL ENSAYO

9/13

Operaciones Operaciones
Método (Incubacioén (Incubacién Breve)
Estandar)
Controles &
Calibrador 200 pL 200 pL
Diluyente Muestras | 200 pL diluyente+ 200 pL diluyente+
y Muestra 10 pL muestra 10 pL muestra
E'r:zg‘;gte del 50 plL 50 L
12incubacion 60 min (£ 3) 45 min (£ 2)
Temperatura +37°C +37°C
Lavado 4-5 ciclos 4-5 ciclos
Conjugado
Enzijm%tico 100 pL 100 pL
22 incubacion 30 min (¢ 1) 45 min (£ 2)
Temperatura +37°C +37°C
Lavado 4-5 ciclos 4-5 ciclos
Substrato TMB 100 pL 100 pL
32incubacion 30 min (¢ 1) 15 min (x 1)
Temperatura Temperatura
Temperatura ambiente ambiente
(18...24°C) (18...24°C)
Solucion
Blogueadora 100 uL 100 pL
Lectura OD 450/620nm 450/620nm
Un ejemplo de esquema de dispensacién se muestra

debajo

(valido para ambos procedimientos de

incubacion):

Microplaca
1 2 3 [4|/5]|6]7 1819

10|11 |12

BLK | S2

NC |S3

NC |S4

NC |S5

CAL | S6

CAL | S7

PC |S8

I(OMmo0lw >

S1 |S9

Leyenda: BLK = Blanco NC = Control Negativo
CAL = Calibrador PC = Control Positivo S = Muestra

O. CONTROL DE CALIDAD INTERNO
Un control de validacion esta realizado en los controles y
el calibrador cada vez que el kit es utilizado para verificar

que
los

las prestaciones del ensayo son conformes sea con
valores 0OD450/620nm que con los valores

esperados y que se muestran en la tabla siguiente:

Control Requisitos

Pozo en Blanco [ < 0.100 OD 450/620nm valor
Control < 0.050 valor medio OD450/620nm
Negativo (NC) | después de sustraer el blanco
Calibrador S/Co >1.1

Control Positivo | >1.000 OD450/620nm valor

Si los resultados del test se corresponde con los
requisitos establecidos arriba, pase a la proxima seccion.
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Si no se corresponden, no pase el paso siguiente y
realice los controles siguientes:

Problemas Control

Pozo en Blanco |1. que la solucién Substrato no se haya
> (0.100 OD450nm contaminado durante el ensayo

Control Negativo [1. que el procedimiento de lavado y las

(NC) configuraciones del lavador sean
> 0.050 OD450nm validadas segln los estudios de pre
después de cualificacion;

sustraer el blanco [2. que se haya utlizado la solucion

correcta de lavado y que el lavador se

haya puesto en funcionamiento antes
de su uso;

3. que ningln error haya sido cometido
durante el procedimiento del ensayo
(dispensacion del control positivo en
lugar del negativo);

4. que no se haya producido ninguna
contaminacion del control negativo o
de sus «celdas a causa de
salpicaduras de las muestras positivas
o del conjugado enzimatico;

5. que las micropipetas no estén
contaminadas con muestras positivas
0 conjugado enzimatico;

6. que las agujas del lavador no estén

bloqueadas o] parcialmente
obstruidas.
Calibrador 1. que los procedimientos hayan sido
S/Co<1.1 realizados correctamente;

2. que ningun error se haya producido
durante su distribucion (p. €]
dispensacion del control negativo en
lugar del calibrador);

3. que el procedimiento de lavado y las
configuraciones del lavador sean
validadas segun los estudios de pre
cualificacion;

4. que no se haya producido ninguna
contaminacion externa del calibrador.

Control Positivo | 1.
<1.000 OD450nm

que los procedimientos hayan sido

realizados correctamente;

2. que ningun error haya sido cometido
en la distribucion del control
(dispensacion del control negativo en
lugar del positivo); En este caso el
control negativo  mostrara  un
0OD450nm > 0.150

3. que el procedimiento de lavado y las
configuraciones del lavador sean
validadas segun los estudios de pre
cualificacion;

4. que no se haya producido ninguna

contaminacion externa del control

positivo.

Si se ha verificado alguno de los problemas citados
anteriormente, informe al supervisor para otras acciones.

P. RESULTADOS

Los resultados del test estan calculados basandose en la
media de un valor de cut-off determinado con la férmula
siguiente:

Cut-Off (Co) = NC medio + 0.350
El valor hallado para el test es utilizado para interpretar

los resultados como se describe en el apartado
siguiente.
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Q. INTERPRETACION DE LOS RESULTADOS

Los resultados del test estan interpretados como la
relacion entre el OD450nm de la muestra y el valor del
Cut-Off (o S/Co) en conformidad con la tabla siguiente:

S/Co Interpretacion
<0.9 Negativo

0.9 - 1.1 | Equivoco
>1.1 Positivo

Un resultado negativo indica que el paciente no esta
infectado por HCV o que la unidad de sangre puede ser
sometida a transfusion.

Aquellos pacientes que muestran un resultado equivoco
deberian probarse nuevamente sobre una muestra
extraida 1-2 semanas después. La unidad de sangre no
deberia ser sometida a transfusion.

Un resultado positivo indica la presencia de la infeccién
por HCV, por lo que el paciente deberia ser tratado de
consecuencia y la unidad de sangre descartada.

Notas importantes:

1. La interpretaciobn de los resultados deberia ser
realizada bajo la supervision del responsable del
laboratorio para reducir el riesgo de errores de juicio.

2. Cualquier resultado positivo deberia confirmarse por
un método alternativo capaz de detectar los
anticuerpos IgG e IgM (test de confirmacién) antes
de formular un diagnéstico de hepatitis viral.

3. Como se ha demostrado en la valoracién de las
prestaciones del producto, el andlisis es capaz de
detectar las seroconversion por anticuerpos anti-
HCV core antes de otros kit que se encuentran en el
comercio. jPor lo tanto un resultado positivo, no
confirmado, con estos kit comerciales no tiene que
ser excluido como un resultado falso positivo! La
muestra tiene que ser sometida a un test de
confirmacion.

4. Desde el momento que el ensayo es capaz de
determinar incluso anticuerpos de clase IgM, podrian
detectarse discrepancias con otros productos
comerciales para determinar anticuerpos anti HCV
sin conjugado anti IgM. La positividad real de la
muestra para los anticuerpos HCV deberia
confirmarse examinando también la reactividad IgM,
importante para diagnosticar la infeccion HCV.

5. Cuando los resultados son comunicados del
laboratorio a un centro informético, preste atencién
para no transferir datos incorrectos.

6. El diagndstico de hepatitis viral debe realizarse y
comunicarse al paciente solamente por parte de
personal médico cualificado.

A continuacion se muestra un ejemplo de calculo:

Los datos siguientes no deben utilizarse en lugar de los
datos reales obtenidos por el usuario:

Control Negativo: 0.019 — 0.020 — 0.021 OD450nm

Valor Medio: 0.020 OD450nm Menor de 0.050 -
Aceptado

Control Positivo: 2.189 OD450nm
Mas alto que 1.000 — Aceptado

Cut-Off = 0.020+0.350 = 0.370
Calibrador: 0.550 - 0.530 OD450nm
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Valor Medio: 0.540 OD450nm S/Co =1.4
S/Co més alto que 1.1 — Aceptado

Muestra 1: 0.070 OD450nm
Muestra 2: 1.690 OD450nm
Muestra 1 S/Co < 0.9 = negativo
Muestra 2 S/Co < 1.1 = positivo

R. RENDIMIENTO
La Valoracién del Rendimiento ha sido conducido en
conformidad con lo citado en las Common Technical
Specifications o CT (art.5, Capitulo 3 de IVD Directiva
98/79/EC) y a ambos procedimientos de incubacion
(estandar y breve).

1. LIMITE DE DETECCION

El limite de deteccion del ensayo ha sido calculado
utilizando el procedimiento de incubacién breve por
medio del British Working Standard para anti-HCV,
NIBSC codigo 06/188-006. La tabla siguiente muestra
los valores medios de OD450nm de este estandar
diluido en plasma negativo y después examinado.

Dilucién Lot#1 | Lot#2 | Lot#3

Factor S/Co S/Co S/Co

1X 3,50 4,00 4,30

2 X 2,10 2,60 2,60

4 X 1,3 1,40 1,30

Plasma | 4,5 | 50 | 020
Negativo

Ademas la muestra codificada Accurun 1 - series 3000 —
entregada por Boston Biomedica Inc., USA, ha sido
valorada “en su totalidad” mostrando los resultados
siguientes:

Accurun 1 | Lot#1 | Lot#2 | Lot#3
series
Factor S/Co S/Co S/Co
1X 2,90 3,04 3,40

2. ESPECIFICIDAD DIAGNOSTICA Y SENSIBILIDAD
La Valoracién del Rendimiento del dispositivo ha sido
conducida en una prueba externa conducida en mas de
5.000 muestras.

2.1 Especificidad Diagnoéstica

Esté definida como la probabilidad del ensayo de indicar
negativo en ausencia de un analisis especifico. Se han
examinado un total de mas de 5.000 donantes, incluidos
donantes primerizos.

La especificidad diagnéstica es constatada contra un kit
aprobado US FDA.

Se han examinado 5.043 donantes suministrando una
especificidad del 99.5%.

Se han examinado 210 pacientes hospitalizados para
HCV; y se ha detectado una especificidad diagnéstica
del 99.5%. Ademés, la especificidad diagndstica es
comprobada examinando 162 muestras potencialmente
interferentes (otras enfermedades infecciosas,
anticuerpos positivos E.coli, pacientes con
enfermedades hepaticas no virales, pacientes con
dialisis, mujeres embarazadas, hemolizados, lipémicos,
etc.). Se ha diagnosticado un valor de especificidad del
100%.

No se ha observado ninguna falsa reactividad debida al
método de preparacion de muestras. Sea los plasmas,
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derivados con diferentes técnicas estandar de
preparacion (citrato, EDTA y heparina), y sueros se han
utilizado para determinar los valores de especificidad. Se
han examinado muestras congeladas, para comprobar
interferencias debidas a la cosecha y conservacion. No
se ha observado ninguna interferencia.

2.2 Sensibilidad Diagnéstica

Esta definida como la probabilidad del ensayo de indicar
positivo en ausencia de un analisis especifico. La
sensibilidad diagnoéstica ha  sido asegurada
externamente sobre un nimero total de 348 muestras;
una sensibilidad diagnéstica del 100% ha sido
detectada. Internamente se han probado mas de 50
muestras positivas, suministrando todavia un valor de
sensibilidad diagnéstica del 100%.

Se han probado muestras positivas por infecciones
provocadas por genotipos diferentes de HCV.

Ademas se ha estudiado la mayor parte de los paneles
de seroconversién suministrados por Boston Biomedica
Inc., USA, (PHV) y Zeptometrix, USA, (HCV).

A continuacién se muestran los resultados para algunos
de ellos.

Panel N° muestras |Adaltis *[Ortho™ *
PHV 901 11 9 9
PHV 904 7 2 4
PHV 905 9 3 4
PHV 906 7 7 7
PHV 907 7 3 2
PHV 908 13 10 8
PHV 909 3 2 2
PHV 910 5 3 3
PHV 911 5 3 3
PHV 912 3 1 1
PHV 913 4 2 2
PHV 914 9 5 5
PHV 915 4 3 0
PHV 916 8 4 3
PHV 917 10 6 6
PHV 918 8 2 0
PHV 919 7 3 3
PHV 920 10 6 6
HCV 10039 5 2 0
HCV 6212 9 6 7
HCV 10165 9 5 4
Nota:
1. Muestras Positivas detectadas
2. HCV v.3.0

Por ultimo el producto ha sido probado en el panel EFS
Ac HCV, lot n° 06.140817, suministrado por
Etablissement Francais Du Sang (EFS), Francia, con los
resultados siguientes:

Panel EFS Ac HCV

Muestra Lot#l|Lot#2|Lot#3|Resultados

S/Co | S/Co | S/Co | esperados
HCV1]0,53]0,52]0,55]| Negativo
HCV 2 |3,28]5,91| 3,04 | Positivo
HCv3]2171]3,18| 2,56 | Positivo
HCV 4 |2261]223]|235] Positivo
HCV5 |6,10| 7,06 | 6,90 | Positivo
HCv6 |166]1,77 | 1,67 | Positivo
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siguientes:

3. PRECISION -volumen de dispensacion de los reagentes y
Se ha calculado en cinco muestras, una negativa y de las lrg:Jaeztrf;sri‘gncggSlgasné?pgggeﬁgc'a:
cuatro positivas, examinadas en 4 repeticiones en seis correspondencia entre el volumen
run separadas. . . dispensado y aquel necesario para el
Los resultados se muestran a continuacion; ensayo; calibrarlas nuevamente)
Resultados intra-lote: EIAgen HCV Ab (v.4) Kit - Resultados 'ﬁafé?rrgn(;aég?gﬁi‘gégoﬁrgz E‘IVadOS odela
Q — - = u u u ia:
1 Lote (procedimiento de incubacion breve) poco funcionamiento o las configuraciones de los
__ reproducibles correspondientes instrumentos)
Precision - %CV -contaminacion del Substrato (sugerencia:
Muestra S/Co Inter Intra Total utilice solamente contenedores de plastico
Media Ensayo | Ensayo desechable limpios) .
Negativo 003 6.66 10.56 1248 -contaminacién o degradacion de los
- - - - reagentes (sugerencia: utilice puntas
1.20 8.52 8.49 12.03 adecuadas, contenedores de plastico
Positivos 1.51 7.69 12.22 14.44 desechable y agua destinada o equivalente)
3.57 7.43 11.82 13.97 Ninauna -algunos reagentes no han sido dispensados
11.87 3.42 9.32 9.92 reagcién -fuerte contaminacion del Conjugado o del
; ; colorimétrica -rseliill)isztgzlitgn errénea del procedimiento del
Resultados intra-lote: EIAgen HCV Ab (v.4) Kit - después de ensayo (p. o] dis ensacf’én accidental de os
1° Lote (procedimiento de incubacion largo) afiadir el Yo D I CsD o
Substrato reagentes en una secuencia incorrecta o por
el contenedor incorrecto, etc.)
S/Co Inter I:)reclsllr?trrla- e Reaccion
Muestra Media | Ensayo Ensayo Total gﬁm?;lado -tiempo de incubacién demasiado breve,
: temperatura de incubacion demasiado baja
Negativo (1)2‘71 32; ﬁig 12;2 gloeaasiado -dilucién del conjugado errénea
Positivos 1.82 8.92 12.77 15.58 bajas)
4.31 4.59 12.88 13.67 -dilucién del conjugado errénea
13.78 2.42 8.96 9.26 Reacion -tiempo de incubacion demasiado largo,
demasiado temperatura de incubacién demasiado alta
. . . intensa -calidad decadente del agua utilizada para la
RoeSL(J)Had(O)S inter-lote: E_IA_qen I-!CV Ab (y.4) Kit - (OD solucién de lavado (bajo grado de
1", 2" y 3" Lote (procedimiento incubacion breve) demasiado desonizacion)
altas) -lavado insuficiente (conjugados no
Precision - %CV eliminados correctamente)
Muestra Lote 1 Lote 2 Lote 3 -contaminacion de las pipetas, de las puntas
Negativo 8.65 8.29 6.13 Resultados o de los contenedores
Calibrador 4.98 4.44 538 inexplicables -lavado inconstante e insuficiente (conjugados
— - - - no eliminados correctamente)
Positivo 4.11 3.11 1.37
CV% -reagentes y/o no llevadas a temperaturas
La variabilidad mostrada en las tablas no ha resultado en | |interensayo _irrgs;‘é%? ggtrgsrﬂﬁrgz?gcas o lava
la clasificacion errénea de las muestras. elevado correctamente (sugerencia: limpiar el cabezal
del lavador)
S. SUGERENCIAS PARA SOLUCION DE -condiciones de incubacion no constantes
PROBLEMAS CV% -(ctgerwr;:gfgs}emrﬁféztgég)no dispensados al
La adhesiéon al procedimiento y a las especificaciones, intraensayo mismo tie%po (con mismosFi)ntervans)
asi como el uso correcto de los reagentes y la | |elevado (controle la secuencia de dispensacion)
dispensacion adecuada, pueden evitar los tipos de error -variabilidad intrinseca de los operadores

T. AUTOMACION

ERROR POSIBLES CAUSAS / SUGERENCIAS
-volumen incorrecto de dispensacion de los
reagentes (sugerencia: controle la
correspondencia entre el volumen
configurado en las pipetas y aquel requerido
por el ensayo, calibrarlas nuevamente)
OD muy -temperatura incorrecta o tiempo de
diferentes incubacién incorrecto (sugerencia:
(= 50%) de mantenimiento mas detallado de la
aquellas que incubadora, anote el inicio de la incubacion)
se muestran -error en la realizacion de los lavados y en la
enel QC lectura fotométrica (sugerencia: controle el
funcionamiento o las configuraciones de los
correspondientes instrumentos)
-contaminacién del Substrato o del Conjugado
(sugerencia: utilice solamente contenedores
de plastico desechable limpios)
Adaltis Srl 12/13

El proceso que se describe en estas instrucciones de
uso es solamente para el test en manual. Cuando se
utilizan analizadores automaticos, es necesario seguir
las instrucciones que se describen en los manuales de
uso del mismo dispositivo. Todo laboratorio debe seguir
sus propios procesos de validacion interna demostrando
la compatibilidad con los sistemas automaticos.

U. LIMITACIONES

Repetibles resultados falsos positivos, no confirmados
por el RIBA de confirmacién o técnicas similares, se han
valorado como inferiores al 0,1% de la poblacién normal.
Las muestras congeladas que contienen particulas de
fibrina o agregados después del descongelacion han
mostrado generar falsos positivos.
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SYMBOLES UTILISES SUR LES ETIQUETTES

LOT

(1]

't

&

\

Dispositif Attention : lire
médical de Référence NUmM& les Instructions Limites de Date de Nombre de
h L uméro de Lot . . .
diagnostic in catalogue avant température péremption tests
vitro I’'Utilisation
P
“ R M [MICROPLATE] | [CONTROL[+] | [CONTROLJ] [CAL]
L Ne pas exposer Date de . Contrle Contréle .
Fraﬁﬁais Fabriqué par... a la lumiére fabrication Microplaque positif négatif Calibrateur
CONJ [DILJSPE| | [SUBS[TMB] | [SOLN[STOP] |[WASH[BUF[20X]| [DILJAS] | [RCNS[x mL]
Diluant pour Solution d’Arrét Solution de Diluant A Reconstituer
Conjugué . p Substrat TMB Lavage ,
échantillon (H.S0,0.3M) A dd’analyse avec x mL
Concentré 20x
Risque Danger Attention
biologique

Attention:

Solution d’Arrét classée Skin Corr. 1A

&

« Mention d'avertissement:
Danger

« Composants dangereux déterminants pour I’étiquetage:

Acide sulfurique
« Mentions de danger:

H314 Provoque des brilures de la peau et des lésions oculaires graves.

e Conseils de prudence:

P260 Ne pas respirer les poussiéres/fumées/gaz/brouillards/vapeurs/aérosols.
P303+P361+P353 EN CAS DE CONTACT AVEC LA PEAU (ou les cheveux): Enlever immédiatement tous les vétements contaminés.
Rincer la peau a I'eau/Se doucher.
P305+P351+P338 EN CAS DE CONTACT AVEC LES YEUX : rincer avec précaution a I'eau pendant plusieurs minutes. Enlever les lentilles
de contact si la victime en porte et si elles peuvent étre facilement enlevées. Continuer a rincer.
P310 Appeler immédiatement un CENTRE ANTIPOISON/un médecin.

P405 Garder sous clef.

P501 Eliminer le contenu/récipient conformément a la réglementation locale/régionale/nationale/internationale.

Attention :

Controle Négatif, Controle Positif, Calibrateur, Conjugué, Diluant pour échantillon, Diluant de dosage et Solution de Lavage
Concentré 20x classé comme : Skin Sens. 1

« Mention d'avertissement:

Attention

« Composants dangereux déterminants pour I’étiquetage:
mélange de: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1)

« Mention de danger:

H317 Peut provoquer une allergie cutanée.

e Conseils de prudence:

P261 Eviter de respirer les poussiéres/fumées/gaz/brouillards/vapeurs/aérosols.
P280 Porter des gants de protection/des vétements de protection/un équipement de protection des yeux/du visage.
P321 Traitement spécifique (voir sur cette étiquette).
P333+P313 En cas d'irritation ou d'éruption cutanée : consulter un médecin.

P302+P352 EN CAS DE CONTACT AVEC LA PEAU : Laver abondamment a I'eau.
P501 Eliminer le contenu/récipient conformément & la réglementation locale/régionale/nationale/internationale.

Pour les Fiches de Données de Sécurité, consulter www.adaltis.net.
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FRANCAIS

A. UTILISATION

Quatrieme génération de dosage immuno-enzymatique
(ELISA) pour la détermination d'anticorps contre le virus
de I'hépatite C dans le plasma humain (EDTA, héparine
et citrate) et des sérums. Le kit peut étre utilisé pour le
criblage d'unités de sang de patients contaminés par le
HCV.

Pour diagnostic in vitro uniquement.

B. INTRODUCTION
L'Organisation mondiale de la Santé (OMS) définit
I'hépatite C comme suit:

« L'hépatite C est une infection virale du foie qui avait été
désignée comme transmise par voie parentérale « non
A, non de I'hépatite B » jusqu'a l'identification de I'agent
causal en 1989. La découverte et la caractérisation du
virus de [I'hépatite C (HCV) ont conduit a la
compréhension de son r6le primordial dans la post-
hépatite transfusionnelle et de sa tendance a provoquer
une infection persistante.

Le HCV est la principale cause de I'hépatite aigué et de
maladie chronique du foie comprenant la cirrhose et le
cancer. Globalement, on estime que 170 millions de
personnes sont chroniquement contaminées par le HCV
et que 3 a 4 millions de personnes sont infectées chaque
année. Le HCV se transmet principalement par contact
direct avec du sang humain. Les principales causes de
l'infection par le HCV dans le monde sont la transfusion
de sang non contr6lé, et la réutilisation de seringues et
d'aiguilles non stérilisées adéquatement. Aucun vaccin
n'est actuellement disponible pour prévenir I'népatite C et
le traitement de I'hépatite chronique C est trop colteux
pour la plupart des personnes dans les pays en voie de
développement. Ainsi, d'un point de vue global, le plus
grand impact sur la charge de morbidité de I'hépatite C
sera probablement atteint en concentrant les efforts sur
la réduction du risque de transmission du HCV
d'expositions  nosocomiales (par exemple, les
transfusions sanguines, les pratiques d'injection a risque)
et les comportements a haut risque (utilisation de
drogues injectables par exemple).

L'hépatite C (HCV) est I'un des virus (A, B, C, D et E),
qui représentent ensemble la grande majorité des cas
d'hépatite virale. Il s'agit d'un virus @ ARN enveloppé de
la famille des Flaviviridae, qui semble avoir un spectre
d'héte étroit. Les humains et les chimpanzés sont les
seules espéces connues sensibles a l'infection, avec les
deux espéces qui développent une maladie similaire.
Une caractéristique importante de ce virus est la
mutabilité relative de son génome, qui a son tour est
probablement liée & la forte propension (80%) d'induire
une infection chronique. Le HCV est regroupé en
plusieurs génotypes distincts qui peuvent étre importants
dans la détermination de la gravité de la maladie et de la
réponse au traitement.

La période d'incubation de l'infection par le HCV, avant
I'apparition des symptdmes cliniques varie de 15 a 150
jours. Dans les infections aigués, les symptémes les plus
courants sont la fatigue et la jaunisse ; cependant, la
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majorité des cas (entre 60 % et 70 %), méme ceux qui

développent une infection chronique, sont
asymptomatiques.  Environ 80% des  patients
nouvellement infectés développent une infection

chronique. La cirrhose se développe chez environ 10 %
a 20 % des personnes atteintes d'une infection
chronique et le cancer du foie se développe dans 1 % a
5 % des personnes atteintes d'une infection chronique
sur une période de 20 a 30 ans. La plupart des patients
souffrant de cancer du foie sans étre atteints de
l'infection par le virus de I'hépatite B présentent des
preuves de linfection par le HCV. Les mécanismes par
lesquels l'infection a HCV conduit a un cancer du foie
sont encore mal connues. L'hépatite C aggrave
également la sévérité de la maladie hépatique sous-
jacente quand il coexiste avec d'autres conditions
hépatiques. En particulier, une maladie du foie progresse
plus rapidement chez les personnes atteintes de la
maladie alcoolique du foie et infection par le HCV. Le
HCV se transmet principalement par contact direct avec
du sang humain. La transmission par des transfusions
sanguines qui ne sont pas dépistées pour l'infection par
le HCV, grace a la réutilisation d'aiguilles mal stérilisées,
de seringues ou d'autre matériel médical, ou par le
partage de seringues chez les usagers de drogues, est
bien documentée. La transmission sexuelle et périnatale
peut également se produire, bien que maoins
fréguemment. D'autres modes de transmission tels que
les pratiques sociales, culturelles et comportementales
en utilisant des procédures percutanées (par exemple de
l'oreille et piercing, circoncision, tatouage) peuvent se
produire si un équipement mal stérilisé est utilisé. Le
HCV ne se transmet pas par les éternuements, les
accolades, la toux, la nourriture ou l'eau, le partage des
ustensiles de cuisine, ou un contact occasionnel.

Dans les pays développés et en voie de développement,
les groupes a haut risque comprennent consommateurs
de drogues injectables, les receveurs de sang, les
hémophiles, les patients dialysés et les personnes a
partenaires sexuels multiples qui ont des rapports
sexuels non protégés. Dans les pays développés, on
estime que 90 % des personnes atteintes d'une infection
chronique par le HCV sont les utilisateurs de drogues
injectables, anciens et actuels et ceux ayant des
antécédents de transfusion de sang non testé ou de
produits sanguins. Dans de nombreux pays en
développement, ou le sang et les produits sanguins sont
encore utilisés, les principaux moyens de transmission
sont du matériel d'injection non stérile et la transfusion
de sang. En outre, les personnes qui pratiquent la
scarification et la circoncision traditionnelles sont a
risque si elles utilisent ou ré- utilisent des outils non
stérilisés.

L'OMS estime que 170 millions de personnes, soit 3 %
de la population mondiale, sont infectées par le HCV et
risquent de développer une cirrhose et/ou un cancer du
foie. La prévalence de linfection par le HCV dans
certains pays d'Afrique, de la Méditerranée orientale, de
I'Asie du Sud-est et du Pacifique occidental (lorsque les
données de prévalence sont disponibles) est élevée par
rapport a certains pays d'’Amérique du Nord et en
Europe.

Les tests de diagnostic pour le HCV sont utilisés pour
prévenir l'infection par le dépistage de sang du donneur
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et de plasma, pour établir le diagnostic clinique et de
prendre de meilleures décisions concernant la gestion
médicale d'un patient. Les tests diagnostiques
disponibles dans le commerce aujourd’hui sont basés
sur la méthode immuno-enzymatique (EIA) pour la
détection d'anticorps spécifiques du HCV. Les EIA
peuvent détecter plus de 95 % des patients a infection
chronique mais peuvent détecter que 50 % a 70 % des
infections aigués. Un test EIA recombinant (RIBA) qui
identifie des anticorps qui réagissent avec les antigenes
du HCV est souvent utilisé a titre de test supplémentaire
pour la confirmation d'un résultat positif EIA. Le test du
HCV circulant par amplification des tests ARN (par
exemple polymerase chain reaction ou PCR, ramifié test
d'ADN) est également utilisé pour la confirmation des
résultats sérologiques ainsi que pour évaluer I'efficacité
du traitement antiviral. Un résultat positif indique la
présence d'une infection active et un risque de
propagation de l'infection et/ou de développement de la
maladie chronique du foie.

Les médicaments antiviraux tels que l'interféron seul ou
en association avec la ribavirine peuvent étre utilisés
pour le traitement de personnes souffrant d'hépatite C
chronique, mais le colt du traitement est trés élevé. Le
traitement avec l'interféron seul est efficace chez 10 % a
20 % des patients. L'interféron associé a la ribavirine est
efficace chez 30 % a 50 % des patients. La ribavirine ne
semble pas étre efficace lorsqu'elle est utilisée seule.

Il n'existe aucun vaccin contre le HCV. La recherche est
en cours, mais la forte mutabilité du génome du HCV
compligue le développement de vaccins. Le manque de
connaissances de toute réponse immunitaire protectrice
aprés une infection par le HCV constitue également un
obstacle a la recherche sur les vaccins. On ne sait pas si
le systéme immunitaire est capable d'éliminer le virus.

Certaines études, cependant, ont montré la présence
d'anticorps neutralisants du virus chez les patients
infectés par le HCV. En l'absence d'un vaccin , toutes les
précautions pour prévenir l'infection doivent étre prises, y
compris (a) le dépistage et les tests sanguins et
d'organes donateurs; (b) linactivation des virus de
produits dérivés du plasma ; (c) la mise en ceuvre et la
maintenance des pratiques de contrble des infections
dans les établissements de soins de santé, y compris la
stérilisation du matériel médical et dentaire; (d)
I'incitation au changement de comportement parmi les
travailleurs du secteur public et des soins de santé
généraux pour réduire la sur-utilisation des injections et a
utiliser des pratiques d'injection sécuritaires; et (e) la
réduction du risque en apportant conseil au personnes
fortement exposées a la drogue et aux pratiques
sexuelles.

Le génome code pour des composants de structure, une
protéine de nucléocapside et deux glycoprotéines
d'enveloppe, et des composants fonctionnels impliqués
dans la réplication du virus et le traitement de la protéine.
La région de codage de la nucléocapside semble étre le
plus conservateur parmi les isolats obtenus partout dans
le monde.
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C. PRINCIPE DU TEST

Des plaques microtitre sont recouvertes d'antigénes
spécifiques du HCV provenant de régions du «noyau» et
«ns» codant pour des déterminants antigéniques
conservateurs et immunodominants (base peptide
recombinant NS3, NS4 et NS5 peptides).

La phase solide est d'abord traitée avec ['‘échantillon
dilué et Ab sont capturés HCV, si présents, par les
antigénes. Aprés élimination par lavage de tous les
autres composants de I'échantillon, dans la deuxiéme
incubations les anticorps HCV liés, ainsi que les IgG et
IgM, sont détectés par addition d’anticorps Higg & Manti
spécifiques polyclonaux, marqués a la peroxydase
(HRP).

L'enzyme capturé sur la phase solide, qui agit sur le
mélange de substrat TMB, géneére un signal optique qui
est proportionnel a la quantité d'anticorps anti-HCV
présents dans ['échantillon. Une valeur seuil permet
d’interpréter les densités optiques résultant d’anticorps
HCV négatifs et positifs

D. COMPOSITION
Le kit contient des réactifs pour 96 tests (réf. 071067),
192 tests (réf. 071064), ou 480 tests (réf 071068).

Plaque mitrotitre 1
Contrdle Négatif 1x4 mL/flacon
Contréle Positif 1x2 mL/flacon

Calibrateur 2 flacons
Tampon de | concentré 20x 1x50 mL/flacon
Conjugué 1x16 mL/flacon

1x50 mL/flacon
1x16 mL/flacon
1x15 mL/flacon
1x8 mL/flacon

Diluant pour échantillon

Substrat TMB

Solution d'Arrét

Diluant de Dosage

Feuilles adhésives pour la
fermeture hermétique des plaques

microtitre 2

Nombre de tests 96
Référence 071067
Plaque mitrotitre 2

2x4 mL/flacons
1x4 mL/flacon

Contrdle Négatif
Contréle Positif

Calibrateur 3 flacons
Tampon de lavage concentré 20x 2x50 mL/flacons
Conjugué 2x16 mL/flacons

2x50 mL/flacons
2x16 mL/flacons
2x15 mL/flacons
2x8 mL/flacons

Diluant pour échantillon

Substrat TMB

Solution d'Arrét

Diluant de Dosage

Feuilles adhésives pour la
fermeture hermétique des plaques
microtitre 4

Nombre de tests 192

Référence 071064
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Plaque microtitre 5
Contrdle Négatif 1x20 mL/flacon
Contréle Positif 1x10 mL/flacon

Calibrateur 7 flacons
Solution de Lavage Concentré 20x | 5x50 mL/flacons
Conjugué 2x40 mL/flacons

5x50 mL/flacons
2x40 mL/flacons
2x40 mL/flacons
1x40 mL/flacon

Diluant pour échantillon

Substrat TMB

Solution d'Arrét

Diluant de Dosage

Feuilles adhésives pour la
fermeture hermétique des plaques

microtitre 10
Nombre de tests 480
Référence 071068

1. Plague microtitre

12 barrettes de 8 puits revétus de peptide de noyau,
peptides NS3 recombinant, NS4 et NS5. Les plaques
sont hermétiquement emballées sous sachet en
aluminium avec dessicatif.

La plague microtitre doit étre amenée & température
ambiante (18...24°C) avant d'ouvrir le sachet. Les
barrettes non utilisées doivent étre rangées dans le
sachet, qui doit étre scellé et conservé a 2...8°C, en
présence de l'agent dessicatif.

2. Contrdle Négatif

Prét a l'usage. Il contient 10 mM de tampon Na-citrate
pH 6,0 £ 0,1, 2% de caséine en tant que base de
protéines et 0,1% de Proclin 150 a titre de conservateur.
Le contrdle négatif est de couleur vert olive codé.

3. Contréle Positif

Prét l'usage. Il contient des protéines du sérum de
chévre a 1%, des anticorps humains anti- HCV positifs,
un tampon 10 mM Na-citrate pH 6,0 = 0,1, 0,5% de
Tween 20, 0,09% Na-azide et 0,1% de Proclin 150 en
tant que conservateurs. Le contréle positif est de couleur
vert foncé codé.

Remarque importante : L'absence d'agents pathogenes
viables dans le contr6le positif ne peut pas étre
pleinement assurée, le réactif doit donc étre manipulé
comme un produit potentiellement dangereux,
conformément aux bonnes pratiques de laboratoire.

4. Calibrateur

Calibrateur lyophilisé. A dissoudre avec le volume de
'eau de qualité EIA rapporté sur I'étiquette. Il contient
des protéines de sérum bovin foetal, anticorps humains
anti-HCV dont le contenu est calibré sur I'a norme de
travail NIBSC code 06/188-006, un tampon 10 mM Na-
citrate pH du a 6,0 = 0,1, 0,3 mg/mL de sulfate de
gentamicine et 0,1% de Proclin 150 a titre de
conservateurs.

Remarque importante : I'absence d'agents pathogenes
viables dans le calibrateur ne peut pas étre pleinement
assurée, le réactif doit donc étre manipulé comme un
produit potentiellement dangereux, conformément aux
bonnes pratiques de laboratoire.

Remarque : Le volume nécessaire pour dissoudre le
contenu de la fiole peut varier d'un lot a l'autre.
Veuillez utiliser le volume adéquat indiqué sur
I'étiquette.

Adaltis Srl 5/14

5. Tampon de Lavage Concentré 20x

Solution concentrée & 20 volumes. Une fois diluée, la
solution de lavage (tampon de lavage dilué) contient 10
mM de tampon de phosphate pH 7,0 £ 0,2, 0,05% de
Tween 20 et 0,05% de Proclin 150.

Aprés dilution, la solution de lavage est stable pendant 1
semaine a 2...8°C.

6. Conjugué

Réactif prét a l'emploi De couleur rouge codée. |l
contient des anticorps polyclonaux de chévre conjugués
a de la peroxydase de raifort a IgG et IgM humains, 5%
de BSA, 10 mM de tampon de citrate pH 6,4 + 0,1, 0,1%
de Proclin et 0,05% de Tween 20 comme agent de
conservation.

7. Substrat TMB

Composant prét a I'emploi. Il contient 50 mM de tampon
citrate-phosphate pH 3.5-3.8, 4% de diméthylsulfoxyde,
0,03% de tétra-méthyl-benzidine ou TMB et 0,02% de
peroxyde d'hydrogéne ou H,O,. Mélanger doucement
avant utilisation.

Remarque : A conserver a l'abri de la lumiére car
sensible a un fort éclairage.

8. Diluant de Dosage

Composant prét a I'emploi. Il contient du sérum de
chevre, 10 mM de tris solution tamponnée a pH 8,0 £ 0,1
contenant 0,1% de Proclin 150 et 0,09% d'azide de
Sodium pour le prétraitement des échantillons et les
témoins dans la plaque, le blocage de l'interférence.

9. Solution d'Arrét

Composant prét a I'emploi.

Il contient une solution de H,SO, 0,3 M. Mélanger
doucement avant utilisation.

10. Diluant pour échantillon

Composant prét a lI'emploi et de couleur vert foncé
codée. Il contient 1% de caséine, 10 mM de tampon Na-
citrate pH 6,0 £ 0,1 et 0,1% de Proclin 150 en tant que
conservateur.

A utiliser pour diluer I'échantillon.

Remarque: Le diluant passe du vert olive au vert
bleuatre foncé en présence de I'échantillon.

MATERIEL NECESSAIRE NON FOURNI
Micropipettes calibrées (200 pL et 10 pL) et embouts
jetables en plastique.

2. Eau de qualité EIA (bidistillée ou déminéralisée,

traitée au charbon actif pour éliminer les produits

chimiques oxydants utilisés en tant que
désinfectants).

Minuterie réglable jusqu’a 60 minutes au moins.

Papier absorbant.

Incubateur thermostatique calibré pour plaque

microtitre ELISA (sec ou humide) réglé sur +37°C.

6. Lecteur de plagues microtitre ELISA avec filtre a
450 nm (lecture) et, si possible, avec filtre a 620-
630 nm (soustraction des blancs).

7. Station de lavage calibrée pour plagques microtitre
ELISA.

8. Vortex ou instrument de mélange similaire.

= m
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AVERTISSEMENTS ET PRECAUTIONS

Le kit doit étre utilisé uniquement par un personnel
technique qualifié et correctement formé, sous la
supervision d'un  médecin responsable du
laboratoire.

Cette notice doit étre
l'utilisation du produit.

La Fiche de données de sécurité doit étre lue
attentivement avant l'utilisation du produit.

Lorsque le kit est utilisé pour le dépistage d'unités de
sang et de composants sanguins, il doit étre utilisé
dans un laboratoire certifié et qualifié par l'autorité
nationale compétente (Ministére de la Santé ou
entité similaire) pour mener a bien ce type d'analyse.
Tout le personnel participant a la réalisation du test
doit porter des vétements de protection, des gants
de laboratoire sans talc et des lunettes. L'utilisation
de dispositifs pointus (aiguilles) ou coupants (lames)
doit étre évitée. Tout le personnel impliqué doit étre
formé sur les procédures de biosécurité, comme
recommandé par le Center for Disease Control,
Atlanta, Etats-Unis et signalé a I'Institut national de la
publication de Santé : «prévention des risques
biotechnologiques en laboratoires microbiologiques
et biomédicaux » éd. 1984.

Tout le personnel impliqué dans la manipulation des
échantillons doit étre vacciné contre le VHB et le
VHA, pour lesquels des vaccins sirs et efficaces
sont disponibles.

L'environnement de laboratoire doit étre contrdlé afin
d'éviter les contaminants tels que la poussiére ou
des agents microbiens air, lors de l'ouverture des
flacons du kit et des plaques microtitre et lors du test.
Protéger le substrat (TMB) de la lumiere forte et
éviter les vibrations de la surface de la table sur
laguelle le test est effectué.

Des réception, conserver le kit a 2...8°C dans un
réfrigérateur a température contrblée ou une
chambre froide.

Ne pas échanger les composants entre différents
lots de kits. Il est recommandé de ne pas échanger
les composants de deux kits d'un méme lot.

Veérifier que les réactifs sont clairs et ne contiennent
pas de particules ou grumeaux lourds visibles. Le
cas échéant, aviser le responsable du laboratoire en
vue des procédures nécessaires pour le
remplacement du kit.

Eviter la contamination croisée entre les échantillons
de sérum/plasma en utilisant des embouts jetables et
en les changeant aprés chaque échantillon.

Eviter la contamination croisée entre les réactifs en
utilisant des embouts jetables et en les changeant
apreés utilisation.

Ne pas utiliser le kit aprés la date de péremption
indiquée sur l'emballage externe et les étiquettes
intérieures (flacons).

Traiter tous les échantillons comme s'ils étaient
potentiellement infectieux. Tous les échantillons de
sérum humain doivent étre manipulés au niveau de
biosécurité 2, comme recommandé par le Center for
Disease Control, Atlanta, Etats-Unis, conformément
aux indications des Instituts de la publication de
Santé : « prévention des risques biotechnologiques
en laboratoires microbiologiques et biomédicaux »",
éd. 1984.

lue attentivement avant
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14.

15.

16.

17.

18.

19.

20.

21.

L'utilisation de matiére plastique-céramique jetable
est recommandée dans la préparation des
composants liquides ou lors du transfert des
composants a des postes de travail informatisés, afin
d'éviter toute contamination croisée.

Les déchets produits lors de [l'utilisation du Kit
doivent étre éliminés conformément aux directives et
lois nationales en matiére de déchets de laboratoire
et substances chimiques et biologiques. En
particulier, les déchets liquides générés par le
procédé de lavage, de résidus de contrOles et des
échantillons doivent étre traités comme s'ils étaient
potentiellement infectieux et inactivés avant
élimination Les procédures d’inactivation suggérées
sont le traitement avec une concentration finale de
10% d'eau de javel pendant 16-18 heures ou
linactivation thermique par autoclave a 121°C
pendant 20 min.

Les fuites accidentelles provenant d'échantillons et
les opérations doivent étre adsorbées avec du papier
absorbant imbibé d’eau de Javel, puis avec de l'eau.
Les papiers doivent ensuite étre jetés dans des
conteneurs appropriés pour  déchets de
laboratoire/d’hépital.

La Solution d'Arrét contient 0,3M d"acide sulfurique.
Eviter le contact avec la peau et les yeux. En cas de
contact, rincer immédiatement et abondamment avec
de 'eau.

Se débarrasser des solutions de réactifs contenant
de [lazoture de sodium comme agent de
conservation selon les réglementations locales,
provinciales et nationales. Pour éliminer les réactifs
contenant de l'azoture, rincer a l'aide de grandes
quantités d'eau. Eliminer avec prudence car l'azoture
de sodium peut former des composés explosifs au
contact prolongé avec les tuyauteries en plomb ou
en cuivre.

Ne pas fumer, manger, boire ou utiliser des produits
cosmeétiques dans les zones ou des échantillons ou
des réactifs du kit sont manipulés.

D’autres déchets générés par I'utilisation du kit (ex.
embouts pour échantillons et contrdles, plaques
microtitre usagées) doivent étre traités comme étant
potentiellement infectieux et éliminés conformément
aux directives et lois nationales en matiére de
déchets de laboratoires.

Ne pas prélever en aspirant avec la bouche.

. ECHANTILLONS : PREPARATION ET MISES EN

GARDE

Le sang est prélevé de maniére aseptique par
ponction veineuse et le plasma ou le sérum est
préparé en utilisant des techniques standard de
préparation des échantillons pour analyse en
laboratoire clinique. Aucune influence n'a été
observée dans la préparation de I'échantillon avec le
citrate, 'EDTA et I'héparine.

Eviter tout ajout de conservateurs aux échantillons ;
en particulier de l'azide de sodium car ce produit

chimique affecterait [l'activité enzymatique du
conjugué, générant des résultats faussement
négatifs.

Les échantillons doivent étre clairement identifiés par
des codes ou des noms afin d'éviter une mauvaise
interprétation des résultats. Lorsque le kit est utilisé
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pour le dépistage d'unités de sang, I'étiquetage de
code a barres et la lecture électronique sont
fortement recommandés.

Hémolysé (rouge) et visiblement hyperlipémique
(« laiteux ») les échantillons doivent étre jetés car ils
pourraient générer des résultats erronés. Les
échantillons contenant des résidus de fibrine ou
particules lourdes ou de filaments microbiens et les
organismes doivent étre jetés car ils pourraient
donner lieu a de faux résultats.

Les sérums et le plasma peuvent étre conservés a
+2...8°C jusqu'a cing jours apres la collecte. Pour les
périodes de stockage plus longues, les échantillons
peuvent étre conservés congelés a -20°C pendant
plusieurs mois. Les échantillons congelés ne doivent
pas étre congelés/décongelés plus d'une fois car cela
peut générer des particules qui pourraient affecter le
résultat du test.

Si des particules sont présentes, centrifuger a 2 000
tours par minute pendant 20 min ou filtrer a l'aide de
filtres de 0,2-0.8u pour nettoyer I'échantillon & tester.

PREPARATION DES REACTIFS ET

MISES EN GARDE

Une étude menée sur un kit ouvert n'a pas signalé de
perte d'activité correspondante, jusqu'a 1 réutilisation de
I'appareil et jusqu'a 6 mois.

H.

1. Plaque microtitre:

Laisser la microplaque atteindre la température ambiante
(environ 1 heure) avant d'ouvrir le sachet. Vérifier que le
dessicatif n'a pas tourné au vert foncé, indiquant un
défaut de fabrication. Le cas échéant appeler le Service
Clientele d’Adaltis.

Les barrettes non utilisées doivent étre placées a
l'intérieur du sachet en aluminium, avec le dessicatif
fourni, bien fermé et stocké a +2...8°C. Apres la premiére
ouverture, bandes restantes sont stables jusqu'a
l'indicateur d'humidité a l'intérieur du sachet dessicatif
passe du jaune au vert.

2. Contrble négatif :
Prét & l'emploi. Agiter correctement le vortex avant
utilisation.

3. Contréle Positif:

Prét a l'emploi. Agiter correctement le vortex avant
utilisation. Manipuler ce composant  comme
potentiellement infectieux.

4. Calibrateur:

Dissoudre soigneusement le contenu du flacon lyophilisé
avec le volume d'eau de qualité EIA signalé sur
I'étiquette. Mélangez bien le vortex avant utilisation.

Manipuler ce composant comme potentiellement
infectieux.
Remarque : Lorsque dissous le calibrateur n'est pas

stable. Magasin a -20°C.

5. Solution de Lavage Concentré 20x (flacon de 50
mL):

La totalité du contenu de la solution concentrée 20x doit

étre diluée avec de I'eau de qualité EIE jusqu'a 1000 mL

(le volume est indiqué sur l'étiquette) et mélangée

délicatement avant ['utilisation. Comme certains cristaux

de sel peuvent étre présents dans le flacon, prendre soin

Adaltis Srl 7114

de dissoudre tout le contenu lors de la préparation de la
solution. Lors de la préparation, éviter la formation de
mousse car la présence de bulles pourrait influencer
I'efficacité des cycles de lavage.

Remarque : Une fois diluée, la solution de lavage est
stable pendant 1 semaine a +2...8°C.

6. Conjugué :

Prét a l'emploi. Agiter correctement le vortex avant
utilisation.

Veiller a ne pas contaminer le liquide avec des produits
chimiques oxydants, de la poussiére entrainée par l'air
ou des microbes. Si ce composant doit étre transfére,
n'utiliser que des récipients jetables en plastique, si
possible stériles.

7. Substrat TMB :

Prét a l'emploi. Agiter correctement le vortex avant
utilisation.

Eviter la contamination du liquide avec des produits
chimiques oxydants, de la poussiére entrainée par l'air
ou des microbes. Ne pas exposer a un fort éclairage a
des, agents oxydants et a des surfaces métalliques. Si
ce composant doit étre transféré, n'utiliser que des
récipients jetables en plastique, si possible stériles.

8. Diluant de Dosage :
Prét a l'emploi. Agiter correctement le vortex avant
utilisation.

9. Solution d'Arrét:
Prét a I'emploi. Agiter correctement le vortex avant
utilisation.

10. Diluant pour échantillon :
Prét a I'emploi. Agiter correctement le vortex avant
utilisation.

I. INSTRUMENTS ET ACCESSOIRES UTILISES
AVEC LA TROUSSE

1. Les micropipettes doivent étre calibrées pour délivrer
le volume correct nécessaire pour le test et doivent
étre soumises a une décontamination réguliére
(alcool ménager, solution a 10% d'eau de javel,
désinfectants de qualité hospitaliére) de ces pieces
qui pourraient accidentellement entrer en contact
avec l'échantillon ou les composants du kit. Elles
doivent également étre régulierement entretenues
afin de fournir une précision de 1% et une exactitude
de + 2%. La décontamination des fuites ou des
résidus de composants du kit devrait également étre
effectuée régulierement

L'incubateur ELISA doit étre réglé a +37°C (tolérance
de + 0,5°C) et vérifié régulierement pour assurer le
maintien dune bonne température. Les deux
incubateurs a sec et des bains d'eau sont appropriés
pour les incubations, a condition que l'instrument soit
homologué pour l'incubation des tests ELISA.

Le laveur ELISA est extrémement important pour les
performances globales du test. Le laveur doit étre
soigneusement homologué et correctement optimisé.
Habituellement 4-5 cycles de lavage (+ dispense
d’aspiration de la solution de lavage 350 pL/puits = 1
cycle) sont suffisants pour faire en sorte que l'essai
fonctionne comme prévu. Un temps de trempage de
20-30 secondes entre les cycles est proposé. Afin de
régler correctement leur nombre, il est recommandé
d'exécuter un test avec les contrOles du kit/
calibrateur et des échantillons de référence négatifs
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et positifs bien caractérisés, et de vérifier qu'ils
correspondent aux valeurs indiquées ci-dessous dans
les sections O “Contrble de Qualité Interne".
L’étalonnage régulier des volumes délivrés et
entretien (décontamination et nettoyage des aiguilles)
du laveur doit étre effectué selon les instructions du
fabricant.

4. Les temps d'incubation ont une tolérance de * 5%.

v Méthode a courte incubation (pour la 1%° /
2°™ incubation, tolérance entre 43 min a 47
min ; pour la 3™ incubation, tolérance
entrel4 et 16 min).

v" Méthode incubation standard (pour la 1
incubation tolérance entre 57 et 63 minutes,
pour la 2°™ et la 3°™ incubation, tolérance
entre 29 et 31 minutes).

5. Le lecteur de plaques microtitre ELISA doit étre
équipé d'un filtre de lecture de 450 nm et de
préférence d’un second filtre (620-630nm) a des fins
d’interception. Ses performances standard doivent
étre (a) bande passante < 10 nm; (b) gamme
d'absorbance de 0 a = 2,0; (c) linéarit¢ = 2,0;
répétabilité = 1%. L’interception est effectuée sur le
bien identifié dans la section « Procédure de test ».
Le systeme optigue du lecteur doit étre étalonné
périodiqguement pour garantir que la densité optique
correcte  est mesurée. Il doit étre entretenu
régulierement conformément aux instructions du
fabricant.

6. Lors de lutilisation d'une station de travail ELISA
automatisee, toutes les étapes critiques (dispense,
incubation, lavage, lecture, agitation, traitement des
données) doivent étre soigneusement réglées,
calibrées, controlées et entretenues régulierement
afin de correspondre aux valeurs indiquées dans les
sections O “Contrble de Qualité Interne”. Le protocole
de dosage doit étre installé dans le systeme
d'exploitation de l'unité et validé pour le laveur et le
lecteur. En outre, la partie de traitement des liquides
de la station (dispensation et lavage) doit étre validée
et correctement configurée. Une attention particuliere
doit étre accordée afin d’éviter de conserver les
aiguilles usagées pour la dispense et le lavage. Cela
doit étre étudié et contr6lé pour minimiser la
possibilité de contamination des puits adjacents en
raison des échantillons fortement réactifs, conduisant
a des résultats faussement positifs. L'utilisation de
postes de travaill automatisés ELISA est
recommandée pour le dépistage du sang et lorsque le
nombre d'échantillons a tester dépasse 20-30 unités
par opération.

ere

L. CONTROLES ET PROCEDURES PREALABLES
AU TEST

1. Vérifier la date de péremption du kit imprimée sur
I'étiquette extérieure de ’emballage. Ne pas utiliser si
la date est dépassée.

2. Vérifier que les composants liquides ne sont pas
contaminés par des particules ou agglomérats
visibles a I'ceil nu. Vérifier que le substrat TMB est
incolore ou bleu pale en aspirant une petite quantité
avec une pipette en plastique transparente stérile.
S’assurer qu’aucun bris ne s'est produit au cours du
transport et qu’aucun débordement de liquide ne se
trouve a l'intérieur de la boite. Vérifier que le sachet
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en aluminium, contenant la plaque microtitre, n'est
pas percé ou endommageé.

3. Diluer tout le contenu du tampon de lavage concentré
20x comme décrit ci-dessus.

4. Dissoudre le calibreur de la fagon décrite ci-dessus.

5. Laisser tous les autres composants atteindre la
température ambiante (environ 1 heure), puis
mélanger comme décrit.

6. Régler l'incubateur ELISA a +37°C et préparer le
laveur ELISA en 'amorgant avec la solution de lavage
diluée, d'apres les instructions du fabricant. Définir le
bon nombre de cycles de lavage indiqué en section
1.3

7. Vérifier que le lecteur ELISA a été réglé au moins a
20 minutes avant de lire.

8. En cas dutilisation d’un poste de travail automatisé,
l'allumer, vérifier les paramétres et s’assurer d'utiliser
le protocole de dosage exact.

9. Vérifiez que les micropipettes sont réglées au volume
requis.

10.Vérifier que tous les autres équipements sont
disponibles et préts & utiliser.

11.En cas de problémes, ne pas poursuivre le test et
informer le superviseur.

M. PROCEDURE DE TEST

Le test doit étre effectué conformément aux indications

ci-dessous, en prenant soin de conserver le méme

temps d'incubation pour tous les échantillons testés.

La procédure d’analyse peut étre effectuée en exécutant

deux fois les procédures d'incubation. Sélectionner la

méthode correspondant au réglement local :

1. Incubation Standard (1*° incubation 60 minutes,
et 3°™ incubation 30 minutes)

2. Incubation Courte (1°° et 2°™ incubation 45 minutes,
3°™ incubation 15 minutes)

2éme

[

. Incubation Standard - Dosage manuel :

1. Placer le nombre requis de micro-puits dans le
support. Laissez le 1% puits vide pour l'opération de
suppression.

2. Distribuer 200 pL de Contréle Négatif, en trois
exemplaires, 200 pL Calibrateur en double et 200 pL
Contréle Positif en unique dans les puits appropriés.
Ne pas diluer les contrbles et I'étalon car ils sont pré-
dilués, prét a 'emploi !

3. Ajouter 200 pL de Diluant pour Echantillon dans tous
les puits, puis distribuer 10 pL d'échantillon dans
chacun correctement identifié. Mélanger doucement
la plaque, en évitant le débordement et Ila
contamination des puits adjacents, afin de disperser
complétement I'échantillon dans son diluant.

Remarque importante: Contréler que la couleur du
diluant de I'échantillon, lors de I'ajout de I'échantillon,
passe du vert clair au vert bleuatre foncé, en contrélant
gue I'échantillon a bien été ajouté.

4. Distribuer 50 pL de Diluant de Dosage dans tous les
contrOles/étalon et puits d'échantillon. Vérifier que la
couleur des échantillons a tourné au bleu foncé.

5. Incuber la plague microtitre pendant 60 min a 37°C.
Note importante : Les bandes doivent étre scellées
avec la feuille d'étanchéité adhésive fournie, que
lorsque le test est effectué manuellement. Ne couvrez
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pas les bandes lors de l'utilisation des instruments
automatiques ELISA.

6. Laver la plaque microtitre avec un laveur automatique
en distribuant et aspirant 350 pL/puits de solution de

lavage diluée comme décrit précédemment
(section 1.3).
7. Pipeter 100 yL de conjugué enzymatique dans

chaque puits, sauf les premier et second puits
réservés a la soustraction des blancs et couvrir avec
la feuille adhésive. S’assurer que ce réactif de
couleur rouge a été distribué dans tous les puits, sauf
Al.

Remarque importante: Veiler a ne pas toucher la
surface intérieure du plastique du puits avec le conjugué
enzymatique. Une contamination pourrait se produire.

8. Incuber la plague microtitre pendant 30 min a 37°C.

9. Laver les puits comme indiqué en section 1.3.

10. Introduire a la pipette 100 yL mélange de Substrat
TMB dans chaque puits, puits vide inclus. Puis
incuber la plaque microtitre a température ambiante
(18-24°C) pendant 30 minutes.

Remarque importante: Ne pas exposer a un fort
éclairage direct. Un fort fond pourrait étre généré.

11. Pipeter 100 pL de Solution d'Arrét dans tous les puits
a l'aide de la méme séquence de pipetage comme a
I'étape 10 pour arréter la réaction enzymatique.
L’addition d'une solution d'arrét fera passer le
contrdle positif et les échantillons positifs du bleu au
jaune.

12. Mesurer l'intensité de la couleur de la solution dans
chaque puits, comme décrit en section 1.5, au filtre
de 450nm (lecture) et si possible a 620-630nm
(soustraction de fond), en obturant l'instrument sur
Al.

Remarques importantes:

1. Si le deuxiéme filtre n'est pas disponible, s'assurer
qu’aucune empreinte digitale n’est présente sur le
fond du puits avant lecture a 450 nm. Les
empreintes  digitales pourraient générer des
résultats faussement positifs sur la lecture.

2. La lecture devrait idéalement étre effectuée
immédiatement aprés Il'ajout de la solution d'arrét,
mais jamais plus de 20 minutes apres. Une auto-
oxydation du substrat peut se produire conduisant a
un fond supérieur.

3. Il aété démontré qu’'une agitation a 350 + 150 tours
par minute pendant lincubation augmentait la
sensibilité de I'essai d'environ 20%.

2. Incubation Courte- Dosage manuel:

1. Placer le nombre requis de micro-puits dans le
support. Laisser le 1% puits vide pour l'opération
d’obturation.

2. Distribuer 200 pL de Contréle Négatif, en trois
exemplaires, 200 pL Calibrateur en double et 200
pL de Contrdle Positif en simple dans les puits
appropriés. Ne pas diluer les contréles et I'étalon
car ils sont pré-dilués, prét a 'emploi !

3. Ajouter 200 pL de Diluant pour Echantillon dans
tous les puits d'échantillon; puis distribuer 10 pL
d'échantillon dans chaque puits correctement
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identifié. Mélanger doucement la plaque, en évitant
le débordement et la contamination des puits
adjacents, afin de disperser complétement
I'échantillon dans son diluant.

Remarque importante: Contréler que la couleur du
diluant de I'échantillon, lors de I'addition de I'échantillon,
passe du vert clair au vert bleuatre foncé, en vérifiant
gue I'échantillon a bien été ajouté.

4. Distribuer 50 pL Diluant de Dosage dans tous les
puits de contrdles/étalons et d'échantillon. Vérifier
que la couleur des échantillons a tourné au bleu
foncé.

5. Incuber la plaque microtitre pendant 45 min a 37°C.
Remarque importante : Les bandes doivent étre
scellées avec la feuille d'étanchéité adhésive fournie
uniqguement lorsque le test est effectué
manuellement. Ne pas couvrir les bandes lors de
['utilisation des instruments automatiques ELISA.

6. Laver la microplaque avec un laveur automatique en
fournissant et en aspirant 350 pL/puits de solution
de lavage diluée comme indiqué a la section 1.3.

7. Introduire a la pipette 100 pL de Conjugué
Enzymatique dans chaque puits, sauf le 1° puits
d’obturation, et couvrir avec le scellant. Vérifiez que
ce composant de couleur rouge a été distribué dans
tous les puits, sauf Al.

Remarque importante: Veiller a ne pas toucher la

surface intérieure en plastique du puits avec I'embout

rempli de conjugué enzymatique. Une contamination
pourrait se produire.

8. Incuber la plaque microtitre pendant 45 min a
+37°C.

9. Laver les micro-puits comme indiqué en section [.3.

10. Pipeter 100 puL de mélange de Substrat TMB dans
chaque puits, puits blanc inclus. Puis incuber la
plague microtitre & température ambiante (18-24°C)
pendant 15 minutes.

Remarque importante: Ne pas exposer a un fort
éclairage direct. Un fond élevé pourrait étre généré.

11. Pipeter 100 pyL de Solution d'Arrét dans tous les
puits a l'aide de la méme séquence de pipetage
comme au point 10 pour arréter la réaction
enzymatique. L’addition d'une solution d'arrét fera
passer le contrble positif et les échantillons positifs
du bleu au jaune.

12. Mesurer l'intensité de la couleur de la solution dans
chaque puits, comme décrit en section 1.5, au filtre
de 450nm (lecture) et si possible a 620-630nm
(soustraction de fond), en obturant l'instrument sur
Al.

Remarques importantes :

1. Si le deuxieme filtre n'est pas disponible, s'assurer
gu'aucune empreinte digitale n’est présente sur le
fond du puits avant lecture a 450 nm. Les
empreintes digitales pourraient générer des
résultats faussement positifs sur la lecture.

2. La lecture devrait idéalement étre effectuée
immédiatement apres I'ajout de la solution d'arrét, et
jamais plus de 20 minutes aprés. Une auto-
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oxydation du substrat peut se produire conduisant a

un fond supérieur.

3. Il a été démontré qu’une agitation a 350 + 150 tours

par

N. SCHEMA DU TEST

minute pendant
sensibilité de I'essai d'environ 20%.

l'incubation augmentait la

Opérations Opérations
Méthode (Incubation (Incubation
Standard) Courte)
Etalons et Calibrateur 200 pL 200 pL
Diluant de I'Echantillon | 200 uL diluant + | 200 pL diluant +
et Echantillon 10 pL échantillon | 10 uL échantillon
Diluant de Dosage 50 pL 50 L
1%¢ incubation 60 min (z 3) 45 min (z 2)
Température +37°C +37°C
Etape de lavage 4-5 cycles 4-5 cycles
Conjugué Enzymatiqgue | 100 L 100 pL
2°™¢ incubation 30 min (1) 45 min (+ 2)
Température +37°C +37°C
Etape de lavage 4-5 cycles 4-5 cycles
Substrat TMB 100 pL 100 pL
3°" incubation 30 min (x 1) 15 min (x 1)
Température Température
Température ambiante ambiante
(18...24°C) (18...24°C)
Solution d’Arrét 100 pL 100 pL
Lecture DO 450/620nm 450/620nm

Un exemple de systeme de dispense est indiqué ci-
dessous (valable pour les deux procédures de temps
d'incubation) :

Plague microtitre

1 |12 |3 |4|5|6 |7 |8 ]9 |10]11|12
A |BLK |S2
B [NC |S3
C INC |54
D [NC |S5
E |CAL |S6
F |CAL|S7
G |PC |S8
H [S1 |S9

Légende : BLK = Blanc NC = Contrble Négatif
CAL = Calibrateur PC = Contréle Positif S = Echantillon

O. CONTROLE DE QUALITE INTERNE

Un contrdle est effectué sur les contréles et le calibrateur
une fois que le kit est utilisé afin de vérifier si leurs
valeurs sont OD450/620nm comme prévu et reportés
dans le tableau ci-dessous.

Probléme Vérifier

Puits blanc que la solution de substrat n'a pas été

DO & 450 nm contaminée au cours de l'essai

> 0,100

Contrdle Négatif Que la procédure de lavage et les

(NC) paramétres de lavage sont validés

DO a 450 nm comme dans l'étude de pré-

apres qualification ;

suppression Que la solution de lavage appropriée

> 0.050 a été utilisée et le laveur a été amorcé
avec celle-ci avant Il'utilisation ;
Qu’aucune erreur n'a été commise
dans la procédure de test (dispense
de controle positif au lieu du négatif) ;
Qu’aucune contamination du contrdle
négatif ou des puits ou le contrle a
été dispensé ne s'est produite en
raison de déversements d'échantillons
positifs ou du conjugué enzymatique ;
Les micropipettes n'ont pas été
contaminées avec des échantillons
positifs ou avec le conjugué
enzymatique
que les aiguilles du laveur sont pas
bloguées ou partiellement obstruées.

Calibrateur Que la procédure a été effectuée

S/Co<1.1 correctement ;

Qu’aucune erreur s'est produite lors
de la distribution (ex. : dispense de
contréle négatif & la place de I'étalon)
Que la procédure de lavage et les
paramétres de lave sont validés
comme dans [I'étude de pré-
qualification ;

qu'aucune contamination externe du
calibreur ne s’est produite.

Contrble Positif
DO a 450 nm
<1.000

Que la procédure a été effectuée
correctement ;

Qu’aucune erreur ne s’est produite
lors de la distribution de la commande
(dispense de controle négatif a la
place du controle positif. Dans ce cas,
le contréle négatif aura une valeur
d’OD450nm> 0,150, aussi.

Que la procédure de lavage et les
paramétres de lavage sont validés
comme dans [I'étude de pré-
qualification ;

qu'aucune contamination externe du
contréle positif n’a eu lieu.

Vérifier Condition exigée

Valeur de la DO a 450 nm/620 nm
< 0,100

Puits blanc

Contrdle Négatif | <0,050 signifie OD450/620nm apres

(NC) suppression

Calibrateur S/Co>1.1

Contréle Positif Valeur de la DO a 450 nm/620 nm
>1.000

Si les résultats de l'essai correspondent aux exigences
énoncées ci-dessus, passer a la section suivante.

Sinon, ne pas aller plus loin et effectuer les contrbles
suivants :

Adaltis Srl 10/14

Si I'un des problemes ci-dessus a eu lieu, signaler le
probléme au superviseur pour les actions a mener.

P. RESULTATS

Les résultats des tests sont calculés au moyen d'une
valeur seuil déterminée selon la formule suivante :

Cut-Off (Co) = NC soit + 0.350

La valeur trouvée pour

le test est utlisée pour

l'interprétation des résultats de la maniére décrite au

paragraphe suivant.
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Q. INTERPRETATION DES RESULTATS

Les résultats des tests sont interprétés en tant que
rapport de I'échantillon OD450nm et de la valeur Cut-Off
(ou S/Co) selon le tableau suivant :

S/Co Interpretation
<0.9 Négatif

0.9 - 1.1 | Equivoque
>1.1 Positif

Un résultat négatif indique que le patient n'a pas été
contaminé par le HCV ou que l'unité de sang peut étre
transfusée. Tout patient présentant un résultat équivoque
devrait étre dépisté a nouveau sur un deuxiéme
échantillon prélevé 1-2 semaines plus tard et examiné.
L'unité de sang ne doit pas étre transfusée.

Un résultat positif indique une infection par le HCV ; le
patient doit donc étre traité en conséquence ou l'unité de
sang doit étre jetée.

Remarques importantes:

1. Linterprétation des résultats doit se faire sous la
supervision du responsable du laboratoire pour
réduire le risque d'erreurs de jugement et de
mauvaises interprétations.

2. Tout résultat positif doit étre confirmé par une
méthode alternative capable de détecter les
anticorps 1gG et IgM (test de confirmation) avant
que le diagnostic de I'hépatite virale soit formulé.

3.  Comme I'a montré I'évaluation de la performance du
produit, le dosage est capable de détecter la
séroconversion anticorps anti-HCV de base plus t6t
gue d'autres kits commerciaux. Par conséquent, un
résultat positif, non confirmé avec ces Kkits
commerciaux, ne doit pas étre écarté a titre de faux
résultat positif ! L'échantillon doit étre de toute fagon
soumis a un test de confirmation.

4. Tant que le test est capable de détecter aussi des
anticorps IgM, des résultats discordants avec les
autres produits du commerce pour la détection des
anticorps anti -HCV - a défaut d'anti-higM conjugué
dans la formulation du traceur enzymatique et donc
dépourvus de réactivité IgM - peuvent étre présents.
La vraie positivité de I'échantillon pour les anticorps
anti-HCV doit étre ensuite confirmée par l'examen
aussi de la réactivité IgM, important pour le
diagnostic de l'infection par le HCV.

5. Lorsque les résultats des tests sont transmis par le
laboratoire a un centre informatique, il faut veiller a
éviter le transfert de données erronées.

6. Le diagnostic de l'infection virale de I'hépatite doit
étre fait et remis au patient exclusivement par un
médecin qualifié.

Un exemple de calcul est rapporté ci-dessous :

Les données suivantes ne doivent pas étre utilisées a la
place des chiffres réels obtenus par I'utilisateur.

Contrdle Négatif : 0.019 - 0,020 a 0,021 OD450nm
Valeur Moyenne : 0,020 a 0,050 OD450nm Basse -
Accepté

Contrdle positif : 2.189 OD450nm

Supérieur a 1.000 - Accepté
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Cut-Off = 0,020 0,350 = 0,370

Calibrateur : 0,550 & 0,530 OD450nm

Valeur Moyenne : 0.540 OD450nm S/Co=1.4
S/ Co supérieures a 1,1 - Accepté

Echantillon 1 : 0,070 OD450nm
Echantillon 2 : 1.690 OD450nm
Echantillon 1 S/ Co <0,9 = négatif
Echantillon 2 S/ Co> 1.1 = positif

R. PERFORMANCES

L'évaluation de Ila performance a été réalisée
conformément aux spécifications techniques communes
ou CTS (art. 5, chapitre 3 de la directive IVD 98/79/CE)
et aux deux procédures d'incubation (standard et courts).

1. LIMITE DE DETECTION

La limite de détection du test a été calculée en utilisant le
test d'incubation court selon la norme de travail
britanniqgue anti-HCV, NIBSC code 06/188-006. Le
tableau ci-dessous indique les valeurs moyennes
OD450nm de cette norme lorsque dilué dans le plasma
négatif, puis examiné.

Dilution Lot#1 | Lot#2 | Lot#3
Facteur S/Co S/Co S/Co
1X 3,50 4,00 4,30
2 X 2,10 2,60 2,60
4 X 1,3 1,40 1,30
Plasma | o5 | 020 | 020
Négative

En outre, I'échantillon codé Accurun 1 - série 3000 -
fourni par Boston Biomedica Inc., Etats-Unis, a été
évaluée "en totalité, donnant les résultats ci-dessous:

Accurun 1 | Lot#1 | Lot#2 | Lot#3
série
Facteur S/Co S/Co S/Co
1X 2,90 3,04 3,40

2. SPECIFICITE ET SENSIBILITE DIAGNOSTIQUE
L'évaluation de la performance de l'appareil a été
réalisée dans un essai mené sur plus de 5000
échantillons au total.

2.1 Spécificité Diagnostique

Elle est définie comme la probabilité d'obtenir d'un
résultat négatif en I'absence d' un analyte spécifique. Un
total de plus de 5000 donateurs non sélectionnés, y
compris les primo-donneurs, ont été examinés.

La spécificité diagnostique a été évaluée contre un kit
US approuvé par la FDA.

5043 donneurs de sang ont été testés en fournissant une
spécificité de 99,5%. 210 patients hospitalisés ont été
dépistés pour le HCV Ab; une spécificité diagnostique de
99,5% a été constatée. En outre, la spécificité du
diagnostic a été évaluée en testant 162 échantillons
potentiellement interférents (autres maladies
infectieuses, anticorps E. coli positif, patients atteints de
maladies non virales hépatiques, patients dialysés,
femmes enceintes, hémolysés, lipémiques, etc.) Une
valeur de spécificité de 100% a été évaluée.
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Aucune fausse réactivitt due a la méthode de
préparation des échantillons n’a été observée. Le
plasma, dérivé avec des techniques de préparation
(citrate, EDTA et héparine), et les sérums standards
différents ont été utilisés pour déterminer la valeur de la
spécificité. Les échantillons congelés ont été testés,
ainsi, de vérifier les interférences dues a la collecte et au
stockage. Aucune interférence n'a été observée.

2.2 Sensibilité Diagnostique

Elle est définie comme la probabilité d'obtenir d'un
résultat positif en présence d'un analyte spécifique. La
sensibilité diagnostique a été évaluée a l'extérieur sur un
nombre total de 348 échantillons; une sensibilité
diagnostique de 100% a été constatée. En interne, plus
de 50 autres échantillons positifs ont été testés, en
fournissant une valeur de sensibilité diagnostique
d’encore 100 %. Les échantillons positifs des infections
réalisés selon différents génotypes du HCV ont été
Egalement testés.

EFS Panel Ac HCV

Echantillon Lot#1 [Lot#2| Lot#3 | Valeur

S/Co |S/Co| S/Co |Moyenne
HCV 1 0,53 | 0,52 | 0,55 [Négative
HCV 2 3,28 | 5,91 | 3,04 |Positive
HCV 3 2,17 | 3,18 | 2,56 |Positive
HCV 4 2,26 | 2,23 | 2,35 |Positive
HCV 5 6,10 | 7,06 | 6,90 |Positive
HCV 6 1,66 | 1,77 | 1,67 |Positive

3. PRECISION

Elle a été calculée sur cing échantillons, un négatif et
quatre positifs examinés dans 4 répliques dans chacune
des six séries distinctes. La précision obtenue pour les
deux protocoles, est équivalente.

Les résultats sont indiqués ci-apres :

Résultats intra-lot: EIAgen HCV Ab (v.4) Kit —
1°"Lot (test d'incubation court)

De plus, la plupart des panels de séroconversion venant

de chez Boston Biomedica Inc., Etats-Unis, (PHV) et S/C I PreC|s||on - %CV
Zeptometrix, Etats-Unis, (HCV) ont été étudiés. Echantillon 0 ntra_ nter_ Total
Moyenne | Essai Essai
Les résultats sont rapportés ci-dessous pour quelques- | Négatif 0.03 6.66 10.56 12.48
uns d'entre eux. 1.20 8.52 8.49 12.03
.. 1.51 7.69 12.22 14.44
> Positifs 357 7.43 11.82 | 13.97
Panneau | N° Echantillon |Adaltis “|Ortho™“ 5 : : '
11.87 3.42 9.32 9.92
PHV 901 11 9 9
PHV 904 7 2 4 Résultats intra-lot: EIAgen HCV Ab (v.4) Kit -
PHV 905 9 3 4 1°" Iot (test d'incubation longue)
PHV 906 7 7 7
PHV 907 7 3 2 Precision - %CV
PHV 908 13 10 8 Echantillon S/Co Intra Inter Total
PHV 909 3 2 2 Moyenne | Essai Essai
PHV 910 5 3 3 Négatif 0.04 4.67 12.34 13.19
PHV 911 5 3 3 1.47 9.62 11.40 14.92
PHV 912 3 1 1 Positifs 1.82 8.92 12.77 15.58
PHV 913 4 2 2 4.31 4.59 12.88 13.67
PHV 914 9 5 5 13.78 2.42 8.96 9.26
PHV 915 4 3 0
PHV 916 8 4 3 Résultats inter-lot : EIAgen HCV Ab (v.4) Kit -
PHV 917 10 6 6 1% | 2°™ et 3°™ | ot (test d'incubation courte)
PHV 918 8 2 0
PHV 919 7 3 3 Precision - %CV
PHV 920 10 6 6 Echantillon Lot 1 Lot 2 Lot 3
HCV 10039 5 2 0 Négatif 8,65 8,29 6,13
HCV 6212 9 6 7 Calibrateur 4,98 4,44 5,38
HCV 10165 9 5 4 Positif 411 3,11 1,37
Remarque: La variabilité indiquée dans les tableaux ci-dessus n'a

1. Echantillons positifs détectés
2. HCV v.3.0
Enfin, le produit a été testé sur le panneau EFS Ac HCV,

lot n° 06.140817, fourni par I'Etablissement Francais du
Sang (EFS), la France, avec les résultats suivants:
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pas abouti a une classification erronée de I'échantillon.
S. SUGGESTIONS DE SOLUTION

Le respect de la procédure de test et les spécifications,
ainsi que d'une bonne utilisation de réactifs et de
pipetage correct, peut aider a éviter les types d'erreurs
suivantes :
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reproductibles

respectifs)

- Contamination de substrat (suggestion :
utiliser uniquement des contenants de
plastique jetables et propres)

La pollution ou la dégradation des
réactifs  (suggestion: utiliser des
conseils appropriés, jetables et des
contenants de plastique propres pour
réactifs et de haute qualité I'eau distillée
ou équivalent)

Aucune
réaction
colorimétrique
Aprés addition
du substrat

Réactif non pipeté
Forte contamination du conjugué et du
substrat

- Erreurs dans l'exécution de la procédure

d'essai (par exemple de pipetage
accidentelle de réactifs dans une
mauvaise séquence ou d’'un mauvais
flacon, etc.)

trop faible
réaction (trop
faible DO)

- Temps dincubation  trop  court,
température d'incubation trop faible
- Incorrecte dilution du conjugué

Trop grande
réaction (DO

- Temps d'incubation trop long,
température d'incubation trop élevée

trop élevé) — |- Qualité de l'eau pour le tampon de
incorrecte lavage insuffisante (bas degré de
dilution du désionisation)
conjugué - Lavage insuffisant (conjugué non
correctement supprime)
- Contamination des pipettes, des
observations embouts ou des conteneurs
aberrantes -Lavage inconstant et insuffisant
(conjugué non correctement éliminé)
Adaltis Srl
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ERREUR CAUSES POSSIBLES / SUGGESTIONS ERREUR CAUSES POSSIBLES / SUGGESTIONS
- Volume incorrect de distribution de - Réactifs et/ou bandes non
réactifs  (suggestion:  vérifier la CV% intra- préchauffé(e)s a la température
correspondance entre le volume série trop ambiante avant de les utiliser
distribué par la pipette et celui requis élevé - Le plateau du laveur ne lave pas
par l'essai; calibrer & nouveau les correctement (suggestion: nettoyer la
pipettes) téte du laveur)
OD tré - Température incorrecte ou mauvais - Conditions d'incubation non constantes
es ' . . . ,
différent temps d mcubanqn _(suggestpn : plus de CV% trop (temp§, tempgrature_) o
(£ 50%) de la | SOIN dans le maintien de Fincubateur ; f | f 0 0\ c |- Controles et échantillons non distribués
DO rapportée noter le début de l'incubation) séries en méme ) Igmps (aux. mémes
sur QC - Erreur (Ians le Iavage_ ou la ngt_ure du |nte.rv§1IIes.) (vérifier ordre de pipetage)
photomeétre (suggestion : vérifier le - Variation liées a la personne
fonctionnement ou les paramétres des
instrumgnts. respectifs) o T. AUTOMATISATION
- Contamination de substrat ou conjugué | | | es procédures définies dans ces instructions
(suggestion :: utiliser uniquement des| | qgytlisation s’appliquent aux tests manuels seulement.
contenants de plastique jetables et| | | 55 ge [utilisation diinstruments automatisés, suivre les
propres) — procédures qui figurent dans le manuel de l'opérateur
- dPIaIshde \_/ltylume constant 33 d'S“'P”“F}” fourni par le fabricant de I'appareil. Les laboratoires
(siz]gaer;ttlio?mn:s vérif(i);r la p?écisi(;ﬁa%t:az doiventrsuivre leurs procédqrg_s ,de validation approuvées
pipettes et la correspondance entre le pour démontrer Ia_l gompatlblllte de ce produit sur des
volume distribué par la pipette et celui systemes automatises.
requis par l'essai ; calibrer & nouveau
les pipettes) u. LIMITATIONS o o
- Erreur dans le lavage ou en lecture Des résultats faux positifs répétables, non confirmés par
Faibles (Suggesnon: Vé‘nﬂer le f0n9t|0nnement Rl’BA ou (;jes teChn|q_Ue% -de Copflrmféltlon SlmllalreS, Ont
resultats ou les paramétres des instruments été évalués comme inférieurs a 0,1% de la population

normale.

Il a été observé que des échantillons congelés contenant
des particules ou agrégats de fibrine aprés
décongélation généraient des résultats erronés.
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A CIMKEKEN HASZNALT JELZESEK

Magyar

LT [T X 3 \74
Figyelem,
In Vitro Katalégusban P olvassa el a HOémérséklet etz Vizsgélatok
Diagnosztikum Szerepl6 Kéd Lot Szam felhasznaloi hatarok Lejarati 1d6 Szama
Gtmutatét.
P
“ PN M [MICROPLATE] | [CONTROLJ+| | [CONTROL[-] [CAL]
- Ovjaa Gyartas . - ] .
Gyarté Napfényts| Idépontja Mikroplate Pozitiv kontroll Negativ kontroll Kalibrator
CONJ [DIL[SPE] | [SUBS[TMB| | [SOLN[STOP| |[WASHBUF[20X]| [DILJ[AS] | [RCNS]x mL]
Mosopuffer .
I . oo . Stop oldat . . P Rekonsitual6 x
Konjugatum Minta higitd Szubsztrat TMB (H2SO, 0.3M) Koncgg;ratum Prébahigitd mL
Biologiai Veszél Figyelem
kockazat y 9y

Figyelem!
A stop oldat oszalyozasa: Skin corr. 1A

&

Figyelmeztetés:

Veszély

A cimkézés veszélyt meghatarozé 6sszetevoi:

Kénsav

Figyelmezteté6 mondatok:

H314 Sulyos égési sériilést és szemkarosodast okoz.

Ovintézkedésre vonatkozé mondatok:

P260 A por/flist/gaz/k6d/g6zbk/permet belélegzése tilos.

P303+P361+P353 HA BORRE (vagy hajra) KERUL: Az 6sszes szennyezett ruhadarabot azonnal el kell tavolitani/le kell vetni. A bért le kell
obliteni vizzel/zuhanyozas.

P305+P351+P338 SZEMBE KERULES esetén: Tébb percig tartd 6vatos 6blités vizzel. Adott esetben a kontaktlencsék eltavolitasa, ha
kdénnyen megoldhatd. Az &blités folytatasa.

P310 Azonnal forduljon TOXIKOLOGIAI KOZPONTHOZ vagy orvoshoz.

P405 Elzarva tarolando.

P501 As edény tartalmat/a tartalyt a helyi/regionéalis/nemzeti/nemzetkdzi szabalyozasoknak megfelelden kell hulladékként elhelyezni.

Figyelem!
A pozitiv kontroll, a negativ kontroll, a kalibralé, a Konjugatum, a Minta higito, a Minta higité Mosopuffer Koncentratum 20x

osztalyozasa: Skin sens. 1

Figyelmeztetés:

Figyelem

A cimkézés veszélyt meghatarozé 6sszetevoi:

Keverék: 5-kl6r-2-metil-2H-izotiazolin-3-on [EC sz. 247-500-7]; 2-metil-2H-izotiazolin-3-on [EC sz. 220-239-6] (3:1)
Figyelmezteté6 mondatok:

H317 Allergias bérreakciét valthat Ki.

Ovintézkedésre vonatkoz6 mondatok:

P261 Keriilje a por/fiist/gaz/kéd/g6z6k/permet belélegzését.

P280 Védbkesztyl/védbruha/szemvédd/arcvéds hasznalata kételezb..

P321 Kilonleges kezelés (lasd ezen a cimkén).

P333+P313 Bér érzékenység vagy repedés esetén: forduljon orvoshoz.

P302+P352 BORRE KERULESE ESETEN: éblitse le b6 vizzel.

P501 Az edény tartalmat/a tartalyt a helyi/regionalis/nemzeti/nemzetkdzi szabalyozasoknak megfelel6en kell hulladékként elhelyezni.

A biztonsagi kartyakra vonatkozé adatok a www.adaltis.net talalhatok.
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MAGYAR

A. HASZNALATI CEL

Negyedik generaciés, immunenzim teszt (ELISA) C
hepatitisz antivirus antitestek human plazmakban
(EDTA, heparin és citrat) és szérumokban torténé in vitro
diagnosztikai kimutatdsara. HCV virussal fert6zott
paciensektdl  begydijtott  vérben levé  antitestek
meghatarozasara hasznalhat6 készlet.

Ez a kit in vitro diagnosztikai hasznalatra alkalmas.

B. BEVEZETES
Az Egészséglgyi Vilagszervezet (OMS) C hepatitisz
virus fertézést a kdvetkezéképpen hatarozza meg:

» A C hepatitisz a m3aj virusos megbetegése, ,nem A,
nem B” hepatitiszként is szamontartva, parenteralisan
tovabbitottan, az okoz6 agens beazonositasaig 1989-
ben. A C hepatitisz virus felfedezése és jellemzése
elvezet a poszt-transzfuziés hepatitiszek elsédleges
szerepének és a perzisztencia fert6zések kivaltasaban
jatszott iranyultsaga megértéséhez’.

A HCV alapvetéen az emberi vérrel val6 érintkezés utjan
terjed. Vilagszerte a HCV alapvet6 okai a
transzfuziokhoz hasznalt, a nem ellenérzott vér és a nem
megfeleléen sterilizalt tik és fecskenddék
Ujrafelhasznalasa.

Jelenleg nincs véddoltas a C hepatitisz megelézésre, a
kronikus C hepatitisz kezelése tulsagosan koltséges
ahhoz, hogy a fejl6d6 orszagok népessége
felhasznalhassa. Ennél fogva, globalisan tekintve, a C
hepatitiszes betegekre tett legnagyobb hatas a HCV
mozokomialis (vér transzfuziobk, nem biztonsagos
injekciok) transzmisszié kockazatok és nagy kockézati
magatartas (drog injekcid) csokkentésére iranyuld
eréfeszitésekkel érhet6 el.

A C hepatitisz (HCV) virus olyan virus (A, B, C, D és E),
ami az esetek tdbbségében a virusos hepatitiszért tehetd
feleléssé. Ez egy, a flaviviridae csaladbdl szarmazo,
monokatendris RNS virus korlatozott gazdasejt
spektrummal rendelkezve. Kizarélag az emberek és a
csimpanzok vannak kitéve a fert6zés veszélyének, és
mindkét esetben azonos betegség alakul ki. A virus
Iényeges jellemzéje a relativ genom valtozékonysag, ami
valészind, a kronikus fert6zések kialakitasi tendenciahoz
(80%) kapcsolédik. A HCV kilonfele  egyesil
genotipusokkal, amelyek jelentésen meghatérozhatjak a
betegség sulyossagat és a kezelésre val6 valaszt.

A HCV fert6zés lappangasi ideje a klinikai szimptémak
megjelenése el6tt 15 és 150 nap kozotti. Az akut
szimptomak kozott a gyakoribbak a faradsagérzet és a
sargasag, mindenképpen, az esetek tébbségében (60%
és 70%), azok is, amelyek kronikus fertézést mutatnak,
aszimptotikusak. Az Uj, fert6z6tt betegek korulbelil 80% -
kronikus fert6zott. A kronikus fertézottek 10 %-a és 20%-
a cirdzisos, ugyanakkor 20- 30 év kozotti idétartam alatt,
a kronikus fertézottek 1%-aban és 5%-aban fordul eld
majdaganatos megbetegedés. A majdaganatos betegek
tobbsége, akik nem B hepatitisz fertézéttek, HCV virus
fertézottek. Még nem tisztdzott a HCV virus fert6zés

majdaganat okozé mechanizmus. A C hepatitisz
sulyosbita a majbetegségeket egyéb hepatitisz
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probléméak esetén. Pontosabban, a majbetegség azon
hepatitisz betegek esetén alakul ki gyorsabban, akik
tulzott alkoholfogyasztok és HCV virus fert6zéttek. A
HCV virus alapvetéen a fert6zott vérrel valo kontaktussal
terjed. A transzmisszi6 a HCV virus jelenlétének
tesztelésére hasznalt szerolégiai nem kontrollalt
vértranszfuzié réveén Ujrafelhasznalt fecskendétd,
fecskendd és egyéb, nem megfeleléen sterilizalt, orvosi
eszkdzok révén, vagy a droghasznalok kozotti
fecskend6tli  csere révén jol  dokumentélt. A
transzmisszié bekdvetkezhet nemi vagy perinatélis Gton,
azonban ez ritkan fordul elé. Egyéb, transzmisszio
modok nem a megfeleléen sterilizalt eszkdézok
haszndlata esetén, viselkedési, tarsadalmi, kulturalis
szokasokhoz (body piercing, koriilmetélés és tetovalas)
kapcsolédnak. A HCV nem terjed tlsszentés, testi
érintkezés, kdhogés, étel, viz, eveszkdz vagy ivoeszkdz
megosztas, vagy alkalomszer(i érintkezés esetén.

Ugy a fejlett orszagokban, mint a fejl6dé orszagokban a
nagy kockazatu csoportokba a befecskendezhet6 drogok
haszndl6i, a szerologiailag nem kontrollalt  vér
befogaddk, a hemofilias, a dializises és védekezés
nélkil kockazatos nemi életet folytaté tartoznak. A
becslések szerint a fejlett orszagokban a krénikus HCV
virus fert6zott betegek 90%-a alapvetfen az injekcids
droghasznalok és a szeroldgiailag nem kontrollalt vért
vagy Vvérkészitményt kapott személyek. A fejl6dé
orszagok tdbbségében, ahol még mindig hasznalatban
van szeroldgiailag nem kontrollalt vér és vérkészitmény
az alapvetd transzmisszios eszk6zOk a nem sterilizalt
injekciok és a szerolégiailag nem ellenérzott
vértranszfizié6. Ugyanakkor az aldozati ritusokat és
korulmetélést gyakorol6 személyek is kockézat
csoportok, amennyiben nem sterilizalt fém eszkdzoket
hasznalnak vagy Ujrafelhasznaljak azokat.

Az OMS becslése szerint korilbelll 170 millio személy,
vagyis a vilag népesség 3% -a HCV virus fert6zott és ki
van téve a cirézis és/vagy majdaganat megbetegedés
veszélyének. A HCV fertézés tulsulya sokkal nagyobb
Afrikaban, Kozel-Keleten, Dél-Kelet Azsiadban és a
Csendes 6cean nyugati részén levdé orszagokban mint
Eszak- Amerikaban és Europaban.

A HCV diagnosztikai tesztek a fert6zés megel&zésére
szolgalnak a vér-, és vérplazma addk screening-je révén
a klinikai diagnézis és a beteg medfeleld gyogyitasara
vonatkozo dontések meghatarozédsa céljabol. A jelenleg
rendelkezésre all6, diagnosztikai tesztek a HCV,
specifikus antitestek mérésére szolgal6 immunenzim
(EIA) adagolason alapulnak. Az EIA rendszer a a
kronikus fert6zott betegek tdbb mint 95%-at és az akut
fertézottek 50%-at és 70% -at képes mérni. HCV egyedi
antigénekkel reakcioba lépd antitestazonosito,
rekombinaciés immunoblot minta (RIBA) gyakran
hasznalt a pozitiv EIA eredmény megerésitd, kiegészitd
tesztek esetén. Szintén hasznélatosak a RNS
megerdsitésen alapuld6 HCV tesztek (pl., PCR, kotott
DNA minta) a szeroldgiai eredmény megerdsitésére és a
hatékony antivirus terapia megéllapitasara. A pozitiv
eredmény aktiv fertbzés jelenlétét és a fert6zés
kiterjedésének  és/vagy  kronikus  majbetegségek
kialakuldsénak lehet6ségét bizonyitja.

A kronikus C hepatitiszes betegek kezelésére egyedi
vagy ribavirin-nel kombinalt interferon  antivirus
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gyogyszerek hasznalhaték, annak ellenére, hogy a
kezelés nagyon magas koltségekkel jar. Az egyedi
interferon kezelés a betegek koérilbelul csak 10%- 20%-a
esetén hatékony. Ribavirin-el kombinalt interferon az
esetek 30%- 50%-a esetén hatékony. A ribavirin nem
hatékony egyedi adagolas esetén.

Nem all rendelkezésre hatékony HCV elleni oltds. A
kutatdsok az oltdéanyag eldallitasat célozzak, de a HCV
genom komplikacidkat okoz az oltdanyag eléallitasaban.
A HCV virus fert6zést kdvetd immun-védelmi valasz
hianya hatraltatjia az oltéanyag kutatast. Még azt sem
ismerjuk, hogy az immunrendszer képes-e a virus
kikerllésére.

Ugyanakkor, néhany kutatas bizonyitotta a HCV fert6zott
betegek koérében virussemlegesité antitestek jelenlétét.
Oltéanyag hianyadban szikség van az 0Osszes,
fert6zésmegelbzési ovintézkedésre, (a) ver-, és szerv
screening és tesztre; (b) virus aktivalasara a plazméakban
és a szarmazékokban; (c) az egészségiigyi gyakorlatban
a protokollok soran fert6zés ellenérzé gyakorlat
novelésése és fenntartdsara, Ugy mint, az orvosi és
fogaszati eszkdzok megfeleld sterilizalasara; (d) a
kézemberek és az egészségilgyi személyzet kozotti
kapcsolat megvaltoztatasanak  promovalasara az
injekciék  tdlzott hasznalatanak csokkentése és
biztonsdgos injekciok hasznalata révén; (e) a
droghasznalok és nagy kockazatl, szexualis életet
folytatd személyek kockazati faktorai csokkentésére.

A genom atrukturalis alkotok esetén kodolja a
nukleokapszid fehérjét és a viruskapszid glikoproteint, és
a virus replikicidban és a fehérjefeldolgozasban érintett,
funkcionalis alkotokat. Ugy tinik a nukleokapszid
kédolé teriilet a vilagszerte a legkonzervativabb a
Iétrehozott izolaltak koziil.

C. ATESZT ELVE

A microplate specifikus HCV antigénekkel fedettek,
amelyek az immunolégiailag dominans konzervélokat és
determinédns antigéneket (Core peptid, rekombinalt NS3,
NS4 és NS5 peptidek) kddold ,core” és ,ns” teriletekbdl
szarmaznak.

A szilard fazis elébb higitott mintaval kezelt, és ha a HCV
antitestek jelen vannak, a Stop antigénekhez kotédnek.
A minta, 6sszes, egyéb komponensei mosasa utan a
masodik inkubacié soran a HCV antitestek kétédése utan
IgG és IgM antitesteket észleltek a peroxidokkal (HRP)
megkulénboztetett specifikus anti- 1IgG&M poliklGnozasi
antitestekkel ellatott Konjugatum hozzaadasa révén.

A szildrd bazisra befogott enzim a TMB szubsztrat
keverékre reagalva, optikai jelzést general, ami a
mintaban jelenlevd anti HCV antitestek mennyiségéhez
aranylik. A cut-off érték lehetévé teszi a HCV antitestek
pozitiv és negativ eredményein az optikai denzitds
értelmezését.

D. KOMPONENSEK

A kit tartalmaz reagenseket 96 teszthez (071067 kaéd),
vagy 192 teszthez (071064 kod), vagy 480 teszthez
(071068 kod).
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Microplate

Negativ kontroll
Pozitiv kontroll
Kalibréator

Konc. mosoé oldat 20x
Konjugatum

Minta higité

TMB szubsztrat

1

1x4 mL/flakon
1x2 mL/flakon
2 flakon

1x50 mL/flakon
1x16 mL/flakon
1x50 mL/flakon
1x16 mL/flakon

Stop oldat 1x15 mL/flakon
Prébahigito 1x8 mL/flakon
Lemezborité lap 2

Tesztek szama 96
Kod 071067
Microplate 2

Negativ kontroll
Pozitiv kontroll

2x4 mL/flakon
1x4 mL/flakon

Kalibralo 3 flakon

Konc. mosoé oldat 20x 2x50 mL/flakon
Konjugéatum 2x16 mL/flakon
Minta higito 2x50 mL/flakon
TMB szubsztrét 2x16 mL/flakon
Stop oldat 2x15 mL/flakon
Prébahigito 2x8 mL/flakon
Plate Zaréféliak 4

Tesztek szama 192
Kod 071064
Microplate 5

Negativ kontroll
Pozitiv kontroll
Kalibralé

Konc. moso6 oldat 20x
Konjugatum

Minta higito

TMB szubsztrét

Stop oldat
Prébahigito

Plate Zaréféliak

1x20 mL/flakon
1x10 mL/flakon
7 flakon

5x50 mL/flakon
2x40 mL/flakon
5x50 mL/flakon
2x40 mL/flakon
2x40 mL/flakon
1x40 mL/flakon
10

Tesztek szama 480
Kéd 071068
1. Microplate

12 csik, 8 mikrocella Core peptiddel, amelyek bevontak
NS3 peptid rekombinaléval, NS4 és NS5 peptidekkel. A
plate-k  aluminium tasakba vannak csomagolva
deszikkanssal egyiitt.

Vigye a mikroplate-t szobahémérsékletre (+18...24°C) a
zacsko kinyitasa el6tt. A hasznalatlan csikokat vissza kell
tenni a zacskéba, azt visszazarni és tovabbra is +2...8°C
kozott tarolni deszikkanssal egydtt.

2. Negativ kontroll

Hasznalatra kész kontroll.10 mM, 6.0 = 0.1, 2% Na-citrat
oldat puffert, 2% alap proteint, 0.1% Proclin 150 kazeint
tartalmaz mint tartésitdszert. A negativ kontrollt olajzold
szin jelzi.

3. Pozitiv kontroll

Hasznélatra kész kontroll. Tartalmaz 1% kecske szérum
fehérjét, pozitiv human HCV virus antitesteket, 10 mM,
pH 6.0+£0.1, Na-citrat puffert, 0.5% Tween 20-ast, 0.09%
Na-azidot, 0.1% Proclin 150-t mint tartositészer. A pozitiv
kontrollt olajzéld szin jelzi.

Fontos megjegyzés: EI6 patogének hidnya a pozitiv
kontrolllban nem teljesen zarhat6 ki, ezaltal a kontrolllt
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potencialisan veszélyesként kell kezelni, a GLP-vel
0sszhangban.

4. Kalibrélo

Liofilizalt kalibral6. A cimkén jelzett EIA jelzésl
vizmennyiségben kell feloldani. Tartalmaz magzati borju
szérumot, HCV virusra pozitiv human antitesteket,
06/188-006 Munka szabvany NIBSC kéd értelmében
kalibralt tartalommal, 10mM, pH 6.0+0.1 Na-citrat puffert,
0.3 mg/mL szulfat gentimicin puffert és 0.1% Proclin 150
mint tartésitészert.

Fontos megjegyzés: EI6 patogének hidnya a
kalibraléban nem teljesen zarhato ki, ezaltal a reagenst
potencidlisan veszélyesként kell kezelni, a GLP-vel
dsszhangban.

Megjegyzések: a fiola tartalma feloldasahoz
szikséges mennyiség tételenként valtozhat. Kérjuk,
hasznalja a cimkén jelzett, szabalyos mennyiséget.

5. Koncentralt mosoé oldat 20x

Koncentralt oldat 20x. Higitas utdn a mosé oldat (higitott
moso puffer) 10 mM, pH 7.0 + 0.2 foszfat puffert, 0.05%
Tween 20-at és 0.05% Proclin 150-t tartalmaz mint
tartésitdszer.

Higitas utan a moso6 oldat stabil marad 1 hétig 2 és 8°C
ko6zotti hémérsékleten.

6. Konjugatum

Vords szinl, hasznalatra kész és kodolt reagens.
Tartalmaz human IgG és IgM-el kecske poliklénozott
antitestekkel peroxid-rafant, 5% BSA-t,10 mM, pH 6.4
0.1 citrat puffert, 0.1% Proclin és 0.05% Tween 20-at
mint tartésitészer.

7. TMB szubsztréat

Hasznalatra kész komponens. Tartalmaz 50 mM, pH 3.5-
3.8 citrat-foszfat puffert, 4% dimetil-szulfatoxidot, 0.03%
tetrametil- benzidint (TMB) és 0.02% hidrogén peroxidot
(H20y). Hasznalat el6tt enyhén felrazando.

Megjegyzés: Fénytél védve tarolandé mivel erés
sugérzésra érzékeny.

8. Minta higité

Hasznélatra kész komponens. Kecske szérumot, Tris
10mM, pH 8.0+0.1tampondlt oldatot tartalmaz, ami 0.1%
Proclin 150-t és 0.09% Na-azidot tartalmaz minta
elékezelés és lemez kontroll céljabdl, interferencia
blokkolassal.

9. Stop oldat

Hasznalatra kész komponens.

0.3 M H,SO, oldatot tartalmaz. Hasznalat el6tt enyhén
felrdzando.

10. Proba higito

Z0ld szin(i, hasznalatra kész és kddolt komponens.
Tartalmaz 1% kazeint, 10 mM, pH 6.0 + 0.1 Na-citrat
puffert és 0.1% Proclin 150-t mint tartésitészert.

Proba higitasra hasznéalhato.

Megjegyzés: a higité a prdba jelenlétében olajzold
szinrél sétét kékeszoéld szinre valt.
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E. SZUKSEGES, DE A KIT ALTAL NEM TARTAL-

MAZOTT ANYAGOK

1. Kalibralt mikropipettdk 200 uL és 10 uL és eldobhat6
mianyag hegyek.

2. EIA szintl viz (duplan desziillalt vagy deionizalt,

szén kezelt fert6tlenitéként hasznalt oxidald

vegylletek eltavolitasara).

Mérédra 60 perces vagy hosszabb tartomannyal.

Absorbens papirtorl6k.

Kalibralt ELISA mikroplate termosztatikus inkubator

(széraz vagy nedves) beallitva +37°C-nal.

6. Kalibralt ELISA mikrocsd reader 450 nm (leolvasas)
és ha lehetséges a fehér szin érzékelésére valo,
620-630nm filterekkel.

7. Kalibralt ELISA mikroplate mosé.

8. Vortex vagy hasonl6 keverd eszkzok.

ok w

. FIGYELMEZTETESEK ES ELOVIGYAZATOSSAG
A kitet képzett és megfeleléen betanitott személyzet
haszndlhatja csak a laboratoriumért felel6s orvos
felugyelete alatt. Ezt a hasznalati Utmutatot
figyelmesen el kell olvasni a termék hasznalatat
megelézéen és szigoruan tartsa be a jelenlev§
utasitasokat.

2. A termék hasznalata el6tt olvassa el figyelmesen a
biztonsagi adatlapot (SDS).

3. Véregység és vérkészitmény screening-re vald
haszndlat esetén a Kkitet ezen terilet nemzeti
hatésaga (Eu. Minisztérium vagy hasonld hatdsag)
altal bizonylatolt és mindsitett laboratériumban kell
hasznalni ezen tipusu vizsgalat kivitelezéséhez.

4. A teszt kivitelezésében részt vevé személyzetnek
laboratériumi véddéruhat, por-mentes kesztylt és
szemiiveget kell viselnie. El kell kerliIni éles/hegyes
(ttk) vagy vago (pengék) eszk6zok hasznalatat. A
telies személyzetet képezni kell biobiztonsag
tekintetében, ahogy az a Center for Disease Control,
Atlanta, U.S. ajanlja és le van irva a koévetkez6
National Institute of Health’s publication-ban:
“Biosafety in Microbiological and Biomedical
Laboratories”, ed. 1984.

5. A mintakezelésbe bevont teljes személyzetet be kell

= T

oltani HBV-ra és HAV-ra, amelyre vakcinak
elérhetdek, biztonsagosak és hatékonyak.
6. A laboratoriumi  kérnyezetet ellenbrizni  kell,

elkertlend6 olyan kontaminacidkat, mint por, lebegé
mikrobialis részecskék a kit fioldinak és mikroplate-
inek nyitasakor, és a teszt végzésekor. Védje a
szubsztradt TMB-t (TMB & H,0,) er6s fenytél és
kerulie el a munkafelilet radzk6dasat a teszt
elvégzésének helyén.

7. Elgirat alapjan a kitet +2...8°C ko6zo6tt tarolja
hémérséklet-ellendrzott hitében vagy
hidegszobaban.

8. Ne keverje a kil6nbd6z6 sarzsszamu kit

komponenseket. Ajanlott, hogy a két kit kdzott az
azonos sarzsszamU komponenseket se keverje
0ssze.

9. Ellendrizze, hogy a reagensek tisztak-e, és nem
tartalmaznak lathaté nehéz részecskéket vagy
aggregatumokat. Amennyiben ez nem megfelel
javasolja a laboratérium felligyel6jének, hogy intézze
a kit cseréjét.

10. Kerilje el a szérum/plazma kereszt-kontaminaciot
eldobhaté pipettahegyek hasznéalataval és azok
cseréjével minden minta utan.
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Kerllie el a kereszt-kontaminaciét a kit reagensek
koézott eldobhaté pipettahegyek hasznalataval és
azok cseréjével mindegyiknek a hasznalata utan.

Ne hasznalja a kitet a kilsé
(kartondoboz/masodlagos konténer) és belsd (fiolak)
cimkéken feltlintetett lejarati idé utan.

Minden mintat potencidlisan fert6zottként kezeljen
Minden human szérummintat Biosafety Level 2-n kell
kezelni, mint azt a Center for Disease Control,
Atlanta, U.S. ajanlja egyetértésben azzal, ami
jelentve van az Institutes of Health’s kdvetkezé
publikaciéjaban: “Biosafety in Microbiological and
Biomedical Laboratories”, ed. 1984.

Eldobhaté mianyag &aru hasznalata ajanlott a
mosooldat elkészitésénél vagy a komponensek
automata munkaallvanyban masik tartéba val6
atvitelénél a kontaminacié elkertilésének céljabdl.

A kit hasznalata soran keépzddétt hulladékot a
nemzeti iranyvonalaknak és a kémiai és biologiai
természetli laboratoriumi hulladékokra vonatkozo
szabalyzéknak megfeleléen kell megsemmisiteni.
Féleg a mosasi folyamatbdl, a kontrolllok és mintak
maradékéabol szarmazo folyadékhulladékot Kkell
potencidlisan fert6z6 anyagként kezelni és
inaktivalni. Az inaktivacié javasolt folyamatai a
kezelés  10%-o0s i0ju  haztartasi
fehéritével 16-18 déran keresztll vagy hoéinaktivalas
autoklavban 121°C-on, 20 percig.

A véletlenszer(i kifroccsenéseket hazi fehéritével
atitatott papirtérlével fel kell itatni, majd vizzel
lemosni. A torl6ket ezutan meg kell semmisiteni a
laboratériumi/kérhazi hulladékhoz kijeldlt megfelel
konténerek segitségével.

A Stop oldat 0,3M kénsavat tartalmaz. Kerilje a

bérrel és szemmel valé érintkezést. Kontakt
esetében, Oblitse ki azonnal nagy mennyiségi
vizzel.

Natrium azid vagy konzervalé tiomerzal tartalmu
reagenseket a felhaszndl6i orszagban érvényes
torvények altal meghatarozott eléirasok értelmében
kezeleje. Natrium azid tartalmu oldatok eltavolitasa
esetén azonnal oblitse le bé vizzel. Vegye
figyelembe azt a tényt, hogy a natrium azid
robbanékony elegyet képez élom és vorosréz tartos
jelenlétében.

Ne dohanyozzon, egyen igyon vagy ne alkalmazzon
kozmetikumokat azon a terilleten, ahol a mintakat
vagy a kit reagenseket hasznalja.

Mas hulladék anyagokat, amelyek a kit hasznalata
soran keletkeznek (pl. mintakhoz és kontrolllokhoz
hasznélt pipettahegyek, hasznalt mikroplate-k)
potenciadlisan fert6zoéként kell kezelni és a nemzeti
szabalyzék és laboratoriumi hulladékra vonatkozé
el6irasok alapjan meg kell semmisiteni.

Ne pipettazzon szajjal.

. MINTA: ELOKESZITES ES

JAVASLATOK

A vért aszeptikusan vénapunkcioval kell venni, és a
plazmat vagy szérumot a Kklinikai laboratoriumi
analizishez hasznalt mintapreparalasi technikak
alapjan kell elékésziteni. Nem észlelhetd kllonbség
a citratos, EDTA-s és heparinos mintaelékészitések
kozott.

6/13

2. Kerilje el barmilyen tartéitészer hozzaadasat a
mintdkhoz, kiléndsen a natrium-azidot, mivel ez a
vegyszer befolyasolnd a konjugatum enzimatikus
aktivitasat, fals negative eredményeket okozvan.

3. A mintakat egyértelmien azonositani kell kédokkal
vagy nevekkel, acélbél, hogy az eredmények
helytelen értékelése elkerilhetd legyen. Ha a kit
véregyseégek tesztelésére szolgél, a barkod jelolés
és a leolvasas er6teljesen ajanlott.

4. Hemolizalt (piros) és lathatéan hyperlipémias
(“tejszer(”) mintakat meg kell semmisiteni, mivel
azok fals eredményeket generalhatnak. Fibrint vagy
nehéz részecskéket vagy mikrobidlis filamentumokat

és testeket tartalmazé mintdkat meg kell
semmisiteni, mivel azok fals eredményekhez
vezethetnek.

5. A szérumot és a plazmat +2...8°C kézétt lehet tarolni
maximalisan a gy(ljtést kovetdé 5 napon keresztil.
Hosszabb tarolasi id6szak esetén a mintakat
fagyasztva -20°C-n tébb hdénapig lehet tarolni.
Barmely fagyasztott mintat csak egyszer szabad
lefagyasztani, mivel a tobbszori fagasztas esetén
részecskék generdlédhatnak, amely befolydsolhatja
a teszteredményt.

6. Ha partikulumok vannak jelen, centrifugalja 2.000
rom-n 20 percig vagy szdrion 0.2-0.8u filterek
hasznalataval, hogy feltisztitsa a mintat a
teszteléshez.

H. A KOMPONENSEK ELOKESZITESE ES
FIGYELMEZTETESEK

Nyitott Kkittel végzett tanulmanyok nem mutattak ki

semmiféle relevans aktivitas-vesztést 6 honapig.

1. Microplate:

Engedje, hogy a mikroplate elérje a szobahémeérsékletet
(kb. 1 6ra) miel6tt kinyitja a tartojat.. Ellenérizze, hogy a
nedvességszivd nem szinezd6dott el soétét zoldre, ami
jelzi a hibas tartésitast. Ebben az esetben hivja az
Adaltis tigyfél szolgaltatot.

A fel nem haszndlt csikokat vissza kell helyezni az
aluminium tasakba szorosan visszazarva és +2...8°C
kozott tarolva.

Elsé alkalommal torténd kinyitaskor a maradék csikok
stabilak két hénapig, vagy addig, amig a nedvesség-
indikator a deszikkans tasakon belll sargarél zéldre nem
valtozik.

2. Negativ kontroll:
Hasznalatra kész. Keverje meg jol vortex-en hasznalat
elétt.

3. Pozitiv kontroll:

Hasznalatra kész. Keverje meg jol vortex-en hasznalat
elétt. Ezt a komponenst potencialisan fert6z6ként
kezelje.

4. Méroészkoz:

Gondosan oldja fel a fiola liofilizalt tartalmat a sajat
cimkéjén lathaté modon, EIA tisztasagl vizzel. Keverje
meg jol vortex-en hasznalat elétt. Ezt a komponenst
potencialisan fert6zéként kezelje.
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Megjegyzés: feloldas esetén a kalibrdl6 mar nem stabil.
—20°C hémérsékleten tartando.
5. Koncentralt moso6 oldat 20x:

(50 mL -es flakon):
A 20x koncentralt oldat belsé tartalma bidesztillalt vizben
higitand61000 mL-ig (a mennyiség a cimkén lathato) és
finoman keverendd hasznalat el6tt. Ahogy kristalyok
vannak jelen a fiolaban figyeljen arra, hogy az egész
tartalmat feloldja az oldat készitésekor.
Az el6készitésben Kkerllje el a habosodast, mivel
buborékok jelenléte rossz mosasi hatasfokhoz vezethet.
Megjegyzés: Ha mar fel van oldva, a mosdéoldat stabil
6 napig +2...8°C ko zott.

6. Konjugatum:

Hasznalatra kész. Keverje meg j0l vortex-en haszndlat
el6tt. Legyen ovatos, hogy ne szennyezze a folyadékot
oxidalo vegylletekkel, levegé-szallitott porral vagy
mikrobakkal.

Ha a komponenst transzferalni kell, csak mianyag
lehet6ség szerint steril, eldobhaté konténert hasznaljon.

7. TMB szubsztrat:

Hasznalatra kész komponens.

Keverje meg jol vortex-en hasznalat el6tt. Legyen 6vatos
hogy ne szennyezze a folyadékot oxidalé vegytletekkel,
leveg8-szallitott porral vagy mikrobakkal.

Ne tegye ki er6s besugarzasnak, oxidalé agenseknek és
fém felszineknek.

Ha ezt a komponenst transzferalni kell, csak mianyag
lehetéség szerint steril, eldobhatd konténert hasznaljon.

8. Minta higito:
Hasznalatra kész. Keverje meg jol vortex-en hasznalat
elétt.

9. Stop oldat:
Hasznalatra kész. Keverje meg j6l vortex-en hasznalat
elétt.

10. Prébahigito:
Hasznalatra kész. Keverje meg jol vortex-en hasznalat
elétt.

I. KESZULEKEK ES ESZKOZOK A KIT
HASZNALATAVAL KAPCSOLATOSAN

1. A mikropipettakat kalibralni kell, hogy az assay altal
megkivant korrekt térfogatot szalitsak és rendszeres
dekontaminacionak kell alavetni azokat (haztartasi
alkohol, 10%-o0os fehérit6 oldat, Koérhaz-szintl
fertétlenitészerek) a részeket, amelyek
véletlenszerllen  kontaktalddhatnak a  mintaval.
Rendszeresen karban is kell &ket tartani. A
kifroccsenések és kit komponesek maradékainak
dekontaminalasat is rendszeresen el kell végezni.
Szintén rendszeres karbantartas kell ahhoz, hogy 1%
precizitast és +2% eltérést mutassanak.

2. Az ELISA inkubatort +37°C-re kell beallitani (£0.5°C
tolerancidval) és rendszeresen megbizonyosodni
arrol, hogy tartja a korrekt hémeérsékletet. Mind szaraz
inkubatorok, mind  vizfird6k alkalmasak az
inkubaldshoz, amennyiben a készulék validalt ELISA
tesztek inkubalasara.

3. Az ELISA mos6 is extrém maddon fontos az assay
teljes kivitelezéséhez. A mos6t évatosan kell validalni
és megfeleléen optimalizalni kit kontrolllok és
referencia panelek hasznalataval a kitnek a rutin
laboratériumi tesztek soran torténd hasznalata elétt.
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Rendszerint 4-5 mosdciklus (350 uL/csé mosdéoldat
felszivas + kiengedés = 1 ciklus) elegendé arrdl
megbizonyosodni, hogy a teszt kivitelezése elvaras
szerinti. Javasolt 20-30 masodperc aztatasi
intervallum betartasa a ciklusok kozott. Acélbél, hogy
azok szama megfeleléen beallithaté legyen, ajanlott
egy assay futtatdsa a kit kontrolllokkal és ol
karakterizalt negativ és pozitiv referencia mintakkal,
és annak ellenérzésével, hogy az értékek
illeszkednek-e az alabbi, “Belsé min&ségellenérzés”
fejezetben jelentettekkel. A szallitott térfogatok
kalibraciojat és a moso6 karbantartasat
(dekontaminacio és a tik tisztitasa) a gyartd
utasitasai alapjan kell elvégezni.

4. Az inkubaciods idéknek van egy +5%-0s tolerancigja.

v' Rovid inkubaci6 modszer (az 1./2.
inkubaciora a tolerancia 43 perc és 47 perc
kozotti; a 3. inkubécidra a tolerancia 14 perc
és 16 perc kozotti).

v' Standard inkubaci6 moddszer (az 1.
inkubaciora a tolerancia 57 perc és 63 perc
kozotti.; a 2. és a 3. inkubacidra a tolerancia
29 és 31 perc kozotti).

5. Az ELISA mikroplate readert 450 nm-es
leolvasofilterrel kell szallitani és idealisan egy masik
filterrel (620-630nm) blankolasi célokhoz A standard
kivitelezéseknek a kovetkezéknek kell lenniik: (a)
savszélesség < 10nm; (b) abszorbancia tartomany 0
tél = 2.0; (c) linearitas = 2.0-ig; (d) ismételhetéseg =
1%. A blankolast az “Eljaras menete” fejezetben
azonositott csdvecskén kell elvégezni. A reader
optikai rendszerét rendszeresen kell kalibralni, hogy
megbizonyosodjon a megfelel6 optikai denzitas
mérésében. Ezt rendszeresen karban kell tartani a
gyart6 utasitasai alapjan.

6. Az ELISA automatizalt munkapult kit hasznélata
esetén az 0sszes kritikus 1épés (diszpenzacio,
inkubacio, mosas, leolvasas, adatkezelés) gondosan
ellenérizendé, kalibralandé  és rendszeresen
elrendezendd az O Bels6 mindség kontroll cimi
részekben jelenlevdé értékekkel valé megfelelés
megdrzésére. A préba protokoll az egység miikodési
rendszerébe installaland6 és engedélyezve kell lennie
a mosohoz és a leolvaséhoz. Mi tébb, a folyékony
komponenseket mozgato leallé résznek
(diszpenzalds €és mosas) engedélyezettnek és
szabélyosan beallitottnak kell lennie. F&ként, nagyon
gondosan el kell kerllnie a haszndlt tik kdézé
becsipddést a diszpenzacié és a mosas esetén.
Alaposan tanulmanyozza és ellen6rizze a kozeli

sejtszennyez6dés lehet6ségének minimalisra
csokkentése céljab6l. Az ELISA automatizalt
munkapultok hasznalata akkor javasolt a vér

screening-hez, amikor a tesztelendé mintak szama
nagyobb mint 20-30 munkaszakasz egység.

L. TESZT ELOTTI KONTROLLOK ES
TEVEKENYSEGEK

1. Ellenérizze a kit lejarati idejét, amely a kilsé cimkére
van nyomtatva. Ne hasznalja az eszkozt, ha lejart.

2. Ellendrizze, hogy a folyékony komponensek nem
kontaminal6dottak-e lathaté rlészecskékkel vagy
aggregatumokkal. Ellenérizze, hogy a Szubsztrat
szintelen vagy halvany kék, agy, hogy felszivja azt
steril mlanyag pipettaval. Ellenérizze, hogy nem tort
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0ssze semmi sem a szalliths sordn és nincs
kifroccsent folyadék a dobozon belil. Ellendrizze,
hogy az aluminium tasak, amely a mikroplate-t
tartalmazza és nincs megszurva és nem karosodott

3. Higitsa meg a 20x koncentralt mosopuffer teljes
mennyiségét a fentiekben leirtak szerint.

4. Higitsa meg a Kalibralét, mint az fent le van irva.

5. Engedje, hogy mindegyik komponens elérije a
szobah&meérsékletet (kb. 1 6ra) és aztan finoman
keverje meg vortexen az 0sszes folyékony reagenst a
leiras szerint.

6. Allitsa be az ELISA inkubatort +37°C + 0.1°C-ra és
készitse el6 az ELISA mosét a higitott mosdoldatos
priming-gal a gyartoi utasitasok szerint. Allitsa be a
mosOciklusok pontos szamat, ahogy az 1.3 részben
talalhato.

7. Ellenérizze, hogy az ELISA reader be van kapcsolva
és bizonyosodjon meg arrél, hogy legalabb 20 perccel
a leolvasas el6tt be let kapcsolva.

8. Automata munkadllomast hasznélva kapcsolja be,
ellenérizze a beallitasokat és legyen biztos abban,
hogy a helyes protokollt hasznalja,

9. Ellendrizze, hogy a mikropipettdk a kivant értékre
vannak beallitva.

10.Ellenérizze, hogy minden mas
rendelkezésre all és hasznalatra kész.

11.Problémaék esetén ne dolgozzon tovabb a teszttel és
kérve a supervisor tanacsat,

készilék

M. AZ ELJARAS MENETE
A probéat az aldbbiakban leirtak szerint kell elvégezni,
figyelvén arra, hogy mindegyik mintdnal ugyanazon
inkubacios id6t tartsuk be.
A préba két inkubaciés eljarassal valGsithatd meg:
Vélassza ki a sajat szabalyozdsnak megfelel6t:
1. Standard inkubéacio az (1% inkubaciéra 60 perc,a
2% és a 3% inkubéciora 30 perc)
2. Rovid inkubéacio (az 1% és a 2% inkubéciora 45
perc, a 3% inkubaciéra 15 perc)

1. Standard inkubacié - Kézi préba:

1. Helyezze a kivant mennyiségli csOvecskét a
csovecske tartdba. Hagyja az 1. csévecskét Uresen a
blank részére.

2. Tegyen be 200 pL héromszoros feloldott negativ
kontroll mennyiséget, 200 pL kétszeresen feloldott
a kalibralot és 200 pL egyszer feloldott a pozitiv
kontroll mennyiséget a kozeli csdvecskékbe. Az
kontrollerek és a kalibralé nem igényel higitast, mar
eléhigitott allapotban hasznalatra készek!

3. Adjon hozza 200 pL minta higitét a minta
csovecskéibe, majd oldjon fel 10 puL mintat minden
egyes, szabdlyosan beazonositott csovecskébe.
Enyhén razza meg a lemezt elkerilve a kozeli
csovecskék kifolyasat és szennyezését a minta teljes
oldasa céljabdl a sajat higitojaban.

Fontos megjegyzések: Ellendrizze a minta higité
szinét, a minta hozzaadasa utan ennek vilagos z6ldrél
sotét kékeszoldre kell valtania jelezve, hogy a minta
hozzaadas megtortént.

4. Oldjon fel 50 L proba  higitot az
ellenérzék/kalibraldk és mintak dsszes csovecskéibe.
Ellendrizze, hogy a mintak szine sotét kék.
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5. Inkubalja a mikroplate-t 60 percig +37°C-on.

Fontos megjegyzés: a csikok a készlethez tartozd,
megfelelé tapadodlappal boritanddk kizarolag kézzel
végzett teszt esetén. A csikok nem fedheték be
automatizalt ELISA eszkdz hasznélata esetén.

6. Mossa a Microplatet automata mosoéegységgel 350
pL/higitott mosoéoldat csovecske meghagyasaval és
szivasaval az 1.3. részben el6irt modon.

7. Pipettazzon 100 pL enzim tarsitét mindegyik
csovecskébe kivéve a blank csévecskéket, és fedje
le a féliaval.

Ellenérizze, hogy ez a vords szinl komponens az
Osszes csovecskében fel van oldva, kivéve az Al
kamrat.

Fontos megjegyzés: lgyeljen arra, hogy ne lisse meg a
tarsitéval telitett heggyel a csévecske bels6 miianyag
fellletét. Kontaminéacio kévetkezhet be.

8. Inkubdlia a Microplat-et 30 percig +37°C
hémérsékleten.

9. Oblitse le a csovecskéket az 1.3. részben leirt
madon.

10. Pipettazzon100 pL TMB szubsztrat keveréket az
Osszes csOvecskébe és blank csOvecskébe is.
Inkubalja a Microplatet a kérnyezeti hémérsékleten
(18-24°C) 30 percig.

Fontos megjegyzés:Ne tegye ki erbs sugarzasnak.
Magas hattér generalédhat.

11. Pipettazzon 100 pL Stop oldatot barmelyik résbe a
10. pontban leirt sorrendben az enzim reakcié
leallitAsa végett. A Stop oldat hozzaadasa a pozitiv
kontrollereket és a negativ kontrollereket kékrél
sargara fogja megvaltoztatni.

12. Mérje meg az oldat szinintenzitasat minden
kamraban az 1.5. részben leirt modon, 450 nm
reader filterrel és lehetbleg, 620-630nm filterrel a
Microplate A1 poziciéban levé, blank eljaras esetén.

Fontos megjegyzések:

1. Ha a masodik filter nem &ll rendelkezésre,
bizonyosodjon meg arrél, hogy a mikrocsS aljan
nincs ujjlenyomat a 450 nm-es leolvasas elétt. Az
ujjlenyomatok fals pozitiv eredményeket okozhatnak
a leolvasasanal.

2. A leolvaséast idedlisan a Stop oldat hozzaadaséat
kévetben, azonnal meg kell tenni, de nem késébb,
mint 30 perccel azutan. A kromogénnek néminemdii
On-oxidaciéja johet létre a magas hattér miatt.

3. 350 + 150 rpm razéas az inkubécio soran korulbelll
20% adagolas szenzibilitast mutatott.

2. Rovid inkubacié - Kézi proba:

1. Helyezze a kivant mennyiségli csovecskét a
csovecske tartdba. Hagyja az 1. csévecskét Uresen a
blank részére.

2. Adjon 200 pL m negativ kontrollt triplikatumban, 200
pL kalibralét duplikdtumban és 200 pL pozitiv
kontrollt unikdtumban a kozeli csévecskébe
felpipettazva és leengedve homogenizalas céljabdl.
Az kontrollerek és a kalibral6 nem igényel higitast,
mar el6higitott allapotban hasznalatra készek!
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3. Adjon 200 pL minta higitdt a minta 0sszes
csovecskéjébe, majd oldjon fel 10 yL mintat minden
egyes, szabdlyosan beazonositott csdvecskébe.
Réazza meg finoman elkerllvén a tdlfolyast és a
tovabbi csbvecskék kontaminacidjat.

Fontos megjegyzések: ellenbrizze a minta higité szinét,
a minta hozzaadasa utan ennek vilagos zO6ldrél sétét
kékeszoldre kell valtania jelezve, hogy a minta
hozzaadas megtortént.

4. Oldjon fel 50 pL préba higitét a kontrollok/kalibralok
és mintak dsszes csdvecskéjébe. Ellenérizze, hogy a
minték szine sotétkék.

5. Inkubdla a Microplatet 45

hdmérsékleten.
Fontos megjegyzés: Fedje le csikokat biztonsagosan
mikroplate fedbvel kézzel végzett teszt esetén. A
csikok nem fedhet6k le az automatizalt ELISA
eszkdz hasznalata esetén.

6. Oblitse le a Microplate-t automata moséegységgel
350 pL/higitott mosoéoldat csévecske meghagyasaval
és szivasaval az |.3. részben elirt modon.

7. Pipettazon 100 pL enzim tarsitot az 0©sszes
csovecskébe kivéve a blank-et és fedje le a tapado6
lappal. Ellenérizze, hogy ez a voros szini
komponens az 6sszes csdvecskében fel van oldva,
kivéve az Al -et.

percig +37°C

Fontos megjegyzések: Legyen Ovatos, hogy ne
érintse a csbvecske mianyag belsé feliiletét a
konjugatummal t6ltétt pipettaheggyel. Kontaminacié
jelentkezhet.

8. Inkubdlia a +37°C
hdmérsékleten.

9. Oblitse le a csovecskéket az 1.3.
maodon.

10. Pipettdzzon 100 uL TMB szubsztrat keveréket az
Osszes cstvecskébe és a blank-be is. Inkubalja a
Microplatet kérnyezeti h6mérsékleten (18-24°C) 15
percig.

Microplatet 45 percig

részben leirt

Fontos megjegyzések: Ne tegye ki erds sugarzasnak.
Magas hattér generalédhat.

11. Pipettdzzon 100 pL Stop oldatot barmelyik résbe a
10. pontban leirt sorrendben az enzim reakcio
leallitdsa végett. A Stop oldat hozzaadasa a pozitiv
kontrollokat és a pozitiv mintakat kékrél sargara fogja
megvaltoztatni.

12. Mérje meg az oldat szinintenzitasat minden
csovecskében az 1.5. részben leirt moédon, 450 nm
reading filterrel és lehetéleg, 620-630nm filterrel a
Microplate A1 poziciéban levd, blank eljaras esetén.

Fontos megjegyzések:

1. Ha a masodik fiter nem &ll rendelkezésre,
bizonyosodjon meg arrdl, hogy a mikrocs6 aljan
nincs ujjlenyomat a 450 nm-es leolvasas el6tt. Az
ujjlenyomatok fals pozitiv eredményeket okozhatnak
a leolvasasanal.

2. A leolvasast idedlisan a Stop oldat hozzaadasat
kévetben, azonnal meg kell tenni, de nem késébb,
mint 30 perccel azutan. A kromogénnek néminemd(i
on-oxidacidja johet Iétre a magas hattér miatt.
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3. 350 + 150 rpm razéas az inkubacio soran korilbeldl
20% adagolas szenzibilitast mutatott.

N. TESZTSEMA

Mveletek Miiveletek
Moédszer (Standard (Révid miiveletek)
inkubécié)
Kontrolllok és
Kalibralé 200 L 200 pL
Minta higito és 200 pL higito+ 200 pL higito+
minta 10 pL minta 10 yL minta
Préba higité 50 yL 50 pL
lainkubécio 60 min (+ 3) 45 min (£ 2)
Hémérséklet +37°C +37°C
Mosés 4-5 ciklus 4-5 ciklus
Enzimes
Konjugatum 100 pL 100 pL
2ainkubécio 30 min (1) 45 min (£ 2)
Hémérséklet +37°C +37°C
Mosas 4-5 ciklus 4-5 ciklus
TMB szubsztrat 100 pL 100 yL
3ainkubécio 30 min (£ 1) 15 min (£ 1)
Kornyezeti Koérnyezeti
Hémérséklet hémérséklet hémérséklet
(18...24°C) (18...24°C)
Stop oldat 100 pL 100 pL
OD leolvasas 450/620nm 450/620nm

A diszpenzaciés
tablazat:
(mindkét inkubacié eljarasra érvényes):

séma mintajat mutatja az alabbi

Microplate
1 |2 |3 |4|5]|6 |7 |89 ]|10|11]12
A |BLK|S2
B |[NC |S3
C INC |54
D |[NC |S5
E |CAL|S6
F |CAL|S7
G |PC |S8
H |S1 |S9

Jelmagyarazat: BLK = Fehér NC = Negativ kontroll
CAL = Kalibralo PC = Pozitiv kontroll S = Minta

0. BELSO MINOSEGELLENORZES

Ellenérzést kell végezni a a kontrolllokon és a
kalibratoron mindenkor, amikor verifikalni sziikséges,
hogy a vart OD450/620 nm értékek beleillenek-e a
vizsgélatba a tablazatban lathaté moédon.

Ellendrzés Kovetelmények

Blank < 0.100 OD 450/620nm érték
Negativ kontrolll < 0.050 kdztes érték OD450/620nm
(NC) fehér kivonat utdn

Kalibralé S/Co >1.1

Pozitiv kontrolll | >1.000 OD450/620nm érték

Ha a teszteredmény illeszkedik a kdvetelményekhez a
fentiek  szerint, Iépjen tovabb a  kovetkezd
Iépéshez/fejezethez.

Ha nem, akkor ne végezzen kovetkezd Iépést, hanem
végezze el a kdvetkezd ellenbrzéseket:
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Probléma Ellenérzés

Blank 1.

hogy a Szubsztrat oldat
> 0.100 OD450nm

kontaminalédott az assay soran

nem

Negativ kontrolll | 1.
(NC)

> 0.050 OD450nm
blaning utan 2.

hogy a mosasi eljaras és a moso

beallitasok validaltak az

elékvalifikacios tanulmanyban;

hogy a megfeleld6 mosdoldatot

hasznaltak és a mosot prime-oltak

azzal hasznalat elétt;

3. hogy nem csinaltak hibat az assay
folyamataban (pozitiv kontrolll
becseppentése negativ kontrolll
helyett);

4. hogy a negativ kontrolll
kontaminaciéja vagy a csovecskéké,
ahova a kontrolll cseppentve van
jelentkezett pozitiv mintak fréccsenése
vagy az enzim konjugatumba jutasa
miatt,

5. hogy a mikropipettak nem
kontamindlédtak  pozitiv.  mintakkal
vagy enzim konjugatummal

6. hogy a moso tli nem dugultak vagy

részlegesen elzarddottak.

Kalibralé 1.
S/ICo<1.1

szabalyosan  elvégzett

esetén;

2. nem hibaztak az elosztasa alatt (pl.,
negativ  kontroll  diszpenzaci6 a
kalibral6 helyett);

3. a mosési eljards és a mosobegység
bedllitasai  hitelesitve  voltak az
elémindsitési tanulmanyok soran;

4. a kalibralé kilséleg

szennyez6dott.

eljarasok

nem

Pozitiv kontroll 1.
<1.000 OD450nm

hogy a folyamat megfeleléen lett

elvégezve;

2. hogy nem csinaltak hibat a kontroll
folyamataban (negativ kontrolll
becseppentése pozitiv kontrolll
helyett); Ebben az esetben a negativ
kontroll OD450nm > 0.150

3. hogy a mosési eljaras és a moso
beallitasok validaltak az
el6kvalifikacios tanulmanyban;

4. hogy a pozitiv kontrollinak semmilyen

kiilsé kontaminacidja nem jelentkezett.

Amennyiben a fenti problémak barmelyike jelentkezik,
Jelentse a problémat a supervisornak tovabbi teenddk
végett.

P.AZ EREDMENYEK SZAMOLASA
A teszteredményeket a kovetkezd formula altal
meghatéarozott cut-off értékek segitségével kell szamolni:

Cut-off (Co) = NC kdzepes + 0.350

A teszthez talalt érték hasznalt az eredmények
értékeléséhez, mint az a kovetkezd fejezetben le van
irva.

Q. AZ EREDMENYOSSZEG KIRTEKELESE

A teszt eredmények értelmezése a minta OD450nm és
a cut-off érték (vagy S/Co) kozotti ardny alapjan torténik
a kovetkez6 tablazatnak szerint:
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S/Co Kiértékelés
<0.9 Negativ
09-1.1 Téves
>1.1 Pozitiv

A negativ eredmény jelzi, hogy a beteg nem HCV virus
fert6zott vagy, hogy a véregység transzfuziora alkalmas.
Azonos eredménnyel rendelkezé betegek ujbdl
tesztelend6k 1-2 héttel kés6bbi minta alapjan. A
véregység nem alkalmas transzfziéra.

A pozitiv eredmény jelzi, hogy a beteg HCV virus
fertézott, tehat a beteg eszerint kezelendé és a
véregység hulladékkezelendé.

Fontos megjegyzések:

1. Az eredmények értékelését a laboratériumi felelés
ellenérzése alatt kell végezni, csbGkkentendé a
megitélési hibakat és félreértékeléseket.

2. Az ismételten pozitiv eredményeket Konfirmacios
tesztnek kell alavetni, ami képes mérni az IgG és az
IgM (konfirmacids teszt) antitesteket mieldtt a virusos
hepatitisz fert6zés diagnozisat kibocsajtjak.

3. Amint termék teljesitményértékelés soran jelezik,
az az analizis képes megallapitani a ,core” anti-HCV
antitestek szérum konverziét egyéb, kereskedelmi
készlet hasznalata el6tt. Ennél fogva a nem
megerdsitett, pozitiv eredmény  ezekkel a
kereskedelmi készletekkel nem kizarhaté hamis,
pozitiv eredményként! Minden esetben a minta
konfirmacids tesztet végezzen.

4. Lévén, hogy a préba képes meghatarozni az IgM
osztalyzatu antitesteket is, eltérések érzékelheték
egyéb, anti IgM Konjugdtumot nem tartalmazé
kereskedelmi eszkdzokkel anti-HCV  antitestek
tesztelésére. HCV antitest préba valés pozitivitdsa
megerdsitendd utébb az IgM reaktivitds vizsgalataval
is, ami fontos a HCV fert6zés diagndzishoz.

5. Amikor a teszteredményeket a laboratériumbdl az
informatikai centrumba juttatjak, figyelni kell arra,
hogy elkeriiljék a hibas adatatvitelt.

6. A virusos hepatitisz infekcid diagnézisat mindésitett
orvosnak kell megtennie és kibocsatania a beteg
felé.

Kiszamitasi példa:

A kbvetkezé adatok nem hasznalhatok a felhasznald

altal kapott, valés adatok helyett.

Negativ kontrolll: 0.019 — 0.020 — 0.021 OD450nm

Koztes érték: 0.020 OD450nm kisebb mint 0.050 -

Elfogadott

Pozitiv kontrolll: 2.189 OD450nm
Magasabb mint 1.000 — Elfogadott

Cut-off = 0.020+0.350 = 0.370

Kalibral4: 0.550 - 0.530 OD450nm

Koztes érték: 0.540 OD450nm S/Co = 1.4
S/Co magasabb mint 1.1 — Elfogadott

1. minta: 0.070 OD450nm
2. minta: 1.690 OD450nm

1. minta S/Co < 0.9 = negativ
2. minta S/Co > 1.1 = pozitiv
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R. SZOLGALTATAS

A teljesitmény értékelés a Kozdsségi Miszaki
Sajatossagok (5. cikk., 3. fejezet, IVD, 98/79/EC iranyelv)
értelmében mindkét inkubéacié esetén (standard és
rovid).

1. MERESI HATAR

A préba begyiijtés kiszamitasa a brit munkaszabvanyok
anti-HCV, NIBSC, 06/188-006 kod. rovid inkubacio
eljaras hasznalataval torténik. Az alabbi tablazaton az
0OD450nm éatlag értékek lathatok, negativ majd bevizsgalt
plazmaban higitott standard esetén.

Higitas Tétel#1 | Tétel#2 | Tétel#3
Faktor S/Co S/Co S/Co
1X 3,50 4,00 4,30
2 X 2,10 2,60 2,60
4 X 1,3 1,40 1,30
Negativ. | o5 | 020 | 0,20
plazma

Ugyanakkor a kddolt minta, Accurun 1 - széria 3000 — a
Boston Biomedica Inc., USA A&ltal elérhetén, értékelése
“in toto” tortént az alabbi eredményekkel:

Accurun 1 |Tétel#1 | Tétel#2 | Tétel#3
széria
Faktor S/Co S/Co S/Co
1X 2,90 3,04 3,40

2. DIAGNOSZTIKAI SPECIFIKACIO ES SZENZITIVAS
A berendezés teljesitményértékelése kilséleg tortént
tébb mint 5000 minta alapjan.

2.1 Diagnosztikai specifikacié

Negativ jegyzésl probaként meghatarozott specifikus
analizis hianyaban. Osszesen, tébb mint 5000,
alkalomszerli donator kerllt vizsgalatra, beleértve az
elsd donatorokat is.

A diagnosztikai sajatossag hitelesitett egy, az US FDA
engedélyezett kit ellenében.

5043 donator volt tesztelve
kialakitasaval.

210 beutalt beteg HCV virus tesztelve volt; 99.5%-an
diagnosztikai specifikaciot észleltek. Ugyanakkor, a
diagnosztikai specifikacié bizonyitott 162 potencialisan
interferal6 minta  tesztelésével (egyéb  fert6z8
betegségek, E. coli pozitiv antitestek, nem virusos
hepatitiszes betegségek, dializis betegek, varandés nék,
hemolizatumos, lipémias betegek stb.) Elfogadott a
100%-0s sajatossag érték.

Nem észleltek hamis reaktivitast a mintael6készitési
modszer hasznalata miatt. Felhasznalasra kertiltek gy a
kulénféle el6keészitési standard technikakkal derivalt
plazmék (citrat, EDTA és heparin), mint a szérumok a
specifikus értékek meghatarozdsara. A begylijtés és
tartositas miatti interferenciak ellenbrzésére
befagyasztott mintak keriiltek felhasznalasra. Nem
észleltek interferenciat.

99.5% sajatosséag

2.2 Diagnosztikai szenzitivitas

Fennall annak a lehetésége, hogy a préba pozitiv
eredményt hozzon, specifikus analizdlanddé probak
hianyaban. A diagnosztikai szenzitivitas kullsdleg
bizonyitott 6sszesen 348 mintan; 100%-o0s diagnosztikai
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szenzitivitast észleltek. Belsdleg, tdbb mint 50 pozitiv
minta Kkerllt tesztelésre szintén 100%-0s diagnosztikai
szenzitivitas észlelésével.

Sor kertilt a HCV-t6l genotipustdl eltéré genotipusok altal
okozott fertézések pozitiv prébaianak tesztelésére.

Ugyanakkor, a szerokonverziés munkapultok tébbségét
tanulmanyoztuk, amiket a Boston Biomedica Inc., USA,
(PHV) és a Zeptometrix, USA, (HCV) rendelkezésiinkre
allitott.

Ezek kozul néhéany itt lathato.

Panel Mintasz. [|Adaltis ‘|Ortho™*
PHV 901 11 9 9
PHV 904 7 2 4
PHV 905 9 3 4
PHV 906 7 7 7
PHV 907 7 3 2
PHV 908 13 10 8
PHV 909 3 2 2
PHV 910 5 3 3
PHV 911 5 3 3
PHV 912 3 1 1
PHV 913 4 2 2
PHV 914 9 5 5
PHV 915 4 3 0
PHV 916 8 4 3
PHV 917 10 6 6
PHV 918 8 2 0
PHV 919 7 3 3
PHV 920 10 6 6

HCV 10039 5 2 0
HCV 6212 9 6 7
HCV 10165 9 5 4

Megjegyzés:

1. Pozitiv mintak

2. HCV v.3.0

Végul a temék tesztelve volt az EFS Ac HCV, 06.140817
sz. tétel, az Etablissement Francais Du Sang (EFS),
Franciorszag, rendelkezésre allitott felulet altal, a
kovetkezd eredményekkel:

11/13

EFS Ac HCV panel

Minta Tétel#1|Tétel#2|Tétel#3 Vérh,atc')
S/Co | SICo | SICo |eredmények
HCV 1] 0,53 0,52 0,55 Negativ
HCV 2] 3,28 5,91 3,04 Pozitiv
HCV 3| 2,17 3,18 2,56 Pozitiv
HCV 4] 2,26 2,23 2,35 Pozitiv
HCV 5] 6,10 7,06 6,90 Pozitiv
HCV 6] 1,66 1,77 1,67 Pozitiv
3. PRECIzIO

Ot minta, egy negativ és négy pozitiv minta alapjan
kerilt kiszamitasra, 4 ismétlés vizsgalataval, hat kilén
menetben:

Az eredmények a kdvetkez6k:

936071064_071067_071068/Rev. Datum: 200403_HU



Intra lot eredmények: EIAgen Detect HCV AB (v.4) kit: 1%
Lot(rovid inkubacios eljaras)

- a mintak vagy reagensek nem konstans
becseppentési térfogata (javaslat:
ellendrizze a pipetta-pontossagot,

Precizio - %CV ellendrizze a becseppentett térfogat és az

_ S/Co Teszten Teszte _ assay altal megkovetelt térfogat
Minta atlag belil n Kiviil Teljes egyez6ségét: rekalibralja a pipettat)
Negativ 0.03 6.66 10.56 12.48 Alacsony -hiba a mosasban vagy a fotométeres

1.20 8.52 8.49 12.03 reprodukalhats- | S0lvasasban(avastat: ellencrizze a
» 151 7.69 12.22 14.44 sag( keszllekek mikodeseit vagy beallitasait
Pozitiv 357 723 1182 13.97 eredmények -a Szubsztrat kontanjlnamo!a Qavaslat.
csak egyszerhasznalatos és tiszta
11.87 3.42 9.32 9.92 mianyag tartokat hasznaljon)
) L« -reagensek kontaminacidja vagy
Intra lot eredmények: EIAgen Detect HCV AB (v.4) kit: 1 degradacioja (javaslat:csak
Lot (hosszu inkubaciés eljaras) egyszerhasznalatos és tiszta miiagyag
hegyeket és tartokat és desztillalt vagy
Precizi6 - %CV azonos vizet hasznaljon)

. S/Co Teszten Teszten . nincs - néhény reagens nincs bepipettdzva
Minta atlag belul kivul Teljes kolorimetrikus - konjugatumok vagy a Szubsztrat erés
Negativ 0.04 4.67 12.34 13.19] | reakcio kontaminacidja

1.47 9.62 11.40 14.92 | | szubsztrat - hibak az assay kivitelezésében (pl.
. 1.82 3.92 12.77 15.58 | | hozzaadasat reagensek véletlenszer( pipettazasa
Pozitiv 431 459 12.88 13.67 | | kovetben rossz sorrendben vagy rossz fiolabdl sth.)
13.78 2.42 8.96 9.26 | Jtul alacsony - inkubacios idé tal révid,
reakcid (tul inkubéaciés hémerséklet tul alacsony
Intra lot eredmények: EIAgen HCV Ab (v.4) kit - alacsony OD) - inkorrekt konjugatum higitas
5 o0 - 0 PR SV IRTIY:
1, 2" és 3" lot (révid inkubacids eljaras) inkorrekt konjug&tum higitas
S— -az inkubacios id6 tul hosszu, inkubacios
Precizio - %CV Tal magas hémérséklet tul magas
Minta 1. lot 2. lot 3. lot reakcio - vizminéség a mosopufferhez elégtelen
Negativ 8,65 8,29 6,13 (tul magas OD) | (alacsony szintli deionizacio)
Kalibrald 4,98 4,44 5,38 -elégtelen mosas (a konjugatumok
Pozitiv 411 3,11 1,37 nincsenek megfeleléen eltavolitva)

A téblazatokon lathaté valtozékonysdg nem a mintak
téves osztalyozasabol szarmazik.

S. PROBLEMAMEGOLDASI JAVASLATOK
Kapcsolédvan a tesztfolyamathoz és a specifikaciokhoz
is a reagensek korrekt hasznalata és a megfelel§
ipettazas altal elkerllhetéek a kdvetkezd tipusu hibak.
HIBA LEHETSEGES OKOK / JAVASLATOK

- a reagensek nem megfeleld
becseppentési térfogata (javaslat:
ellendrizze a becseppentett térfogat és az
assay altal megkovetelt térfogat
egyez@ségét: rekalibralja a pipettat)
- a nem megfelel6 hémérséklet vagy
inkorrekt inkubacids id6 (javaslat: tébb
figyelem az inkubator karbantartasa
tekintetében, lejegyzendd az inkubacié
kezdete)
- hiba a moséasban vagy a fotométeres
leolvasasban(javaslat: ellendrizze a
készilékek miikodéseit vagy beallitasait
- a Szubsztrat vagy Konjugatum
kontaminaciéja (javaslat: csak
egyszerhasznalatos és tiszta mianyag
tartokat hasznaljon)

OD nagyon
kulonbozik

(x 50%) a leirt
QC-tol

Adaltis Srl

- a pipettak kontaminacidja, hegyek és

megmagyarazha- | tarték
tatlan - inkonstant és elégtelen mosas
eredmények (konjugatumok nincsenek megfeleléen

eltavolitva)

- reagesek és/vagy csikok nincsenek
elémelegitve szobahémérsékletre
hasznalat el6tt

- a plate mosé nem mos megfeleléen
(javaslat: tisztitsa meg a mosofejet)

Tul magas belsé
CV%

- inkub&cids kondiciok nem éallanddak
(id6, hémérséklet)

- a kontrolllok és a mintdk nem
ugyanabban az idében lettek pipettazva
(azonos id6kdzokkel) (ellendrizze a
pipettazasi sorrendet)

Tul magas kulsé
CV%

- személy-fiiggd kiildnbségek
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T. AUTOMATIZACIO

Ezen hasznalati utasitdsban azonositott folyamat kézi
tesztelésre vonatkozik. Automata készilékek hasznéalata
esetén, kdvesse az utasitdsokat, amelyek a a készllék
gyartéjanak  kézikdnyvében vannak benne. A
laboratériumoknak koévetnilk kell az ¢ validaciés
folyamataikat, hogy ezen termék kompatibilithséat
mutassak automatizalt rendszereken.

U. AZ ELJARAS KORLATAI

Egyes, hamis, pozitiv eredmények megisméti6dési
mértéke, amelyeket a konfirméaciés RIBA vagy hasonlo
technikak &ltali eredmények nem tamasztottak al4,
bizonyitottan alacsonyabb mint a népesség 0,1%-4aban.

Fibrin vagy aggregatum részecske tartalma fagyasztott
mintak kiolvasztasuk utan, hamis pozitiv mintakat
generaltak.
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Leggere attentamente questo foglietto illustrativo prima di effettuare il dosaggio ed attenersi scrupolosamente alle

istruzioni che vi sono riportate.
L'affidabilita dei risultati € garantita soltanto se le istruzioni vengono seguite attentamente.

Fabbricante:
Adaltis S.r.l .
Via Durini, 27 I t
20122 Milano (lItaly)
Tel. +39-0774-5791 - Fax +39-0774-353085

www.adaltis.net
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SIMBOLI UTILIZZATI NELLE ETICHETTE

LOT [T X 3 \74
Dispositivo Attenzione,
. Medlpo . Numero di Numero di Lotto Iegg_ere_ le Limiti di Utilizzare Entro Numero di Test
Dignostico in Catalogo Istruzioni per Temperatura
Vitro I'uso
P
“ PN M [MICROPLATE]|[CONTROLJ+| | [CONTROLJ-| [CAL]
Proteggere .
Fabbricante dalla Luce Da_ta d.' Micropiastra Cont_r_ollo Contrqllo Calibratore
. Fabbricazione Positivo Negativo
Italiano Solare
CONJ [DIL[SPE] | [SUBS[TMB] | [SOLN[STOP| |[WASHBUF[20X]| [DILJAS] | [RCNS]x mL]
i Soluzione Tampone di i del . -
. Diluente Lavaggio Diluente de Ricostituire con
Coniugato Campioni Substrato TMB Bloccante Concentrato Saggio YL
(H2S0,4 0.3M)
20x
Risch_io Pericolo Attenzione
Biologico

Attenzione:
Soluzione Bloccante classificata come: Skin Corr. 1A

&

« Avvertenza:
Pericolo
« Componenti pericolosi che ne determinano I’etichettatura:
Acido solforico
e Indicazioni di pericolo:
H314 Provoca gravi ustioni cutanee e gravi lesioni oculari.
« Consigli di prudenza:
P260 Non respirare la polvere/i fumi/i gas/la nebbia/i vapori/gli aerosol.
P303+P361+P353 IN CASO DI CONTATTO CON LA PELLE (o con i capelli): togliersi di dosso immediatamente tutti gli indumenti
contaminati. Sciacquare la pelle/fare una doccia.
P305+P351+P338 IN CASO DI CONTATTO CON GLI OCCHI:Sciacquare accuratamente per parecchi minuti. Togliere le eventuali lenti a
contatto se e agevole farlo. Continuare a sciacquare.
P310 Contattare immediatamente un CENTRO ANTIVELENI o un medico.
P405 Conservare sotto chiave.
P501 Smaltire il prodotto/recipiente in conformita con la regolamentazione locale/regionale/nazionale/ internazionale.

Attenzione:
Controllo Negativo, Controllo Positivo, Calibratore, Coniugato, Diluente Campioni, Diluente del Saggio e Tampone di Lavaggio
Concentrato 20X classificati come: Skin Sens. 1

e Avvertenza:
Attenzione
« Componenti pericolosi che ne determinano I'etichettatura:
Miscela di: 5-cloro-2-metil-2H-isotiazol-3-one [EC no. 247-500-7]; 2-metil-2H-isotiazol-3-one [EC no. 220-239-6] (3:1)
« Indicazioni di pericolo:
H317 Pud provocare una reazione allergica cutanea
e Consigli di prudenza:
P261 Evitare di respirare la polvere/i fumi/i gas/la nebbia/i vapori/gli aerosol.
P280 Indossare guanti/indumenti protettivi/Proteggere gli occhi/il viso.
P321 Trattamento specifico (vedere su questa etichetta).
P333+P313 In caso di irritazione o eruzione della pelle: consultare un medico.
P302+P352 IN CASO DI CONTATTO CON LA PELLE: Lavare abbondantemente con acqua.
P501 Smaltire il prodotto/recipiente in conformita con la regolamentazione locale/regionale/nazionale/ internazionale.

Per le Schede di Sicurezza fare riferimento a www.adaltis.net.
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ITALIANO

A. FINALITA’ D’USO

Dosaggio Immunoenzimatico (ELISA) di quarta
generazione per la determinazione degli anticorpi anti
Virus dell’Epatite C in plasmi (EDTA, Eparina e Citrato) e
sieri umani. Il kit pud essere usato per la ricerca degli
anticorpi nelle unita di sangue di pazienti affetti da HCV.
Solo per uso diagnostico in vitro.

B. INTRODUZIONE
L’Organizzazione Mondiale della Sanita (OMS) definisce
l'infezione da Epatite C come segue:

“L’Epatite C € un’infezione virale del fegato che é stata
attribuita a epatiti “non A, non B” parenteralmente
trasmesse fino all'identificazione dell’agente causante
nel 1989. La scoperta e la caratterizzazione del virus
dell’'epatite C (HCV) porta alla comprensione del suo
primario ruolo nelle epatiti post-trasfusione e la sua
tendenza ad indurre infezioni persistenti”.

L’HCV é trasmesso principalmente per contatto diretto
con sangue umano. Le maggiori cause di HCV nel
mondo sono 'uso di unita di sangue non controllato per
le trasfusioni e il riutilizzo di aghi e siringhe non
adeguatamente sterilizzati.

Nessuno vaccino € al momento disponibile per prevenire
I'epatite C e il trattamento delle epatiti C croniche troppo
costoso perché | popoli dei paesi in via di sviluppo
possano permetterselo. Allora, da una prospettiva
globale, il pill grande impatto sui malati di epatite C sara
ottenuto focalizzando gli sforzi sulla riduzione dei rischi
della trasmissione di HCV da esposizioni nosocomiali
(trasfusioni di sangue, iniezioni non sicure) e
comportamenti ad alto rischio ( iniezione di droghe).

Il virus dell’ epatite C (HCV) & uno dei virus (A, B, C, D, e
E), che sono responsabili della maggioranza dei casi di
epatite virale. E' un virus RNA avvolto della famiglia
Flaviviridae che mostra di avere uno stretto spettro
d’ospite. Gli umani e gli scimpazee sono le sole specie
suscettibili all’infezione ed entrambi sviluppano le stesse
malattie. Una caratteristica importante del virus e la
relativa mutabilita del genoma, che & probabilmente
legata all'alta tendenza (80%) nell'indurre infezioni
croniche. L’HCV é riunito in diversi genotipi distinti che
possono essere importanti nella determinazione della
gravita della malattia e la risposta al trattamento.

Il periodo di incubazione dell' infezione da HCV
primadell’inizio dei sintomi clinici va da 15 a 150 giorni.
Nelle infezioni acute i sintomi pi0 comuni sono
affaticamento e itterizia; comunque la maggior parte dei
casi (tra il 60% e il 70%), anche quelli che sviluppano
l'infezione cronica, sono asintomatici. Circa I'80% dei
nuovi pazienti infettati sviluppa un’infezione cronica.
Cirrosi si sviluppano all'incirca dal 10 % al 20% che
hanno un’infezione cronica, mentre cancro al fegato si
manifesta tra I'% e il 5% delle persone che hanno
un’infezione cronica per un periodo da 20 a 30 anni. La
maggior parte di pazienti che soffrono di cancro al fegato
che non presentano infezione da epatite B mostrano
infezione da HCV. Il meccanismo per cui l'infezione da
HCV porta al cancro al fegato non € ancora ben chiaro.
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L'epatite C accresce la gravita delle malattie del fegato
guando coesiste con altre condizioni epatiche. In
particolare, le malattie del fegato progrediscono piu
rapidamente in persone con malattie epatiche provocate
da abuso di alcol e con infezione da HCV. L’ HCV &
trasmessa principalmente per contatto diretto con
sangue infetto. La trasmissione attraverso trasfusioni di
sangue non esaminato per 'HCV, il riutilizzo di aghi,
siringhe e altre  attrezzature  mediche  non
adeguatamente sterilizzate, o attraverso lo scambio di
aghi tra drogati, € molto ben documentata. La
trasmissione per via sessuale o perinatale pud anche
avvenire ma meno frequentemente. Altri modi di
trasmissione legati a pratiche comportamentali, sociali,
culturali (body piercing, circoncisioni e tatuaggi) possono
avvenire se vengono utilizzati strumenti non
adeguatamente sterilizzati. L’ HCV non & trasmesso
attraverso starnuti, abbracci, tosse, cibo o acqua,
condividendo posate o bicchieri o per contatto casuale.
Sia nei paesi sviluppati che quelli in via di sviluppo,
gruppi ad alto rischio includono gli utilizzatori di droghe
iniettabili, | riceventi di sangue non esaminato, emofilici,
dializzati e persone con numerosi partners sessuali che
praticano rapporti non protetti. Nei paesi sviluppati, si
stima che il 90% delle persone con infezione da HCV
cronica siano principalmente utilizzatori di droghe
iniettabili e quelli con una storia di trasfusioni di sangue
non esaminatoo o emoderivati. Nella maggior parte dei
paesi in via di sviluppo, dove sangue e emoderivati non
esaminati sono ancora usati, il principale mezzo di
trasmissione dell'infezione sono strumenti per le iniezioni
non sterilizzati e trasfusioni di sangue non controllato.
Inoltre le persone che praticano riti sacrificali e
circoncisioni sono a rischio se usano o riusano ferri non
sterilizzati.

L’OMS stima che circa 170 milioni di persone, il 3% della
popolazione mondiale sono infettate da HCV e sono a
rischio di sviluppare cirrosi e/o cancro al fegato. La
prevalenza dell'infezione HCV in Africa, Medio Oriente,
Sud Est asiatico e Pacifico occidentale é alta se
comparata con Nord America ed Europa.

| test diagnostici per HCV sono usati per prevenire
l'infezione attraverso lo screening dei donatori di sangue
e plasma, per stabilire la diagnosi clinica e prendere
meglio decisioni riguardo la cura di un paziente. | tests
diagnostici oggi disponibili sono basati su dosaggi
immunoenzimatici (EIA) per la rilevazione di specifici
anticorpi HCV. Il sistema EIA puo rilevare piu del 95% di
pazienti cronicamente infetti ma solo dal 50% al 70%
delle infezioni acute. Un saggio immunoblot ricombinante
(RIBA) che identifica gli anticorpi che reagiscono con
antigeni individuali HCV é spesso usato come un test
supplementare per la conferma di un risultato EIA
positivo. Test per HCV basati sull’amplificazione dell’
RNA (es. PCR, saggio a DNA legato) & anche stato
usato per la conferma del risultato serologico sia per
l'assegnazione di un’efficace terapia antivirale. Un
risultato positivo indica la presenza di infezione attiva e
la possibilita di diffusione dell’infezione e/o lo sviluppo di
malattie croniche del fegato.

Farmaci antivirali come l'interferone assunto da solo o in
combinazione con ribavirina, pud essere usata per |l
trattamento di persone con epatite C cronica, ma il costo

936071064_071067_071068/Rev. Date: 200403_IT



del trattamento €& molto alto. Il trattamento con
interferone da solo e efficace in circa il 10%-20% dei
pazienti. L’interferone combinato con ribavirina & efficace
nel 30%-50% dei pazienti. La ribavirina non sembra
essere efficace quando usata da sola.

Non c’é€ nessun vaccino efficace contro 'HCV. La ricerca
procede ma lalta mutabilita del genoma dellHCV
complica lo sviluppo di un vaccino. La mancanza di
conoscenze di qualche risposta immuno-protettiva
seguente l'infezione da HCV impedisce anche la ricerca
del vaccino. Nemmeno si sa se il sistema immunitario &
in grado di eliminare il virus.

Qualche studio comunque ha mostrato la presenza di
anticorpi neutralizzanti il virus nei pazienti affetti da HCV.
In assenza di un vaccino , devono essere prese tutte le
precauzioni per prevenire linfezione incluse (a)
screening e test di sangue e organi; (b) disattivazione del
virus in plasmi e prodotti derivati; (c) accrescimento e
mantenimento delle pratiche di controllo dell’infezione nei
protocolli d’attenzione sanitaria, come [I'appropriata
sterilizzazione di strumenti medici e dentali; (d) la
promozione di cambiamenti nei comportamenti tra la
gente comune e gli operatori sanitari per ridurre l'uso
eccessivo di iniezioni e la pratica di iniezioni sicure; (e) la
riduzione del rischio per persone che fanno uso di droga
e pratiche sessuali ad alto rischio”.

I genoma codifica per i componenti strutturali, una
proteina nucleocapsidica e glicoproteine dell’envelope, e
i costituenti funzionali coinvolti nella replicazione del
virus e nel processamento delle sue proteine. La regione
codificante nucleocapsidica sembra essere la piu
conservativa tra gli isolati ottenuti nel mondo.

C. PRINCIPIO DEL TEST

Le micropiastre sono coattate con antigeni HCV-specifici
derivanti dalle regioni “core” e “ns” codificanti per i
conservativi e i determinanti antigenici immunodominanti
(Core peptide, ricombinante NS3, NS4 e NS5 peptidi).

La fase solida & prima trattata con il campione diluito e
gli anticorpi HCV sono catturati, se presenti, dagli
antigeni. Dopo aver lavato via tutti gli altri componenti del
campione, nella seconda incubazione legati gli anticorpi
HCV, le IgG e le IgM sono rilevate dall’aggiunta di
specifici anticorpi policlonali anti IgG&M, etichettati con
perossidasi (HRP).

L’enzima catturato sulla fase solida, reagendo con la
miscela substrato TMB, genera un segnale ottico che &
proporzionale alla quantita di anticorpi anti HCV presenti
nel campione. Un valore di cut-off permette di
interpretare le densita ottiche in risultati positivi e negativi
in anticorpi HCV.

D. COMPONENTI
Il kit contiene reagenti per 96 tests (codice 071067), 192
tests (codice 071064), o 480 tests (codice 071068).
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Micropiastra 1
Controllo Negativo 1x4 mL/flacone
Controllo Positivo 1x2 mL/flacone

Calibratore 2 flaconi
Soluzione di Lavaggio conc. 20x | 1x50 mL/flacone
Coniugato 1x16 mL/flacone

1x50 mL/flacone
1x16 mL/flacone
1x15 mL/flacone
1x8 mL/flacone

Diluente dei Campioni
Substrato TMB
Soluzione Bloccante
Diluente del Saggio

Foglio copripiastra 2

Numero dei tests 96
Codice 071067
Micropiastra 2

2x4 mL/flaconi
1x4 mL/flacone

Controllo Negativo
Controllo Positivo

Calibratore 3 flaconi
Soluzione di Lavaggio conc. 20x | 2x50 mL/flaconi
Coniugato 2x16 mL/flaconi

2x50 mL/flaconi
2x16 mL/flaconi
2x15 mL/flaconi
2x8 mL/flaconi

Diluente dei Campioni
Substrato TMB
Soluzione Bloccante
Diluente del Saggio

Foglio copripiastra 4

Numero dei tests 192
Codice 071064
Micropiastra 5

1x20 mL/flacone
1x10 mL/flacone

Controllo Negativo
Controllo Positivo

Calibratore 7 flaconi
Soluzione di Lavaggio conc. 20x | 5x50 mL/flaconi
Coniugato 2x40 mL/flaconi

5x50 mL/flaconi
2x40 mL/flaconi
2x40 mL/flaconi
1x40 mL/flacone

Diluente dei Campioni
Substrato TMB
Soluzione Bloccante
Diluente del Saggio

Foglio copripiastra 10
Numero dei tests 480
Codice 071068

1. Micropiastra

12 strips di 8 microcelle coattate con Core peptide,
ricombinante NS3, NS4 e NS5 peptidi. Le piastre sono
sigillate in una busta di alluminio con essicante.

Portare la micropiastra a temperatura ambiente
(18...24°C) prima di aprire la busta. Risigillare le strips
non utilizzate nella busta con l'essicante e conservare a
2...8°C.

2. Controllo Negativo

Controllo pronto all’'uso. Contiene tampone Na-citrato 10
mM a pH 6.0 £ 0.1, 2% di caseina e 0.1% Proclin 150
come conservante. Il controllo negativo & codificato di
colore verde oliva.

3. Controllo Positivo

Controllo pronto alluso. Contiene I'1% di proteine da
siero di capra, anticorpi umani positivi al’lHCV, tampone
Na-citrato 10 mM a pH 6.0+0.1, 0.5% Tween 20, 0.09%
Na-azide e 0.1% Proclin 150 come conservanti. Il
controllo positivo € codificato di colore verde scuro.

Nota Importante: L’'assenza di agenti patogeni vitali nel
Controllo Positivo non puo essere pienamente garantita,
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e quindi, il reagente deve essere trattato come
potenzialmente infetto, in conformita con le buone
pratiche di laboratorio.

4. Calibratore

Calibratore liofilo. Deve essere disciolto con il volume di
acqua grado EIA riportato sull'etichetta. Contiene
proteine da siero bovino fetale, anticorpi allHCV umani il
cui contenuto e calibrato su NIBSC Working Standard
codice 06/188-006, 10mM di tampone Na-citrato a pH
6.0£0.1, 0.3 mg/mL di gentamicina solfato e 0.1% di
Proclin 150 come conservanti.

Nota Importante: L’assenza di agenti patogeni vitali nel
Calibratore non pu0 essere pienamente garantita, e

quindi, il reagente deve essere trattato come
potenzialmente infetto, in conformita con le buone
pratiche di laboratorio.

Note: il volume necessario per sciogliere il
contenuto della fiala puo variare da lotto a lotto. Si
prega di wusare il corretto volume riportato
sull’etichetta.

5. Soluzione di Lavaggio Concentrata 20x

Soluzione concentrata 20X. Una volta diluita, la
soluzione di lavaggio (tampone di lavaggio diluito)
contiene tampone fosfato 10 mM a pH 7.0 = 0.2, 0.05%
Tween 20 e 0.05% Proclin 150.

Una volta diluita la soluzione di lavaggio rimane stabile
per 1 settimana a 2...8°C.

6. Coniugato

Reagente pronto alluso e codificato di colore rosso.
Contiene perossidasi di rafano coniugata a anticorpi
policlonali di capra ad IgG e IgM umane, 5% BSA,
tampone Citrato 10 mM a pH 6.4 + 0.1, 0.1% Proclin e
0.05% Tween 20 come conservanti.

7. Substrato TMB

Componente pronto all’'uso. Contiene tampone citrato-
fosfato 50 mM a pH 3.5-3.8, dimetil-solfossido al 4%,
0.03% di tetrametilbenzidina (TMB) e 0.02% di perossido
d’idrogeno (H,O,). Miscelare gentilmente prima dell’uso.
Nota: Deve essere conservato protetto dalla luce in
quanto sensibile alla forte illuminazione.

8. Diluente del Saggio

Componente pronto alluso. Contiene siero di capra,
soluzione tamponata di Tris 10mM a pH 8.0+£0.1
contenente 0.1% di Proclin 150 e 0.09% Na-azide per il
pretrattamento dei campioni e dei controlli in piastra,
bloccando le interferenze.

9. Soluzione Bloccante
Componente pronto all’'uso.
Contiene una soluzione 0.3 M di
gentilmente prima dell’'uso.

H,SO,. Miscelare

10. Diluente Campione

Componente pronto all'uso e codificato di colore verde
scuro. Contiene 1% di caseina, tampone Na-citrato 10
mM a pH 60 £ 0.1 e 0.1% Proclin 150 come
conservante.

Usare per diluire il campione.

Nota: Il diluente cambia colore da verde oliva a verde
scuro-blu in presenza del campione.

Adaltis Srl 5/13

. MATERIALI RICHIESTI MA NON FORNITI
Micropipette calibrate (200 pL e 10 pL) e puntali usa
e getta.
2. Acqua di grado EIA (bidistillata o deionizzata, trattata
con carbone attivo per rimuovere gli ossidanti chimici
usati come disinfettanti).
Timer con intervallo di tempo di 60 min o piu.
fogli di carta assorbente.
Incubatore termostatico calibrato per micropiastre
ELISA in grado di fornire una temperatura di +37°C.
6. Lettore calibrato di microcelle ELISA con lettura a
450nme possibilmente con filtri a 620-630nm per la
determinazione del bianco.
7. Lavatore calibrato di micropiastre ELISA.
8. Vortex o similari strumenti per miscelare.

= m

ok w

. AVVERTENZE E PRECAUZIONI

Il kit deve essere usato solo da personale tecnico

specializzato e correttamente addestrato, sotto la

supervisione del medico responsabile del laboratorio.

Leggere attentamente questo foglietto illustrativo

prima di effettuare il dosaggio ed attenersi

scrupolosamente alle istruzioni che vi sono riportate.

2. Leggere attentamente la Scheda di Sicurezza (SDS)
prima di effettuare il dosaggio.

3. Quando il kit € usato per lo screening di unita di
sangue e componenti del sangue, deve essere usato
in un laboratorio certificato e qualificato dall’autorita
nazionale in quel campo (Ministero della Sanita o
simili) per eseguire questo tipo di analisi.

4. Tutto il personale coinvolto nell’esecuzione del

saggio deve indossare abiti protettivi da laboratorio,

guanti in lattice senza talco e occhiali. L’'uso di ogni
dispostivi appuntito (aghi) o tagliente (lame)
dovrebbe essere evitato. Tutto il personale coinvolto

dovrebbe essere addestrato sulle procedure di

sicurezza personale, come raccomandato dal Centro

per il Controllo delle Malattie di Atlanta, US. e

riportato nella pubblicazione dell’Istituto Nazionale di

=T

Sanita: “Sicurezza personale nei Laboratori
Microbiologici e Biomedici”, ed. 1984.
5. Tutto il personale coinvolto nel maneggiare i

campioni dovrebbe essere vaccinato per HBV e
HAV, per cui i vaccini sono disponibili sicuri ed
efficaci.

6. L’ambiente di laboratorio dovrebbe essere controllato
cosi da evitare contaminazioni da polvere e agenti
microbiologici nell’aria, quando si aprono le fiale e la
micropiastra del kit e quando viene eseguito il test.
Proteggere il cromogeno/substrato TMB dalla luce
forte ed evitare vibrazioni del banco di lavoro una
volta iniziato il test.

7. Dal ricevimento, conservare il kit a 2...8°C in un
frigorifero o camera fredda a temperatura controllata.

8. Non scambiare i componenti tra differenti lotti del kit.
E’ raccomandato non scambiare i componenti di due
kit dello stesso lotto.

9. Controllare che i reagenti siano limpidi e non
contengano grosse particelle o aggregati. Se cio
accade allertare il supervisore del laboratorio per
iniziare le necessarie procedure per la sostituzione
del kit.

10. Evitare contaminazioni incrociate tra campioni di
sieri/plasmi usando puntali monouso e cambiandoli
dopo ogni campione.
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11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.
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Evitare contaminazioni incrociate tra i reagenti del kit
usando puntali monouso e cambiandoli per 'uso di
ogni componente.

Non usare il kit dopo la data di scadenza impressa
sulla confezione esterna e sull'etichetta di ogni
singola fiala all'interno.

Trattare tutti i campioni come potenzialmente infetti.
Tutti i sieri umani dovrebbero essere maneggiati
secondo il Livello 2 di BioSicurezza, come
raccomandato dal Centro per il Controllo delle
Malattie, Atlanta, US. insieme con quanto riportato
nella  pubblicazione dell'lstituto di  Sanita:
“BioSicurezza nei laboratori Microbiologici e
Biomedicali”, ed. 1984.

L'uso di contenitori di plastica monouso &
raccomandato per la preparazione dei componenti
liquidi o per i componenti trasferiti nelle postazioni
automatizzate, questo per evitare contaminazioni
incrociate.

| prodotti di scarto durante l'uso del kit devono
essere scaricati secondo le direttive nazionali e le
leggi riguardanti i rifiuti di sostanze chimiche e
biologiche di laboratorio. In particolare, gli scarichi
liquidi generati dalla procedura di lavaggio, da avanzi
dei controlli e dai campioni devono essere trattati
come materiali potenzialmente infetti e inattivati
prima di essere eliminati. Si suggerisce di inattivare
per trattamento con una soluzione di ipoclorito di
sodio al 10% per 16-18 ore o disattivazione a caldo
in autoclave a 121°C per 20 minuti.

Rovesciamenti accidentali dei campioni durante le
operazioni devono essere assorbiti con fogli di carta
imbevuti di ipoclorito di sodio e poi sciacquati con
acqua. | fogli di carta vanno poi gettati nellapposito
contenitore dei rifiuti per materiali biologici.

La Soluzione bloccante contiene acido solforico allo
0.3 M. Evitare il contatto con pelle e occhi. In caso di
contatto sciacquare subito e abbondantemente con
acqua.

Le soluzioni reagenti che contengono sodio azide o
thimerosal quali conservanti, devono essere trattate
seguendo le disposizioni e le leggi al riguardo che
vigenti nello Stato in cui si opera. L’eliminazione di
soluzioni contenenti sodio azide prevede l'uso di
acqua corrente in grande quantita. Porre attenzione
al fatto che la sodio azide pud formare composti
esplosivi a contatto prolungato con piombo e rame.
Non fumare, non mangiare o applicare cosmetici
nelle aree dove campioni e reagenti vengono
maneggiati.

Altri materiali di scarto generati dalluso del kit (ad
esempio: i puntali usati per controlli e campioni,
micropiastre usate) dovrebbero essere maneggiate
come potenzialmente infetti e riposti in accordo alle
direttive nazionali e alle leggi concernenti lo
smaltimento dei rifiuti di laboratorio.

Non pipettare con la bocca.

CAMPIONI: PREPARAZIONE E
RACCOMANDAZIONI

Il sangue € estratto asetticamente per prelievo in
vena e | plasmi o sieri sono preparati usando le
tecniche standard di preparazione dei campioni per
analisi cliniche di laboratorio. Nessuna influenza é
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stata osservata nella preparazione del campione con
citrato, EDTA o eparina.

2. Evitare ogni aggiunta di conservanti ai campioni;
specialmente sodio azide che pud influenzare
I'attivita enzimatica del coniugato, generando risultati
di falsi negativi.

3. | campioni devono essere chiaramente identificati
con codici o nomi per evitare confusione
nellinterpretazione dei risultati. Quando il kit &€ usato
per lo screening di unita di sangue & fortemente
raccomandato di etichettare con codici a barre e
leggere elettronicamente.

4, Campioni emolizzati (rossi) e visibilmente
iperlipemici (lattiginosi) devono essere scartati
perché potrebbero generare risultati falsi. | campioni
contenenti residui di fibrina o grosse particelle o
filamenti e corpi microbiologici dovrebbero essere
scartati perché potrebbero dare origine a risultati
falsi.

5. Sieri e plasmi possono essere conservati a +2...8°C
fino a cinque giorni dopo il prelievo. Per
conservazioni pit lunghe, i campioni possono essere
congelati a —-20°C per diversi mesi. Qualsiasi
campione congelato non pud essere congelato e
scongelato piu di una volta perché questo genera
particelle che possono influenzare il risultato del test.

6. Se sono presenti delle particelle centrifugare a 2.000
rpm per 20 minuti o filtrare con filtri a 0.2-0.8um per
pulire il campione da testare.

H. PREPARAZIONE DEI COMPONENTI E
AVVERTENZE

Studi condotti su un kit aperto non hanno mostrato

alcuna rilevante perdita di attivita fino a 1 riutilizzo dello

stesso materiale in 6 mesi.

1. Micropiastre:

Permettere che la micropiastra raggiunga la temperatura
ambiente (almeno 1h) prima di aprire la busta.
Controllare che l'essiccante non sia diventato verde
scuro, indicando un difetto di conservazione. In questo
caso chiamare il servizio clienti Adaltis.

Le strips non utilizzate devono essere riposte
nell’apposita busta, in presenza del I'essiccante fornito,
sigillate fermamente e conservate a 2...8°C. Dopo la
prima apertura le strips residue sono stabili fino a
quando lindicatore di umidita presente all'interno della
busta dell’essiccante vira da giallo a verde.

2. Controllo Negativo:
Pronto all’'uso. Miscelare su vortex prima dell’uso.

3. Controllo Positivo:

Pronto alluso. Miscelare su vortex prima dell'uso.
Trattare questo componente come potenzialmente
infetto.

4. Calibratore:

Sciogliere attentamente il contenuto liofilo della fiala con
il volume di acqua di grado EIA riportato sulla sua
etichetta. Miscelare su vortex prima dell’'uso.

Trattare questo componente come potenzialmente
infetto.

Nota: Una volta sciolto il calibratore non €& stabile.
Conservare in aliquote a —20°C.
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5. Soluzione di Lavaggio concentrata 20x:

(flacone da 50 mL):
L’intero contenuto della soluzione concentrata 20x deve
essere diluita con acqua bidistillata fino a 1000 mL (il
volume ¢é riportato sull’etichetta) e miscelata gentilmente
prima delluso. Dal momento che la soluzione pud
presentare formazioni cristalline, porre attenzione a
dissolvere tutto il contenuto. Nella preparazione evitare
di generare schiuma perché la presenza di bolle puo
diminuire I'efficacia del lavaggio.
Nota: Una volta diluita, la soluzione di lavaggio &
stabile per 1 settimana a +2..8°C.

6. Coniugato:

Pronto alluso. Miscelare su vortex prima dell’'uso.
Prestare attenzione per non contaminare il liquido con
ossidanti chimici, polveri o microbi presenti nell’aria. Se
questo componente deve essere trasferito usare solo
contenitori di plastica possibilmente sterili.

7. Substrato TMB:

Pronto alluso. Miscelare su vortex prima dell'uso.
Prestare attenzione per non contaminare il liquido con
ossidanti chimici, polveri o microbi presenti nell’aria. Non
esporre a forte illuminazione, agenti ossidanti e superfici
metalliche. Se questo componente deve essere trasferito
usare solo contenitori di plastica possibilmente sterili.

8. Diluente del Saggio:
Pronto all’'uso. Miscelare su vortex prima dell’'uso.

9. Soluzione Bloccante:
Pronto all’'uso. Miscelare su vortex prima dell’'uso.

10. Diluente del Campione:
Pronto all'uso. Miscelare su vortex prima dell’'uso.

I. STRUMENTAZIONE USATA IN COMBINAZIONE
CON IL KIT

1. Le micropipette devono essere calibrate per rilasciare
il corretto volume richiesto dal saggio e devono
essere sottoposte a regolare decontaminazione
(alcool denaturato, candeggina al 10%, soluzione
disinfettante ospedaliera) di quelle parte che
potrebbero accidentalmente entrare in contatto con il
campione. Esse dovrebbero essere tenute controllate
per mostrare una precisione dell1% e una
correttezza di £2%. La decontaminazione di schizzi o
residui di componenti del kit dovrebbe essere
eseguita regolarmente.

2. Lincubatore ELISA dovrebbe essere tarato a 37°C
(tolleranza di + 0.5°C) e regolarmente controllato per
assicurare il mantenimento della temperatura
corretta. Entrambi incubatori a secco e bagni ad
acqua sono utilizzabili per le incubazioni se gli
strumenti sono convalidati per l'incubazione di tests
ELISA.

3. Il lavatore ELISA & estremamente importante per la
totale riuscita del saggio. Il lavatore deve essere
convalidato con attenzione e correttamente
ottimizzato. Di solito sono sufficienti 4-5 cicli di
lavaggio (aspirazione + dispensazione di 350 pl di
soluzione di lavaggio = 1 ciclo) per assicurare che il
saggio dia il risultato aspettato. E’ suggerito un
intervallo di soaking di 20-30 secondi tra i cicli.
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Per stabilire correttamente il loro numero, si
raccomanda di eseguire un test di prova con i controlli
del kit e campioni di riferimento ben caratterizzati
come positivi 0 negativii e controllare la
corrispondenza ai valori riportati sotto nella sezione O
“Controllo di qualita interno”. La regolare calibrazione
del volume erogato e la manutenzione del lavatore
(decontaminazione e pulizia degli aghi) deve essere
compiuta secondo le indicazioni del produttore.

4. | tempi di incubazione hanno una tolleranza di +5%.

v' Metodo di Incubazione Breve (per la 1%/2°
incubazione la tolleranza & compresa tra 43
min. e 47 min.; per la 3% incubazione la
tolleranza € compresa tra 14 e 16 min.).

v" Metodo di Incubazione Standard (per la 1%
incubazione la tolleranza & compresa tra 57
min. e 63 min.; per la 2% e 3% incubazione la
tolleranza € compresa tra 29 e 31 min.).

5. Il lettore di micropiastre ELISA deve essere dotato di
un filtro di lettura di 450nm e idealmente di un
secondo filtro (620-630nm) per le operazioni del
bianco. Le sue prestazioni standard dovrebbero
essere (a) ampiezza di banda < 10nm; (b) intervallo di
assorbimento da 0 a = 2.0; (c) linearita = 2.0; (d)
ripetibilita = 1%. Il bianco & determinato secondo le
istruzioni contenute nella sezione “Procedura del
Saggio”. Il sistema ofttico del lettore deve essere
calibrato regolarmente per assicurare la corretta
misurazione della densita ottica. La manutenzione
dovrebbe essere fatta regolarmente secondo le
istruzioni del produttore.

6. Quando si usa una stazione di lavoro automatizzata
per kit ELISA, tutti i passi critici (dispensazione,
incubazione, lavaggio, lettura, manipolazione dei dati)
devono essere attentamente controllati, calibrati, e
regolarmente  sistemati per  conservare la
corrispondenza con i valori riportati nelle sezioni O
“Controllo di qualita interno”. Il protocollo del saggio
deve essere installato nel sistema operativo dell’'unita
e convalidato come per il lavatore e il lettore. In piu, la
parte della stazione che manipola | componenti liquidi
(dispensazione e lavaggio) deve essere convalidata e
correttamente impostata. Particolare attenzione va
mostrata nell’evitare il trascinamento da parte degli
aghi usati per la dispensazione e il lavaggio. Questo
deve essere studiato e controllato per minimizzare la
possibilita di contaminazione dalle celle adiacenti.
L'uso di stazioni di lavoro automatizzate ELISA &
raccomandata per lo screening di sangue quando il
numero dei campioni da testare € maggiore di 20-30
per corsa della macchina.

L. CONTROLLI E OPERAZIONI PRE SAGGIO

1. Controllare la data di scadenza del kit, stampata
sull’etichetta esterna della scatola. Non usare il kit se
& scaduto.

2. Controllare che i componenti liquidi non siano
contaminati da particelle o aggregati visibili a occhio
nudo. Controllare che il Substrato TMB sia incolore o
blu pallido aspirando un piccolo volume dello stesso
con una pipetta di plastica sterile trasparente.
Controllare che nessuna rottura della confezione sia
avvenuta nel trasporto e nessuna fuoriuscita di liquido
sia presente all'interno della scatola. Controllare che
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9.

la busta di alluminio, contenente la micropiastra, non
sia bucata o danneggiata.

Diluire tutto il contenuto della Soluzione di Lavaggio
concentrata 20x come descritto sopra.

Sciogliere il calibratore come descritto sopra.
Permettere a tutti i componenti del kit di raggiungere
la temperatura ambiente (circa 1h) e poi miscelare
come descritto.

Impostare I'incubatore ELISA a +37°C e preparare il
lavatore ELISA awvvinandolo con la soluzione di
lavaggio diluita, secondo le istruzioni del produttore.
Impostare il corretto numero di cicli di lavaggio come
riportato nella sezione 1.3.

Controllare che il lettore ELISA sia acceso da almeno
20 minuti prima della lettura.

Se si utilizza una stazione di lavoro automatizzata,
accenderla, controllare le impostazioni e assicurarsi
di usare il protocollo corretto .

Controllare che le micropipette siano impostate al
volume richiesto.

10.Controllare che tutti gli strumenti siano disponibili e

pronti all’'uso.

11.In caso di problemi non procedere oltre con il test e

informare il supervisore.

M. PROCEDURA DEL SAGGIO

Il saggio deve essere eseguito in accordo a quanto
riportato di seguito, prestando attenzione a mantenere la
stessa incubazione per tutti i campioni da testare.

Il saggio pud essere eseguito tramite due procedure di
incubazione. Scegliere quella piu idonea alla vostra
regolamentazione:

=

1. Incubazione Standard (1% incubazione 60 minuti,
2% e 3% incubazione 30 minuti)

2. Incubazione Breve (1* e 2% incubazione 45
minuti, 3% incubazione 15 minuti)

. Incubazione Standard - Saggio Manuale:

Inserire il corretto numero di micropozzetti
nell’apposito sostegno. Lasciare la prima cella vuota
per le operazioni del bianco.

Dispensare 200 pL di Controllo Negativo in triplo,
200 L di Calibratore in doppio e 200 pL di Controllo
Positivo in singolo nelle celle appropriate. Non diluire
Controlli e Calibratore in quanto gia prediluiti e pronti
all'uso!

Aggiungere 200 pL di Diluente Campioni a tutte le
celle dei campioni; poi dispensare 10 pL di campione
in ogni cella propriamente identificata. Agitare
gentilmente la piastra, evitando straripamenti e
contaminazioni delle celle adiacenti, per disciogliere
completamente il campione nel suo diluente.

Nota importante: Controlla che il colore del Diluente del
Campione, dopo l'aggiunta del campione, viri da verde
chiaro a verde-blu scuro, indicando che il campione &
stato aggiunto.

4.
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Dispensare 50 pL di Diluente del Saggio in tutte le
celle dei controlli/calibratore e dei campioni.
Controllare che il colore dei campioni viri a blu scuro.
Incubare la micopiastra per 60 min a +37°C.

Nota Importante: Le strips devono essere coperte
con l'apposito foglio adesivo fornito, solo quando il
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test € eseguito manualmente. Non coprire la strips
guando si usa uno strumento ELISA automatizzato.
Lavare la micropiastra con un lavatore automatico
rilasciando e aspirando 350 uL/cella di soluzione di
lavaggio diluita come riportato nella sezione 1.3.
Pipettare 100 uL di Coniugato Enzimatico in tutte le
celle tranne quella del bianco, e coprire con il foglio
adesivo. Controllare che questo componente di
colore rosso sia stato dispensato in tutta le celle,
eccetto Al.

Nota Importante: Attenzione a non urtare la superficie
della plastica interna della cella con il puntale pieno di
Coniugato. Possono avvenire contaminazioni.

8.
9.

10.

Incubare la micropiastra per 30 min a +37°C.

Lavare le celle come riportato nella sezione 1.3.
Pipettare 100 pL di miscela Substrato TMB in ogni
cella e anche in quella del bianco. Incubare la micro
piastra a temperatura ambiente (18-24°C) per 30
minuti.

Nota Importante: Non esporre a forte illuminazione
diretta. Pud determinare fondi alti.

11.

12.

Pipettare 100 pL di Soluzione Bloccante in ciascun
pozzetto usando la stessa sequenza di pipettamento
descritta nel punto 10 per fermare la reazione
enzimatica. L’aggiunta di Soluzione Bloccante fara
virare il controllo positivo e i campioni positivi da blu
a giallo.

Misurare l'intensita di colore della soluzione in ogni
cella, come descritto nella sezione 1.5, con un filtro
di lettura a 450 nm e possibilmente con un filtro a
620-630nm per le operazioni del bianco in posizione
Al della micropiastra.

Note importanti:

1.

N

Se il secondo filtro non é disponibile assicurarsi che
non siano presenti impronte digitali sul fondo della
micropiastra prima della lettura a 450nm. Tali
impronte potrebbero generare falsi positivi.

La lettura deve essere eseguita subito dopo
l'aggiunta della Soluzione Bloccante e comunque
mai piu di 20 minuti dopo tale aggiunta. Pud avvenire
una leggera auto-ossidazione del substrato e portare
ad un risultato di fondo alto.

L’agitazione a 350 + 150 rpm durante l'incubazione
ha dimostrato che la sensibilita del dosaggio
aumenta circa del 20%.

. Incubazione Breve - Saggio Manuale:

Inserire il corretto numero di micropozzetti
nell’apposito sostegno. Lasciare la prima cella vuota
per le operazioni del bianco.

Dispensare 200 pL di Controllo Negativo in triplo,
200 pL di Calibratore in doppio e 200 uL di Controllo
Positivo in singolo nelle celle appropriate. Non diluire
Controlli e Calibratore in quanto gia prediluiti e pronti
all'uso!

Aggiungere 200 pL di Diluente Campioni a tutte le
celle dei campioni; poi dispensare 10 pL di campione
in ogni cella propriamente identificata. Agitare
gentilmente la piastra, evitando straripamenti e
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contaminazioni delle celle adiacenti, per disciogliere
completamente il campione nel suo diluente.

Nota importante: Controlla che il colore del Diluente del
Campione, dopo l'aggiunta del campione, viri da verde
chiaro a verde-blu scuro, indicando che il campione &
stato aggiunto.

4. Dispensare 50 pL di Diluente del Saggio in tutte le
celle dei controlli/calibratore e dei campioni.
Controlla che il colore dei campioni viri a blu scuro.

5. Incubare la micropiastra per 45 min a +37°C.

Nota Importante: Le strips devono essere coperte
con l'apposito foglio adesivo fornito, solo quando il
test € eseguito manualmente. Non coprire la strips
quando si usa uno strumento ELISA automatizzato.

6. Lavare la micropiastra con un lavatore automatico
rilasciando e aspirando 350 pL/cella di soluzione di
lavaggio diluita come riportato nella sezione 1.3.

7. Pipettare 100 pL di Coniugato Enzimatico in tutte le
celle tranne quella del bianco, e coprire con il foglio
adesivo. Controllare che questo componente di
colore rosso sia stato dispensato in tutta le celle,
eccetto Al.

Nota importante: Attenzione a non urtare la superficie
della plastica interna della cella con il puntale pieno di
coniugato. Possono avvenire contaminazioni.

8. Incubare la micropiastra per 45 min a +37°C.

9. Lavare le celle come riportato nella sezione 1.3.

10. Pipettare 100 pL di miscela Substrato TMB in ogni
cella e anche in quella del bianco. Incubare la micro
piastra a temperature ambiente (18-24°C) per 15
minuti.

Important note: Do not expose to strong direct
illumination. High background might be generated.

11. Pipettare 100 pL di Soluzione Bloccante in ciascun
pozzetto usando la stessa sequenza di pipettamento
descritta nel punto 10 per fermare la reazione
enzimatica. L'aggiunta di Soluzione Bloccante fara
virare il controllo positivi e i campioni positivi da blu a
giallo.

12. Misurare l'intensita di colore della soluzione in ogni
cella, come descritto nella sezione 1.5, con un filtro
di lettura a 450 nm e possibilmente con un filtro a
620-630nm per le operazioni del bianco in posizione
Al della micropiastra.

Note importanti:

1. Se il secondo filtro non & disponibile assicurarsi che
non siano presenti impronte digitali sul fondo della
micropiastra prima della lettura a 450nm. Tali
impronte potrebbero generare falsi positivi.

2. La lettura deve essere eseguita subito dopo
I'aggiunta della Soluzione Bloccante e comunque
mai pit di 20 minuti dopo tale aggiunta. Pud avvenire
leggera auto-ossidazione del substrato e portare ad
un risultato di fondo alto.

3. L’agitazione a 350 + 150 rpm durante l'incubazione
ha dimostrato che la sensibilita del dosaggio
aumenta circa del 20%.
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N. SCHEMA DEL SAGGIO

Operazioni Operazioni
Metodo (Incubazione (Incubazione
Standard) Breve)
Controlli &
Calibratore 200 pL 200 L
Diluente Campioni e | 200 pL diluente+ 200 pL diluente+
Campione 10 pL campione 10 pL campione
Diluente del Saggio |50 pL 50 pL
laincubazione 60 min (£ 3) 45 min (£ 2)
Temperatura +37°C +37°C
Lavaggio 4-5 cicli 4-5 cicli
Coniugato
Enzim%tico 100 pL 100 pL
2aincubazione 30 min (£ 1) 45 min (£ 2)
Temperatura +37°C +37°C
Lavaggio 4-5 cicli 4-5 cicli
Substrato TMB 100 pL 100 pL
3aincubazione 30 min (£ 1) 15 min (x 1)
Temperatura Temperatura
Temperatura ambiente ambiente
(18...24°C) (18...24°C)
Soluzione Bloccante | 100 pL 100 pL
Lettura OD 450/620nm 450/620nm

Un esempio di schema di dispensazione é riportato sotto
(valido per entrambe le procedure di incubazione):

Micropiastra

1 2 3 4|56 |7 |8 101112
A |BLK|S2
B |[NC |S3
C INC |S4
D |[NC |S5
E |CAL |S6
F | CAL |S7
G |PC |S8
H |S1 |S9

Legenda: BLK = Bianco NC = Controllo Negativo
CAL = Calibratore PC = Controllo Positivo S = Campione

O. CONTROLLO DI QUALITA’ INTERNO

Un controllo di validazione & eseguito sui controlli e il
calibratore ogni volta che il kit viene usato per verificare
che le prestazioni del saggio siano conformi sia ai valori
di OD450/620nm sia ai valori attesi e riportati nella
seguente tabella:

Controllo Requisiti

Bianco < 0.100 OD 450/620nm valore
Controllo < 0.050 valore medio OD450/620nm
Negativo (NC) dopo sottrazione del bianco
Calibratore S/Co >1.1

Controllo >1.000 OD450/620nm valore
Positivo

Se i risultati del test corrispondono ai requisiti stabiliti
sopra, procedere alla prossima sezione.

Se non corrispondono, non procedere ulteriormente e
eseguire i seguenti controlli:
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Problemi Controllo
Bianco 1. che la soluzione Substrato non si sia
> (0.100 OD450nm contaminata durante il saggio
Controllo 1. che la procedura di lavaggio e le
Negativo (NC) impostazioni del lavatore siano
> 0.050 OD450nm validate secondo gli studi di pre
dopo sottrazione qualificazione;
del bianco 2. che sia stata usata la corretta
soluzione di lavaggio e che il lavatore
sia stato avvinato prima dell’'uso;
3. che nessun errore sia stato

commesso nella procedura del saggio
(dispensazione del controllo positivo
invece del negativo);

4. che non sia avvenuta nessuna
contaminazione del controllo negativo
o delle sue celle a causa di schizzi dei

campioni positivi o del coniugato
enzimatico;
5. che le micropipette non siano

contaminate con campioni positivi o
coniugato enzimatico;

6. che gli aghi del lavatore non siano
bloccati 0 parzialmente ostruiti.

Calibratore 1. che le procedure siano state

S/Co<1.1 correttamente eseguite;

2. che nessun errore sia avvenuto
durante la sua distribuzione (es.
dispensazione del controllo negativo
al posto del calibratore);

3. che la procedura di lavaggio e le
impostazioni del lavatore siano
validate secondo gli studi di pre-
qualificazione;

4, che non sia avvenuta nessuna
contaminazione esterna del
calibratore.

Controllo 1. che le procedure siano state eseguite
Positivo correttamente;
<1.000 OD450nm |2. che nessun errore sia stato

commesso nella distribuzione del
controllo (dispensazione del controllo
negativo al posto del positivo). In
questo caso il controllo negativo
mostrera un OD450nm > 0.150

3. che la procedura di lavaggio e le
impostazioni del lavatore siano
validate secondo gli studi di pre-
qualificazione;

4. che non sia avvenuta nessuna
contaminazione esterna del controllo
positivo

Se si e verificato qualcuno dei problemi riportati sopra,
informare il supervisore per ulteriori azioni.

P. RISULTATI
| risultati del test sono calcolati sulla media di un valore
di cut-off determinato con la seguente formula:

Cut-Off (Co) = NC medio + 0.350

Il valore trovato per il test & usato per l'interpretazione
dei risultati come descritto nel paragrafo successivo.

Q. INTERPRETAZIONE DEI RISULTATI

| risultati del test sono interpretati come il rapporto tra
'OD450nm del campione e il valore del Cut-Off (o S/Co)
in accordo con la seguente tabella:
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S/Co Interpretazione
<0.9 Negativo

0.9 - 1.1 | Equivoco

>1.1 Positivo

Un risultato negativo indica che il paziente non & stato
infettato da HCV o che l'unita di sangue pud essere
trasfusa.

Quei pazienti che mostrano un risultato equivoco
dovrebbero essere testati nuovamente su un campione
prelevato 1-2 settimane dopo. L'unita di sangue non
dovrebbe essere trasfusa.

Un risultato positivo indica la presenza dell'infezione da
HCV, quindi il paziente dovrebbe essere trattato di
conseguenza e l'unita di sangue dovrebbe essere
scartata.

Note importanti:

1. L’interpretazione dei risultati dovrebbe essere fatta
sotto la supervisione del responsabile del laboratorio
per ridurre il rischio di errori di giudizio.

2. Ogni risultato positivo dovrebbe essere confermato
da un metodo alternativo in grado di rilevare gli
anticorpi IgG e IgM (test di conferma) prima di
formulare una diagnosi di epatite virale.

3. Come dimostrato nella valutazione delle prestazioni
del prodotto, l'analisi & in grado di rilevare la
sieroconversione per anticorpi anti-HCV core prima
di alcuni altri kit commerciali. Quindi un risultato
positivo, non confermato, con questi kit commerciali,
non deve essere escluso, come un risultato falso
positivo! Il campione deve essere comunque
sottoposto ad un test di conferma.

4. Dal momento che il saggio €& in grado di determinare
anche anticorpi di classe IgM, potrebbero essere
rilevate discrepanze con altri prodotti commerciali
per la determinazione di anticorpi anti HCV mancanti
di coniugato anti IgM. La reale positivita del
campione per gli anticorpi HCV dovrebbe essere poi
confermata esaminando anche la reattivita IgM,
importante per la diagnosi dellinfezione HCV.

5. Quando i risultati sono trasmessi dal laboratorio ad
un centro informatico, prestare attenzione per non
trasferire dati errati.

6. La diagnosi di epatite virale deve essere fatta e
riferita al paziente solo da personale medico
qualificato.

Un esempio di calcolo é riportato di seguito:

| seguenti dati non devono essere usati al posto dei dati
reali ottenuti dall’'utilizzatore.

Controllo Negativo: 0.019 — 0.020 — 0.021 OD450nm
Valore Medio: 0.020 OD450nm Minore di 0.050 —
Accettato

Controllo Positivo: 2.189 OD450nm
Piu alto di 1.000 — Accettato

Cut-Off = 0.020+0.350 = 0.370
Calibratorer: 0.550 - 0.530 OD450nm
Valore Medio: 0.540 OD450nm S/Co=1.4
S/Co piu alto di 1.1 — Accettato

Campione 1: 0.070 OD450nm
Campione 2: 1.690 OD450nm
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Campione 1 S/Co < 0.9 = negativo
Campione 2 S/Co > 1.1 = positivo

R. PRESTAZIONI
La Valutazione delle Prestazioni & stata condotta in
accordo a quanto riportato in Common Technical
Specifications o CTS (art. 5, Capitolo 3 di IVD Direttiva
98/79/EC) e ad entrambe le procedure di incubazione
(standard e breve).

1. LIMITE DI RILEVAZIONE

Il limite di rilevazione del saggio € stato calcolato usando
la procedura di incubazione breve per mezzo del British
Working Standard per anti-HCV, NIBSC codice 06/188-
006. La seguente tabella riporta i valori medi di
OD450nm di questo standard diluito in plasma negativo
€ poi esaminato.

Diluizione | Lot#1 | Lot#2 | Lot#3
Fattore S/Co S/Co S/Co
1X 3,50 4,00 4,30
2 X 2,10 2,60 2,60
4 X 1,3 1,40 1,30
Plasma |55 | 020 | 0,20
Negativo

Inoltre il campione codificato Accurun 1 - series 3000 —
fornito da Boston Biomedica Inc., USA, e stato valutato
“in toto” mostrando i seguenti risultati:

Accurun 1 | Lot#1 | Lot#2 | Lot#3
series
Fattore S/Co S/Co S/Co
1X 2,90 3,04 3,40

2. SPECIFICITA’ E SENSIBILITA’ DIAGNOSTICHE

La Valutazione delle Prestazioni del dispositivo € stata
condotta in un trial esterno condotto su piu di 5000
campioni.

2.1 Specificita Diagnostica

E’ definita come la probabilita del saggio di segnare
negativo in assenza di un analita specifico. Sono stati
esaminati un totale di pit di 5000 donatori a caso, inclusi
donatori per la prima volta.

La specificita diagnostica era accertata contro un kit
approvato US FDA.

5043 donatori sono stati testati fornendo una specificita
del 99.5%.

210 pazienti ospedalizzati sono stati testati per HCV; e
stata trovata una specificita diagnostica del 99.5%.
Inoltre, la specificitd diagnostica era accertata testando
162 campioni potenzialmente interferenti (altre malattie
infettive, anticorpi positivi E.coli, pazienti affetti da
malattie epatiche non virali, pazienti in dialisi, donne
incinta, emolizzati, lipemici, etc.). E’ stato accertato un
valore di specificita del 100%.

Non é stata osservata nessuna falsa reattivita dovuta al
metodo di preparazione dei campioni. Sia plasmi, derivati
con differenti tecniche standard di preparazione (citrato,
EDTA e eparina), e sieri sono stati usati per determinare
i valori di specificita. Sono stati testati campioni
congelati, per verificare interferenze dovute alla raccolta
e conservazione. Nessuna interferenza €& stata
osservata.
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2.2 Sensibilita Diagnostica

E’ definita come la probabilita del saggio di segnare
positivo in assenza di un analita specifico. La sensibilita
diagnostica €& stata accertata esternamente su un
numero totale di 348 campioni; una sensibilita
diagnostica del 100% € stata trovata. Internamente sono
stati testati piu di 50 campioni positivi, fornendo ancora
un valore di sensibilita diagnostica del 100%.

Sono stati testati campioni positivi da infezioni provocate
da genotipi differenti di HCV.

Inoltre & stata studiata la maggior parte dei pannelli di
sieroconversione forniti da Boston Biomedica Inc., USA,
(PHV) e Zeptometrix, USA, (HCV).

| risultati per alcuni di loro sono riportati di seguito.

Pannello | N°campioni |Adaltis *|Ortho*?
PHV 901 11 9 9
PHV 904 7 2 4
PHV 905 9 3 4
PHV 906 7 7 7
PHV 907 7 3 2
PHV 908 13 10 8
PHV 909 3 2 2
PHV 910 5 3 3
PHV 911 5 3 3
PHV 912 3 1 1
PHV 913 4 2 2
PHV 914 9 5 5
PHV 915 4 3 0
PHV 916 8 4 3
PHV 917 10 6 6
PHV 918 8 2 0
PHV 919 7 3 3
PHV 920 10 6 6
HCV 10039 5 2 0
HCV 6212 9 6 7
HCV 10165 9 5 4
Nota:
1. Campioni Positivi
2. HCV v.3.0

Infine il prodotto & stato testato sul pannello EFS Ac
HCV, lot n° 06.140817, fornito dall’Etablissement
Francais Du Sang (EFS), Francia, con i seguenti risultati:

Pannello EFS Ac HCV

Campione Lot#1|Lot#2|Lot#3 Risultati.
S/Co | S/Co | S/Co |aspettati

HCV 1 ]0,53]0,52] 0,55 |Negativo
HCv 2 |3,28]5,91| 3,04 |Positivo
HCv3 |217] 3,18 | 2,56 |Positivo
HCVv4 |2,26] 2,23 ] 2,35 |Positivo
HCV5 |6,10] 7,06 | 6,90 | Positivo
HCvV6 |1,66]| 1,77 1,67 |Positivo

3. PRECISIONE

E’ stata calcolata su cinque campioni, uno negativo e
quattro positivi, esaminati in 4 ripetizioni in sei run
separate.

| risultati sono riportati di seguito:
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Risultati intra-lotto: EIAgen HCV Ab (v.4) Kit -
1° Lotto (procedura incubazione breve)

Precisione - %CV
Campione S/CQ Inter Intra} Totale
Media Saggio Saggio
Negativo 0.03 6.66 10.56 12.48
1.20 8.52 8.49 12.03
Positivi 1.51 7.69 12.22 14.44
3.57 7.43 11.82 13.97
11.87 3.42 9.32 9.92

Risultati intra-lotto: EIAgen HCV Ab (v.4) Kit -
1° Lotto (procedura incubazione lunga)

Risultati poco
riproducibili

-volume di dispensazione dei reagenti e dei
campioni non costante (suggerimento:
controllare la precisione delle pipette e la
corrispondenza tra il volume dispensato e
quello richiesto dal saggio; tararle
nuovamente)

-errore nell’'esecuzione dei lavaggi o della
lettura (suggerimento: controllare il
funzionamento o le impostazioni dei
rispettivi strumenti)

-contaminazione del Substrato
(suggerimento: usare solo contenitori di
plastica monouso puliti)

-inquinamento o degradazione dei reagenti
(suggerimento: utilizzare puntali
appropriati, contenitori di plastica monouso
puliti e acqua distillata o0 equivalente)

Nessuna
reazione
colorimetrica
dopo I'aggiunta
del Substrato

-alcuni reagenti non sono stati dispensati

-forte contaminazione del Coniugato o del
Substrato

-errata esecuzione della procedura del
saggio (es. dispensazione accidentale dei
reagenti in una sequenza sbagliata o dal
contenitore sbagliato, ecc.)

Precisione - %CV
Campione S/C.O Inter Intra- Totale
Media Saggio Saggio
Negativo 0.04 4.67 12.34 13.19
1.47 9.62 11.40 14.92
Positivi 1.82 8.92 12.77 15.58
4.31 4.59 12.88 13.67
13.78 2.42 8.96 9.26
Risultati inter-lotto: EIAgen HCV Ab (v.4) Kit -
1°, 2° e 3° Lotto (procedura incubazione breve)
Precisione - %CV
Campione Lotto 1 Lotto 2 Lotto 3
Negativo 8,65 8,29 6,13
Calibratore 4,98 4,44 5,38
Positivo 4,11 3,11 1,37

La variabilitd mostrata nelle tabelle non é risultata nella

misclassificazione dei campioni.

S. SUGGERIMENTI PER LA RISOLUZIONE DEI
PROBLEMI

L’aderenza alla procedura e alle specifiche, cosi come il

corretto uso dei reagenti e I'opportuna dispensazione,

possono evitare i seguenti tipi di errore:

ERRORE POSSIBILI CAUSE / SUGGERIMENTI

-errato volume di dispensazione dei
reagenti (suggerimento: controllare la
corrispondenza fra il volume impostato
nelle pipette e quello richiesto dal saggio,
tararle nuovamente)

-errata temperatura o errato tempo di
incubazione (suggerimento: manutenzione

OD molto

Reazione . .
-tempo di incubazione troppo breve,
troppo blanda . A
(OD troppo temperatura di |ncuba2|<_)ne troppo bassa
b -errata diluizione del coniugato
asse)
-errata diluizione del coniugato
-tempo di incubazione troppo lungo,
Reazione temperature di incubazione troppo alta
troppo intensa | -qualita scadente dell’acqua usata per la
(OD troppo soluzione di lavaggio (basso grado di
alte) deionizzazione)
-lavaggio non sufficiente (coniugati non
propriamente rimossi)
-contaminazione delle pipette, dei puntali o
Inspiegabili dei contenitori
risultati -lavaggio incostante e insufficiente
(coniugati non propriamente rimossi)
- reagenti e/o non portate a temperature
CV% ambiente prima dell’'uso
intrasaggio - il lavatore per micropiastre non lava
elevato correttamente (suggerimento: pulire la
testa del lavatore)
-condizioni di incubazione non costanti
CV% (tempo . tempera_ltur_a) _ _
. . -controlli e campioni non dispensati allo
intersaggio e li
elevato stesso tempo (con stessi intervalli)

(controllare la sequenza di dispensazione)
-variabilita intrinseca degli operatori

T. AUTOMAZIONE

diverse

(= 50%) da
quelle riportate
nel QC

piu scrupolosa dell’incubatore, annotare
I'inizio dell'incubazione)

-errore nell’esecuzione dei lavaggi e della
lettura fotometrica (suggerimento:
controllare il funzionamento o le
impostazioni dei rispettivi strumenti)

-contaminazione del Substrato o del
Coniugato (suggerimento: usare solo
contenitori di plastica monouso puliti)

Adaltis Srl
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La procedura descritta in questa istruzione per l'uso &
solo per il test in manuale. Quando si utilizzano degli
analizzatori automatici, bisogna seguire le istruzioni che
sono descritte nei manuali d'uso del dispositivo stesso.
Ogni laboratorio deve seguire i propri processi di
validazione interna dimostrando la compatibilitd con i
sistemi automatici.

U. LIMITAZIONI

Ripetibili risultati falsi positivi, non confermati dal RIBA di
conferma o tecniche simili, sono stati valutati come
inferiori allo 0,1% della popolazione normale.

| campioni congelati contenenti particelle di fibrina o
aggregati dopo scongelamento hanno mostrato di
generare falsi positivi.
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SYMBOLE ZASTOSOWANE NA ETYKIETACH

[oT (T b cJ %/
Urzadzenie Uwaga,
medyczne do Numer " przeczytac Limity . . . .
diagnostyki in katalogowy Numer parti instrukcje temperatury 2uzy¢ w ciagu Numer proby
vitro uzycia
P
“ PN M [MICROPLATE] | [CONTROLJ+| | [CONTROL[-] [CAL]
Chroni¢ przed " . Kontrola . .
. Producent slofhcem Data produkciji Mikroptytka dodatnia Kontrola ujemna Kalibrator
Polski
CONJ [DIL[SPE] [SUBS[TMB| | [SOLN[STOP| |[WASH|BUF[20X| [DIL[AS] [RCNS|x mL|
. . Roztwor P
Koni Rozme’nczalmk zatrzymujgcy Roztwor bufpru Rozcienczalnik Rozpuscic¢ w x
oniugat prébek Substrat TMB reakcje do ptukania testowy mL
badanych (H,SO, 0.3M) (koncentrat 20x)
Ryzyko Niebezpieczens
biologiczne two Uwaga

Uwaga:
Roztwoér zatrzymujacy reakcje sklasyfikowany jako: Skin Corr. 1A

&

« Ostrzezenie:
Niebezpieczerstwo
« Elementy etykietowania okres$lajgce zagrozenia:
Kwas siarkowy
« Zwroty ostrzegawcze:
H314 Powoduje powazne oparzenia skory oraz uszkodzenia oczu.
« Zwroty okreslajgce warunki bezpiecznego stosowania:
P260 Nie wdychac pytu / dymu / gazu / mgly / par / rozpylonej cieczy.

P303 + P361 + P353 W PRZYPADKU KONTAKTU ZE SKORA (lub z wtosami): Natychmiast zdja¢ catg zanieczyszczong odziez. Sptukac

skore pod strumieniem wody/prysznicem.

P305 + P351 + P338 W PRZYPADKU DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ wodg przez kilka minut. Wyjac¢ soczewki kontaktowe,

Jezeli sg i mozna je fatwo usungc. Nadal ptukac.

P310 Natychmiast skontaktowac sie z OSRODKIEM ZATRUC lub lekarzem.

P405 Przechowywac pod zamknigciem.

P501 Zawarto$¢ / pojemnik usuwacé zgodnie z miejscowymi / regionalnymi / krajowymi / miedzynarodowymi przepisami.

Uwaga:

Kontrola ujemna, kontrola dodatnia, kalibrator, koniugat rozcienczalnik probek badanych, rozciehczalnik testowy i roztwér buforu

do ptukania (koncentrat 20x) sklasyfikowane jako: Skin Sens. 1

o Ostrzezenie:
Uwaga
« Elementy etykietowania okreslajgce zagrozenia:

Mieszanina: 5-chloro-2-metylo-2H-izotiazol-3-on [nr EC 247-500-7]; 2-metylo-2H-izotiazol-3-on [nr EC 220-239-6] (3:1)

e Zwroty ostrzegawcze:
H317 Moze powodowac reakcje alergiczng skory.
o Zwroty okreslajace warunki bezpiecznego stosowania:
P260 Nie wdychac pytu / dymu / gazu / mgty / par / rozpylonej cieczy.

P280 Stosowac rekawice ochronne / odziez ochronng / ochrone oczu / twarzy.

P321 Zastosowac okreslone leczenie (patrz ... na etykiecie).

P333 + P313 W przypadku wystgpienia podraznienia skory lub wysypki: Zasiegngc porady / zgtosic sig pod opieke lekarza.
P302 + P352 W PRZYPADKU DOSTANIA SIE NA SKORE: Umy¢ duzg iloscig wody z mydfem.
P501 Zawartosc / pojemnik usuwac zgodnie z miejscowymi / regionalnymi / krajowymi / miedzynarodowymi przepisami.

Karty charakterystyki sg dostepne na stronie www.adaltis.net.
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POLSKI

A. CEL STOSOWANIA

Test immunoenzymatyczny (ELISA) czwartej generacji
do wykrywania przeciwciat przeciw wirusowemu
zapaleniu watroby typu C w osoczu (EDTA, heparyna i
cytrynian) i surowicy ludzkiej. Zestaw moze byé uzywany
do wykrywania przeciwciat w jednostkach krwi pacjentow
Z HCV.

Tylko do uzytku diagnostycznego in vitro.

B. WPROWADZENIE

Swiatowa Organizacja Zdrowia (WHO) definiuje
wirusowe zapalenie watroby typu C w nastepujgcy
sposob:

~Wirusowe zapalenie watroby typu C jest wirusowg
infekcjg watroby, ktére okreslane bylo jako przenoszone
pozajelitowo ,zapalenie watroby typu nie A, nie B” az do
identyfikacji czynnika sprawczego w 1989 roku. Odkrycie
i charakterystyka wirusa zapalenia watroby typu C (HCV)
doprowadzity do zrozumienia jego gtownej roli w
potransfuzjowym zapaleniu watroby i jego sktonnosci do
wywotywania uporczywych infekgji.”

Wirus HCV przenoszony jest gtéwnie przez bezposredni
kontakt z ludzkg krwig. Gtéwnymi przyczynami HCV na
Swiecie sg stosowanie niekontrolowanych jednostek krwi do
transfuzji oraz ponowne uzycie igiet i strzykawek, ktére nie
zostaty odpowiednio wysterylizowane.

Obecnie nie jest dostepna zadna szczepionka, aby
zapobiega¢ wirusowemu zapaleniu watroby typu C, a
leczenie przewlekliego wirusowego zapalenia watroby typu
C jest zbyt kosztowne, aby wiekszo$¢ oséb w krajach
rozwijajagcych sie mogta sobie na nie pozwoli¢. Zatem, z
perspektywy globalnej, najwiekszy wptyw na ograniczenie
liczby chorych na zapalenie watroby typu C zostanie
prawdopodobnie osiggniety poprzez skupienie wysitkéw na
zmniejszeniu ryzyka przenoszenia wirusa HCV w obrebie
narazen szpitalnych (np. transfuzje krwi, niebezpieczne
praktyki zwigzane z zastrzykami) i zachowan wysokiego
ryzyka (np. dozylne zazywanie narkotykéw).

Wirus zapalenia watroby typu C (HCV) jest jednym z
wiruséw (A, B, C, D i E), ktére sg odpowiedzialne za
wiekszos¢ przypadkow wirusowego zapalenia watroby. Jest
to otoczkowy wirus RNA nalezgcy do rodziny Flaviviridae,
wykazujacy sie waskim zakresem gospodarzy. Ludzie i
szympansy sg jedynymi znanymi gatunkami podatnymi na
infekcje, a oba te gatunki rozwijajg podobng chorobe.
Wazng cechg wirusa jest wzgledna zmiennos$¢ genomu, co
prawdopodobnie wigze sie z duzg skionnoscig (80%) do
wywotywania przewleklych zakazen. Wirus HCV dzieli sie
na kilka odrebnych genotypéw, ktére mogg by¢ wazne w
okreslaniu stopnia nasilenia choroby i reakcji na leczenie.

Okres inkubacji infekcji HCV przed wystgpieniem
objawow Klinicznych wynosi od 15 do 150 dni. W ostrych
infekcjach najczestszymi objawami sg zmeczenie i
zbttaczka, jednak wiekszosé przypadkéw (od 60% do
70%), nawet tych, ktoére prowadzg do przewlekiego
zapalenia, ma charakter bezobjawowy. U okoto 80%
nowo zakazonych pacjentéw zapalenie watroby
przyjmuje posta¢ przewlektg. Marskosé watroby rozwija
sie u okoto od 10% do 20% osdb z przewlektym
zapaleniem watroby, natomiast rak watroby rozwija sie u
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od 1% do 5% osob z przewlektym zapaleniem watroby w
okresie od 20 do 30 lat. Wiekszo$¢ pacjentow
cierpigcych na raka watroby, ktérzy nie wykazujg
zakazenia wirusem zapalenia watroby typu B, wykazuje
zakazenie HCV. Mechanizmy, dzieki ktérym infekcja
HCV prowadzi do raka watroby, sg nadal niejasne.
Wirusowe zapalenie watroby typu C nasila réwniez inne
choroby watroby, z ktérymi wspdtistnieje.  Choroby
watroby postepujg szybciej u oséb z chorobami watroby
spowodowanymi naduzywaniem alkoholu i zakazeniem
HCV. Wirus HCV rozprzestrzenia sie gtéwnie przez
bezposredni kontakt z zainfekowang krwig. Przenoszenie
wirusa przez transfuzje krwi, ktéra nie jest badana pod
katem zakazenia HCV, przez ponowne uzycie
nieodpowiednio wysterylizowanych igiet, strzykawek lub
innego sprzetu medycznego, lub poprzez udostepnianie

igiet przez uzytkownikow narkotykow, sg dobrze
udokumentowanymi  czynnikami.  Wystgpi¢  moze
réwniez, cho¢ rzadziej, przenoszenie wirusa drogg

ptciowag i okotoporodowa. Inne sposoby przenoszenia
wirusa, takie jak praktyki kulturowe, spoteczne i
behawioralne z zastosowaniem procedur przezskornych
(na przyktad przekluwanie uszu i ciata, obrzezanie,
tatuowanie) moga wystgpi¢, jesli stosuje sie
nieodpowiednio sterylizowany sprzet. Wirus HCV nie
rozprzestrzenia sie przez kichanie, przytulanie, kaszel,
jedzenie lub wode, uzywanie wspodlnych sztuécéw lub
przypadkowy kontakt.

Zaréwno w krajach rozwinietych, jak i rozwijajgcych sie,
grupy wysokiego ryzyka obejmujg osoby zazywajgce
narkotyki drogg dozylng, biorcow niebadanej krwi,
chorych na hemofilie, pacjentéw dializowanych oraz
osoby z wieloma partnerami seksualnymi, ktére
uprawiajg seks bez zabezpieczenia. W krajach
rozwinietych szacuje sie, ze 90% oséb z przewlekig
infekcig HCV to osoby obecnie Ilub wczesniej
przyjmujgce narkotyki drogg dozylng oraz osoby, ktére
przeszty transfuzje niezbadanej krwi lub produktow
krwiopochodnych. W wielu krajach rozwijajgcych sie, w
ktérych nadal stosuje sie niebadang krew i produkty
krwiopochodne, gtdwnymi drogami przenoszenia sg
niesterylizowane urzadzenia do iniekcji i transfuzje
niebadanej krwi. Ponadto osoby, ktére stosujg tradycyjne
praktyki w zakresie skaryfikacji i obrzezania, sa
zagrozone, jesli uzywajg lub ponownie wykorzystujg
niesterylne narzedzia.

WHO szacuje, ze okoto 170 milionéw ludzi, czyli 3%
Swiatowej populacji, jest zakazonych wirusem HCV i sg
oni narazeni na ryzyko rozwoju marskosci watroby i/lub
raka watroby. Czestotliwo$¢ wystepowania zakazen
wirusem HCV w Afryce, na Bliskim Wschodzie, w Azji
Potudniowo-Wschodniej i Zachodnim Pacyfiku jest
wysoka w poréwnaniu z Amerykg Po6tnocng i Europa.

Testy diagnostyczne na obecnos¢ wirusa HCV sg
stosowane w celu zapobiegania infekcjom poprzez
badanie przesiewowe krwi i osocza dawcy, w celu
ustalania diagnozy klinicznej i podejmowania lepszych
decyzji dotyczacych postepowania medycznego w
przypadku danego pacjenta. Testy diagnostyczne
dostepne obecnie na rynku bazujg na odczynach
immunosorbcyjnych (EIA) do wykrywania przeciwciat
swoistych wobec HCV. System EIA moze wykry¢ ponad
95% chronicznie zainfekowanych pacjentéw, ale tylko
50% do 70% ostrych infekcji. Rekombinowany test
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immunoblot (RIBA), ktoéry identyfikuje przeciwciata
reagujgce z poszczegolnymi antygenami HCV, jest
czesto stosowany jako test uzupetniajgcy dla

potwierdzenia pozytywnego wyniku EIA. Test na
obecnos¢ krgzenia wirusa HCV w oparciu o amplifikacje
RNA (np. reakcja fancuchowa polimerazy PCR, test
bDNA) jest réwniez wykorzystywany do potwierdzenia
wynikébw badan serologicznych, a takze do oceny
skuteczno$ci terapii przeciwwirusowej. Wynik pozytywny
wskazuje na obecno$¢ czynnej infekcji i mozliwosé
rozprzestrzeniania sie infekcji i/lub rozwoju przewlektej
choroby watroby.

Leki przeciwwirusowe, takie jak interferon stosowany
samodzielnie lub w potgczeniu z rybawiryng, mogg by¢
stosowane w leczeniu osob z przewlektym wirusowym
zapaleniem watroby typu C, ale koszt takiego leczenia
jest bardzo wysoki. Leczenie samym interferonem jest
skuteczne u okoto 10-20% pacjentéw. Interferonu w
potgczeniu z rybawiryng jest skuteczny u 30-50%
pacjentdw. Rybawiryna nie wydaje sie by¢ skuteczna,
gdy jest stosowana samodzielnie.

Nie ma skutecznej szczepionki przeciwko HCV. Badania
sg w toku, ale wysoka zmienno$¢ genomu HCV
komplikuje rozwdj szczepionki. Brak wiedzy na temat
jakiejkolwiek ochronnej odpowiedzi immunologicznej po
zakazeniu HCV réwniez utrudnia badania nad
szczepionkami. Nie wiadomo, czy uktad odpornosciowy
jest w stanie wyeliminowa¢ wirusa.

Jednakze, kilka badah wykazalo obecnos$¢ przeciwciat
neutralizujgcych wirusa u pacjentow z HCV. W
przypadku braku szczepionki nalezy zastosowaé
wszelkie Srodki ostroznosci, aby unikngé zakazenia, w
tym (a) badania przesiewowe krwi i produktéw
krwiopochodnych, (b) inaktywowanie wirusa w osoczu i
produktach pochodnych, (c) zaostrzenie i utrzymanie
praktyk w zakresie kontroli zakazen w placoéwkach opieki

zdrowotnej, takich jak odpowiednia sterylizacja
instrumentéw medycznych i stomatologicznych, (d)
promowanie  zmiany zachowania ws$réd  ogotu

spoteczenstwa i pracownikéw stuzby zdrowia w celu
zmniejszenia naduzywania zastrzykéw i stosowania
bezpiecznych  praktyk  wykonywania iniekcji; (e)
doradztwo w zakresie redukcji ryzyka dla o0s6b
zazywajgcych narkotyki i stosujgcych praktyki seksualne
wysokiego ryzyka.”

Genom wirusa koduje sktadniki strukturalne, biatko
nukleokapsydu i glikoproteiny otoczki oraz skfadniki
funkcjonalne zaangazowane w replikacje wirusa i
przetwarzanie  jego biatek. Region kodujacy
nukleokapsyd wydaje sie najbardziej konserwatywny
sposrad izolatéw uzyskanych na Swiecie.

C. ZASADA TESTU

Mikroptytki sg pokryte specyficznymi dla
antygenami pochodzgcymi z regionéw ,rdzenia” i ,ns
kodujgcymi  konserwatywne i immunodominujgce
determinanty antygenowe (peptyd rdzenia,
rekombinowane peptydy NS3, NS4 i NS5).

Faza stata jest najpierw traktowana rozcienczong
prébka, a ewentualnie obecne przeciwciata HCV sa
wychwytywane przez antygeny. Po  wyptukaniu
wszystkich innych sktadnikéw prébki, w drugiej inkubacii,
po wychwyceniu przeciwciat HCV, wykrywane sg

HCV
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przeciwciata 1gG i IgM przez dodanie specyficznych

przeciwciat  poliklonalnych  przeciw IgG i IgM,
znakowanych peroksydazg (HRP).
Enzym wychwycony w fazie stalej, w reakcji z

mieszaning substratu TMB generuje sygnat optyczny,
ktéry jest proporcjonalny do ilosci przeciwciat HCV
obecnych w prébce. Warto$¢ odciecia pozwala nam
interpretowaC gesto$ci optyczne dla pozytywnych i
negatywnych wynikéw na obecnos¢ przeciwciat HCV.

D. KOMPONENTY
Zestaw zawiera odczynniki dla 96 testéw (kod 071067),
192 testéw (kod 071064) lub 480 testow (kod 071068).

Mikroptytka 1
Kontrola ujemna 1x4 mL/fiolka
Kontrola dodatnia 1x2 mL/fiolka
Kalibrator 2 fiolki
Roztwor buforu do ptukania (koncentrat 20x)|1x50 mL/fiolka
Koniugat 1x16 mL/fiolka
Rozcienczalnik probek badanych 1x50 mL/fiolka
Substrat TMB 1x16 mL/fiolka
Roztwoér zatrzymujacy reakcje 1x15 mL/fiolka
Rozcienczalnik testowy 1x8 mL/fiolka

Folie uszczelniajace plytki 2

Liczba testow 96
Kod 071067
Mikroptytka 2

2x4 mL/fiolka
1x4 mL/fiolka

Kontrola ujemna
Kontrola dodatnia

Kalibrator 3 fiolki
Roztwér buforu do ptukania (koncentrat 20x) [2x50 mL/fiolka
Koniugat 2x16 mL/fiolka

2x50 mL/fiolka
2x16 mL/fiolka
2x15 mL/fiolka
2x8 mL/fiolka

Rozcienczalnik prébek badanych
Substrat TMB

Roztwér zatrzymujacy reakcje
Rozcienczalnik testowy

Folie uszczelniajace ptytki 4

Liczba testéw 192
Kod 071064
Mikroptytka 5

1x20 mL/fiolka
1x10 mL/fiolka

Kontrola ujemna
Kontrola dodatnia

Kalibrator 7 fiolki
Roztwor buforu do ptukania (koncentrat 20x) [5x50 mL/fiolka
Koniugat 2x40 mL/fiolka

5x50 mL/fiolka
2x40 mL/fiolka
2x40 mL/fiolka
1x40 mL/fiolka

Rozcienczalnik prébek badanych
Substrat TMB

Roztwér zatrzymujacy reakcje
Rozcienczalnik testowy

Folie uszczelniajace ptytki 10
Liczba testow 480
Kod 071068

1. Mikroplytka

12 paskéw po 8 mikrostudzienek powleczonych
peptydem rdzeniowym i rekombinowanymi peptydami
NS3, NS4 i NS5. Ptytki sg szczelnie zamkniete w torebce
aluminiowej ze Srodkiem osuszajgcym.

Doprowadzi¢ mikroptytke do temperatury pokojowej
(18...24°C) przed otwarciem torebki. Nieuzywane paski
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wlozy¢é z powrotem do torebki. Torebke nalezy
uszczelni¢ i przechowywa¢ w temperaturze 2...8°C, z
zawartoscig srodka osuszajgcego.

2. Kontrola ujemna

Kontrola gotowa do uzycia. Zawiera 10 mM buforu
cytrynianu sodu o pH 6,0 £ 0,1, 2% kazeiny i 0,1%
srodka konserwujgcego Proclin 150. Kontrola ujemna
jest kodowana w kolorze oliwkowym.

3. Kontrola dodatnia

Kontrola gotowa do uzycia. Zawiera 1% biatka surowicy
koziej, przeciwciata ludzkie dodatnie wobec HCV, 10 mM
buforu cytrynianu sodu o pH 6,0 = 0,1, 0,5% Tween 20,
0,09% azydku sodu i 0,1% Proclin 150 jako s$rodki

konserwujgce. Kontrola dodatnia jest kodowana w
kolorze ciemnozielonym.
Wazna informacja: Brak zywotnych patogenow w

kontroli dodatniej nie moze by¢ w petni zapewniony,
dlatego tez odczynnik ten nalezy ftraktowac jako
potencjalnie niebezpieczny biologicznie, zgodnie z
zasadami dobrej praktyki laboratoryjne;.

4. Kalibrator

Kalibrator liofilizowany. Do rozpuszczonego w objetosci
wody klasy EIA podanej na etykiecie. Zawiera biatka
ptodowe surowicy bydlecej, ludzkie przeciwciata anty
HCV, ktorych zawartos¢ jest skalibrowana wedtug normy
roboczej NIBSC kod 06/188-006, 10 mM buforu
cytrynianu sodu o pH 6,0 = 0,1, 0,3 mg/mL siarczanu
gentamycyny i 0,1% Proclin 150 jako $rodki
konserwujace.

Wazna informacja: Brak Zzywotnych patogenéw w
kalibratorze nie moze by¢ w petni zapewniony, dlatego
tez odczynnik ten nalezy traktowac jako potencjalnie
niebezpieczny biologicznie, zgodnie z zasadami dobrej
praktyki laboratoryjne;.

Uwaga: objetosé konieczna do rozpuszczenia
zawartosci fiolki moze sie rézni¢ w zaleznosci od
partii. Stosowaé wiasciwg objetos¢é podana na
etykiecie.

5. Roztwor buforu do ptukania (koncentrat 20x)
Roztwér buforu do ptukania (koncentrat 20x). Po
rozcienczeniu roztwér do ptukania (roztwér buforu do
ptukania) zawiera 10 mM buforu fosforanowego o pH 7,0
+ 0,2, 0,05% Tween 20 i 0,05% Proclin 150.

Po rozcienczeniu roztwér do plukania zachowuje
stabilnos¢ przez 1 tydzien w temperaturze 2...8°C.

6. Koniugat

Gotowy do uzycia odczynnik w kolorze czerwonym.
Zawiera peroksydaze chrzanowg sprzezong z kozimi
przeciwciatami poliklonalnymi dla ludzkich przeciwciat
IgG i IgM, 5% BSA, 10 mM buforu cytrynianowego o pH
6,4 £ 0,1, 0,1% Proclin i 0,05% Tween 20 jako Srodki
konserwujace.

7. Substrat TMB

Sktadnik gotowy do uzycia. Zawiera 50 mM buforu
cytrynianowo-fosforanowego o pH 3,5-3,8, 4%
dimetylosulfotlenku, 0,03% tetra-metylobenzydyny (TMB)
i 0,02% nadtlenku wodoru (H,0,). Delikatnie wymieszacé
przed uzyciem.
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Uwaga: Nalezy przechowywaé¢ z dala od S$wiatfa,
skiadnik wrazliwy na silne oswietlenie.

8. Rozcienczalnik testowy

Sktadnik gotowy do uzycia. Zawiera kozig surowice, 10
mM roztworu buforowanego TRIS o pH 8,0 + 0,1
zawierajgcego 0,1% Proclin 150 i 0,09% azydku sodu do
wstepnej obrobki probek i kontroli w ptytce, blokujgcego
zakiécenia.

9. Roztwor zatrzymujacy reakcje

Sktadnik gotowy do uzycia.

Zawiera roztwor 0,3 M H,SO,. Delikatnie wymieszaé
przed uzyciem.

10. Rozcienczalnik prébek badanych

Gotowy do uzycia odczynnik w kolorze ciemnozielonym.
Zawiera 1% kazeiny, 10 mM buforu cytrynianu sodu o pH
6,0 £ 0,11 0,1% $rodka konserwujgcego Proclin 150.
Stosowac do rozcienczania probki.

Uwaga: Rozcieniczalnik w obecnosci prébki zmienia
kolor z oliwkowego na ciemny niebiesko-zielony.

E. MATERIALY WYMAGANE ALE NIE
DOSTARCZANE Z ZESTAWEM

1. Kalibrowane mikropipety (200 pL i
jednorazowe koncowki.

2. Woda klasy EIA (podwdjnie destylowana Ilub
dejonizowana, poddana obrébce weglem aktywnym
w celu usunigcia chemicznych  utleniaczy
stosowanych jako srodki dezynfekujace).

10 pL) i

3. Timer z interwatem czasowym 60 min lub wiece;.

4. Arkusze bibuty chionne;.

5. Termostatyczny  inkubator  skalibrowany dla
mikroptytek  ELISA, zdolny do zapewnienia
temperatury +37°C.

6. Skalibrowany czytnik mikrostudzienek ELISA z
fitrem 450 nm (odczyt) i ewentualnie z filtrem 620-
630 nm (studzienka pusta).

7. Skalibrowana ptuczka mikroptytek ELISA.

8. Worteks lub podobny przyrzad mieszajgcy.

. OSTRZEZENIA | SRODKI OSTROZNOSCI

Zestaw powinien by¢ stosowany wytgcznie przez

odpowiednio przeszkolony personel pod nadzorem

lekarza medycyny nadzorujgcego laboratorium.

Nalezy uwaznie przeczytaé te ulotke przed

przeprowadzeniem testu i postepowaé zgodnie z

instrukcjami w niej zawartymi.

2. Nalezy uwaznie zapozna¢ sie z kartg charakterystyki
przed uzyciem produktu.

3. Gdy zestaw jest wuzywany do badania
przesiewowego jednostek krwi i sktadnikéw krwi,
musi by¢ uzywany w laboratorium certyfikowanym i
kwalifikowanym przez odpowiedni organ krajowy
(Ministerstwo Zdrowia lub podobny podmiot) do
przeprowadzania badan tego rodzaju.

4. Caty personel biorgcy udziat w przeprowadzaniu

oznaczania musi nosi¢  ochronne ubrania

laboratoryjne, rekawice bez talku i okulary ochronne.

Nalezy unika¢ uzywania jakichkolwiek ostrych (igiet)

lub tngcych (ostrzy) urzadzen. Caty zaangazowany

personel powinien zosta¢ przeszkolony w zakresie

procedur bezpieczenstwa biologicznego zgodnie z

zaleceniami Centrum Kontroli Chor6b w Atlancie

= T
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(USA) i zaleceniami w publikacji Narodowego
Instytutu Zdrowia (USA): .Bezpieczenstwo
biologiczne w laboratoriach mikrobiologicznych i
biomedycznych”, wyd. 1984.

Caly personel zajmujgcy sie obstugg prébek
powinien zostaC zaszczepiony na obecno$¢ HBV i
HAV, dla ktérych dostepne i bezpieczne sg
skuteczne szczepionki.

Srodowisko laboratoryjne powinno byé kontrolowane
w taki sposdb, aby unikngé zanieczyszczen takich
jak kurz lub bakterie przenoszone w powietrzu
podczas otwierania fiolek i mikroptytek zestawu oraz
podczas wykonywania testu. Chroni¢ substrat (TMB)
przed silnym Swiattem i unika¢ drgan powierzchni
stotu, na ktérym przeprowadzany jest test.

Po  otrzymaniu zestaw przechowywaé w
temperaturze +2...8°C w lodéwce lub w chtodni z
regulowang temperatura.

Nie zamienia¢ skfadnikow miedzy réznymi partiami
zestawdw. Zaleca sig, aby skfadniki miedzy dwoma
zestawami z tej samej partii nie byty wymieniane.
Sprawdzi¢, czy odczynniki sg czyste i nie zawierajg
widocznych duzych czgstek lub agregatéw. W
przeciwnym razie nalezy zgtosi¢ Kkierownikowi
laboratorium, aby zainicjowat niezbedne procedury
wymiany zestawu.

Unika¢é wzajemnego zanieczyszczania probek
surowicy / osocza, uzywajgc jednorazowych
kohcowek i zmieniajac je po kazdej prébce.

Unika¢ wzajemnego zanieczyszczania odczynnikow
zestawu, uzywajgc jednorazowych koncowek i
zmieniajac je po zastosowaniu kazdego skfadnika.
Nie nalezy uzywa¢ =zestawu po uptywie daty
waznosci podanej na opakowaniu zewnetrznym i
etykietach wewnetrznych (fiolkach).

Traktowa¢ wszystkie probki jako potencjalnie
zainfekowane. Wszystkie ludzkie surowice powinny
by¢ traktowane zgodnie z poziomem @2
bezpieczenstwa biologicznego, zgodnie z
zaleceniami Centrum Kontroli Choréb w Atlancie

(USA), a takze 2z =zaleceniami w publikacji
Narodowego Instytutu Zdrowia (USA):
.Bezpieczenstwo biologiczne w laboratoriach

mikrobiologicznych i biomedycznych”, wyd. 1984.
Przy przygotowywaniu ptynnych skfadnikow lub w
przypadku przenoszenia sktadnikow na
zautomatyzowane stacje robocze zalecane jest
stosowanie jednorazowych plastikowych naczyn w
celu niedopuszczenia  do zanieczyszczenia
krzyzowego.

Odpady powstate w trakcie uzytkowania zestawu
muszg by¢ usuwane zgodnie z krajowymi
dyrektywami i przepisami dotyczacymi
laboratoryjnych odpadow chemicznych i
biologicznych. Odpady ptynne powstajgce w wyniku
czyszczenia, pozostatosci substancji kontrolnych i
prébek nalezy traktowaé jako materiat potencjalnie
zakazny, ktéry nalezy inaktywowa¢ przed
usunieciem. Sugerowane procedury inaktywacji to
poddanie dziataniu podchlorynu sodu o stezeniu
10% przez 16-18 godzin lub inaktywacja cieplna w
autoklawie w temperaturze 121°C przez 20 min.
Przypadkowe wycieki z prébek podczas operacji
muszg zostaC zaadsorbowane bibutg chtonng
nasgczong podchlorynem sodu, a nastepnie
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sptukane wodg. Bibute chtonng nalezy nastepnie
wyrzuci¢ do wlasciwych pojemnikéw przeznaczonych
na odpady biologiczne.

Roztwor zatrzymujgcy reakcje zawiera 0,3 M kwasu
siarkowego. Unika¢ kontaktu ze skérg i oczami. W
przypadku kontaktu preparatu z oczami, przemyé
oczy obfitg iloscig wody.

Roztwory odczynnika zawierajgce azydek sodu lub
tiomersalu jako $rodki konserwujgce nalezy
traktowaé zgodnie z odpowiednimi przepisami prawa
obowigzujgcymi w kraju stosowania. Usuwanie
roztworéw zawierajgcych azydek sodu polega na
zastosowaniu duzych ilosci biezgcej wody. Nalezy
zwrécié uwage na fakt, ze azydek sodu moze
tworzy¢ zwigzki wybuchowe w dtuzszym kontakcie z
otowiem i miedzig.

Nie pali¢, nie jes¢ i nie stosowaé¢ kosmetykow w
obszarach, w ktorych obstugiwane sg prébki i
odczynniki.

Inne materialy odpadowe powstate w wyniku uzycia
zestawu (przyktad: koncowki uzywane do probek i
kontroli, uzyte mikroptytki) powinny by¢ traktowane
jako potencjalnie zakazne i usuwane zgodnie z
krajowymi dyrektywami i przepisami dotyczgcymi
odpadéw laboratoryjnych.

Pipetowanie cieczy poprzez zasysanie ustami jest
zabronione.

PROBKI: PRZYGOTOWANIE | ZALECENIA

Krew pobierana jest w warunkach aseptycznych
przez nakfucie zyty, natomiast osocze lub surowice
przygotowuje sie, stosujgc standardowe techniki
przygotowywania probek do Klinicznej analizy
laboratoryjnej. Nie  zaobserwowano  Zzadnych
wplywéw  podczas  przygotowania  probki  z
zawartoscig cytrynianu, EDTA i heparyny.

Unika¢  jakiegokolwiek dodawania Srodkow
konserwujacych do prébek; zwtaszcza azydku sodu,
ktéry moze wptywaé na aktywnos$é enzymatyczng
koniugatu, generujgc fatszywe wyniki negatywne.
Prébki muszg by¢é wyraznie oznaczone kodami lub
nazwami, aby nie dopusci¢ do nieporozumiehn w
interpretacji wynikdw. Gdy zestaw jest uzywany do
badah przesiewowych jednostek krwi, zaleca sie
etykiety z kodami kreskowymi i odczyt elektroniczny.
Hemolizowane (czerwone) [ widocznie
hiperlipemiczne (,mleczne”) prdobki muszg zostac
odrzucone, poniewaz mogg generowac fatszywe
wyniki. Prébki zawierajgce pozostatosci fibryny lub
duze czastki, lub widkna i czgstki mikrobiologiczne
nalezy usungé, poniewaz mogg prowadzi¢ do
fatszywych wynikow.

Surowice i o0socze mozna przechowywaé w
temperaturze +2...8°C przez do pieciu dni po
pobraniu. W przypadku dtuzszego przechowywania
prébki mogg by¢ zamrozone w temperaturze -20°C
przez kilka miesiecy. Wszelkie zamrozone prébki nie
powinny by¢é zamrozone i rozmrozone wiecej niz
jeden raz, gdyz moze to generowa¢ powstawanie
czgsteczek, ktére mogg wptywaé na wynik testu.
Jezeli czgstki sg obecne, wirowac z predkoscig 2000
obr./min przez 20 min. lub filtrowaé przy uzyciu
filtrow 0,2-0,8um, aby oczysci¢ testowang probke.
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H. PRZYGOTOWANIE SKLADNIKOW |
OSTRZEZENIA

Badanie przeprowadzone na otwartym zestawie nie

wykazato zadnej istotnej utraty aktywnosci do 1

ponownego uzycia materiatu w ciggu 6 miesiecy.

1. Mikroptytki:

Doprowadzi¢ mikroptytke do temperatury pokojowej (na
przynajmniej 1 godzing) przed otwarciem torebki.
Sprawdzi¢, czy srodek osuszajgcy nie zmienit koloru na
ciemnozielony, wskazujgc na wady w produkcji. W tym
przypadku skontaktowaé sie z biurem obstugi klienta
firmy Adaltis.

Nieuzywane paski nalezy umiesci¢ z powrotem w
aluminiowym opakowaniu, z dofgczonym Srodkiem
suszgcym, odpowiednio zamkng¢é na zamek i
przechowywa¢ w temperaturze +2...8°C. Po pierwszym
otwarciu pozostate paski pozostajg stabilne, dopoki
wskaznik wilgotnosci wewnatrz torebki ze Srodkiem
osuszajgcym nie zmieni koloru z z6ttego na zielony.

2. Kontrola ujemna:
Gotowa do uzycia. Wymieszaé na worteksie przed
uzyciem.

3. Kontrola dodatnia:

Gotowa do uzycia. Wymieszaé na worteksie przed
uzyciem. Traktowaé ten sktadnik jako potencjalnie
zainfekowany.

4. Kalibrator:

Doktadnie rozpusci¢ zawartos¢ liofilizowanej fiolki w
objetosci wody klasy EIA podanej na etykiecie.
Wymieszaé na worteksie przed uzyciem.

Traktowac ten sktadnik jako potencjalnie zainfekowany.
Uwaga: Po rozpuszczeniu kalibrator nie jest stabilny.
Przechowywac w porcjach w temperaturze -20°C.

5. Roztwor buforu do ptukania (koncentrat 20x)
(fiolka da 50 mL):
Calg zawartos¢ roztworu do pilukania w formie
koncentratu 20x nalezy rozcienczyé wodg destylowang
do 1000 mL (objeto$¢ pokazano na etykiecie) i delikatnie
wymiesza¢ przed uzyciem. Poniewaz roztwér moze
zawieraC krystaliczne czgstki, nalezy uwazaé, aby
rozpusci¢ calg zawartos¢. Podczas przygotowania
nalezy unika¢ spieniania, poniewaz obecnos¢
pecherzykéw moze wptyng¢ na wydajnos¢ ptukania.
Uwaga: Po rozcienczeniu roztwér do plukania
zachowuje stabilno$é przez 1 tydzien w temperaturze
+2...8°C.

6. Koniugat:

Gotowy do uzycia. Wymiesza¢ na worteksie przed
uzyciem. Nalezy uwazac, aby nie zanieczysci¢ piynu
utleniajgcymi substancjami chemicznymi, pytami Iub
mikroorganizmami obecnymi w powietrzu. Jesli skfadnik
ma by¢ przeniesiony, uzywac¢ tylko plastikowych,
mozliwie sterylnych pojemnikow.

7. Substrat TMB:

Gotowy do uzycia. Wymiesza¢ na worteksie przed
uzyciem. Nalezy uwazaC, aby nie zanieczySci¢ ptynu
utleniajgcymi substancjami chemicznymi, pytami lub
mikroorganizmami obecnymi w powietrzu. Nie narazac
na silne oswietlenie, $rodki utleniajgce i kontakt z
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powierzchniami metalowymi. Jesli sktadnik ma by¢
przeniesiony, uzywac¢ tylko plastikowych, mozliwie
sterylnych pojemnikéw.

8. Rozcienczalnik testowy:
Gotowy do uzycia. Wymiesza¢ na worteksie przed
uzyciem.

9. Roztwor zatrzymujacy reakcje:
Gotowy do uzycia. Wymieszac¢ na worteksie przed
uzyciem.

10. Rozcienczalnik prébek badanych:
Gotowy do uzycia. Wymiesza¢ na worteksie przed
uzyciem.

. PRZYRZADY STOSOWANE W POLACZENIU Z
ZESTAWEM

1. Mikropipety muszg by¢ odpowiednio skalibrowane w
celu zapewnienia wiasciwych objetosci wymaganych
dla oznaczania i muszg by¢é poddawane regularnej
dekontaminacji (alkohol denaturowany, 10% roztwor
wybielacza, s$rodki dezynfekujgce klasy szpitalnej)
pod katem tych czesci, ktére mogtyby wejs¢ w
przypadkowy kontakt z probkg. Powinny by¢ réwniez
regularnie  kontrolowane w celu zapewnienia
wykazywania doktadnosci 1% i dokfadnosci +2%.
Odkazanie wyciekéw lub pozostatosci skfadnikow
zestawu powinno by¢ przeprowadzane regularnie.

2. Inkubator ELISA musi by¢ ustawiony na +37°C
(tolerancja *0,5°C) i regularnie sprawdzany, aby
zapewni¢ utrzymanie prawidtowej temperatury.
Zaréwno suche inkubatory, jak i taznie wodne sag
odpowiednie do inkubacji, pod warunkiem, Zze dany
instrument jest zatwierdzony do inkubacji testow
ELISA.

3. Ptuczka ELISA jest niezwykle wazna dla ogdlnych
wynikbw oznaczania. Pluczke nalezy starannie
sprawdzi¢ i prawidtowo zoptymalizowac. Zwykle 4-5
cykli ptukania (zasysanie + dozowanie 350
pL/studzienke roztworu do plukania = 1 cykl)
wystarczy, aby zapewni¢, Zze oznaczanie bedzie
przebiegato zgodnie z oczekiwaniami. Sugeruje sie
namaczania trwajgce 20-30 sekund miedzy cyklami.
Aby poprawnie ustawi¢ ich liczbe, zaleca sie
przeprowadzenie proby za pomocg zestawu
kontrolnego zawierajgcego kontrole z zestawu i
probki referencyjne odpowiednio scharakteryzowane
jako ujemne i dodatnie, a takze sprawdzenie, czy
wartosci podane ponizej w sekcji O ,Wewnetrzna
kontrola jakosci” sg zgodne. Regularna kalibracja
dostarczanych objetosci i konserwacja ptuczki
(odkazanie i czyszczenie igiet) musi by¢
przeprowadzana zgodnie z instrukcjami producenta.

4. Tolerancja czasow inkubacji wynosi = 5%.

v' Metoda krétkiej inkubacji (dla 1. i 2. inkubacji
tolerancja wynosi od 43 do 47 min., dla 3.
inkubacji tolerancja wynosi od 14 do 16
min.).

v Metoda inkubacji standardowej (dla 1.
inkubaciji tolerancja wynosi od 57 do 63 min.,
dla 2. i 3. inkubacji tolerancja wynosi od 29
do 31 min.).

5. Czytnik mikroptytek ELISA musi by¢ wyposazony w
filtr odczytu 450 nm i idealnie drugi filtr (620-630 nm)
do celow odczytu studzienki pustej. Jego
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standardowa wydajnos¢ powinna wynosi¢ (a)
szerokos¢ pasma < 10 nm; (b) zakres absorbancji od
0 do = 2,0; (c) liniowos$¢ 2 2,0; powtarzalnosé = 1%.
Odczyt studzienki pustej przeprowadza sie zgodnie z
instrukcjami zamieszczonymi w sekcji ,Procedura
przeprowadzania testu”. Ukiad optyczny czytnika
musi by¢ regularnie kalibrowany w celu zapewnienia
prawidtowego pomiaru gestosci optycznej. Nalezy
przeprowadzaé regularne konserwacje zgodnie z
instrukcjami producenta.

6. Podczas korzystania z automatycznego stanowiska

ELISA wszystkie krytyczne kroki (dozowanie,
inkubacja, ptukanie, odczyt, wstrzgsanie,
przetwarzanie danych) muszg by¢é starannie

ustawione, skalibrowane, kontrolowane i regularnie
korygowane, aby zapewni¢ ich zgodnos¢ z
wartosciami podanymi w punktach O ,Wewnetrzna
kontrola jakosci’. Protokdt testu musi  zostac
zainstalowany w systemie operacyjnym urzgdzenia i
zatwierdzony podobnie, jak w przypadku ptuczki i
czytnika. Ponadto czes¢ stacji obstugujgca skfadniki
ciekte (dozowanie i ptukanie) musi by¢ kontrolowana i
prawidtowo ustawiona. Nalezy zachowaé szczegdlna
ostroznos$é, aby nie dopusci¢ do przenoszenia przez
igly uzywane do dozowania probek i ptukania. Nalezy
przeprowadzac¢ odpowiednie badania i kontrole, aby
zminimalizowa¢ mozliwo$¢ skazenia sgsiednich
studzienek z powodu silnie reaktywnych prébek, co
doprowadzi do uzyskania fatszywych wynikow
pozytywnych. Zaleca sie stosowanie automatycznych
stacji roboczych ELISA do badan przesiewowych krwi
i gdy liczba probek do zbadania przekracza 20-30
jednostek na przebieg.

L. KONTROLE | OPERACJE PRZEPROWADZANE
PRZED TESTEM

1. Sprawdzi¢ date waznosci zestawu wydrukowang na
etykiecie na zewnatrz pudetka. Nie uzywaé
przeterminowanych zestawow.

2. Sprawdzi¢, czy ciekle  skfadniki nie sa
zanieczyszczone czgstkami lub agregatami
widocznymi gotym okiem. Sprawdzié, czy substrat
TMB jest bezbarwny Ilub bladoniebieski poprzez
odessanie jego matej objetosci za pomoca
przezroczystej jatowej, plastikowej pipety. Sprawdzi¢,
czy podczas transportu nie doszio do pekniecia
opakowania i czy wewnatrz pojemnika nie ma
wycieku ptynu. Sprawdzi¢, czy torebka aluminiowa
zawierajgca mikroptytki, nie jest przebita lub
uszkodzona.

3. Rozciehczyé calg zawartos¢ roztworu buforu do
ptukania (koncentrat 20x), jak opisano powyze;.

4. Rozpusci¢ kalibrator, jak opisano powyzej.

5. Pozwoli¢, aby wszystkie skladniki zestawu osiggnety
temperature pokojowg (przez okoto 1 godzine), a
nastepnie wymieszaé zgodnie z opisem.

6. Ustawi¢ inkubator ELISA na temperature +37°C i
przygotowa¢ ptuczke ELISA przez zalanie jej
rozcienczonym roztworem do ptukania, zgodnie z
instrukcjami producenta. Ustawi¢ prawidtowg liczbe
cykli ptukania jak podano w sekc;ji I.3.

7. Sprawdzié, czy czytnik ELISA jest wigczony przez co
najmniej 20 minut przed odczytem.
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8. W przypadku uzywania automatycznej stacji robocze;j,
wigczyC ja, sprawdzi¢ ustawienia i upewnic¢ sie, ze
zastosowano wtasciwy protokot testu.

9. Sprawdzi¢, czy mikropipety sag
wymagang objetosc.

10.Sprawdzié¢, czy wszystkie wymagane urzadzenia sg
dostepne i gotowe do uzycia.

11.W przypadku probleméw nie przystepowac do testu i
poinformowacé przetozonego.

ustawione na

M. PROCEDURA PRZEPROWADZANIA TESTU
Oznaczanie nalezy przeprowadzi¢ zgodnie z ponizszym
opisem, uwazajgc, aby utrzymac ten sam czas inkubacji
dla wszystkich oznaczanych prébek.
Procedura oznaczania moze byé przeprowadzona z
zastosowaniem dwoch  roéznych  procedur inkubacii.
Wybra¢  procedure zgodng z  obowigzujgcymi
rozporzgdzeniami:
1. Inkubacja standardowa (1. inkubacja 60 minut, 2.
i 3. inkubacja 30 minut)
2. Inkubacja krétka (1. i 2. inkubacja 45 minut, 3.
inkubacja 15 minut)

[

. Inkubacja standardowa — Oznaczanie reczne:
1. Umiesci¢ wymagang liczbe mikrostudzienek w
uchwycie mikrostudzienek. Pozostawi¢ pierwszg

mikrostudzienke pustg dla operacji odczytu
studzienki puste;.
2. Dozowa¢ 200 L kontroli ujemnej w trzech

powtdrzeniach, 200 pL kalibratora w dwéch
powtdrzeniach i 200 pyL kontroli dodatniej w trybie
pojedynczym do odpowiednich mikrostudzienek. Nie
rozciencza¢ kontroli i kalibratora, poniewaz sg
wstepnie rozcienczone i gotowe do uzycia!

3. Doda¢ 200 pL rozcienczalnika do wszystkich
studzienek z prébkami; nastepnie odmierzyé 10 pL
prébki do kazdej prawidtowo zidentyfikowane;j
studzienki. Delikatnie wstrzgsng¢ ptytkg, unikajgc
przelewania i  zanieczyszczania  przylegtych
studzienek, aby catkowicie rozpusci¢ prébke w
rozcienczalniku.

Wazna informacja: Upewni¢ sie, Zze  kolor
rozcienczalnika prébek badanych, po dodaniu probki,
Zmienia sie z jasnozielonego na ciemny zielono-
niebieski, co oznacza, Ze dodano prébke.

4. Doda¢ 50 pL rozcienczalnika probek badanych do
wszystkich studzienek z kontrolami/kalibratorem i
prébkami. Sprawdzié, czy kolor prébek zmienit sie na
ciemnoniebieski.

5. Inkubowaé¢ mikroptytke przez 60 min. w +37°C.
Wazna informacja: Paski powinny by¢ pokryte
dostarczong folig samoprzylepng tylko wtedy, gdy
test przeprowadza sie recznie. Nie przykrywac
paskéw podczas korzystania z automatycznych
przyrzadow ELISA.

6. Optuka¢ mikroptytke za pomocg automatycznej
ptuczki, dozujgc i zasysajgc 350 pL/studzienke
rozcienczonego roztworu do ptukania, jak podano w
sekcji 1.3.

7. Odmierzy¢ pipetg 100 yL koniugatu enzymatycznego
do kazdej studzienki, za wyjgtkiem pierwszej
studzienki pustej, i przykryé folig samoprzylepna.
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Sprawdzi¢, czy czerwony barwnik zostat dodany do
wszystkich studzienek z wyjatkiem A1.

Wazna informacja: Nalezy uwazac, aby nie dotkngc
plastikowej powierzchni wewnetrznej studzienki za
pomocg koricowki wypetnionej koniugatem. Ryzyko
Zzanieczyszczenia.

8. Inkubowa¢ mikroptytke przez 30 min. w +37°C.

9. Przeptuka¢ studzienki zgodnie z instrukcjami w
punkcie 1.3.

10. Odmierzy¢ pipetg 100 yL mieszaniny substratu TMB
do kazdej studzienki, a takze do studzienki pustej.
Inkubowa¢ mikroptytke w temperaturze pokojowej
(18...24°C) przez 30 minut.

Wazna informacja: Nie wystawia¢ na dziatanie silnego
bezposredniego oswietlenia. Ryzyko wygenerowania
wysokiego poziomu tfa.

11. Odmierzy¢ pipetg 100 pL roztworu zatrzymujgcego
reakcje do kazdej studzienki, stosujgc te samg
sekwencje pipetowania co w etapie 10, aby
zatrzymac reakcje enzymatyczng. Dodanie roztworu

zatrzymujgcego reakcje zmieni  kolor kontroli
dodatniej i pozytywnych prébek z niebieskiego na
Z0fty.

12. Zmierzy¢ intensywno$¢ koloru roztworu w kazdej
studzience, jak opisano w sekcji 1.5, za pomocg filtra
450 nm (odczyt), i mozliwie za pomocg filtra 620-630
nm (studzienka pusta) w pozycji A1 na mikroptytce.

Wazne informacje:

1. Jesli drugi filtr nie jest dostepny, upewni¢ sie, Ze na
spodzie mikrostudzienki nie wida¢ odciskow palcow
przed dokonaniem odczytu za pomocg filfra o dfugosci
fali 450 nm. Odciski palcow mogg generowac fatszywe
pozytywne wyniki podczas odczytu.

2. Odczyt nalezy wykonac¢ natychmiast po dodaniu
roztworu zatrzymujgcego reakcje i zdecydowanie nie
poézniej niz 20 minut po jego dodaniu. Nastgpi¢ moze
réwniez lekkie samoutlenienie substratu,
prowadzgce do wyzszego poziomu tfa.

3. Wykazano, ze wstrzgsanie przy 350 = 150 obr./min.
podczas inkubacji zwieksza czutosc¢ testu o okoto 20%.

N

. Inkubacja krotka — Oznaczanie reczne:
1. Umiesci¢ wymagang liczbe mikrostudzienek w
uchwycie mikrostudzienek. Pozostawi¢ pierwszg

mikrostudzienke pustg dla operacji odczytu
studzienki pustej.
2. Dozowa¢ 200 pL kontroli ujemnej w trzech

powtdrzeniach, 200 pL kalibratora w dwéch
powtdrzeniach i 200 pyL kontroli dodatniej w trybie
pojedynczym do odpowiednich mikrostudzienek. Nie
rozcienczaé kontroli i kalibratora, poniewaz sg
wstepnie rozcienczone i gotowe do uzycia!

3. Doda¢ 200 pL rozcienczalnika do wszystkich
studzienek z prébkami; nastepnie odmierzy¢ 10 pL
prébki do kazdej prawidlowo oznaczonej studzienki.
Delikatnie wstrzasng¢ ptytka, unikajgc przelewania i
zanieczyszczania przylegtych  studzienek, aby
catkowicie rozpuscic¢ prébke w rozcienczalniku.
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Wazna informacja: Upewni¢ sie, ze  kolor
rozcienczalnika prébek badanych, po dodaniu probki,
Zmienia sie z jasnozielonego na ciemny zielono-
niebieski, co oznacza, ze dodano probke.

4. Doda¢ 50 L rozcienczalnika probek badanych do
wszystkich studzienek z kontrolami/kalibratorem i
probkami. Sprawdzi¢, czy kolor probek zmienit sie na
ciemnoniebieski.

5. Inkubowaé¢ mikroptytke przez 45 min. w +37°C.
Wazna informacja: Paski powinny by¢ pokryte
dostarczong folig samoprzylepng tylko wtedy, gdy
test przeprowadza sie recznie. Nie przykrywac
paskéw podczas korzystania z automatycznych
przyrzadéw ELISA.

6. Optuka¢ mikroptytke za pomocg automatycznej
ptuczki, dozujgc i zasysajgc 350 pL/studzienke
rozcienczonego roztworu do ptukania, jak podano w
sekcji 1.3.

7. Odmierzy¢ pipetg 100 yL koniugatu enzymatycznego
do kazdej studzienki, za wyjagtkiem pierwszej
studzienki pustej, i przykryé folig samoprzylepna.
Sprawdzi¢, czy czerwony barwnik zostat dodany do
wszystkich studzienek z wyjatkiem A1.

Wazna informacja: Nalezy uwazac, aby nie dotkngc
plastikowej powierzchni wewnetrznej studzienki za
pomocg koncéwki wypetnionej koniugatem. Ryzyko
Zanieczyszczenia.

8. Inkubowa¢ mikroptytke przez 45 min. w +37°C.

9. Przeptuka¢ studzienki zgodnie z instrukcjami w
punkcie I.3.

10. Odmierzy¢ pipetg 100 yL mieszaniny substratu TMB
do kazdej studzienki, a takze do studzienki pustej.
Inkubowa¢ mikroptytke w temperaturze pokojowej
(18...24°C) przez 15 minut.

Wazna informacja: Nie wystawia¢ na dziatanie silnego
bezposredniego oswietlenia. Ryzyko wygenerowania
wysokiego poziomu tfa.

11. Odmierzy¢ pipetg 100 uL roztworu zatrzymujgcego
reakcje do kazdej studzienki, stosujgc te samg
sekwencje pipetowania co w etapie 10, aby
zatrzymacé reakcje enzymatyczng. Dodanie roztworu

zatrzymujgcego reakcje zmieni kolor kontroli
dodatniej i pozytywnych probek z niebieskiego na
20tty.

12. Zmierzy¢ intensywnos$¢ koloru roztworu w kazdej
studzience, jak opisano w sekgji 1.5, za pomocg filtra
450 nm (odczyt), i mozliwie za pomocg filtra 620-630
nm (studzienka pusta) w pozycji A1 na mikroptytce.

Wazne informacje:

1. Jesli drugi filtr nie jest dostepny, upewnic sie, ze na
spodzie mikrostudzienki nie wida¢ odciskow palcow
przed dokonaniem odczytu za pomocg filtra o
dfugosci fali 450 nm. Odciski palcow mogag
generowacC fatszywe pozytywne wyniki podczas
odczytu.

2. Odczyt nalezy wykona¢ natychmiast po dodaniu
roztworu zatrzymujgcego reakcje i zdecydowanie nie
pozZniej niz 20 minut po jego dodaniu. Nastgpi¢ moze
rowniez lekkie samoutlenienie substratu,
prowadzgce do wyzszego poziomu tfa.
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3. Wykazano, ze wstrzgsanie przy 350 = 150 obr./min.
podczas inkubacji zwieksza czuto$¢ testu o okoto 20%.

N. SCHEMAT TESTU

Jezeli wyniki badan spetniajg wymogi okreslone powyzej,
przejs¢ do nastepnej sekcji.

Jedli tak nie jest, nie kontynuowac. Nalezy wykonaé
nastepujgce kontrole:

Czynnosci Czvnnosci Problem Kontrola

Metoda (Inkubacja y : . Pusta studzienka [ 1. Czy roztwér substratu nie ulegt
(Inkubacja krotka) . .

standardowa) > 0,100 OD450nm zanieczyszczeniu podczas
Kontrole i kalibrator | 200 pL 200 pL oznaczania.
Rozcienczalnik 200 pL 200 pL Kontrolaujemna [1. Czy procedura pitukania oraz
prébek badanych i | rozcienczalnik+ rozcienczalnik+ NC) ustawienia ptuczki zostaty
prébka 10 pL prébka 10 pL prébka > 0,050 OD450nm zatwierdzone zgodnie z badaniami
Rozcienczalnik po odjeciu pustej wstepnymi.
testowy 50 L S0t 2. Czy stosowany jest odpowiedni
PIGI’WSZ?. 60 min (x 3) 45 min (+ 2) roztwor p+u'czacy i czy ptuczka zostata
inkubacja odpowiednio  przygotowana przed
Temperatura +37°C +37°C uzyciem.
Plukanie 4-5 cykKli 4-5 cykli 3. Czy nie popetniono .b’fedu podczgs
Koniugat procedury oznaczania (dozowanie
enzymatyczny 100 L 100 pL kontroli dodatniej zamiast ujemnej).
Druga inkubacja 30 min (x 1) 45 min (£ 2) 4. Czy nie wystapito skazenie kontroli
Temperatura +37°C +37°C negatywnej lub jej studzienek z
Plukanie 4-5 cyki 4-5 cykli powodu rozpryskow probek dodatnich
Substrat TVMB 100 pL 100 pL lub koniugat.u enzymatycznego.
Trzecia inkubacja | 30 min (& 1) 15 min (= 1) 5. Czy  Mwkioppely = me .

Temperatura Temperatura éig'etfjgslzgzlfge at zgzezm cp:qo :
Temperatura otoczenia otoczenia atnie u niug zymatyczny.

o o 6. Czy iglty ptuczki nie sg zablokowane

(18...24°C) (18...24°C) : .

R - lub czesciowo zastoniete.
oztwor Kalibrator 1. Cz rocedur zostat

zatrzymujgcy 100 pL 100 pL ) y P ury y
reakcje S/Co<1,1 przeprowadzone prawidtowo.
Odczyt gestosci 2. Czy nie popetniono zadnego btedu
optycznej (OD) 450/620 nm 450/620 nm podczas dozowania (np. dozowanie

Ponizej przedstawiono przyktadowy schemat dozowania

(dotyczy obu procedur inkubacji):

Mikroptytka
1 2 3 |4]/5]|6 1|7 |8 10|11|12
A |BLK|S2
B |[NC [S3
C |[NC [s4
D |[NC [S5
E |CAL|S6
F |CAL|S7
G |PC |S8
H |[S1 [S9

Objasnienia: BLK = Pusty NC = Kontrola ujemna
CAL = Kalibrator PC = Kontrola dodatnia S = Prébka

O. WEWNETRZNA KONTROLA JAKOSCI

W  przypadku kazdego
przeprowadzana jest
kontrolach i
parametry oznaczania

korzystania z
odpowiednia weryfikacja na
kalibratorze w celu sprawdzenia, czy
sg zgodne

zestawu

z wartosciami

0OD450/620nm, a takze z oczekiwaniami i warto$ciami

podanymi w ponizszej tabeli.

Kontrola Wymaogi

Pusta studzienka

< 0,100 warto$¢ OD450/620nm

Kontrola ujemna

< 0,050 warto$¢ srednia OD450/620nm

(NC) po odjeciu pustej
Kalibrator S/Co>1,1
Kontrola > 1,000 warto$¢ OD450/620nm
dodatnia
Adaltis Srl
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kontroli ujemnej zamiast kalibratora).

3. Czy procedura ptukania oraz
ustawienia ptuczki zostaly
zatwierdzone zgodnie z badaniami
wstepnymi.

4. Czy nie doszto do skazenia
zewnetrznego kalibratora.

Kontrola 1. Czy procedury zostaty

dodatnia
<1,000 OD450nm | 2.

przeprowadzone prawidtowo.

Czy nie popetniono btedu podczas
dozowania kontroli (dozowanie
kontroli ujemnej zamiast dodatniej). W
takim przypadku kontrola ujemna
wykaze OD450nm > 0,150

3. Czy procedura ptukania  oraz
ustawienia ptuczki zostaty
zatwierdzone zgodnie z badaniami
wstepnymi.

4. Czy nie doszto do skazenia

zewnetrznego kontroli dodatnie;.

Jesli wystapit ktérykolwiek z powyzszych probleméw,
nalezy zgtosi¢ problem przetozonemu w celu podjecia
dalszych dziatan.

P. WYNIKI
Wyniki testu sg obliczane na podstawie $redniej wartos$ci
odciecia okreslonej za pomocg nastepujgcego wzoru:

Wartos¢ odciecia (Co) = NC sred. + 0,350

Warto$¢ obliczona dla testu jest uzywana do interpretacji
wynikow, jak opisano w nastepnym akapicie.
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Q. INTERPRETACJA WYNIKOW

Wyniki testu sg interpretowane jako stosunek probki
OD450nm i wartosci odciecia (lub S/Co) zgodnie z
ponizszg tabela:

S/Co Interpretacja
<0,9 Wynik ujemny
0,9 - 1,1 | Wynik niejednoznaczny
>1,1 Wynik dodatni

Wynik ujemny wskazuje, ze pacjent nie jest zakazony
wirusem HCV Ilub Zze jednostka krwi moze zostac
przetoczona.

Kazdy pacjent wykazujgcy wynik niejednoznaczny
powinien zosta¢ ponownie przetestowany na drugiej
probce pobranej 1-2 tygodnie pdzniej. Jednostka krwi nie
moze by¢ przetaczana.

Dodatni wynik wskazuje na zakazenie HCV, dlatego
nalezy odpowiednio leczy¢ pacjenta lub odrzuci¢ dang
jednostke krwi.

Wazne informacje:

1. Interpretacja wynikéw powinna odbywac¢ sie pod
nadzorem  kierownika laboratorium w  celu
zmniejszenia ryzyka wystgpienia btedéw w ocenie.

2. Kazdy wynik  pozytywny  powinien  zosta¢
potwierdzony z zastosowaniem metody
alternatywnej, pozwalajgcej na wykrycie przeciwciat
IgG i IgM  (test  potwierdzajgcy), przed
sformutowaniem diagnozy wirusowego zapalenia
watroby.

3. Jak udowodniono w ocenie wydajnosci produktu, test
jest w stanie wykry¢ serokonwersje dla rdzeniowych
przeciwciat anty HCV wcze$niej, niz niektére inne
komercyjne zestawy. Dlatego wynik pozytywny,
niepotwierdzony komercyjnymi zestawami, nie moze
by¢ wykluczony jako wynik fatszywie pozytywny!

Probka musi zostac poddana testowi
potwierdzajgcemu.

4. Poniewaz test jest w stanie wykry¢ rowniez
przeciwciata IgM, mogg wystepowac rozbiezne
wyniki z innymi komercyjnymi produktami do

wykrywania przeciwciat anty-HCV bez koniugatu
anty-lgM. Rzeczywisty dodatni wynik testu na
przeciwciata przeciwko HCV powinien nastepnie
zostac potwierdzony przez badanie reaktywnoSci
IgM, istotne dla diagnozy zakazenia wirusem HCV.

5. Gdy wyniki sg przesytane z laboratorium do centrum
informatycznego, nalezy zwréci¢ uwage, aby nie
przesytac¢ btednych danych.

6. Rozpoznanie wirusowego zapalenia watroby musi
by¢ dokonane i przekazane pacjentowi wytgcznie
przez wykwalifikowanego lekarza.

Ponizej przedstawiono przyktad obliczeh:

Nie uzywac ponizszych danych zamiast rzeczywistych
danych uzyskanych przez uzytkownika.

Kontrola ujemna: 0,019 — 0,020 — 0,021 OD450nm
Wartos¢ srednia: 0,020 OD450nm Mniejsza niz 0,050 —
Zaakceptowana

Kontrola dodatnia: 2,189 OD450nm
Wieksza niz 1,000 — Zaakceptowana

Wartosé¢ odciecia = 0,020 + 0,350 = 0,370
Kalibrator: 0,550 - 0,530 OD450nm
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Wartos$¢ $rednia: 0,540 OD450nm S/Co = 1,4
S/Co Wieksza niz 1,1 — Zaakceptowana

Préobka 1: 0,070 OD450nm
Probka 2: 1,690 OD450nm
Prébka 1 S/Co < 0,9 = ujemna
Probka 2 S/Co > 1,1 = dodatnia

R. SKUTECZNOSC

Ocena skuteczno$ci zostata przeprowadzona zgodnie z
opisem zamieszczonym we wspoélnych specyfikacjach
technicznych (CTS) (Artykut 5, Rozdziat 3 Dyrektywy w
sprawie wyrobow medycznych do diagnostyki in-vitro
98/79/WE) oraz zgodnie z obiema procedurami inkubacji
(standardowa i krétka).

1. GRANICA WYKRYWALNOSCI

Granica wykrywalnosci testu zostata obliczona z
zastosowaniem krotkiego testu inkubacji i wytycznych
normy British Working Standard for anti-HCV, kod
NIBSC 06/188-006. Ponizsza tabela podaje srednie
wartosci OD450nm tego standardu po rozcienczeniu w
0soczu ujemnym, a nastepnie poddanego badaniu.

Rozcienczenie | Lot#1 | Lot#2 | Lot#3

Czynnik S/Co S/Co S/Co

1X 3,50 4,00 4,30

2 X 2,10 2,60 2,60

4 X 1,3 1,40 1,30

Osocze 025 | 020 | 0720
ujemne

Ponadto prébka kodowana Accurun 1 — seria 3000 —
dostarczona przez Boston Biomedica Inc. (USA) zostata
poddana ocenie w catosci. Wyniki zamieszczono ponizej:

Seria Lot#1 | Lot#2 | Lot#3
Accurun 1
Rozktad na | S/Co S/Co S/Co
czynniki
1X 2,90 3,04 3,40

2. SWOISTOSC | CZULOSC DIAGNOSTYCZNA

Ocena dziatania urzadzenia zostata przeprowadzona na
podstawie proby przeprowadzonej na ponad 5000
probek.

2.1 Swoistos¢ diagnostyczna

Jest ona definiowana jako prawdopodobienstwo testu do
wykazania oceny negatywnej w przypadku braku
okreslonego  analitu.  Zbadano  ogdtem 5000
niewyselekcjonowanych dawcéw, w tym dawcéw
bedacych dawcami po raz pierwszy.

Swoistos¢ diagnostyczna zostata oceniona na zestawie
zatwierdzonym przez FDA (USA).

Badaniu poddano 5043 dawcéw. Uzyskano swoistos¢ na
poziomie 99,5%.

Badaniu pod katem HCV poddano 210 hospitalizowanych
pacjentéw. Uzyskano swoistos¢ na poziomie 99,5%.
Ponadto, swoistos¢ diagnostyczng poddano ocenie przez
testowanie 162 probek potencjalnie interferujgcych (inne
choroby zakazne, pozytywne przeciwciata przeciwko E.
coli, pacjenci dotknigci niewirusowymi chorobami watroby,
pacjenci  dializowani, kobiety @w cigzy, probki
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hemolizowane, probki lipemiczne
swoistos¢ na poziomie 100%.

Nie zaobserwowano fatszywej reaktywnosci ze wzgledu
na sposob przygotowania probki. Do okreslenia wartosci
swoistosci uzyto zaréwno osocze, otrzymane za pomocg
réznych standardowych technik przygotowania
(cytrynian, EDTA i heparyna), jak i surowice.
Przetestowano réwniez zamrozone prébki w celu
sprawdzenia interferencji z powodu zbierania i
przechowywania. Nie zaobserwowano interferenciji.

itp.). Uzyskano

2.2 Czulosé¢ diagnostyczna

Jest ona definiowana jako prawdopodobienstwo testu do
wykazania oceny pozytywnej w obecnosci okreslonego
analitu. Czuto$¢ diagnostyczng poddano ocenie
zewnetrznie na tacznej liczbie 348 probek. Wykryto
czutos¢ diagnostyczng na poziomie 100%. Przebadano
wewnetrznie ponad 50 innych pozytywnych probek.
Ponownie wykryto czuto$¢ diagnostyczng na poziomie
100%.

Badano réwniez pozytywne probki infekcji generowanych
przez rézne genotypy HCV.

Ponadto, przebadano wiekszo$¢ paneli serokonwersiji
dostarczonych przez Boston Biomedica Inc., USA, (PHV)
i Zeptometrix, USA, (HCV).

Wyniki dla niektérych z nich podano ponize;j.

Panel EFS Ac HCV

Prébka Partia 1 |Partia 2|Partia 3 Wyr_1iki
S/Co S/Co S/Co |oczekiwane

HCV 1] 0,53 0,52 0,55 Ujemna
HCV 2| 3,28 5,91 3,04 Dodatnia
HCV 3| 2,17 3,18 2,56 Dodatnia
HCV4| 2,26 2,23 2,35 Dodatnia
HCV5| 6,10 7,06 6,90 Dodatnia
HCV6| 1,66 1,77 1,67 Dodatnia

3. DOKLADNOSC

Obliczono jg na pieciu probkach, jednej ujemnej i
czterech dodatnich, ktére zbadano w czterech
powtdrzeniach w szesciu oddzielnych seriach.

Wyniki podano ponizej:

Wyniki wewnatrzseryjne: Zestaw EIAgen HCV Ab (v.4) —
1. partia (procedura inkubaciji krétkiej)

Doktadnos¢ — %CV
Prébka Srednia Migdzy. | Wewn. Razem
S/Co seriami serii
Ujemna 0,03 6,66 10,56 12,48
1,20 8,52 8,49 12,03
Dodatnie 1,51 7,69 12,22 14,44
3,57 7,43 11,82 13,97
11,87 3,42 9,32 9,92

Panel Liczba prébek |Adaltis |Ortho™? Wyniki wewnatrzseryjne: Zestaw EIAgen HCV Ab (v.4) —
PHV 901 11 9 9 1. partia (procedura inkubacji dtugiej)
g:x ggg ; g j . Doktadnos¢é — %CV
. Srednia Miedzy. Wewn.
PHV 906 7 7 7 Probka S/Co seriami serii Razem
PHV 907 7 3 2 Ujemna 0,04 4,67 12,34 13,19
PHV 908 13 10 8 1,47 9,62 11,40 14,92
PHV 909 3 2 2 . 1,82 8,92 12,77 15,58
PHV 910 5 3 3 Dodatnie ™4 '37 4,59 12,88 13,67
PHV 911 5 3 3 13,78 2,42 8,96 9,26
PHV 912 3 1 1 e .
PHV 913 4 2 2 Wyniki miedzyseryjne: Zestaw EIAgen HCV Ab (v.4) —
PHV 914 9 5 5 1., 2.1 3. partia (procedura inkubacii krétkiej)
PHV 915 4 3 0 —
PHV 916 8 4 3 Doktadnos¢ — %CV
PHV 917 10 6 6 Probka Partia 1 Partia 2 Partia 3
PHV 918 3 2 0 Ujemna 8,65 8,29 6,13
PHV 919 7 3 3 Kalibrator 4,98 4,44 5,38
PHV 920 10 6 6 Dodatnia 4,11 3,11 1,37
HCV 10039 5 2 0 . ‘s . . .
HCV 6212 9 6 7 Zmlenréosc J{prs{addsta\'/v:(?na f‘vlg p_qu;slf_ych tabelach nie
spowodowata btednej klasyfikacji prébki.
HCV 10165 9 5 4
?"ﬁ%ﬁki dodatnie S. ZALECENIA W ZAKRESIE ROZWIAZYWANIA
2. HCV v.3.0 PROBLEMOW

Ostatecznie produkt zostat przetestowany na panelu
EFS Ac HCV, nr partii 06.140817, dostarczonym przez
Etablissement Francais Du Sang (EFS) (Francja) z
nastepujgcymi wynikami:
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Przestrzeganie procedury i specyfikacji testu, a takze
wiasciwe uzycie odczynnikéw i wiasciwe pipetowanie
moze pomoc w uniknieciu nastepujgcych rodzajow
btedow:
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BLAD

MOZLIWE PRZYCZYNY / ZALECENIA

OD znacznie
réznigce sie

(+ 50%) od
podanych w QC

-nieprawidtowa objetos¢ dozowania
odczynnikéw (zalecenie: sprawdzic¢
zgodnos$¢ miedzy objetoscig ustawiong w
pipetach a iloscig wymagang w tescie,
skalibrowa¢ je ponownie)

-nieprawidtowa temperatura lub
nieprawidtowy czas inkubacji (zalecenie:
bardziej skrupulatna konserwacja
inkubatora, odnotowac¢ poczatek
inkubacji)

-btad w wykonaniu ptukania i odczytu
fotometrycznego (zalecenie: sprawdzi¢
dziatanie lub ustawienia odpowiednich
przyrzagdow)

-zanieczyszczenie substratu lub koniugatu
(zalecenie: uzywac tylko czystych
jednorazowych plastikowych pojemnikéw)

-niestate warunki inkubaciji (czas,
temperatura)
-kontrole i prébki nie dozowane w tym

a%yvtﬁ?;sk; ine samym czasie (w tych samych odstepach
CV% 2 Y czasu) (sprawdzi¢ sekwencje

pipetowania)
-zmienno$¢ wynikajaca z pracy

operatoréw

Niski stopien
powtarzalnosci
wynikow

-niestata objeto$¢ dozowania odczynnikow
i probek (zalecenie: sprawdzi¢
doktadnosc pipet i zgodnos¢ miedzy
objetoscig dozowang a wymagana,
skalibrowac¢ je ponownie)

-btgd w wykonaniu ptukan lub odczytu
fotometrycznego (zalecenie: sprawdzic¢
dziatanie lub ustawienia odpowiednich
przyrzgdow)

-zanieczyszczenie substratu (zalecenie:
uzywac tylko czystych jednorazowych
plastikowych pojemnikéw)

-zanieczyszczenie lub degradacja
odczynnikéw (zalecenie: uzywaé
odpowiednich koncowek, czystych
jednorazowych plastikowych pojemnikéw
i wody destylowanej lub odpowiednika)

Brak reakcji
kolorymetrycznej

-nie wykonano dozowania niektorych
odczynnikow

-silne zanieczyszczenie koniugatu lub
substratu

(zbyt niskie OD)

po dodaniu -nieprawidtowe wykonanie procedury

substratu oznaczania (np. przypadkowe dozowanie
odczynnikow w niewtasciwej kolejnosci
lub z niewtasciwego pojemnika itp.)

_Zbyt niska ‘s -zbyt krotki czas inkubacji, temperatura

intensywnosc : - .

* inkubaciji zbyt niska
reakcji

-nieprawidtowe rozcienczenie koniugatu

Zbyt wysoka
intensywnosé
reakcji

(zbyt wysokie
OD)

-nieprawidtowe rozcienczenie koniugatu

-zbyt dtugi czas inkubacji, temperatura
inkubacji zbyt wysoka

-zta jako$¢ wody do przygotowania
roztworu do ptukania (niski stopien
dejonizacji)

-niewystarczajgce ptukanie
(nieodpowiednie usuniecie koniugatéw)

Nieuzasadnione
wyniki

-zanieczyszczenie pipet, koncowek lub
pojemnikow

-niestate i niewystarczajgce ptukanie
(nieodnowiednie usuniecie koniuaatéw)

-odczynniki i/lub paski nie zostaty

zbyt wysokie wstepnie ogrzane do temperatury
miedzyseryjne pokojowej przed uzyciem
CV% - ptuczka do mikroptytek nie ptucze
prawidtowo (zalecenie: oczyscic¢ gtowice
ptuczki)
Adaltis Srl
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T. AUTOMATYZACJA

Procedura opisana w niniejszej instrukcji uzytkowania
dotyczy wytgcznie testéw recznych. Podczas korzystania
z analizatorow automatycznych postepowacé zgodnie z
instrukcjami  opisanymi w podreczniku uzytkownika
danego urzadzenia. Kazde laboratorium powinno
prowadzi¢ rejestr swoich wewnetrznych proceséw
walidacji wykazujgcych  zgodnos¢ z  systemami
zautomatyzowanymi.

U. OGRANICZENIA

Powtarzalne wyniki fatszywie dodatnie, niepotwierdzone
przez weryfikujgcy rekombinowany test immunoblot
(RIBA) lub podobne techniki, zostaty ocenione jako
wystepujgce w mniej niz 0,1% normalnej populaciji.
Wykazano, ze zamrozone probki zawierajgce czgstki lub
agregaty fibryny po rozmrozeniu generujg wyniki
fatszywie dodatnie.
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SIMBOLURI UTILIZATE PE ETICHETE

LT [T ¥ 3 A4
Dispozitiv .
medical pentru Numar de = . Atent,lle, .Cmt" Limite de A se utiliza x
- o Numar de lot instructiunile de « A x Numar de test
diagnostic in catalog - temperatura pana la data de
- utilizare
vitro
P
“ R M [MICROPLATE] | [CONTROLJ+| | [CONTROL[] [CAL]
A se feri de
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e« Avertisment:
Pericol

« Componente periculoase ce necesita etichetare:

Acid sulfuric
« Indicatii de pericol:

H314 — Provoaca arsuri grave ale pielii si leziuni oculare grave.

 Recomandari de siguranta:

P260 Nu inspirati praful/fumul/gazul/abutiivaporii/spray-ul.
P303+P361 +P353 IN CAZ DE CONTACT CU PIELEA (sau cu pérul): scoateti imediat toatd imbracdmintea contaminata. Clatiti pielea cu

apda/faceti un dus.

P305+P351+P338 [N CAZ DE CONTACT CU OCHII: Clatiti cu atentie cu apd, timp de mai multe minute. Scoateti lentilele de contact, dacé
este cazul si daca acest lucru se poate face cu ugurintd. Continuati sa clatiti.
P310 Adresati-va imediat unui CENTRU DE INFORMARE TOXICOLOGICA sau unui medic.

P405 A se depozita sub cheie.

P501 Eliminati continutul/recipientul in conformitate cu legislatia in vigoare la nivel local/regional/national/international.

Atentie:

Controlul negativ, controlul pozitiv, calibratorul, conjugatul, diluantul pentru esantioane, diluantul pentru probe si solutie

concentrata tampon pentru spalare 20X sunt clasificate ca: Skin Sens. 1

e Avertisment:
Atentie

« Componente periculoase ce necesita etichetare:
Amestec de: 5-cloro-2-metil-2H-izotiazolin-3-one [Nr. CE 247-500-7]; 2-metil-2H-izotiazolin-3-one [Nr. CE 220-239-6] (3:1)

» Indicatii de pericol:

H317 Poate provoca o reactie alergica a pielii

o Recomandari de siguranta:

P261 Evitati sa inspirati praful/fumul/gazul/aburiivaporii/spray-ul.
P280 Purtati manusi de protectie/imbracaminte de protectie/ echipament de protectie a ochilor/echipament de protectie a fetei.
P321 Trattament specific (consultati aceasta etichetd).
P333+P313 In caz de iritare a pielii sau de eruptie cutanata: adresati-vd medicului.
P302+P352 IN CAZ DE CONTACT CU PIELEA: Spélati cu apd din abundents.

P501 Eliminati continutul/recipientul in conformitate cu legislatia in vigoare la nivel local/regional/national/international.

Pentru Fisele cu Date de Securitate, consultati site-ul www.adaltis.net.
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ROMANA

A. UTILIZARE

Test imuno-enzimatic (ELISA) de generatia a patra,
pentru detectarea anticorpilor la virusul hepatitei C, in
probe de ser sau plasma umana (EDTA, Heparina si
Citrat). Trusa poate fi utilizatd pentru detectarea
anticorpilor din unitatile de sdnge recoltate de la pacienti
infectati cu virusul HCV.

Numai pentru diagnosticarea in vitro.

B. INTRODUCERE
Organizatia Mondiala a Sanatatii
infectia cu virusul hepatitic C ca fiind:

(OMS) defineste

"Hepatita C este o infectie virala a ficatului, denumita,
inainte de 1989, pana la identificarea agentului cauzator,
hepatita "non A, non B”, cu mecanism de transmitere
parenteral. Descoperirea si caracterizarea virusului
hepatitic C (HCV) au permis intelegerea rolului primordial
al acestuia n hepatitele post-transfuzionale si a tendintei
acestuia de a induce infectii persistente”.

Virusul HCV este una din cauzele majore ale hepatitei
acute si a bolilor hepatice cronice, printre care ciroza si
cancer la ficat. La nivel global, sunt infectate cu virusul
HCV, estimativ, 170 de milioane de persoane, iar intre 3
spre 4 milioane de persoane sunt nou infectate in fiecare
an. Cele mai frecvente cauze de transmitere a virusului
HCV la nivel mondial sunt transfuziile de unitati de sange
necontrolate serologic, precum si folosirea, de la o
persoand la alta, a acelor si seringilor care nu au fost
corect sterilizate. In prezent nu exista niciun vaccin
disponibil pentru prevenirea hepatitei C, iar tratamentul
hepatitelor C cronice este prea costisitor, pentru ca
populatiile din tarile in curs de dezvoltare sa si-l poata
permite. Asadar, dintr-o perspectiva globala, cel mai
mare impact asupra bolnavilor de hepatita C consta in
focalizarea eforturilor asupra reducerii riscurilor de
transmitere a virusului HCV pe cale nozocomiala (ex.:
transfuzii de sange, injectii nesigure) si asupra reducerii
comportamentelor de risc (ex.: injectarea de droguri).

Virusul hepatitei C (HCV) este unul dintre virusii (A, B, C,
D si E) ce sunt responsabili de cele mai multe dintre
cazurile de hepatita virala. Este un virus ARN incapsulat
monocatenar, din familia Flaviviridae, ce are un spectru
restrdns de gazde. Oamenii si cimpanzeii reprezinta
singurele specii cunoscute ca fiind susceptibile la infectia
cu virusul HCV si ambele specii dezvolta boli similare. O
caracteristica importanta a virusului o reprezinta relativa
mutabilitate a genomului, legata probabil de o tendinta
marcata (80%) de a induce infectii cronice. Virusul HCV
este reunit Tn mai multe genotipuri diverse, ce pot fi
importante in determinarea gravitatii bolii si a raspunsului
la tratament.

Perioada de incubatie a infectiei cu virusul HCV, inainte
de manifestarea simptomelor clinice, variaza de la 15 la
150 de zile. In infectiile acute, simptomele cele mai
frecvente sunt oboseala si icterul; Tn orice caz,
majoritatea cazurilor (un procent cuprins intre 60% si
70%), inclusiv cele ce dezvolta o infectie cronica, sunt
asimptomatice. Aproximativ 80% dintre noii pacienti
infectati dezvolta o infectie cronica. Ciroza apare la un
procent cuprins aproximativ intre 10% si 20% dintre
pacientii cu infectie cronica, in timp ce cancerul hepatic
apare la un procent cuprins intre 1% si 5% dintre
persoanele care prezintd o infectie cronica, pe o
perioada de timp cuprinsa fintre 20 si 30 de ani.
Majoritatea pacientilor ce sufera de cancer hepatic fara a
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fi infectati cu virusul hepatitei B, prezintd infectie cu
virusul HCV. Mecanismul prin care infectia cu virusul
HCV cauzeaza cancerul hepatic nu este inca foarte clar.
Hepatita C accentueaza gravitatea bolilor ficatului, atunci
cand se manifesta concomitent cu alte probleme
hepatice. Mai precis, bolile ficatului evolueaza mai rapid,
la persoanele cu boli hepatice cauzate de consumul de
alcool si de infectia cu virusul HCV. Virusul HCV se
transmite Tn principal prin contactul direct cu sangele
infectat. Transmiterea virusului HCV prin transfuziile de
sénge necontrolate serologic in vederea depistarii
prezentei virusului, folosirea, de la o persoana la alta, a
acelor, seringilor si a altor echipamente medicale care nu
au fost corespunzator sterilizate, sau schimbul de ace
intre consumatorii de droguri, este foarte documentata.
Transmiterea se poate produce si pe cale sexuala sau
perinatald, insa nu la fel de frecvent. Alte modalitati de
transmitere, ce tin de practici comportamentale, sociale,
culturale (body piercing, circumcizii si tatuaje) sunt de
asemenea posibile, daca se utilizeaza instrumente care
nu au fost corespunzator sterilizate. Virusul HCV nu se
transmite pe calea stranutului, prin imbratisari, tuse,
mancare sau apa, daca se folosesc aceleasi tacamuri
sau pahare, sau prin contact intamplator.

Atat in tarile dezvoltate, cat si in cele in curs de
dezvoltare, grupurile de risc includ consumatorii de
droguri injectabile, primitorii de sange necontrolat
serologic, persoanele care sufera de hemofilie, pacientii
dializati si persoanele cu numerosi parteneri sexuali, ce
practicda raporturi sexuale neprotejate. In tarile
dezvoltate, se estimeaza ca 90% dintre persoanele
infectate cu virusul hepatitei C cronice sunt in principal
consumatori de droguri injectabile si persoane carora li s-
au administrat transfuzii de séange necontrolat serologic,
sau transfuzii de derivate din sange. In majoritatea tarilor
in curs de dezvoltare, unde se utilizeaza inca sange si
derivate din sédnge neanalizate, principala cale de
transmitere a infectiei o reprezintd instrumentele pentru
injectii nesterilizate si transfuziile de sdnge necontrolate
serologic. De asemenea, persoanele care practica
ritualuri de sacrificare si circumcizii sunt persoane cu
risc, daca folosesc sau refolosesc instrumente metalice
nesterilizate.

OMS estimeaza ca aproximativ 170 de milioane de
persoane, adica 3% din populatia globului, sunt infectate
cu virusul HCV si prezinta riscul de a se imbolnavi de
ciroza si/sau cancer hepatic. Prevalenta infectiei cu
virusul HCV in Africa, Orientul Mijlociu, Asia de Sud-Est
si Pacificul de Nord este mult mai mare, fata de America
de Nord si de Europa.

Testele diagnostice pentru HCV se utilizeazd pentru a
preveni infectiile prin screening-ul donatorilor de sénge si
plasma, pentru stabilirea diagnosticului clinic si pentru o
mai buna luare a deciziilor privind tratamentul administrat
unui pacient. Testele diagnostice disponibile in prezent
se bazeaza pe dozari imuno-enzimatice (EIA) pentru
detectarea unor anticorpi specifici HCV. Sistemul EIA
poate depista peste 95% dintre pacientii cu infectii
cronice, dar numai intre 50% si 70% dintre infectiile
acute. Analiza RIBA (metoda recombinata de imunoblot)
de identificare a anticorpilor care reactioneaza cu
antigene individuale HCV se utilizeazd adesea ca test
suplimentar pentru confirmarea unui rezultat pozitiv
obtinut prin teste EIA. Teste pentru HCV bazate pe
amplificarea acizilor ribonucleici (de ex. PCR, proba cu
ADN legat) au fost utilizate atat pentru confirmarea
rezultatului serologic, cat si pentru stabilirea eficacitatji
tratamentului antiviral folosit. Un rezultat pozitiv indica
prezenta infectiei active si posibilitatea de extindere a
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infectiei si/sau de dezvoltare a unor boli cronice ale
ficatului.

Medicamentele antivirale, cum ar fi interferonul,
administrat ca atare sau impreuna cu ribavirina, se pot
utiliza pentru tratamentul pacientilor cu hepatita C
cronica, nsa acest tratament este foarte costisitor.
Tratamentul ce constd doar 1n administrarea
interferonului este eficient la aproximativ 10-20% dintre
pacienti. Interferonul administrat impreuna cu ribavirina
este eficient la 30-50% dintre pacienti. In schimb, se pare
ca ribavirina, administrata ca atare, nu este eficienta.

Nu exista niciun vaccin eficient impotriva virusului HCV.
Cercetarile continua, Tnsa mutabilitatea accentuata a
genomului virusului HCV ingreuneaza descoperirea unui
vaccin eficient. De asemenea, si lipsa cunostintelor
privind un eventual raspuns imuno-protector, ulterior
infectiei cu virusul HCV, incetineste descoperirea
vaccinului. Nici mé&car nu se stie daca sistemul imunitar
este in stare sa elimine virusul.

in orice caz, cateva studii au demonstrat prezenta unor
anticorpi ce neutralizeaza virusul, la pacientii infectati cu
virusul HCV. Tn lipsa unui vaccin, trebuie adoptate toate
masurile de precautie pentru a preveni infectia, inclusiv
(a) teste screening, testele de sénge si a organelor
donate; (b) dezactivarea virusului in plasme si produse
derivate; (c) dezvoltarea si consolidarea practicilor de
control al infectiei in protocoalele de actiune sanitara,
precum si o corecta sterilizare a instrumentelor medicale
si stomatologice; (d) promovarea unor schimbari in
relatile dintre oamenii de rénd si operatorii sanitari,
pentru a reduce utilizarea excesiva a injectiilor si pentru
practicarea unor injectii sigure; (e) reducerea riscului
pentru persoanele consumatoare de droguri si cele ce
utilizeaza practici sexuale de mare risc”.

Genomul codifica pentru componentele structurale, o
proteind nucleocapsidica si doud glicoproteine de
suprafata si componentele functionale implicate in
replicarea virusului si in procesarea proteinelor acestuia.
Regiunea de codificare nucleocapsidica pare a fi cea mai
conservatoare, dintre probele izolate obtinute in intreaga
lume.

C. PRINCIPIUL TESTULUI

Microplacile sunt tapetate cu antigene HCV specifice
derivate din regiunile "core” si "ns” de codificare pentru
antigenele conservatoare si determinantii antigenici
imunodominanti (peptida de baza, NS3 recombinant,
peptide NS4 si NS5).

Faza solida este tratatd mai intai cu esantionul diluat si,
anticorpii HCV, daca sunt prezenti, se vor lega la
antigenele fixate. Dupa etapa de indepartare prin spalare
a tuturor celorlalte componente ale esantionului, in cea
de-a doua faza de incubare, dupa legarea anticorpilor
HCV, anticorpii IgG si IgM sunt detectati prin adaugarea
conjugatului cu anticorpi specifici policlonali anti-lgG&M,
marcati cu peroxidaza (HRP).

Enzima captata pe faza solida, reactionand cu amestecul
substrat TMB, genereaza un semnal optic care este
proportional cu cantitatea de anticorpi anti-HCV prezenti
in esantion. O valoare cut-off permite sa se interpreteze
densitatile optice in rezultate pozitive si negative de
anticorpi HCV.
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D. COMPONENTE
Trusa contine reactivi pentru 96 de teste (cod 071067),
192 de teste (cod 071064), sau 480 de teste (cod

071068).

Microplaca

Control negativ

Control pozitiv

Calibrator

Solutie de spalare tampon concentrata 20x
Conjugat

Diluant pentru esantioane

Substrat TMB

Solutie de stopare

1

1x4 mL/fiola
1x2 mL/fiola
2 fiole

1x50 mL/fiola
1x16 mL/fiola
1x50 mL/fiola
1x16 mL/fiola
1x15 mL/fiola

Diluant pentru probe 1x8 mL/fiola
Hartie de sigilare placa 2

Numar de teste 96

Cod 071067
Microplaca 2

Control negativ 2x4 mL/fiole
Control pozitiv 1x4 mL/fiola
Calibrator 3 fiole

Solutie de spalare tampon concentrata 20x 2x50 mL/fiole
Conjugat 2x16 mL/fiole

Diluant pentru esantioane
Substrat TMB
Solutie de stopare

2x50 mL/fiole
2x16 mL/fiole
2x15 mL/fiole

Diluant pentru probe 2x8 mL/fiole
Hartie de sigilare placa 4

Numar de teste 192
Cod 071064
Microplaca 5

Control negativ

Control pozitiv

Calibrator

Solutie de spélare tampon concentrata 20x
Conjugat

Diluant pentru esantioane

Substrat TMB

Solutie de stopare

Diluant pentru probe

Hartie de sigilare placa

1x20 mL/fiola
1x10 mL/fiola
7 fiole

5x50 mL/fiole
2x40 mL/fiole
5x50 mL/fiole
2x40 mL/fiole
2x40 mL/fiole
1x40 mL/fiola
10

Numar de teste

480

Cod

071068

1. Microplaca

12 strip-uri de 8 minigodeuri tapetate cu peptida Core,
antigen recombinant NS3, peptide NS4 si NS5. Placile
sunt sigilate in folie din aluminiu cu absorbant de
umezeala.

Asteptati ca microplaca sa ajungad la temperatura
mediului ambiant (18...24°C) Tnainte de a deschide folia.
Strip-urile nefolosite trebuie reintroduse la loc in folia cu
absorbant de umezeald si trebuie pastrate la o
temperatura de 2...8°C.

2. Control negativ

Control gata de utilizare. Contine 10 mM solutie tampon
citrat de Na cu pH 6.0 £ 0.1, proteind de baza 2%
cazeind si conservant 0.1% Proclin 150. Controlul
negativ este colorat in culoarea verde masliniu.

3. Control pozitiv

Control gata de utilizare. Contine proteine din ser de
capra in procent de 1%, anticorpi umani pozitivi la virusul
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HCV, 10 mM tampon citrat de Na cu ph 6.0+£0.1, 0.5%
Tween 20, 0.09% azidad de sodiu si conservant 0.1%
Proclin 150. Controlul pozitiv este colorat in culoarea
verde Tnchis.

Nota importanta: Lipsa agentilor patogeni vitali in
solutia de control pozitiv nu poate fi garantatd in
totalitate, prin urmare reactivul trebuie tratat ca fiind
potential infectat, in conformitate cu principiile de buna
practica de laborator.

4. Calibrator

Calibrator liofilizat. Se va dizolva in cantitatea de apa
distilatd cu aviz EIA indicatd pe eticheta. Contine
proteine din ser de fetus de vitel, anticorpi umani pozitivi
la virusul HCV, cu continut calibrat dupa codul NIBSC
Working Standard 06/188-006, 10mM de tampon citrat
de Na cu pH 6.0£0.1, 0.3 mg/mL sulfat de gentamicina si
conservant 0.1% Proclin 150.

Nota importanta: Lipsa agentilor patogeni vitali in
calibrator nu poate fi garantata in totalitate, prin urmare
reactivul trebuie tratat ca fiind potential infectat, in
conformitate cu principiile de buna practica de laborator.

Note: volumul necesar pentru dizolvarea continutului
fiolei poate varia de la un lot la altul. Va rugam sa
utilizati volumul corespunzétor, indicat pe eticheta.

5. Solutie de spalare tamponconcentrata 20x

Solutie concentrata 20X. Dupa diluare, solutia de spalare
(tampon de spalare diluat) contine 10 mM tampon fosfat
cu pH 7.0 £ 0.2, 0.05% Tween 20 si 0.05% Proclin 150.
Dupa diluare, solutia de spalare rdméane stabila timp de 1
saptamana, la temperaturi intre 2...8°C.

6. Conjugat

Reactiv gata de utilizare, colorat in culoarea rosie.
Contine peroxidaza de hrean conjugatd cu anticorpi
policlonali de capra cu IgG si IgM umani, 5% BSA, 10
mM tampon Citrat cu pH 6.4 + 0.1 si conservanti 0.1%
Proclin si 0.05% Tween 20.

7. Substrat TMB

Componentd gata de utilizare. Contine 50 mM solutie
tampon citrat-fosfat cu pH 3.5-3.8, 4% dimetil sulfoxid,
0.03% tetrametilbenzidind (TMB) si 0.02% peroxid de
hidrogen (H,0,). Amestecati usor, inainte de utilizare.
Nota: A se pastra ferit de lumina directa, deoarece
este sensibil la surse de lumina puternice.

8. Diluant pentru probe
Componenta gata de utilizare. Contine ser de capra, 10
mM solutie tris tampon cu pH 8.0+0.1 ce contine 0.1%
Proclin 150 si 0.09% azida de sodiu pentru pre-tratarea
esantioanelor si a solutiilor de control de pe placa, cu
stoparea interferentelor.

9. Solutie de stopare

Componenta gata de utilizare.

Contine o solutie 0.3 M de H,SO,. Amestecati usor,
Tnainte de utilizare.

10. Diluant esantion

Componenta gata de utilizare, colorata in culoarea verde
inchis. Contine 1% cazeina, 10 mM tampon citrat de Na
cu pH 6.0 + 0.1 si conservant 0.1% Proclin 150.

A se utiliza pentru diluarea esantionului.
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Nota: Diluantul isi schimba culoarea din verde
masliniu, in verde inchis-albastru, in prezenta
esantionului.

E. MATERIALE NECESARE, DAR NEINCLUSE IN
TRUSA

1. Micropipete calibrate (200 yL si 10 uL) si varfuri de
unica folosinta.

2. Apa distilatd cu aviz EIA (bidistilatd sau deionizata,
tratatd cu carbune activ pentru indepartarea
oxidantilor chimici folositi ca dezinfectanti).

3. Cronometru cu interval de timp de 60 minute sau mai
mult.

4. foi de hartie absorbanta.

5. Incubator termostatic calibrat pentru microplaci
ELISA, ce poate asigura o temperatura de +37°C.

6. Cititor calibrat de microplaci ELISA, cu capacitate de
citire la 450 nm, prevazut daca este posibil cu filtre
de 620-630 nm pentru detectarea blank-ului.

7. Spalator calibrat pentru microplaci ELISA.

8. Mixer vortex sau alte dispozitive asemanatoare
pentru centrifugare.

F. AVERTISMENTE S| PRECAUTII

1. Aceasta trusa poate fi utilizatd doar de personal
tehnic specializat si corespunzator calificat, sub
supravegherea medicului sef de laborator. Cititi cu
atentie prezentul prospect, inainte de dozare si
respectati cu strictete instructiunile din cuprinsul
acestuia.

2. Cititi cu atentie Fisa cu Date de Securitate (SDS),
inainte de a efectua dozarea.

3. In cazul utilizarii trusei pentru screening-ul unor
unitati de sange si componente ale sangelui, acesta
va trebui sa fie utilizatad intr-un laborator certificat si
autorizat de autoritatea nationald responsabila n
domeniu (Ministerul Sanatatii sau un organism
similar), in vederea efectuarii acestui tip de analize.

4. Intreg personalul implicat Tn executarea probei
trebuie sa fie echipat cu imbracaminte de protectie
de laborator, manusi din latex fara talc si ochelari de
protectie. Utilizarea oricaror dispozitive ascutite (ace)
sau taioase (lame) este interzisa. Intreg personalul
implicat trebuie sa fie instruit cu privire la procedurile
de sigurantd personald, conform recomandarilor
Centrului pentru Controlul Bolilor Atlanta, SUA,
indicate in publicatia Autoritatii Nationale pentru
Sanatate: "Siguranta personald in Laboratoarele de
Microbiologie si Biomedicind”, editia 1984.

5. Intreg personalul implicat Tn  manipularea
esantioanelor trebuie sa fie vaccinat impotriva
virusurilor HBV si HAV, pentru care exista vaccinuri
sigure si eficiente.

6. Incaperea laboratorului trebuie sa aiba un mediu
controlat, pentru a se evita contaminarea cu praf sau
cu agenti microbiologici din aer, Tn momentul
deschiderii fiolelor si al microplacii din trusa si in
momentul efectuarii testului. Substrat (TMB) trebuie
ferit de lumina puternica. Dupa inceperea testului,
evitati vibratile mesei de lucru.

7. Dupa receptionarea trusei, aceasta trebuie pastrata
la o temperatura de 2...8°C, intr-un frigider sau intr-o
camera rece, cu temperatura controlata.

8. Nu folositi componente din truse apartinand unor loturi
diferite. Nu se recomanda folosirea componentelor din
doua truse apartinand aceluiasi lot.

9. Asigurati-va céa reactivii sunt limpezi si ca nu contin
microorganisme sau particule de mari dimensiuni.
Daca reactivii nu indeplinesc aceste conditii, anuntati
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.
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imediat responsabilul de laborator, pentru a demara
procedurile necesare in vederea schimbarii trusei.
Evitati contaminarile incrucisate intre esantioane de
ser/plasma, folosind varfuri de unica folosinta, pe
care sa le Tnlocuiti la fiecare esantion.

Evitati contaminarile incrucisate intre reactivii din
trusa, folosind varfuri de unica folosinta pe care sa le
inlocuiti la fiecare componenta in parte.

Nu folositi trusa dupa expirarea termenului de
valabilitate a acesteia, tiparit pe cutie si pe eticheta
aplicata pe fiecare fiola in parte.

Toate esantioanele trebuie considerate ca fiind
potential infectate. Toate serurile umane trebuie
manipulate conform prevederilor Nivelului 2 de Bio-
Siguranta, urmand recomandarile Centrului pentru
Controlul Bolilor Atlanta, SUA, precum si cele din
cuprinsul publicatiei Autoritatii Nationale pentru
Sanatate: "Bio-Sigurantda in Laboratoarele de
Microbiologie si Biomedicing”, editia 1984.

Pentru prepararea componentelor lichide, sau pentru
componentele mutate pe statile de testare
automatizate, se recomanda folosirea de recipiente
din plastic de unica folosinta, Tn felul acesta
evitdndu-se contaminarile incrucisate.

Deseurile rezultate in urma folosirii trusei se vor
elimina conform prevederilor legislatiei in vigoare la
nivel national si ale legislatiei in materie de deseuri
rezultate din substante chimice si biologice de
laborator. Mai precis, scurgerile de lichide, rezultate
in urma procedurii de spalare, resturile de solutii de
control si resturile de solutii esantion trebuie
considerate ca fiind potential infectate si trebuie
supuse procedurii de inactivare, Tnainte de a fi
eliminate. Se recomanda procedura de inactivare
prin tratarea cu o solutie de hipoclorit de sodiu cu
concentratie de 10% timp de 16-18 ore sau
dezactivarea la cald, in autoclava, la 121°C timp de
20 minute.

Scurgerile accidentale de solutii esantion, Tn timpul
efectuarii testelor, trebuie absorbite cu foi de héartie
inmuiate n hipoclorit de sodiu, iar apoi trebuie clatite
cu apa. Ulterior, respectivele foi de hartie se vor
arunca fintr-un recipient special pentru deseuri
provenite din materiale biologice.

Solutia de stopare contine 0,3 M acid sulfuric. Evitati
contactul acesteia cu pielea si ochii. In caz de
contact, clatiti imediat si abundent cu apa.

Eliminarea solutiilor reactive ce contin azida de sodiu
sau thimerosal, drept conservanti, trebuie tratate
conform prevederilor si legislatiei in vigoare fin
materie, in tara Tn care se utilizeazd testul.
Eliminarea solutiilor ce contin azida de sodiu prevede
utilizarea unor mari cantitdti de apa de la robinet.
Retineti faptul ca azida de sodiu poate forma
compusi explozivi, Tn urma contactului prelungit cu
plumbul sau cuprul.

Nu fumati, nu mancati si
cosmetice in zonele
esantioanele si reactivii.
Celelalte deseuri produse in urma utilizarii trusei (de
exemplu: varfurile folosite pentru controale si
esantioane, microplacile folosite) trebuie sa fie
manipulate ca si cum ar fi potential infectate si
trebuie colectate conform prevederilor legislatiei n
vigoare la nivel national si ale legislatiei privind
eliminarea deseurilor de laborator.

Nu pipetati substantele cu gura.

nu aplicati
in care sunt

produse
manipulate
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G. ESANTIOANE: PREPARARE SI
RECOMANDARI

1. Sangele se recolteaza din vena prin metode
aseptice, iar plasmele si serurile se prepara prin
folosirea tehnicilor standard de preparare a
esantioanelor pentru analize clinice de laborator. Nu
s-a depistat nicio influentd, in cazul prepararii
esantionului cu citrat, EDTA sau heparina.

2. Nu adaugati niciun fel de conservanti in esantioane;
evitati mai ales azida de sodiu, deoarece aceasta
poate influenta activitatea enzimatica a conjugatului,
determinand obtinerea unor rezultate fals negative.

3. Esantioanele trebuie sa fie clar identificate cu coduri
sau nume, pentru a se evita confuzile Tn
interpretarea rezultatelor. In cazul in care trusa se
utilizeaza pentru teste screening ale unor unitati de
sange, recomandam insistent etichetarea acestora
cu coduri de bare ce se vor citi cu un cititor
electronic.

4. Esantioanele intens hemolizate (rosii) sau lipemice
(laptoase) trebuie aruncate, deoarece pot duce la
obtinerea unor rezultate false. Esantioanele ce
contin resturi de fibrina sau cheaguri si corpuri
microbiologice trebuie aruncate, deoarece pot duce
la obtinerea unor rezultate false.

5. Serurile si plasmele se vor pastra la temperaturi de
+2...8°C cel mult cinci zile dupa recoltare. Pentru
conservarea acestora pe perioade mai indelungate
de timp, esantioanele pot fi congelate la —20°C timp
de céateva luni. Niciun esantion congelat nu poate fi
congelat si decongelat decadt o singura data,
deoarece acest proces genereaza particule ce pot
compromite rezultatul testului.

6. In cazul in care esantionul contine particule,
centrifugati la o vitezd& de 2.000 rpm timp de 20
minute, sau filtrati cu filtre de 0.2-0.8um pentru a
curata esantionul ce trebuie testat.

H. PREPARAREA COMPONENTELOR S$I
AVERTISMENTE

Studiile efectuate pe o trusa deschisa nu au demonstrat

nicio pierdere semnificativa de activitate la cel mult 1

reutilizare a aceluiasi material, in termen de 6 luni.

1. Microplaci:

Asteptati pana cand microplaca ajunge la temperatura
mediului ambiant (cel putin 1 ora) Thainte de a deschide
folia. Verificati daca absorbantul de umezeald nu sia-
schimbat culoarea in verde inchis, ceea ce ar indica o
conservare deficitard a trusei. In astfel de situatii,
adresati-va serviciului clienti din cadrul firmei Adaltis.
Strip-urile nefolosite trebuie introduse la loc in folie, cu
tot cu absorbantul de umezeala. Folia se va sigila perfect
si se va pastra la temperaturi de 2...8°C. Dupa prima
deschidere, strip-urile ramase vor fi stabile pana cand
indicatorul de umezeala din interiorul foliei cu absorbant
de umeazeald Tsi va schimba culoarea din galben in
verde.

2. Control negativ:
Gata de utilizare. Centrifugati in vortex, Tnhainte de
utilizare.

3. Control pozitiv:

Gata de utilizare. Centrifugati in vortex, Tnainte de
utilizare. Aceastd componenta trebuie tratatd ca si cum
ar fi potential infectata.
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4. Calibrator:

Dizolvati cu atentie continutul liofilizat al fiolei cu
cantitatea de apa distilata cu aviz EIA, indicata pe
eticheta. Centrifugati in vortex, inainte de utilizare.
Aceasta componenta trebuie tratata ca si cum ar fi
potential infectata.

Nota: Dupé dizolvare, calibratorul nu este stabil. Pastrati
in pérti egale, la temperaturi de —20°C.

5. Solutie de spalare concentrata 20x

(flacon de 50 mL):
Intreaga cantitate de solutie concentratd 20x se va
dizolva cu apa biodistilata, pana la 1000 ml (volumul este
indicat pe eticheta) si se va amesteca usor, Tnainte de
utilizare. Deoarece solutia poate sa contina formatiuni
cristaline, aveti grija sa dizolvati intreaga cantitate. in
timpul prepararii, evitati producerea spumei, deoarece
prezenta bulelor poate compromite eficienta fazei de
spalare.
Nota: Dupa diluare, solutia de spalare raméne stabila
timp de 1 saptaméana, la +2..8°C.

6. Conjugat:

Gata de utilizare. Centrifugati in vortex, Tnainte de
utilizare. Aveti grija sa nu contaminati lichidul cu oxidanti
chimici, pulberi sau microbi prezenti in aer. Daca este
necesara mutarea acestei componente, folositi exclusiv
recipiente din plastic, pe cat posibil sterilizate.

7. Substrat TMB:

Gata de utilizare. Centrifugati in vortex, Tnainte de
utilizare. Aveti grija sa nu contaminati lichidul cu oxidanti
chimici, pulberi sau microbi prezenti in aer. A se feri de
lumina puternica, agenti oxidanti si suprafete

metalice. Daca este necesard mutarea acestei
componente, folositi exclusiv recipiente din plastic, pe céat
posibil sterilizate.

8. Diluant pentru proba:
Gata de utilizare. Centrifugati in vortex, Tnainte de
utilizare.

9. Solutie de stopare:
Gata de utilizare. Centrifugati in vortex, Tnainte de
utilizare.

10. Diluant pentru esantion:
Gata de utilizare. Centrifugati in vortex, inainte de
utilizare.

I. INSTRUMENTAR UTILIZAT IMPREUNA CU TRUSA

1. Micropipetele trebuie sa fie gradate, pentru a picura
cantitatea corectd necesard pentru proba si este
obligatorie o decontaminare regulata (cu spirt
medicinal, Tnalbitor 10%, solutie dezinfectantd de uz
spitalicesc) a acelor componente care pot intra
accidental in contact cu esantionul. Acestea trebuie
sa fie in permanenta controlate, pentru a se asigura o
precizie de 1% si o corectitudine de +2%. La intervale
regulate de timp, este obligatorie o dezinfectare a
stropilor sau reziduurilor de componente din set.

2. Incubatorul ELISA trebuie sa fie setat la 37°C (cu o
toleranta de + 0.5°C) si trebuie sa fie verificat cu
regularitate, pentru a se asigura mentinerea unei
temperaturi corecte. Pentru incubare se pot utilizat
atat incubatoarele pe uscat, cat si baile de apa, daca
dispozitivele sunt omologate pentru incubarea testelor
ELISA.
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3. Spalatorul ELISA este extrem de important pentru

efectuarea cu succes a probei. Spalatorul trebuie sa
fie omologat si trebuie sa fie corect optimizat. De
regula, sunt suficiente 4-5 cicluri de spalare (aspirare
+ distribuire a unei cantitati de 350 yL de solutie de
spalare = 1 ciclu) pentru ca proba sa permita
obtinerea unui rezultat corect. Se recomanda un
interval de timp de Tnmuiere de 20-30 secunde, intre
cicluri. Pentru a stabili corect numarul acestora,
se recomanda sa se efectueze un test de proba cu
solutile de control din trusd si cu esantioane de
referinta clar stabilite ca fiind pozitive sau negative si
sa se verifice conformitatea cu valorile indicate mai
jos, in sectiunea O ’"Control de calitate intern”.
Operatiunile de gradare corecta a volumului distribuit
si de fintretinere a spélatorului (decontaminare si
curatare a acelor) se vor efectua conform
instructiunilor producatorului.

. Timpii de incubare au o toleranta de +5%.

v" Metoda de incubare de scurta durata (pentru
prima/a 2-a incubare, toleranta este cuprinsa
intre 43 min. si 47 min.; pentru cea de-a 3-a
incubare, toleranta este cuprinsa intre 14 si
16 min.).

v' Metoda de incubare standard (pentru prima
incubare, toleranta este cuprinsa intre 57
min. si 63 min.; pentru cea de-a 2-a si cea
de-a 3-a incubare, toleranta este cuprinsa
intre 29 si 31 min.).

. Cititorul de microplaci ELISA trebuie sa fie prevazut

cu un filtru de citire la 450nm si, pe cat posibil, si cu
un al doilea filtru (620-630nm) pentru operatiunile de
blank. Performantele sale standard trebuie sa fie (a)
amplitudine de banda < 10nm; (b) interval de
absorbtie de la 0 la 2 2.0; (c) liniaritate = 2.0; (d)
repetabilitate = 1%. Blank-ul este determinat in
godeul descris in sectiunea "Procedura de efectuare
a probei”. Sistemul optic al cititorului trebuie sa fie
corect etalonat, pentru a asigura o masurare corecta
a densitatii optice. Efectuati cu regularitate
operatiunile de intretinere, conform instructiunilor
producatorului.

. Atunci cand se utilizeaza o statie automata pentru

truse ELISA, toate etapele critice (distribuire,
incubare, spalare, citire, manipulare a datelor) trebuie
sa fie atent verificate, etalonate si corect desfasurate,
in vederea mentinerii conformitatii cu valorile indicate
in sectiunile O "Control de calitate intern”. Protocolul
probei trebuie sa fie instalat in sistemul de operare al
unitatii si trebuie sa fie validat si pentru spalator si
cititor. De asemenea, partea statiei ce realizeaza
manipularea componentelor lichide (distribuire si
spalare) trebuie sa fie validata si corect setata. O
atentie deosebita se va acorda evitarii transferului
prin intermediul acelor utilizate pentru distribuire si
spalare. Acesta trebuie sa fie studiat si controlat, in
vederea minimizarii pericolului de contaminare a
godeurilor alaturate. Utilizarea unor statii automate
ELISA este recomandata pentru testele screening de
sange, atunci cand numarul de esantioane ce trebuie
testate este de peste 20-30 unitati pe tura.
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L. CONTROALE S| OPERATIUNI PREMERGATOARE
PROBEI

1. Verificati termenul de valabilitate al trusei, tiparit pe
eticheta aplicatd pe cutie. Nu folositi trusa, daca
termenul de valabilitate este expirat.

2. Verificati componentele lichide, acestea nu trebuie sa
fie contaminate cu particule sau microorganisme
vizibile cu ochiul liber. Asigurati-va ca substratul TMB
este incolor sau de culoarea bleu pal, aspirdnd o
cantitate mica din acesta cu o pipeta sterila din plastic
transparent. Verificati dacd ambalajul nu s-a rupt in
timpul transportului si daca nu s-au produs scurgeri
de lichide in interiorul cutiei. Verificati ca folia de
aluminiu, in care se afla microplaca, sa nu fie gaurita
sau deteriorata.

3. Diluati intreg continutul solutiei concentrate de
spalare 20x, conform instructiunilor de mai sus.

4. Dizolvati calibratorul, conform instructiunilor de mai
Sus.

5. Asteptati pana cand toate componentele trusei ajung
la temperatura camerei (aproximativ 1 ora) si apoi
amestecati conform instructiunilor.

6. Setati incubatorul ELISA la +37°C si pregatiti
spalatorul ELISA amorsandu-l cu solutia de spalare
diluata, conform instructiunilor producatorului. Setati
numarul corect de cicluri de spalare, conform
instructiunilor din sectiunea [.3.

7. Asigurati-va ca cititorul ELISA este pornit de cel putin
20 de minute, Tnainte de a efectua citirea.

8. Daca se utilizeaza o statie automatd, porniti statia,
verificati setarile acesteia si asigurati-va ca utilizati
protocolul corect.

9. Controlati daca micropipetele au fost setate Ia
volumul prevazut.

10.Asigurati-va ca aveti la indeméana toate instrumentele
necesare, gata de a fi utilizate.

11.In cazul sesizarii unor probleme, nu continuati
derularea testului, ci informati persoana responsabila.

M. PROCEDURA DE EFECTUARE A PROBEI
Proba trebuie efectuata conform instructiunilor de de mai
jos, avand grija sa se pastreze aceeasi incubare, pentru
toate esantioanele ce trebuie testate.
Proba se poate efectua prin doua proceduri de incubare.
Alegeti-o pe cea mai potrivitd, conform regulamentelor Tn
vigoare:
1. Incubare standard (prima incubare 60 minute, a
2-a si a 3-a incubare 30 minute)
2. Incubare de scurtd duratd (prima si a 2-a
incubare 45 minute, a 3-a incubare 15 minute)

=

. Incubare standard - Proba manuala:

1. Introduceti numarul corect de godeuri in suportul
respectiv. Lasati primul godeu gol, pentru blank.

2. Adaugati 200 pyL de control negativ in trei godeuri,
200 pL de calibrator in doua si 200 yL de control
pozitiv intr-un singur godeu. Nu diluati controalele si
calibratorul, deoarece sunt deja diluate si gata de
utilizare!

3. Adaugati 200 pyL de diluant pentru esantioane in
toate godeurile esantioanelor; adaugati apoi 10 pL
de esantion in fiecare godeu corespunzator
identificat. Agitati usor placa, avand grija sa evitati
revarsarea si contaminarea godeurilor alaturate,
pentru a dizolva complet esantionul in diluantul
acestuia.
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Nota importanta: Asigurati-vd c¢& diluantul pentru
esantion, dupd adaugarea esantionului, isi schimbé
culoarea din verde deschis in verde-albastru inchis,
pentru a semnala addugarea esantionului.

4. Adaugati 50 pL de diluant pentru probad in toate
godeurile cu solutii de control/calibrator si cu
esantioane. Verificati daca esantioanele isi schimba
culoarea in albastru inchis.

5. Incubati microplaca timp de 60 min la +37°C.

Nota importanta: Strip-urile trebuie sa fie sigilate cu
hartia adeziva speciala din dotare, numai atunci
cand testul este efectuat manual. Nu acoperiti strip-
urile, daca se foloseste un dispozitiv ELISA automat.

6. Spalati microplaca intr-un spalator automat,
distribuind si aspirdnd 350 plL/godeu de solutie de
spalare diluatd conform instructiunilor din sectiunea
1.3.

7. Pipetati 100 pL de conjugat enzimatic Tn toate
godeurile, cu exceptia celui pentru blank si apoi
sigilati cu hartie adeziva. Asigurati-va ca ati adaugat
aceasta componentda de culoare rosie in toate
godeurile, cu exceptia A1.

Nota importanta: Aveti grij s nu loviti peretele intern
din plastic al godeului, cu varful plin cu conjugat. Se pot
produce contaminari.

8. Incubati microplaca timp de 30 min la +37°C.

9. Spalati godeurile, urmand instructiunile din sectiunea
1.3.

10. Pipetati 100 yL de amestec substrat TMB in fiecare
godeu, inclusiv in cel pentru Blank. Incubati
microplaca la temperatura mediului ambiant (18-
24°C) timp de 30 minute.

Nota importanta: Amestecul trebuie ferit de lumina
directd puternicd. Lumina puternicd poate genera
fundaluri accentuate.

11. Pipetati 100 pL de solutie de stopare in fiecare
godeu, folosind aceeasi ordine de pipetare descrisa
la punctul 10, pentru a bloca reactia enzimatica. La
adaugarea solutiei de stopare, controlul pozitiv si
esantioanele pozitive isi vor schimba culoarea, din
albastru in galben.

12. Masurati intensitatea culorii solutiei din fiecare
godeu, conform instructiunilor din sectiunea 1.5, cu
un filtru de citire optica la 450 nm si daca este posibil
cu un filtru de citire optica la 620-630 nm pentru
blank-ul din godeul A1 de pe microplaca.

Note importante:

1. Dacéd nu aveli la dispozitie cel de-al doilea filtru de
citire opticad, asigurafi-vd c& nu existd amprente
digitale pe fundalul microplacii, inainte de citirea
optica la 450 nm. Astfel de amprente pot determina
obtinerea unor rezultate fals pozitive.

2. Citirea optica trebuie efectuatda imediat dupa
adadugarea solutiei de stopare i, in orice caz, in
maxim 20 de minute de la adaugarea acesteia. Este
posibil sé apara o usoara auto-oxidare a substratului,
cu generarea unui rezultat cu fundal accentuat.

3. Centrifugarea la 350 = 150 rpm in timpul incubarii
determind o crestere a sensibilitdtii de dozare, cu
circa 20%.
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. Incubare de scurta durata - Proba manuala:
Introduceti numarul corect de godeuri in suportul
respectiv. Lasati primul godeu gol, pentru blank.

2. Adaugati 200 pyL de control negativ in trei godeuri,
200 pL de calibrator in doua si 200 pyL de control
pozitiv intr-un singur godeu. Nu diluati controalele si
calibratorul, deoarece sunt deja diluate si gata de
utilizare!

3. Adaugati 200 pyL de diluant pentru esantioane in

toate godeurile esantioanelor; adaugati apoi 10 pL

de esantion in fiecare godeu corespunzator
identificat. Agitati usor placa, avand grija sa evitai
revarsarea si contaminarea godeurilor alaturate,
pentru a dizolva complet esantionul in diluantul

=N

digitale pe fundalul microplacii, inainte de citirea
optica la 450 nm. Astfel de amprente pot determina
obtinerea unor rezultate fals pozitive.

Citirea optica trebuie efectuatd imediat dupa
addugarea solutiei de stopare si, in orice caz, in
maxim 20 de minute de la addugarea acesteia. Este
posibil s& aparé o usoara auto-oxidare a substratului,
Cu generarea unui rezultat cu fundal accentuat.
Centrifugarea la 350 + 150 rom in timpul incubadrii
determind o cregtere a sensibilitatii de dozare, cu
circa 20%.

N. SCHEMA PROBA

acestuia. Operatiuni Operatiuni
Metoda (Incubare (Incubare de scurta
Notd importantd: Asigurati-vd cé& diluantul pentru Standard) durata)
esantion, dupd adéugarea esantionului, Tsi schimba || Solutii de control & |,y 200 pL

culoarea din verde deschis Tn verde-albastru nchis,

Calibrator

pentru a semnala addugarea esantionului.

4. Adaugati 50 pL de diluant pentru probd in toate

Diluant pentru
esantioane si
Esantion

200 pL diluant+
10 L esantion

200 pL diluant+
10 L esantion

godeurile cu solutii de control/calibrator si cu
esantioane. Verificati daca esantioanele isi schimba

culoarea n albastru Tnchis.

5. Incubati microplaca timp de 45 min la +37°C.

Nota importanta: Strip-urile trebuie sa fie sigilate cu

hartia adeziva speciala din dotare, numai atunci

cand testul este efectuat manual. Nu acoperiti strip-

urile, daca se foloseste un dispozitiv ELISA automat.

6. Spalati microplaca intr-un spalator automat,

distribuind si aspirand 350 plL/godeu de solutie de

Diluant pentru probe | 50 pL 50 pL
Prima incubare 60 min (x 3) 45 min (£ 2)
Temperatura +37°C +37°C
Spalare 4-5 cicluri 4-5 cicluri
Conjugat enzimatic | 100 pL 100 pL

A 2-aincubare 30 min (£ 1) 45 min (£ 2)
Temperatura +37°C +37°C
Spalare 4-5 cicluri 4-5 cicluri
Substrat TMB 100 pL 100 pL

A 3-aincubare 30 min (¢ 1) 15 min (x 1)

spalare diluatd conform instructiunilor din sectiunea

1.3.
Pipetati 100 pL de conjugat enzimatic in toate
godeurile, cu exceptia celui pentru blank si apoi

Temperatura mediu

Temperatura mediu

Temperatura ambiant (18...24°C) | ambiant (18...24°C)
Solutie de stopare 100 pL 100 pL
Citire DO 450/620nm 450/620nm

sigilati cu hartie adeziva. Asigurati-va ca ati adaugat

aceasta componentd de culoare rosie in toate
godeurile, cu exceptia A1.

Nota importanta: Aveti grija s& nu loviti peretele intern
din plastic al godeului, cu varful plin cu conjugat. Se pot
produce contaminari.

Mai jos va prezentdm un exemplu

de schema de

distribuire (valabil pentru ambele proceduri de incubare):

8. Incubati microplaca timp de 45 min la +37°C.

9. Spalati godeurile, urméand instructiunile din sectiunea 1.3.

10. Pipetati 100 pL de amestec substrat TMB in fiecare

godeu, inclusiv Tn cel pentru Blank. Incubati
microplaca la temperatura mediului ambiant (18-

24°C) timp de 15 minute.

Nota importanta: Amestecul trebuie ferit de lumina

directd puternicd. Lumina puternicd poate genera
fundaluri accentuate.

11. Pipetati 100 pL de solutie de stopare in fiecare
godeu, folosind aceeasi ordine de pipetare descrisa
la punctul 10, pentru a bloca reactia enzimatica. La
adaugarea solutiei de stopare, controlul pozitiv si
esantioanele pozitive isi vor schimba culoarea, din
albastru In galben.

Masurati intensitatea culorii solutiei din fiecare
godeu, conform instructiunilor din sectiunea 1.5, cu
un filtru de citire optica la 450 nm si daca este posibil
cu un filtru de citire optica la 620-630 nm pentru
blank-ul din godeul A1 de pe microplaca.

12.

Note importante:
1. Dacé nu avetli la dispozitie cel de-al doilea filtru de
citire opticd, asigurati-vd cd nu existd amprente
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Microplaca
1 |2 |3 |4 |5 |6 |7 |8 |9 |10|11|12
A |BLK|E2
B |CN |E3
C |[CN |E4
D |[CN |E5
E |CAL |E6
F |CAL | EY
G |[CP |ES8
H |E1 |S9
Legenda: BLK = Blank CN = Control Negativ

CAL = Calibrator CP = Control Pozitiv E = Esantion

O. CONTROL DE CALITATE INTERN

Se va efectua un control de validare asupra solutiilor de
control si calibratorului, ori de céate ori se utilizeaza trusa,
pentru a se verifica daca performantele probei sunt in
conformitate atat cu valorile de DO 450/620nm, cét si cu
valorile asteptate, indicate in tabelul de mai jos:

Verificati Cerinte

Godeu blank < 0.100 DO 450/620nm valoare
Control negativ | < 0.050 valoare medie DO450/620nm
(CN) dupa extragerea blank-ului
Calibrator S/Co >1.1

Control pozitiv | >1.000 DO450/620nm valoare
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Daca rezultatele testului corespund cerintelor de mai
sus, treceti la sectiunea urmatoare.

In caz contrar, nu treceti mai departe si efectuati
urmatoarele verificari:

Probleme Verificati

Godeu blank 1. dacad solutia substrat nu s-a
> (0.100 DO450nm contaminat n timpul probei

Control Negativ [1. daca procedura de spalare si setarile
(CN) spalatorului au fost setate conform
> 0.050 DO450nm studiilor de precalificare;

dupd extragerea |[2. daca s-a utilizat solutia corecta de

blank-ului spalare si daca spalatorul a fost
amorsat Thainte de utilizare;

3. daca nu s-a comis vreo eroare in
procedura de efectuare a probei
(adaugarea de solutie de control
pozitiv, in locul celei de control
negativ);

4. daca nu s-a produs vreo contaminare
a solutiei de control negativ sau a
godeurilor acestuia, din cauza unor
stropi de solutie de control pozitiv sau
de conjugat enzimatic;

5. daca micropipetele nu s-au
contaminat cu esantioane pozitive sau
Cu conjugat enzimatic;

6. daca acele spalatorului nu
blocate sau partial infundate.

sunt

Calibrator 1.
S/Co<1.1

daca procedurile au fost executate

corect;

2. daca nu a aparut nicio eroare in timpul
adaugarii acestuia (de ex. adaugarea
de solutie de control negativ in locul
calibratorului);

3. daca procedura de spalare si setarile
spalatorului au fost setate conform
studiilor de precalificare;

4. daca nu s-a produs nicio contaminare

externa a calibratorului.

Control pozitiv 1.
<1.000 DO450nm

daca procedurile au fost executate

corect;

2. daca nu s-a comis nicio eroare in
timpul adaugarii controlului (adaugare
de solutie de control negativ, in locul
controlului pozitiv). In astfel de situatii,
controlul negativ va indica o DO
450nm > 0.150

3. daca procedura de spalare si setarile
spalatorului au fost setate conform
studiilor de precalificare;

4. daca nu s-a produs nicio contaminare

externa a controlului pozitiv

In cazul in care a apérut una dintre problemele de mai
sus, anuntati responsabilul, pentru a se decide modul de
actiune.

P. REZULTATE
Rezultatele testului sunt calculate pe baza unei valori
medii de cut-off stabilita cu ajutorul formulei de mai jos:

Cut-Off (Co) = valoare absorbanta medie CN (control
negativ) + 0.350

Valoarea determinatd pentru test se va utiliza pentru

interpretarea rezultatelor, conform instructiunilor din
paragraful urmator.

Adaltis Srl
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Q. INTERPRETAREA REZULTATELOR

Rezultatele testului se vor interpreta ca raport dintre
valoarea DO 450 nm a esantionului si valoarea Cutt-off
(sau S/Co), pe baza urmatorului tabel:

S/Co Interpretare
<0.9 Negativ
0.9-1.1]Invalid

>1.1 Pozitiv

Un rezultat negativ indica faptul ca pacientul nu este
infectat cu virusul HCV, sau ca unitatea de sange poate
fi utilizata pentru transfuzie.

Pentru pacientii in cazul carora rezultatul testului este
invalid, va fi necesara repetarea testului, cu un esantion
prelevat dupa 1-2 saptamani. Unitatea de sénge nu va
putea fi utilizata pentru transfuzie.

Un rezultat pozitiv indica prezenta infectiei cu virusul
HCV, prin urmare pacientul trebuie sa fie supus
tratamentului aferent, iar unitatea de sange trebuie
distrusa.

Note importante:

1. |Interpretarea rezultatelor se va face exclusiv sub
supravegherea sefului de laborator, pentru a se
reduce riscul unor erori de analiza.

2. Orice rezultat pozitiv trebuie sa fie confirmat printr-o
metoda alternativa, in masura sé detecteze anticorpii
IgG si IgM (teste de confirmare), inainte de
pronuntarea unui diagnostic de hepatita virala.

3. Dupd cum am indicat in evaluarea performantelor
produsului, aceastd analiza este in mdéasurd sa
detecteze seroconversia la anticorpi anti-HCV core,
inaintea unor alte truse din comert. Asadar, un
rezultat pozitiv, neconfirmat, obtinut cu aceste truse
din comert, nu trebuie sé& fie exclus, ca rezultat fals
pozitiv! In orice caz, esantionul trebuie supus si unui
test de confirmare.

4. Din moment ce proba este in masurd s& determine si
anticorpii de clasa IgM, este posibil sa apara
neconcordante cu alte produse din comert, pentru
detectarea anticorpilor anti-HCV, ce nu contin
conjugat anti IgM. Pozitivitatea reald a esantionului
pentru anticorpii HCV trebuie s& fie confirmata
ulterior, examinandu-se si reactivitatea IgM,
importantd pentru diagnosticarea infectiei cu virusul
HCV.

5. Atunci cand rezultatele sunt transmise de la laborator
cdtre un sistem electronic, aveti grijd s& nu
transmiteti date gresite.

6. Diagnosticul de hepatita virald trebuie sé fie stabilit si
comunicat pacientului doar de personal medical
calificat.

Tn continuare va prezentdm un exemplu de calcul:

Datele de mai jos nu trebuie folosite in locul datelor
reale, obtinute de cétre utilizator.

Control negativ: 0.019 — 0.020 — 0.021 DO450nm
Valoare medie: 0.020 DO450nm Mai mica de 0.050 —
Acceptat

Control pozitiv: 2.189 DO450nm
Peste 1.000 — Acceptat
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Cut-Off = 0.020+0.350 = 0.370

Calibrator: 0.550 - 0.530 DO450nm
Valoare medie: 0.540 DO450nm S/Co=1.4
S/Co peste 1.1 — Acceptat

Esantion 1: 0.070 DO450nm
Esantion 2: 1.690 DO450nm
Esantion 1 S/Co < 0.9 = negativ
Esantion 2 S/Co > 1.1 = pozitiv

R. PERFORMANTELE TESTULUI

Evaluarea performantelor testului s-a realizat conform
prevederilor Specificatilor Tehnice Comune (CTS) (art.
5, Capitolul 3 din Directiva 98/79/CE) si s-a efectuat
pentru ambele proceduri de incubare (standard si de
scurta durata).

1. LIMITE DE DETECTARE

Limita de detectare a probei a fost calculata folosindu-se
procedura de incubare de scurta durata, conform
prevederilor Standardului de Lucru Britanic pentru
detectarea anticorpilor anti-HCV, NIBSC cod 06/188-006.
Tabelul de mai jos cuprinde valorile medii de DO450nm
prevazute de acest standard, diluat in plasma negativa si
apoi analizat.

Diluare Lot#1 | Lot#2 | Lot#3

Factor S/Co S/Co S/Co

1X 3,50 4,00 4,30

2 X 2,10 2,60 2,60

4 X 1,3 1,40 1,30

Plasma | o5 | 020 | 020
Negativa

De asemenea, s-a analizat "in toto” esantionul codificat
Accurun 1 - seria 3000 — pus la dispozitie de Boston

Biomedica Inc., USA si s-au obtinut urmatoarele
rezultate:
Accurun 1 | Lot#l | Lot#2 | Lot#3
series
Factor S/Co S/Co S/Co
1X 2,90 3,04 3,40

2. SPECIFICITATE S SENSIBILITATE DE
DIAGNOSTIC

Analiza performantei trusei s-a realizat printr-o testare

externa, efectuatda pe un numar de peste 5000 de

esantioane.

2.1 Specificitatea diagnosticului

Reprezinta probabilitatea ca proba sa dea un rezultat

negativ, in lipsa unei probe de analizat specifice. Au fost

examinati peste 5000 de donatori aleatori, inclusiv

donatori pentru prima data.

Specificitatea diagnosticului a fost verificata cu un test

omologat US FDA.

Au fost testati 5043 donatori si s-a obtinut o specificitate

de 99.5%.

210 pacienti spitalizati au fost testati pentru HCV; s-a

obtinut o specificitate a diagnosticului de 99.5%. De

asemenea, specificitatea diagnosticului a fost verificata si

prin testarea unui numar de 162 esantioane potential

interferente (cu alte boli infectioase, anticorpi pozitivi

E.coli, pacienti cu boli hepatice nevirale, pacienti supusi

dializei, femei insarcinate, esantioane intens hemolizate,

lipemice etc.). S-a obtinut o valoare a specificitatii de

100%.
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Nu s-a observat nicio falsa reactivitate determinata de
metoda de preparare a esantioanelor. Atat plasmele,
derivate prin diferite tehnici standard de preparare (citrat,
EDTA si heparind), cat si serurile au fost utilizate pentru
stabilirea valorilor de specificitate. Au fost testate
esantioane congelate, pentru a se verifica eventualele
interferente determinate de recoltare si conservare. Nu s-
a depistat nicio interferenta.

2.2 Sensibilitate de diagnostic

Reprezinta probabilitatea ca proba sa dea un rezultat
pozitiv, Tn lipsa unei probe de analizat specifice.
Sensibilitatea de diagnostic a fost verificata extern, pe un
numar total de 348 esantioane; s-a obtinut o sensibilitate
de diagnostic de 100%. Intern, au fost testate peste 50
de esantioane pozitive, obtindndu-se si de aceasta data
o0 sensibilitate de diagnostic de 100%.

Au fost testate esantioane pozitive la infectii provocate
de alte genotipuri decat HCV.

Mai mult de atat, s-au studiat majoritatea panelurilor de
sero-conversie puse la dispozitie de Boston Biomedica
Inc., USA, (PHV) si Zeptometrix, USA, (HCV).

Mai jos va prezentam rezultatele pentru unele dintre
acestea.

Panel | Nr. esantioane [Adaltis *|Ortho™?
PHV 901 11 9 9
PHV 904 7 2 4
PHV 905 9 3 4
PHV 906 7 7 7
PHV 907 7 3 2
PHV 908 13 10 8
PHV 909 3 2 2
PHV 910 5 3 3
PHV 911 5 3 3
PHV 912 3 1 1
PHV 913 4 2 2
PHV 914 9 5 5
PHV 915 4 3 0
PHV 916 8 4 3
PHV 917 10 6 6
PHV 918 8 2 0
PHV 919 7 3 3
PHV 920 10 6 6
HCV 10039 5 2 0
HCV 6212 9 6 7
HCV 10165 9 5 4
Nota:
1. Esantioane pozitive
2. HCVv.3.0

De asemenea, produsul a fost testat pe panelul EFS Ac
HCV, lot nr. 06.140817, produs de Etablissement
Francais Du Sang (EFS), Franta, obtindndu-se
urmatoarele rezultate:
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Panel EFS Ac HCV

Esantion Lot#1|Lot#2| Lot#3 |Rezultate
’ S/Co | S/ICo| S/Co |asteptate
HCV1 | 0,53]0,52 ] 0,55 | Negativ
HCV 2 | 3,28 |5,91| 3,04 | Pozitiv
HCV 3 | 2,17 | 3,18 | 2,56 | Pozitiv
HCV 4 | 2,26 | 2,23 | 2,35 | Pozitiv
HCV5 | 6,10 | 7,06 | 6,90 | Pozitiv
HCV6 | 1,66 ]| 1,77 | 1,67 | Pozitiv

3. PRECIZIE

A fost calculata pe cinci esantioane, unul negativ si patru
pozitive, examinate prin 4 replicari, fiecare in sase runde
separate.

S-au obtinut urmatoarele rezultate:

Rezultate in cadrul aceluiasi lot: Trusd EIAgen HCV Ab

EROARE

CAUZE POSIBILE / SUGESTII

(v.4) -

Primul lot (procedura incubare de scurtd duraté)

DO foarte
diferite

(£ 50%) fata de
cele indicate in
CcC

-reactivi aplicati in cantitati eronate
(sugestie: verificati conformitatea dintre
cantitatea setata in pipete si cea prevazuta
de test, etalonati din nou)

-temperatura eronata sau timp de incubare
eronat (sugestie: o intretinere mai atenta a
incubatorului, notati ora de incepere a
incubarii)

-eroare in executarea fazelor de spélare si
de citire fotometrica (sugestie: verificati
corecta functionare sau setarile
respectivelor dispozitive)

-contaminarea substratului sau a
conjugatului (sugestie: folositi numai
recipiente curate din plastic de unica
folosinta)

Precizie - %CV
In 2
Esantion I\%ch?e interiorul Plrr]ctjoee Total
Probei
Negativ 0.03 6.66 10.56 12.48
1.20 8.52 8.49 12.03
Pozitive 151 7.69 12.22 14.44
3.57 7.43 11.82 13.97
11.87 3.42 9.32 9.92

Rezultate in cadrul aceluiasi lot: Trusd EIAgen HCV Ab

(v.4) -

Primul lot (procedura incubare de lunga durata)

Repetabilitate
redusa a
rezultatelor

-reactivii si esantioanele au fost aplicati in
cantitati care nu sunt constante (sugestie:
verificati precizia pipetelor si conformitatea
dintre cantitatea aplicata si cea prevazuta
de test; etalonati din nou)

-eroare in executarea fazelor de spalare
sau de citire (sugestie: verificati corecta
functionare sau setérile respectivelor
dispozitive)

-contaminarea substratului (sugestie: folositi
numai recipiente curate din plastic de unica
folosinta)

-murdarirea sau degradarea reactivilor
(sugestie: folositi varfuri adecvate,
recipiente curate din plastic de unica
folosinta si apa distilatd sau un produs
echivalent)

Nicio reactie
colorimetrica,
dupa
adaugarea
substratului

-unii reactivi nu au fost adaugati

-contaminare accentuata a conjugatului sau
a substratului

-executare gresita a procedurii de testare
(de ex. aplicare accidentala a reactivilor
ntr-o ordine gresita, sau din recipientul
gresit etc.)

Precizie - %CV
n
Esantion l\?f/scd?e |nte1|oru intre probe | Total
Probei
Negativ 0.04 4.67 12.34 13.19
1.47 9.62 11.40 14.92
Pozitive 1.82 8.92 12.77 15.58
4.31 4.59 12.88 13.67
13.78 2.42 8.96 9.26

Rezultate intre loturi: Trusd EIAgen HCV Ab (v.4) -
Primul, al 2-lea si al 3-lea lot (procedurd incubare de

scurta durata)

Reactie prea
putin intensa
(DO prea mici)

-timp de incubare prea scurt, temperatura
de incubare prea joasa
-diluare eronata a conjugatului

Reactie prea
intensa
(DO prea mari)

-diluare eronata a conjugatului

-timp de incubare prea lung, temperatura de
incubare prea ridicata

-calitate proasta a apei folosite pentru
solutia de spalare (grad redus de
deionizare)

-spalare insuficienta (conjugatele nu au fost
corect indepartate)

Precizie - %CV
Esantion Lot1l Lot 2 Lot 3
Negativ 8,65 8,29 6,13
Calibrator 4,98 4,44 5,38
Pozitiv 4,11 3,11 1,37

Variabilitatea indicata in tabele nu s-a soldat cu erori de
clasificare a esantioanelor.

S. SUGESTII PENTRU SOLUTIONAREA
PROBLEMELOR

Respectarea strictda a procedurii si a specificatiilor,

precum si o corecta utilizare a reactivilor si o distribuire

corecta permit e

vitarea urmatoarelor tipuri de erori:

Adaltis Srl

-contaminarea pipetelor, a varfurilor sau a
recipientelor

Rezultate - <
: o -spalarea nu este constanta sau nu este
inexplicabile N ;
suficienta (conjugatele nu au fost corect
indepartate)
%CV -reactivii si/sau strip-urile nu au ajuns la
n interiorul temperatura camerei, Thainte de utilizare
probei - spalatorul pentru microplaci nu spala
prea ridicat corect (sugestie: curatati capul
spalatorului)
-conditiile de incubare nu sunt constante
%CV (durata, temperatur_a)
X -controalele si esantioanele nu au fost
intre probe « SRS .
-~ adaugate Tn acelasi timp (cu aceleasi
prea ridicat ’ ’

pauze) (verificati ordinea de adaugare)
-modificari cauzate de personalul operator
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T. AUTOMATIZARE

Procedura descrisd in prezentul prospect cu instructiuni
de utilizare se refera exclusiv la testul efectuat prin
metoda manuala. In cazul utilizérii unor sisteme de
analizad automate, se vor urma instructiunile din cuprinsul
manualelor de utilizare ale respectivelor dispozitive.
Fiecare laborator trebuie sa respecte propriile proceduri
de validare interna, pentru a atesta conformitatea cu
sistemele automatizate.

U. RESTRICTII

Procentul de repetabilitate a unor rezultate fals pozitive,
neconfirmate de analiza RIBA de confirmare, sau de alte
metode similare, a fost stabilit ca fiind de sub 0,1% din
populatia normala.

Esantioanele congelate ce contin particule de fibrind sau
cheaguri dupa congelare au dus la obtinerea unor
rezultate fals pozitive.
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OBO3HAYEHUA, UCNOJIb3YEMbIE HA 3TUKETKAX

[T [ ¥ > N4
Me‘D'VEHMHCKoe BHumaHune
YCTPOVCTBO AMA Howmep no Mpountante OrpaHuyeHne KonuyectBo
AuarHoctuku e kaTanol Homep naptum | crovicumi o Temneparypsl Cpok roarocTy VcrbITaHNi
nabopaTopHBbIX y pyKY paryp
MCMOnb30BaHMIO
YCHOBUsIX
P
“ YN M [MICROPLATE] | [CONTROLJ+] | [CONTROLJ-] [CAL]
Bepeub oT
nonagaHus [ata MonoxutenbHa | OTpuuatenbHas
Ha pycckom MpoussoauTens NpsiMbIX HBrOTOBNEHMS MwukponnaHLweT | s KOHTpomnbHas KOHTPOmbHas Kanu6patop
A3blKe COJTHEYHbIX npoba npoba
nyyev
CONJ [DILJSPE] | [SUBS[TMB] | [SOLN]STOP| |[WASHBUFP20X]| [DILJAS] | [RCNS[x mL]
OcTtaHaBnvsato KoHu,. - BoccTaHoBneHm
K OunioeHT ans Cy6bctpat ° OuEeHOYHbIN
OHbloraT O6pasLa ™E LM pacTBop NPOMbIBOYHOTO pasbasuTens € C NMOMOLLbI0 X
(0,5 M H,SO4) 6ydepa (20x) mn
Buonorunyeckas OnacHo i
OMnacHoCTb Pemyrpexienve

BHumaHue:

OcTaHaBnMBaloLLmMn pacTBop knaccudunumposaH kak: [osp. koxu 1A

&

o CuzHasnbHoe cJ1080:

OnacHocmb

o O6ycnaenuearowjuli onacHocms rMPodyKma KOMMoHeHm (KOMMNOHeHmMbI) 0711 3MUKemopo8aHusi:
CepHas kucnoma
o [lpedynpexdeHust 06 onacHocmu:
H314 Bbisbigaem cepbE3Hble 002U KOXU U 108pex0eHUst 2/1as.

o Mepsbi lMTpedocmopoxHocmu:

P260 He edbixamb nbiiblObimMiza3/mymaninapbileewecmeo 8 pacrbinéHHOM COCMOSIHUU.
P303+P361+P353 lNpu nonadaHuu Ha Koxy (unnu 8orockl): HemedneHHO CHSIMb 8Cto 3a2psi3HEHHYI0 00eX0y, MPOMbIMb KOXY 80000/100

Oywem.

P305+P351+P338 lNpu nonadaHuu 8 ana3a: OCMopPOoXXHO MpoMbImb eria3a 8000l 8 meYeHUe HeCKOMbKUX MUHym. CHsImMb KOHMaKmHble
JIUH3bI, €CIU 8bl M0Ib3yemech UMU U eciu 3mo sieeko coename. [1podormkume npombieaHue 2nas.
P310 HemedneHHO 0bpamumbCcsi 8 MOKCUKOMO2UYECKUU UeHmp uru K epauy.

P405 XpaHumpb nod 3amkom.

P501 Ymunusuposams codepxumoe koHmeliHepa / KoHmelHep 8 coomeemcmeuu ¢ pednucaHusMuU MecmHbIX / pe2uoHarlbHbIX /
HayUoHarbHbIX / Mex0yHapOOHbIX KOMIeMEeHMHbLIX CITyXb.

BHumaHue:

OTpuuaTtenbHas KoHTpornbHas npoba, MNonoxutensHasi KOHTponbHas npoba, Kannbpatop, KoHbtoraT, AunioeHT ans Obpasua,
OueHo4HbIN pasbaBuTternb, KoHu. npombiBoYHOro 6ydepa (20x) knaccugumumupoBaHbl Kak: YyBCTB. koxu 1

o CuzHanbHoe CJ1080:
lNpedynpexdeHue

o O6ycnaenuearowjuli onacHocms nNPodyKma KOMMoHeHm (KOMMNOHeHMbI) G711 3MUKemMopo8aHusi :
PeakyuoHHasi macca 5-xrop-2- memuri-4-uzomua3sonuH-3-oHa [EC-Homep. 247-500-7] u 2-memun-2H-usomuasosn-3-oHa [EC-Homep. 220-

239-6] (3:1)

o [lpedynpexdeHust 06 onacHocmu:
H317 Moxem ebi3bigeamb annepauyecKyto KOXHYH peakyuro

o Mepsbi lpedocmopoxHocmu:

P261 U3beeamb 80bixaHus nbinu/ObiMa/za3a/mymaHa/napos/sewiecmsa 8 pacrbliEHHOM COCMOSTHUU.

P280 NMonb3oeambcs 3aWUMHbIMU nepyamkamu/3awumHoli odexadoll/cpedcmeamu 3auumel enas/nuya.
P321 Ocoboe ucnonb3ogaHue (CMOMpPU 3MUKEMKY).
P333+P313 lNpu pa3dpaxeHuu KOXU Unu MosieeHuuU chinu: 0bpamumbcs K epayy.
P302+P352 Npu nonadaHuu Ha Koxy: [TpoMbimb 601bWUM KOTU4eCM8OM 800bl!

P501 Ymunusuposams codepxumoe KoHmeliHepa / KOHmelHep 8 coomeemcmeuu ¢ rnpednucaHusiMu MECMHbIX / pe2UOHasbHbIX /
HayuoHarsbHbIX / MEXOYHapOOHbIX KOMIeMeHMHbIX Cr1yX0.

WHdpopmauus o MNacnopTtax 6esonacHocTu (SDS) pa3melleHa Ha canTe www.adaltis.net.
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HA PYCCKOM A3bIKE

A. HABHAYEHUE

depMeHTaTUBHbLIN UMMYHOMEPMEHTHbIN aHanu3 (MPA)
4YeTBEPTOro MOKONEHNS npegHasHaveH ans
onpegeneHns aHTuTen K Bupycy renatuta C B nnasme u
CblBOpPOTKE 4eroBeka. Habop MoxeT vcnonb3oBaTbCs
Ons CKPUHMHra  KOMMOHEHTOB  KPOBW  MaUMEHTOB,
WHMLUMpPOBaHHbIX renatutom C.

AHanus npegHasHayeH TONMbKO ANs OUArHOCTUKM  «in
Vitro».

B. BBEAEHUE
BcemupHas opraHusauus  3gpaBooXpaHeHus
onpegenset renatut C cneayowmm obpasom:

(BO3)

«lenatut C npeacrtaBnsdet cobon BUPYCHYK MHGEKLNIO
neyeHwu, KoTopas ynomuHanachb B KayecTBe
nepegaBaemMon napeHTepanbHO B kayecTBe «He A- 1 He
B-renatuta» go ungeHtudpmkaumm so3bygutens B 1989
rogy. OTkpbITME M XxapakTepucTuka Bupyca renatuta C
npvBenu K MOHUMAaHWIO €ro ponu B renatuTe nocne
TpaHcy3mMm 1 ero CKNOHHOCTU Bbi3biBaTb MOCTOSIHHYIO
NHEKLMIO.

lenatut C sABNSeTCS OCHOBHOW MPUYMHOW OCTPOro
rematmta W XPOHMYECKOro 3aboneBaHMs  MeYeHw,
BKIIOYAs UMPpPO3 M pak nevyeHn. B rmoGanbHom
mMacwTtabe, no oueHkam, 170 MUIIIMOHOB YeroBeK
XpOHUYeckn nHduumnposadbl renatnt C, a 3-4 munnmnoHa
YernoBeK 3apaxaloTcs kaxabii rog. renatut C, KoTopbIv
pacnpocTpaHsieTcsi rMnaBHbIM 00pa3oM MNyTeM MNPSMOro
KOHTaKTa C KpoBbl 4YenoBeka. OCHOBHbIMWU MpUYMHAMMU
3apaxeHus renatutom C BO BCEM MUpe SABMSOTCS
UCNONMb30BaHNE  HEJKPAHWPOBAHHBIX  MepenvBaHui
KPOBM W MOBTOPHOE WCMOMb30BaHWE WIM WU LUNPULEB,
KoTopble He ObInn Haanexawmm obpaszom
CcTepunn3oBaHbl. B HacTosillee Bpemsi He cyllecTByeT
BakuuHbl Ana npodwunaktuki renatuta C, a neyeHve
XpoHuyeckoro renatmta C  g9BNsSieTCS  CIIULLKOM
OOpOrocTosLLIMM B PasBMUBAKOLLMXCS  CTpaHax Ans
fbonbwunHcTBa nogen. Takum obpasom, ¢ rnobanbHon
TOYKM 3peHud, Haubonbllee BrMsHME Ha Opewms
renatuta C, BepoATHO, OygeT [OOCTUIHYTO nNyTem
COCPEeAOTOYEHUS YCUIUIA Ha CHUMXXEHMM pUCKa nepegayu
renatuta C OT BHYTPUOONbHUYHBIX  BO3OENCTBUN
(Hanpumep, Npu NepenvBaHnN KPOBU, UM NMPUMEHEHUN
Hebe30nacHbIX METOAOB MHBLEKUUIA), a TaK-Xe BbICOKUA
pUCK MNpuM  3aBUCUMOCTSAX  (Hanpumep, BBedeHue
HapPKOTMYECKNX BELLECTB).

Bupyc renatuta C asnsetcsa ogHum 13 Bupycos (A, B, C,
D u E), koTOpble BMECTE COCTaBMAKT NogasBnstoLiee

OONMbLWMHCTBO  criy4yaeB  BUpycHoro renatuta.  OH
npeactaenser cobow  okyTaHHbin  PHK-Bupyc B
cemenctee BupycoB flaviviridae, koTopbIi,  Kak
npeacraBndeTcs, WUMeeT  Y3KMW  AuanasoH  ero
HOCcuUTEnen. Tlogn 7] LMMnNaH3e ABNAKOTCS
€[MHCTBEHHbIM W3BECTHbIM BWAOM, BOCMPUMMYMBBIM K
UHpekL K, npuyem nogobHoe 3aboneBaHue

pasBuBaeTca y oboux BuAoB. BaxHoOM 0OCOBEHHOCTbIO
BMpYyCa SIBNAETCA OTHOCUTENbHAasi W3MEHYMBOCTb €ro
reHoma, 4To, B CBOK OYepedb, BEPOSATHO, CBA3AHO C
BbICOKON  CKMOHHOCTbIO  (80%) K  UMHAYUMPOBaHMIO
XPOHMYECKON WHeKumMn. renatut C crpynnupoBaH B

Adaltis Srl 3/16

HECKOJIbKO pa3fiMyHbIX FeHOTUMOB, KOTOPbIE MOTYT MMETb
BaHOE  3HayeHue AN ofnpedenieHns  TSKecTu
3aboneBaHusl U pearvpoBaHNs Ha NeYeHue.

NHKyBaumoHHbIN nepuod 3apaxenust renatutom C, go
NOSIBNEHUS KIMMHUYECKUX CUMMNTOMOB, cocTaBnsieT oT 15
o 150 pgHen. T[pu ocTpbix WH(ekuuax Haubonee
pacnpocTpaHeHHbIMKU CUMNTOMaMM SBMAKOTCSA YCTanocTb
N XenTtyxa; ogHako 6onblnMHCTBO cny4vaeB (oT 60% Ao
70%), paxe Te, KOTOpble pPa3BMBAKT XPOHUYECKYHO
WHbekuunio, aBnATCA  acumnTomaTuyeckumm. Okono
80% HOBOPOXOEHHbLIX MaUUEHTOB MPOSIBASIOT pasBuTue
XpoHuyeckon uHdekumn. Lnppo3s passuBaetca Yy
npumepHo 10-20% ntogen ¢ XxpoHM4eckon uHdekumen, a
pak neyeHn passmBaeTcs Y 1% -5% nvy ¢ XpoOHNYECKON
UHdekunen B TeyeHme 20-30 net. BoNbLUMHCTBO
MauMeHToB, CTpagaloLlnX PakoM MeYeHU, Yy KOTOPbIX
oTCyTCTBYET NHEeKL MM BUpyca renatuTa B,
CBMOETENLCTBYIOT O Hamuune uHdekumn renatmta C.
MexaHn3mbl, C MOMOLLbIO KOTOPbIX MH(EKUUA renatuta
C npuBOAMT K paky neyeHu, Bce ewle HescHbl. Menatut C
TaKKke ycyrybnaet TsDKeCTb OCHOBHOro 3abonesaHusi
neyeHn, Korga OH  CoOCywecTByeT C  Apyrumu
NneYyeHOYHbIMU COCTOSAHNSIMU. B yacTHocTh, 3aboneBaHve
neyeHun nporpeccupyeT ObicTpee cpeau nwAen C
ankoronbHbIM 3aboneBaHMEM MNe4YeHu W  UHEKUnen
renatuta C. lenatut C pacnpocTpaHaeTcsl rMnaBHbIM
obpa3oM nyTem NpsSIMOro KOHTaKTa C KPOBbK YerioBeka.
XopoLuo OOKYMEHTMpOBaHa nepepava yepe3s
nepenvBaHue KpPoBW, KOTOPbIE HE MPOLUMM CKPUHUHI Ha
NHdEKLMIO renatuta C, nyrem NMOBTOPHOrO
UCNONb30BaHUA HeafekBaTHO CTEPUSTM3OBAHHbIX W,
WINpULEB WM OpYyroro MeguuUHCKOro 06opyaoBaHus
unu nytem obmeHa wurn  cpegu  noTpebutenen
HapKOTMKOB. Takke MOXET BO3HMKATb CeKcyarnbHas U
nepuHatanbHas nepegada, XoTss NOAOGHbIE crnydam
BO3HMKAIOT pexe. [pn aToM MOryT BO3HMKaTb W Apyrue

crnocobbl nepegayu, Takune KakK coumnarnbHble,
KynbTYypHbIE, n nopegeH4yeckne NPaKTUKKn,
ncnonb3dyrouime 4YpeckoXHble npouenypbl (Hanpmmep,

NMUPCUHT ywen n Tena, obpesaHne, TaTyMpoBKa), ecrnu
ncrnonb3yeTcs HeaZekBaTHO CTEpUNN30BaHHOE
obopynoBaHue. renatut C He pacnpocTpaHsaeTcsa nyTem

YnmxaHusa, OOHMMaHMs, Kawns, MNPUHATUS MUK UK
BOAbl, COBMECTHOIO MCMOMb30BaHMA MOCyabl  Wn
CINyYanHOro KoHTakTa.

B pasButbix M pasBuMBalOLWMXCA CTpaHax rpynnbl
BbICOKOIO pucka BKMOYatoT notpeburenen
WHBEKLNOHHbIX HapPKOTMKOB, nonyvareneu
HeaKpaHWPOBaHHOW  KpoBW, OOMbHbIX remodunuen,

nauMeHToB C ANanu3oM 1 NuL C HECKONBbKUMW MOSTOBLIMU
napTHepamu, KOTOpble 3aHMMawTca HebesonacHbIM
cekcoM. B pasBuTbix cTpaHax cuutaetcs, 4to 90% nuy ¢
XpoHu4yeckon wuHdekumen renatmta C  aBnswTcA
TEeKyLWMMM U OblBLUMMKU MOTPEOMTENSMUN MHBEKUMOHHbIX
HapKOTMKOB, @ TaKke Iuuamu, WUMEeKLWMMU WUCTOPUI0
nepenuBaHns HEIKPaHUPOBAHHOW KPOBU MITM NMPOAYKTOB
KpoBu. Bo MHOrMx pasBmBaloLMXCS CTpaHax, rae Bce
eLLe MCNoMb3YHTCA HEAKPaHMPOBAaHHbIE MPOAYKTbI KPOBU
W UEenbHOW KpoBW, OCHOBHLIM CPEACTBOM nepefavun
ABNSAOTCA HecTepunu3oBaHHoe WHBEKLMOHHOE
obopydoBaHWE U HEdKpaHMPOBAHHbIE MNepenuBaHus
KpoBu. Kpome ToOro, nwogum, KOTOpble WCMONb3YIOT
TPaaVUMOHHbIE MeTOAbl cKapudukaumm n obpesaHus,
noaBepratoTCcs PUCKY, €CNU  OHW  UCMOSMb3YIT  UIK
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MOBTOPHO Ncnonb3yoT HECTEepPUIM30BaHHbIe
WHCTPYMEHTBI.
CornacHo oueHkam BO3, okono 170 mMunnuMoHoB

yenoeek, cocTaBnswowmMx 3% HaceneHuss  Mupa,
MHUUMPOBaHbl renatutoM C U MNoaBepXeHbl PUCKY

pasBuMTUSA  LMppO3a MNevYeHn wu/vnm paka MeyeHwu.
PacnpocTtpaHeHHOCTb  WHekumn renatmta C B
HEeKOTOopbIX CTpaHax Adbpukn, BocTtouHoro

CpenounsemHomopbsi, KOro-BoctouHon Asum n 3anagHom
yacTu Tuxoro okeaHa (Korda WMEKTCS [aHHble O
pacnpocTpaHeHHOCTH) sBnsieTcs BbICOKOW, no
CpaBHEHMIO C HeKoTopbiMM CcTpaHamn CeBepHon
Amepukun 1 EBponbl.

OwnarHocTtnyeckme Tectbl ang renatuta C ncnonb3yoTes
ONnS npedoTBpalleHust 3apaXeHus NyTeM CKpPUHWHIa
OOHOPCKOW  KPOBM M Mrasmbl,  YCTAHOBMNEHMWS
KMVHUYeCKoro  AuarHosa n NPUHATKSA bonee
A(PPHEKTUBHBIX PELUEHUA B OTHOLIEHUN MEAMLUHCKOro
neyeHus naumeHTa. OnarHoctnyeckune TecThl,
umelwmecs B MNpOAaXe CerogHs, OCHOBaHbl Ha
UMMYHObepMeHTHbIX aHanusax (EIA) ona BbigBReHUs
cneumdguyecknx aHtuten k renatuty C. EIA wmoryT
obHapyxuBaTb Gonee 95% XPOHUYECKN
WHUUMPOBAHHbBIX MAUMEHTOB, HO MOryT OOHapyXuBaTb
Tonbko oT 50% po 70% ocTpbiX  MHQEKUUA.
PekomMbuHaHTHbIN MMyHOGnoT-aHanua (RIBA), koTopbin
naeHTUUUMpyeT aHTuTena, KoTopble pearnpylT C
oTaenbHbiMM  aHTureHamu  renatmt C,  yacto
ncnonb3yeTcsl B Ka4YecTBe OOMOMHUTENbHOro Tecta Ans
noaTBepXaeHus nonoxutensHoro pesynbTtata EIA.
TectnpoBaHue Ha renatnut C, uupkynupywouwee ¢
nomouwlblo TectoB amnnucpukauun PHK (Hanpumep,
nonuMMmepasHas uenHaa peakums wnm MUP, aHanus
passetBneHHon [OHK) Tawkke wucnonesyetca Ans
NOATBEPXKAEHUS CEPOSIONTMYECKMX Pe3ynbTaToB, a Takke
aona  oueHkn  9PPEKTUBHOCTM  MPOTUBOBUPYCHOM
Tepanuu. [MonoXuTenbHbIA pe3ynbTaT yKasbiBaeT Ha
HanMyne  akTMBHOM  MHdeKuun 1 noTeHuman
pacnpocTpaHeHusi NHeKUmK, n/vnm passutue
XpOHU4yeckoro 3abonesaHms neyeHu.

lMpoTuBOBMpYCHBLIE NMpenaparbl, Takne Kak MHTepdepoH,
B3ATble OTOAENbHO UMM B COYeTaHuM C pubaBUPUHOM,
MOryT WUCMOMb30BaTbCA AN feYeHUs nauneHToB C
XpoHuyecknum renatutom C, HO CTOMMOCTb feyeHus
ABNSAETCA  OYeHb  BLICOKOW.  JleyeHne  TONbKO
UHTepcepoHoM addekTMBHO npumepHo Yy 10-20%
nauueHToB. IHTepdepoH, B coveTaHnn ¢ pnbaBmMprHOM,
acpgektneeH npumepHo y  30-50%  nauueHTOoB.
PnbaBupvH, no Bcen BMAMMOCTH, He sBNAeTCA
3 pekTUBHLIM, eCnn UCNOMNb3YEeTCH B OANHOUKY.

BakuuHbl npoTuB renaTuT C OTCYTCTBYIOT.
WccnegoBaHus BegyTcsi, HO BbICOKasl M3MEHYMBOCTb
reHoma renatut C YCNOXHAET pasBUTME BaKUMHbI.
OTcyTcTBUE 3HaHWA O nOBOM 3aLUMTHOM WMMMYHHOM
OTBETE Mocrne WHUUMpoBaHUs renatutom C Takxke
NpensTCTBYeT NPOBEAEHUIO UCCMNEA0BaHWI BakumWH. [pu
39TOM HEW3BECTHO, crnocobHa nu WMMYHHasi cuctema
YCTpaHUTb BUPYC.

OpHako, HeKoTopble
NpoAeMOHCTPMpPOBarnu

ncecnenosaHUAa

Hannyne aHTuTen,
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HEeNTPanu3ylLWmx BUPYC Yy nauueHtoB ¢ renatut C-
WHcpekumen. B oTcyTcTBME BaKUMHbl  HEOGXOAMMO
NPUHATD BCE Mepbl NpeaoCTOPOXHOCTH ans
npeaoTBpaLleHnUst UHEKLMN, BKMoYasa (@) CKPUHUHE U
TecTMpoBaHne [OOHOpPOB kpoBu U  opraHos; (b)
WHaKTMBALUMS BUpyca B MNpPOAYKTax, MOMYyYEHHbIX U3
nnasmbl; (C) BHeApeHME W noaaepXaHwe MpakTUKn
NHPEKLUNOHHOIO KOHTpOns B MeONLUHCKUX
yyYpexaeHusix, BKMoYas COOTBETCTBYIOLLLYIO
CTEpMNM3auMio MeOMLMHCKOrO UM CTOMaTONIorM4eckoro
obopynoBaHug; (d) cogencTene U3MeHeHNo noBeaeHus
cpean  LMPOKOW  OOLLEeCTBEHHOCTM U pabOTHUKOB
3[paBOOXPAHEHNST C LENbl0 COKpaLLlEeHUs Ype3MepHOro
NCMNONb30BaHus WHBEKLUI " Mcnonb3oBaHus
©6e3onacHbIX MeToa0B UHBEKLIUN; " (e)
KOHCYINbTUPOBaHNE MO BOMPOCAM CHWXEHUS pucka ans
LY C BbICOKMM PUCKOM, YNOTPeOnsaLWwmMX HapKOTUKKA U
BeayLme Hebe30onacHy CekCyanbHY XU3HbY.

eHom Koaumpyet CTPYKTYpHblE KOMIMOHEHTHI,
HYKINeoKancuaHbIn oenok [ nBa ornbatoLLmnx
rMUKONPOTENHA, a TaKke (PYHKLMOHarbHbIe
KOMMOHEHTbI, y4YacTBylOLME B pennuvkauum Bupyca W
obpaboTke Oenka. PervnoHsi, KoaupytoLime
HyKneokancua, SBnsTca Hanbornee KOHCepBaTUMBHbLIMU
cpean U3onaToB, NOSyYeHHbIX BO BCEM MUPE.

C. NPUHLUUN UCNbITAHUA

MukponnaHLweTbl NOKpbIThl renatuTt C-cneuuduyeckumm
aHTUreHamu, NonyyYeHHbIMN 13 obnacTen «core» U «nNsy,
KOAMPYIOLLMX KOHCepBaTWBHbIE U MMMYHOAOMUHAHTHbIE
aHTUreHHble OeTepMUHaHTbI (nentng agpa,
pekoMmbuHaHTHble NS3, NS4 n NS5-nentugbl).

TBepayto hasy cHayana obpabatbiBaloT pa3baBneHHbIM
obpasuom, u renatut C Ab 3axBaTbiBaeTCcs, €Cniv OH
npucyTcTByeT, C  MOMOLWbIO  aHTureHosB. [locne
BbIMbIBaHWNA BCEX APYrMx KOMMOHEHTOB 06pas3ua, BO 2-1
nHKy6auun ceasbiBaloTCa aHTuTena k renatuty C, IgG u
IgM, a Takke oHM obHapyxwuBalTCcA nyTeM fobasneHus
NOMUKNOHarbHbIX cneuuduyecknx aHtuten npotms higG
& M, MeyeHHbIX nepokcmaason (HRP).

depmeHT, 3axBayvyeHHbIN Ha TBEpPAON dase,
OencTByloWmMn Ha cybecTpaTHyto cMecb TMB, reHepupyeT
ONTUYECKMN  curHan, KOTOpbIN nponopuuoHaneH
Konu4yecTBy aHTMTen npoTuB renatuta C,
NMPUCYTCTBYIOWMX B oOOpasue. YpesaHHOe 3HayeHue
OTCEYKM MO3BOMAET WHTEeprnpeTnpoBaTb OMTUYECKUE
NNOTHOCTU aHTWUTena Kk renatuty C oTpuuaTtenbHbIM U
NONOXMUTENbHLIM pesynbTaTam.

D. KOMMNOHEHTbI

B komnnekt BxogAT peareHTol ansg 96 TectoB (KOA
071067), 192 tecrta (kog 071064) unun 480 TecToB (Kog
071068).
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MukponnaHweT 1
OTpuuaTenbHbIA KOHTPOIb 1x4 mn/dnakoH
MonoXutenbHbIA KOHTPONb 1x2 mn/donakoH
KanubpaTtop 2 conakoHa
KoHueHTpaT NpoOMbIBOYHOIO 1x50 mn/dnakoH
oydepHoro pacteopa 20x

KoHbrorar 1x16 mn/donakoH
PacTtBOp AnsA pas6aBneHus 1x50 mn/cnakoH
ob6pasua

Cy6cTpaTr TMB 1x16 mn/cnakoH

CTon pacTtBop
OLeHOYHbIN pa3baBuTenb

1x15 mn/dnakoH
1x8 mn/dnakoH

donbrupoBaHHas NieHkKa ansa 2
repmMeTusaumMm nnaHweTa

KonunyecTtBO TectoB 96
Kopn 071067
MukponnaHweT 2

OTpuuaTenbHbIA KOHTPOIb

MonoXurenbHbIA KOHTPONb
Kanun6partop

KoHueHTpaT NpoOMbIBOYHOIO
bydepHoro pacteopa 20x

2x4 mn/cdnakoH
1x4 mn/cpnakoH

3 donakoHa

2x50 mn/dnakoHbl

KoHbtlorar 2x16 mn/dnakoHbl
PacTtBop AnsA pas6aBneHus 2x50 mn/cpnakoHbl
ob6pasua

Cy6ctpaTt TMB 2x16 Mn/cpnakoHbl

Cton pacTBoOp 2x15 mn/cpnakoHbl
OLeHOYHbIN pa3baBuTenb 2x8 mn/cnakoH

PonbrupoBaHHas nieHkKa ansa 4
repMmeTusauum niaHweTa

KonuuyecTBO TecTtoB 192
Kon 071064
MukponnaHweT 5

OTpuuaTenbHbIN KOHTPOIb

MonoxuTenbHbIN KOHTPOIb
Kanubpatop

KoHueHTpaT NpOMbIBOYHOIO
6ydepHoro pacreopa 20x

1x20 mn/cpnakoH
1x10 mn/cpnakoH
7 donakoHOB

5x50 mn/cnakoHbl

KoHbtlorar 2x40 mn/dnakoHbl
PacTtBop AnsA pas6aBneHus 5x50 Mn/cpnakoHbl
obGpasua

Cy6cTpat TMB 2x40 mn/dnakoHbl

Cton pacTtBOp 2x40 mn/dnakoHbI
OueHOYHbIN pa3baBuTenb 1x40 mn/cnakoH
PonbrupoBaHHas nneHkKa Ana 10
repMeTv3auum niaHwerta
KonuyecTBO TectoB

Kon

480
071068

1. MukponnaHwieTt

12 ctpunoB no 8 nNyHOK MOKPbITbI MEenTMAOM sA4pa,
pekoMbuHaHTHbIMM nentugamm NS3, NS4 n NS5.
MnaHweT 3ane4vaTbiBany B antOMUHUEBLIA NakeT C

OCYLUUTENEM.
MukponnaHweT O0BOAAT A0 KOMHaTHOW TemnepaTtypbl
(+18...24°C) nepeq BCKpbITUEM nakera.

Hewncnonb3oBaHHbIE CTpunbl noanexaTt BO3BpaTy B
nakeT, a NakeT NoAnexnT obpaTHOMY 3aneyaTbiBaHUIO U
XpaHeHuto npu +2...8°C, B NPUCYTCTBUUN OCYLLUTENS.
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2. OTpuuaTtenbHbIA KOHTPONb

KOHTPOMbHbLIM  pacTBOp FOTOB K MCMNOSIb30BaHUIO.
Copepxut 10 MM Na-untpaTtHoro 6ydepHoro pacreopa
¢ ypoBHem pH 6,0+0,1, 2% kaseumHa B ka4vecTBe
oenkoBon ocHoBbl M 0,1% Proclin 150 B kadecTBe

KoHcepBaHTa.  OTpuuaTenbHbIi  KOHTPONb  UMeeT
ONWUBKOBO-3ENEHbIN LIBET.

3. MonoXuTenbHbIN KOHTPOJb

KOHTpOMbHbIA  pacTBOp FOTOB K WUCMOMb30BaHWUIO.
Copepxut 1% 6GenkoB CbIBOPOTKM KO3bl, aHTUTena

yenoseka k renatuty C, 10 MM Na-uyuTtpatHoro
OydepHoro pactBopa ¢ ypoBHeM pH 6,0+0,1, 0,5%
Tween 20, 0,09% asnga Hatpus n 0,1% Proclin 150 B
KayecTBe KOHCEpPBAHTOB. [lOMOXWUTENbHBIA KOHTPOSb
UMeeT TEMHO-3€eMeHbIN LBET.

BaxHoe npumedaHue. Omcymcmeue XU3HeCrnoCcOobHbIX
ramoeseHo8 8 ro3umueHOM KOHmMposie He Moxem 6bimb
rnosiHocmbto obecrieyeHo, u, criedosamesibHO, peazeHm
credyem obpabambisamsb Kak  rmomeHuuasbHO
buornoeu4yecku  ornacHelli, 8  coomeemcmeuu  C
Hadnexauwel f17abopamopHOU rpakmukou.

4. Kann6partop

JInocpmnnunampoBaHHbIN Kanunbparop. PactBoputb
obbemom Boabl knacca EIA, ykazaHHOM Ha 3TUKeTKe.
BewectBo cogepxut OGenkum deTanbHOM  Obluben
CbIBOPOTKM, YerioBeveckme aHTuTena k renatuty C,
cofepaHue KOTOopbIX OTKanMbpoBaHO MO CcTaHAapTy
NIBSC, 10 mM Na-untpatHbin 6ydpep pH 6,0£0.1, 0,3
mr/mn cynbdata reHtamuuuHa u 0,1% Proclin 150 B
KayecTBe KOHCEPBAHTOB.

BaxxHoe npumeydaHue. Omcymcmaue XU3HeCcrnocobHbIX
namozeHos 8 Kanubpamope He Moxem  6bimb
rnosTHocmbo obecrieyeHo, noamomy peazeHm credyem
obpabambieamb Kak rnomeHuyuanbHo 6uonoauYecKu

onacHsill, 8 coomeemcmeuu Cc  Hadnexauwel
Jn1abopamopHoU npakmukod.
lMpumeyvaHue: O61nem, Heobxo0umbIl onsa

pacmeopeHusi codepxumoz2o ¢hsl1akoHa, Moxem
eapbupoeambCsi &8 3asucumMocmu om napmuu.
lMoxanyilicma, ucnonb3ylime npaeusnbHbIli 06bLeM,
yKa3aHHbIU Ha 3muKkemke.

5. KoHueHTpaT npombIBOYHOro 6ycepHoro pacteopa
20x

20X — KpaTHbIN KOHLEHTpUpOBaHHLIA pacTBop. [locne
pa3baBrneHnst MPOMbIBOYHbLIA pacTBOp (pa3baBreHHbIN
NPOMbIBOYHbIN BydhepHbii pacTBop) cogepxut 10 MM
doccaTHoro 6ycdepa ¢ ypoHem pH 7.0 = 0.2, 0.05%
Tween 20 n 0.05% Proclin 150.

Mocne pasbaBneHns NPOMbIBOYHbLIN PacTBOpP CTabuneH
B TeyeHne 1 Hegenu npu TemnepaType XpaHeHus
+2...8°C.

6. KoHblorar

[OTOBbIA K WCMNOSMb30BaHUIO KOAMPOBAHHLIN peareHT
KpacHoro  uBeTa. CooepX1UT  KOHbIOIMpPOBaHHbIE
NnepoKcMaason XpeHa NonukroHarnbHble Ko3bW aHTuTena,
K yenoseyecknm aHtutenam IgG un IgM, 5% 6blubero
CbIBOPOTOYHOro anbymuHa, 10 mM untpaTtHoro 6ycdepa
¢ pH 6.41£0.1, 0.1% Proclin 150 n 0,05% Tween 20 B
KayecTBe KOHCEPBAHTOB.
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7. Cy6erpaTr TMB

loToBbIi  kOMMOHEHT. Copgepxut 50 MM uwuTpaTHO-
docgaTHOro Oydepa c pH 3.5-3.8, 4%
onmetuncynbdokenga, 0.03% TetpameTunbeHsnanHa
(TMB) n 0.02% nepekmucu Bogopopa (H.O,). lNepen
MCnonb30BaHMEM OCTOPOXHO NepemMeLlaThb.
lMpumeyaHue: XpaHumb 6 3awWuWeHHOM om ceema
mMecme, m.K. npernapam 4yecmeumesieH K sIipKoMy
oceeuweHulo.

8. AHanuTuyeckum pasbaButenb

[oTOBbI KOMMNOHEHT. COAEepPXKNUT KO3bio CbIBOPOTKY, 10
MM  Tpuc-bydepHbin  pactBop ¢ pH  8.0:0.1,
cogepxawmn 0.1% Proclin 150 n 0.09% asuaga HaTpus,
ons  npegBapuTtenbHo  obpaboTkm  obpasuoB 1
KOHTpOMen B NnaHweTe, 6rokMpys nHtepdepeHumio.

9. Cton pacTBop

loToBbI kOMMNOHeHT. PactBop cogepxut 0,3 M
pactBopa H,SO,. lNepen ucnonb3oBaHUMEM OCTOPOXHO
nepemeLuaTb.

10. Paz6aBuTtenb ob6pasua

[OTOBLIV K UCMOMb30BaHNIO KOMMOHEHT, MMEEeT TEMHO-
3eneHbii uBeT. OH cogepxut 1% kasenHa, 10 MM Na-
uutpaTHoro Oydepa c ypoBHem pH 6,0 + 0,1 n 0,1%
Proclin 150 B kayecTBe koHcepBaHTa. MicnonbayeTtca ons
pa3baBneHus obpasua.

lMpumeyaHue: e npucymcmeuu obpa3suya
paszbasumenb u3MeHsiem yeem OM OJIUBKOBO20
3es1eHo20 00 MmeMHO-20s1y608amo-3es1eHo20.

E. TPEBYEMbIE, HO HE TNPEOOCTABIAEMbIE
MATEPUAIDI

1. KanubpoBaHHble mukponunetkn (200 mkn 1 10 Mkr)
1 0QHOpPa30Bble NNACTUKOBbIE HAKOHEYHUKM.

2. Bopma «knacca EIA (buauctunnupoBaHHaa uWnu
OenoHn3MpoBaHHas, obpabaTtbiBaeTcs yrnem Ans
yoaneHus OKUCIUTENbHbIX XMMUKaTOB,
ucnonb3yemblx B KavyecTBe [Ae3nHULMPYIOLLNX
cpencTs).

3. Tamnmep ¢ gnanazoHom 60 MUHYT UNn BbILLe.

4. Abcopbupyrome BymaxHble TKaHW.

5. KanubpoBaHHbIi TepMocTaTUyeckuni uHkybatop ¢
MUKpOnaHweTamu ELISA, CNOCOOHbIN
obecneunBaTb Temnepatypy + 37°C.

6. KanmbpoBaHHbI cuntbiBaTenb Mukposidyeek ELISA ¢
450 HM (4TeHue) n, BO3MOXHO, ¢ unbTpammn 620-
630 HM (raweHwne).

7. KanubpoaHHbI MukponnaHweT ELISA.

8. BuxpeBble WnM  aHanoryyHole  CMecUTErbHble
WHCTPYMEHTbI.

F. MPEOYNPEXAOEHUA U MEPbI
MPEOOCTOPOXHOCTU

1. Habop [OJIKEH MCnonb30BaThCs TOMNbKO

KBanM@UUUPOBaHHbLIM 1 Hagnexawum obpasom

MOATrOTOBMEHHbIM TEXHUYECKUM MepcoHanoMm, rnog
HabnaeHnem Bpauva, oTBevatoLLero 3a
nabopatoputo.

Bknagblll B ynakoBke HeobOXoAMMO BHUMATENbHO
npoYnTaTh Nepen Ucnosfb3oBaHNEM NPOAYKTa.

2. [lepen wcnonb3oBaHMEM MNPOAYKTA, BHUMATENbHO
npouTtute Macnopt 6e3onacHocTn (MB).
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10.

11.

12.

13.

Korga HaGop ucnonbayeTca AN CKPUHUHIA eauHuL,

KPOBM WM  KOMMOHEHTOB  KPOBW, OH  [JOIKEH
ncnonb3oBaTbCA B nabopartopuu,
cepTnnLMpoBaHHON n COOTBETCTBYHOLLEN
HauMoHamnbHbIM  OpraHom B  3ToW  obnactu

(MVIHVICTepCTBO 34paBoOXpaHeHnAa unn aHanorn4dHasa

opraHusauusl) Ans NpoBedeHMs Takoro popja
aHanuaa.
Becb nepcoHan, y4acTBywLWWA B NpoOBeOeHUM

aHanmsa, OMMKEeH HOCUTb 3aLLMTHY0 NabopaTopHYHo
ogexnay, He cofepxalimMe TanbK nepyaTkM U OYKW.
CnepnyeT unsberatb MUCMNOMb30BaHMUA NHOObIX OCTPbIX
(nronbyatbIx) unu pexyLmnx (cHab>XeHHbIX
nes3BusiMun) yctponcTte. Becb nepcoHan aomkeH 6biTb
obyyeH npoueagypam 6mobesonacHoCTH, KOTOpble
Oblnn pekomMeHaoBaHbl LleHTpoM Mo KOHTpono 3a
3aboneBaHuamun, AtnanTta, CLUA, n coobuaeTtca B
nyénvkauum HaunoHnanbHoro WMHCTUTYTA
34paBOOXPAHEHNSI: «BbuobesonacHocTb B
MMKPOBMONOrnyecKmnx 7] OnomMeanLIMHCKNX
nabopatopusix», nog pea. 1984.

Becb nepcoHan, 3aHumawowmncs — obpaboTkon
obpa3LoB, AOMKeH OblTb BaKUMHUMPOBAH MpPOTMB
HBV n HAV, ons KoTopbiX AOCTYMNHbI 6e3onacHble 1
3 eKTUBHBIE BaKLMHbI.

JlabopaTopHyto cpeay crnegyeT KOHTPONMpoBaTb

Takum oOpas3oMm, 4ToObl u3bexaTb 3arpsi3HeHus,
Hanpumep, OT MbIIX UMW MUKPOOPraHW3MOB,
BO3HMKAKOLWMX MpU  BAbIXaHWM  BoO3dyxa, npu

OTKPbITUM  (PNAKOHOB U MUKPOMMAHLLITOB U Npw
nposegeHun tecta. 3awmtute noanoxky (TMB) ot
BO3OENCTBMA  CUNMbHOrO  cBeta UK usberante
Bubpaumm noesepxHocTM paboyero crtona, Ha
KOTOPOM NPOBOAUTCH MCNbITAHKE.

Mocrne nony4vyeHwWsi, XpaHUTE  KOMMMEKT  Mpu
TemnepaTtype +2..8°C B  xonogunbHuke C
perynupyemon TemnepaTypon unM B XONOAHOW
KOMHaTe.

He MeHANTE KOMMOHEHTbI MeXay PpasfnMyHbIMU
naptusmy  HabopoB.  PekomeHgyeTcd,  4TOObI
KOMMNOHEHTbI Mexay AByMSA Habopamu ogHOro u Toro
e noTa He 3aMeHSNUCH.

Y6eontecb B TOM, 4YTO peareHTbl YWUCTble U He

cogepXat  BMOWMBIX  TSXKeMblX — 4YacTuy — unu
arperatoB. Ecnu HeT, nocoBeTynte HavanbHUKY
nabopartopuu WHULMMPOBATb Heobxoaumble
npoueaypbl 3aMeHbl Habopa.

N3beranite nNepeKkpecTHOro 3apaxeHus  Mexay
obpasuamu CbIBOPOTKM/NNa3Mmbl, ncnonbays

OOHOPa30Bble HAKOHEYHWKM W MeHss WX nocne
Kakgoro obpasua.

N3berante nepekpecTHOro 3apaxeHus  mexagy
peareHTamu Habopa, WuCNonb3ys OOHOPa30Bble
HaKOHEYHVKN N MEHSIS UX MEXAY WMCMNONb30BaHWEM
KaXKOoro n3 Hux.

He mncnonb3yiTe KOMMMNEKT Mocrne UcTedeHus cpoka
rOAHOCTW, YKa3aHHOIO Ha BHELIHEM KOHTerHepe U
BHYTPEHHUX 3TUKETKax (pnakoHax).

Heobxoanmo obpabatbiBaTtb Bce o00pasubl Kak
noTeHUManbHO WHMUUMPOBaHHbIE. Bce ob6pasubl
YyenoBeyecKkomn CbIBOPOTKM JOIXKHbI ObITb

obpaboTaHbl Ha YypoBHe 6uobesonacHocTn 2,
cornacHo pekomeHgaumsm LleHTpa no koHTponio 3a
3aboneBaHnsmn, AtnaHTa, CLA, a Takke B
COOTBETCTBMM C OMNYyGIMKOBAHHOM WHoOpMauun B
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14.

15.

16.

17.

18.

19.

20.

21.

«MHCcTHTYTE 3apaBooxpaHeHns»: «brnobesonacHocTb
B MUKPOBUMONOrnYecKkmnx 7 onomMegULMHCKNX
nabopartopusix», nsg. 1984.

MpyM NOAroToBKE XWAOKAX KOMMOHEHTOB WM Mpu
nepeHoce KOMMOHEHTOB B aBTOMaTU3NPOBaHHblE
pabouve MecTa, BO u30EXaHME MNEepPeKPecTHOro
3arpsi3HeHus, pekomeHayeTcst ncnornb3oBaHne
0[HOPa30BOWN NNacTUKOBOW NOCYAbI.

OTtxogpl, obpasywowmeca npyv  UCNONb30BaHUA
Habopa, [OMkHbl  OblTb  YTUNU3MPOBaHbI B
COOTBETCTBMM C HaUMOHanbHbIMK AMPEKTUBaAMU WU
3aKoHaMu, KacawwuMucs nabopaTopHbIX OTXOO0B
XUMUYECKNX W Ouonormyeckmx Bewects. B
YaCTHOCTW, >XuOKMe OTxodbl, oOpasylwuecs B
npoLiecce NPOMbIBKM N U3 OCTAaTKOB KOHTPONen n n3
o6pasuos., OOIMKHbI paccMmaTtpuBaTbCsi Kak
noTeHuManbHO  WMHMEKUMOHHbIE  Martepuansl W
WHaKTUBUPOBaHbI nepeg yTunmsaumen.
Mpepnaraemble  npoueaypbl WMHaKTUBaL M -
obpaboTka 10%  KOHEeYHOW  KOHUeHTpaumen
obiToBOro otbenuBaTtena B TeyeHune 16-18 vacos
UnNu MHaKkTMBaLuMmM Tenna astoknasom npu 121°C, B
TeyeHue 20 MUH.

CnyyaiiHble nponvBa  00pasuoB, BO Bpemsi
npoBeaeHus MaHUNynsaumn, JOIKHbI
apgcopbupoBaTbCs OyMaXKHbIMM TKaHAMY,
NponNUTaHHbIMKW  JOMalHUM  oTbenuBaTtenem, a

3aTtem BodoW. 3aTeM TKaHu criegyeT yTunmnsmpoBaTb
B Haanexaluux KOHTeWHepax, npeaHasHa4YeHHbIX
Ans nabopaTopHbIX/BONBbHNYHBIX OTXOAO0B.

Crton pacteop cogepxut 0,3 M cepHOM KUCMOTHI.
Heobxoaumo n3beraTb nonagaHvsa Ha KOXY M rnasa.
B cnyyae «koHTakTa, HEMEAneHHO MpPOMbITb
BonbLWNM KONMYECTBOM BOAbI.

YTunusmpymnte pacTBOpbl peareHToB, copepaiine
asng  Hatpus, B KayecTBe KOHCEpBaHTOB B
COOTBETCTBMU co BCEMU MECTHbIMMU,
rocygapCTBEHHbIMU U HauMOHanbHLIMU NpaBunamMu.
Ona ytunusauum peareHToB, cofepxalwmx asug,
npomonTe WX OOWMbHLIM KOMNWYECTBOM  BOAbI.
YTUnNuanpymte C OCTOPOXHOCTBLIO, TakK Kak asug
HaTpua MoXeT 0O0pasoBbiBaTb B3PbIBOOMACHbLIE
coeguHeHMs  MNpuM  ANWTENbHOM  KOHTakTe ¢
CBUWHLIOBbIM MM MeOHbIM TPYGONpPOBOAOM.

He kypuTb, He eCTb, He MUTb UNU HE NPUMEHATb
KOCMEeTUKY B MecTax, rge obpabaTtbiBatoTcs obpasubl
unu peareHTbl Habopa

Opyrne oTxofpbl, MONy4YEeHHbIE MPU UCMOML30BAHUM
Habopa (npvmMep: HaKOHEYHWKW, UCMoNb3yeMble Ans

06pa3LI,OB n KOHTpOﬂeVI, MCNoJib30BaHHbIE
MMKpOﬂﬂaHUJeTbI), AOOJIXHbI o6pa6aTb| BaTbCA Kak
noTeHunanbHoO I/IHqDI/ILI.I/IpOBaHHbIe n
YTUNn3npoBaTbCA B COOTBETCTBUU C

HauuoHanbHLIMW  AMpeKTMBaMu U
Kacatowmmmcsa nabopaTopHbIX OTXOA0B.
He nunetupyinTte pTom.

3aKoHamu,

G. OBPA3EL: NOArOTOBKA U PEKOMEHOALIUKA

1.
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KpoBb oTbupaeTcs acenTuyeckn C  MOMOLLbIO
BEHEMYHKUUN, @ Mra3my UM CbIBOPOTKY MONyYaloT C
MCMNONb30BaHNEM CTaHOApPTHbIX MeTO0B
npuroToBneHns  obpasuoB ANd  KIMHWUYECKOro
nabopatopHoro aHanusa. [lpu aTtom Kakoe-nnbo
BNUSHME Ha MNpuUroToBneHne obpasua C uUTpaToM,
OOTA v renapuHom He Habnoganoco.
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H.

B

KOMMNJEKTe,

N3berante pobaBneHns KOHCEpBaHTOB B obpasLubl;
0COBEHHO a3ug HaTpusl, MOCKOMbKY 3TO XMMMWUYECKOoe
BELLECTBO BMMSET Ha (PEPMEHTATUBHYH aKTUBHOCTb
KOHblOraTa, co3gaBasi JOXHble oOTpuuaTenbHble
pes3ynbTathbl.

O6pasubl 4OMmMKHbI ObITh YETKO NAEHTUMMLMPOBaHEI C
KogamMu  UnM  HasBaHuAMM, 4TOOblI  M3BexaTb
HenpaBuUNbHOW MWHTepnpeTauum pesynbTaTtoB. Ecnu
Habop mcnonb3yeTca Ans CKPUHMHIa eOuHULL KPOBMU,
HaCTOATENbHO PEeKOMeHAYeTCs MapKupoBka B BuAe
LUTPMXOBOrO KOAA ANS 3NEKTPOHHOIO CHUTbIBAHMS.
[eMonuanpoBaHHble  (KpacHble) W O4YeBUAHO
rmnepnunemMmyeckme («mMOnoYHbIEY) obpasupbl
OOMKHbI B6bITb OTKMOHEHHbI, MOCKOMbKY OHW CMOCO6HBI
reHepupoBaTtb JOXHble pesynbtatel. OB6pa3supbl,
cogepxawme ocTtatkm ubpuHa, TEHKenbIX YacTuu
NN MUKPOOBHBIX HUTEN W ppakuun, AOMMKHbI ObiTb
OTKINOHEHbI, MOCKOMbKY OHW MOFyT MpUBECTM K
NOXHbIM pe3yrnbTaTam.

CbIBOPOTKY ¥ nnasmy MOXHO  XpPaHUTb  Npu
TemnepaType +2...8°C B TeyeHue NATW AHeW nocne
3abopa. B TeueHue OGomnee pgnuTenbHOro nepvoga
XpaHeHus obpasupbl MoryT XpaHUTbLCA B
3aMOPOXEHHOM cocTosiHMM npu -20°C B TedeHue
Heckonbkux  mecsaueB. JlioOble  3aMOpOXeHHble
o6pasupl He JOMKHbI ObITb
3aMOPOXXEHbI/pa3mMopoXXeHbl bonee ogHOro pasa, Tak
KaKk 9TO MOXET MpuBecTn K 0OpasoBaHMI0 4YacTuu,
KOTOpble MOTyT NOBMNMATb Ha pe3ynbTaT TecTa.

Ecnv npucyTcTBYHOT YacTuubl, LEHTPUAYrMpynTe npu
2.000 06/mMuH B TeyeHne 20 MUHYT Unu pUNbTPymTE C
ucnonb3oBaHvem ¢unbtpos 0,2-0,8u Ana o4mcTkM
obpasua ansa TecCTMpoBaHUS.

noaroToBKA KOMNOHEHTOB U
NPEAYNPEXOEHUA

uccnefosaHuy,  NpoBedeHHOM  Ha
He  OblNO  OTMeYyeHo

BCKPbITOM
Kakon-nmobo

CyU.J,eCTBeHHOVI notepm akTMBHOCTM A0 1 NOBTOPHOro
NCMOb30BaHMs KOMMMEKTa n 4o 6 MecsueB.

1. MukponnaHweTbl:

Dante

MUKpoOnaHLweTy AOCTUYb KOMHaTHOM

TemnepaTypbl (Okono 1 4aca), npexge 4Yem BCKpPbIBaTb
naket. Y6egutecb B TOM, YTO ocywuTernb He npuobpen
TEMHO-3eNneHbI LBeT, 4YTO yKasblBaeT Ha AedekT B
npounssoacTee. B aTtom cnyyae nossoHWTEe B Cnyxby
nogaepxkn Adaltis.

Hewncnonb3oBaHHblE MOMOCKM AOMKHbLI ObiTb NOMELLEHbI
obpaTHO BHYTpb anlOMWHWEBOrO Maketa BMeCTe C
BMNaronorrnoTuteneM, HagexHo 3acTerHyTbiM MONHUEN U
xpaHsawmmea npu +2...8°C. lNocne nepBoro OTKPbITUA

OCTaBLUMECST MOSIOChbl YCTOMYMBBLI [0 Tex nop,

noka

MHOUKaTOP BIAXHOCTU BHYTPU NakeTa ocywuntenda He
CTaHEeT XeNTbIM U 3eJ1eHbIM.

2. OTpuuaTtenbHbIA KOHTPONb:

[oTOB

K UCMNOJIb30BaHUIO. I'Iepep, ncnonb3oBaHnemMm

Xopoulo B3bonTtarnite, METOAOM BCTpPAXUBaAHUA.

3. MonoXunTenbHbIN KOHTPOJIbHbIA PacTBOP:

[oTOB
XOpOoLUO

K UCMNOJIb30BaHUIO. I'Iepep, ncnonb3oBaHnemMm
nepemeLuaMTe nytem BCTpPAXMBAHUA.

O6pawantecb ¢ 3TUM KOMMOHEHTOM Kak MOTEHUMarbHO
UHULMPOBAHHBIM.
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4. Kann6partop:

TwartensHo pacTeBopuTe copepxnmoe
nnocnnmsmMpoBaHHOro ¢gnakoHa B o6beme BoAbl Knacca
EIA, yKasaHHOM Ha ero 3TUKETKE. Mepen
UCNonbL30BaHMEM  XOpPOLWO  nepeMmellanTe  nyTem
BCTPAXMBAHMS.

Ob6pawantecb C 3TMM KOMMOHEHTOM KaK MOTEeHUManbHO
WMHULIMPOBAHHbIM.

lMpumevanue: npu  pacmeopeHuu  Kanubpamop
HecmaburneH. XpaHumsb 8 anukeomax rpu -20°C.

5. KoHueHTpaT npombIBOYHOro 6ydepHoro pacrteopa
20x (conakoH 50 mn):
Bce copepxumoe 20-kpaTHOrO KOHLEHTPMPOBAHHOIO
pacTBopa OOIMKHO ObITb pa3baBneHo Bogon knacca EIA
oo 1000 mn (obbem ykasaH Ha 9TMKETKE) U nepea
MCnonb3oBaHneM XOPOLLEHBKO nepemeLuaTsb,
BCTpAXMBasi M gepxa  nakoH  ropusoHTasnbHO.
MockonbKy  HekoTOpble  KpucCTanmnbl  CONMM  MOTYT
npucyTcTBoBaTtb BO  (pnakoHe, no3aboTbTecb O
pacTBOpPEHMM BCErO COAEPXKMMOro Mpu MNpUroTOBNEHUN
pacTtsopa. Bo Bpems NnoAroTOBKU nsberatb
BCMEHUBAHWUSI, MOCKOSIbKY  MPUCYTCTBME  My3blpPbKOB
MOXET NOBMMATbL Ha 3P EKTUBHOCTE LIUKIOB MPOMbIBKU.
lMpumeyaHue: nocsie pa3baesieHUss NPOMbI8OYHbIU
pacmeop cmabuneH e me4veHue 1 Hedenu npu
memnepamype +2...8°C.

6. KoHbrorar:

[oToB Kk wucnonb3oBaHuio. [lepea wmcnonb3oBaHWEM
XOpOLLO NepemMeLLanTe MeETOA0M BCTPAXUBAHMS.
Cobnogante OCTOPOXHOCTb, YTOObI He 3arpsAsHATb
XUOKOCTb  OKUCTAKLWMMUA  XUMUKATaMK, MbiNblo  UNU
Mukpobamu, nepemeltaembiMn no Bo3gyxy. Ecnm atot
KOMMOHEHT [O/KeH OblTb MNepeHeceH, WCMNOMb3ynTe
TONbKO MMacTUKOBbLIE, U MO BO3MOXHOCTWU, CTEPUIbHbIE
O[HOPa30BbLle KOHTENHEPHI.

7. Cy6cerpar TMB:

oToB K wucnonb3oBaHuto. [lepen umcnonb3oBaHWEM
XOpOLLO nepemMeluanite nytem BCTpsxmBaHus. N3berante
3arpsa3HeHnss XUOKOCTM OKUCIUTENAMW, Mbifbl0 UMK
Mukpobamu. He nogsepravite BO3OEWCTBUIO CUMbHOIO
ocBelleHus, okucnurenen n MeTannmyeckux
noBepxHocTen. Ecnmn 3TOT KOMMOHEHT [A0/mkeH ObiTb
nepeHeceH, UCMNosb3ynTe TOMbKO MNacTUKOBLIN U, ecrnn
BO3MOXHO, CTEPUIIbHbIN OAHOPA30BLIA KOHTENHED.

8. PasbaButenb ana aHanusa:
FoToB K wucnonb3oBaHuio. [lepen Wcnonb3oBaHUEM
XOpOLUO NepemeLlanTe NyTeM BCTPSIXUBAHUS.

9. Cton pactBOp:
fotoB K wucnonb3oBaHuto. [lepen uvcnonb3oBaHWEM
XOpOLUO nepemMeLlanTe NyTem BCTPAXUBaAHUS.

10. Paz6aBuTtenb o6pasua:
FoToB K wucnonb3oBaHuiw. [lepen Mcnonb3oBaHVEM
XOpOLUO NepemeLlanTe NyTeM BCTPSIXUBAHUS.
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I. TIPUBOPbI U UHCTPYMEHTbI, UCMOJIb3YEMbIE
B COYETAHUU C KOMMNNEKTOM

1. MukponuneTkn SOMKHbl ObiTb OTKANMGpPOBaHbI TakMM
obpasom, u4TOObI BNMBaATL MNpPaBUNbHbLIA  OOBLEM,
HeobOXxoAuMbIN ANA aHanuM3a, a TakkKe [OO0IKHbI

NpeacTaBnsiTbCsi Ha  PerynsipHol  OCHOBe  Ha
obessapaxuBanve (bbitoBon  cnumpT,  10%-HbIn
pacTBOp XJIOPHOW W3BECTM, [Ae3uHpUUMpytoLmne

cpencTtBa O0MbHMLbI KNacca) U3 Tex YacTewn, KoTopble
MOTYT Cry4yamHO BOWTWM B KOHTakT ¢ obpasuom umnu
KOMNoHeHTamn  Habopa. Wx Tawkke cnegyet
perynspHo noasepraTb 06GCAyXuBaHWIO, B LeNsiX
AeMoHcTpaumm TouHocTn 1% mn goctoBepHocTn £ 2%.
Takke Heob6xoaMMo perynsipHo npoBOANTb
Je3aKTMBaLuio pa3nnMBOB UMM OCTAaTKOB KOMMOHEHTOB
KOMMMeKTa.

2. WNukybatop ELISA pomkeH 6bITb ycTaHOBMNEH Ha +
37°C (gonyck £ 0,5°C) n perynsipHo NpoBepATbLCS ANs
obecneyeHmss npaBunbHOM  TemnepaTypbl. [Ong
MHKYOauumM MOOXOAAT KakK Cyxve WHKybaTopbl, TaK U
BOASHbIE BaHHbI, MpX  YCroBuM, 4TO npubop
nposepsieTcs Ha MHKybaumto TectoB ELISA.

3. YcTtponcteo ans npombiBaHus ELISA uypesBblvaniHo
BaXHO Ans  OOWUX XapakTepucTuK  aHanusa.
YCTpoWCTBO AN NPOMbIBaHMSA  OOMMKHO  ObITb
TwaTensHO npoBepeHo " npaBuIbHO
onTuMusnpoBaHo. OObiMHO  ana  obecneveHus
BbIMOMIHEHUST  @HanM3  OXWOAeMbIMM  METOAaMMU,
AOoCTaTtovyHO 4-5 UMKNOB MPOMbIBKM (acnupauusa +
aucneHcauuss 350 Mkn/Ha JyHKY NPOMbIBOYHOMO
pactBopa = 1 uwukn). [lpegnaraetca Bpewms
BblOAepXkKu, coctasnswowee 20-30 cekyHO wMexay
uuknamu. Ytobbl  MpaBWMbHO  YCTAHOBUTbL WX
KONMMYecTBO, PEKOMeHOyeTCs MpOBECTU aHanus ¢

MOMOLLBID  3MEMEHTOB  ynpasneHusi/kanubpaTtopa
Habopa " XOpOLLO OXxapaKkTepun3oBaHHbIX
oTpuuaTtenbHbIX W MOMOXUTENbHBIX  3TaNOHHbIX
obpasuoB, a Takke MpoBepuTb, 4YTOObI OHWU

COOTBETCTBOBANM 3HAYEHUSM, YKa3aHHbIM HWXE B
pasgenax O «BHyTpeHHEM KOHTpOne KayecTBay.
PerynspHas kannbpoBka NnocTaBnsieMbIX n
nogaepXxuBaemblix 00beMOB (0Oe33apaxuBaHue U
YMCTKa WUrM) C MOMOLLbIO MPOMbIBOYHOM YCTaHOBKM,
OOKHa BbIMNONHATLCA B COOTBETCTBUMN c
WHCTPYKUUAMU NpOU3BOaUTENS.

4. [onyck BpeMeHu uHkybaumm coctaBnseT + 5%.

v" MeTop kopoTKkoW WHKyGauun (ans 1/2-ro uukna
MHKy6auun mexay 43 MvH o 47 MuH, ansa 3-ro
umkna nHkybauum mexay 14 n 16 mun).

v' CTaHpapTHbIn  MeTod WHkyGauum (ans 1-n
MHKy6aunoHHOM [03bl OT 57 MUH 80 63 MUH, s
2-ro 1 3-ro UMKNoB MHKyGauun mexay 29 n 31
MWH).

5. Pugep MukponnaHweTtoB ELISA pgomkeH 6ObiTb
OCHalleH ounbTpom anst 4TeHusa 450 Hv 1 B naeane
CO BTOpbIM hunbTpoM (620-630 HM) Ans raweHus
uenen. Ero craHgapTHbIMM  XapakKTepUCTUKaMM
OOMKHbI BKMoYaTh (a) nonocy nponyckanus < 10 Hm;
(b) pwanasoH nornoweHma ot 0 go = 2,0; (c)
nuHenHocTtb go 22,0; nostopsiemoctb = 1%.
BnaHkupoBaHue MPOBOASAT Ha NyHKaX, YKasaHHbIX B

pasgene «[llpouegypa aHanusa». OnTunyeckas
cuctema cunTbiBaTENS JOMmKHa perynsipHo
kanubpoBaTbcs Ans  obecnevyeHWss NpPaBUITbHON

onTuyeckonm nnoTHoctu. Ero cnefnyeTt peryndapHo
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TexHuyeckn obcnyxuBatb B
WHCTPYKUUSIMY NPOU3BOANTENS.
6. lNpn ncnonb3oBaHMM aBTOMATU3MPOBAHHOW pabouyen
cTaHuMn ELISA BCE Kputndeckmne aTansl
(amcneHcaums, MHKy6aums, NPOMbIBKA, CYMTbIBAHWE,
BCTpSAXMBaHMe, 00paboTka [OaHHbIX) AOMMKHbI ObiTb
TwarenbHo HaCTpPOEHb!, OTKanMbpoBaHbl,
KOHTPONMPOBaTbCsl W  PErynspHoO 0b6CnyxmBaTbCs,
4YTOGbl COOTBETCTBOBATbL 3HAYEHWUSIM, YKa3aHHbIM B
pasgenax O «BHyTpeHHEM KayecTBe KOHTPOMbHOro
pactBopa». [lpoTokon aHanu3a gomkeH ObiTb
YCTaHOBIEH B ONEpPaLVOHHON CUCTEME YCTPONCTBA U
NpoOBEpPEeH Kak ANs MPOMbIBOYHOW YCTAHOBKW, TaK U
ana  cuntbiBaTens. Kpome Toro, pomkHa ObiTb
npoBepeHa nMpaBuibHas yCTaHOBKA YacTu Ang
00paboTkM XMOKOCTU (AMcneHcaumus M NPOMbIBKA).
Ocoboe  BHMMaHWE  [OMKHO ObITb  ygeneHo
n3beraHnio nepeHoca 3arpsi3HEHUn C MOMOLLbIO U,
ncrnosnb3yembix AN U3BnevYeHuss obpasuoB W Ans
nNpoMbIBKK. [laHHble Npobnembl HeO6X0ANMO U3y4nTb
N KOHTPONMUPOBaTb, 4YTOObI CBECTU K MUHUMYMY
BO3MOXHOCTb 3arpsi3HEHUS1 COCEdHMX ITYHOK W3-3a
CUMbHO peakTMBHbIX 00pasuoB, 4YTO CMOCOGHO
NMPVBECTU K NOXHbIM MOMOXUTENbHBIM pe3yrbTaTtam.

COOTBETCTBUN  C

L. NPEABAPUTENIbHAA OLEHKA CPELCTB
KOHTPONA U MAHMMNYNALIUIA

1. lMpoBepbTe gaTy ucteveHus cpoka gencTeusa Habopa,
HaneyaTaHHOr0O Ha BHELIHEW 3TUKETKe KOpobkM C
KoMnnektoM. He ncnonb3yinTte, ecnm CPoK rogHOCTU
KOMMIMeKTa UcTek.

2. Ybegutecb B TOM, YTO >XMOKAE KOMIMOHEHTbl He
3arpA3HeHbI BUANMbBIMU YacTuyamm unu
3anonHUTensaMm HEBOOPYXEHHbIM rnasom.
Y6egutecb B ToM, 4To cybctpat TMB GecuBeTHbIN
unn 6negHo-ronybon, acnupupyss ero HebonblM
06bEMOM C MOMOLLBLID CTEPUITBHON NPO3pavyHon
NnacTUKOBOM nuneTku. Ybegutecb B TOM, YTO npwu
TPaHCMOPTUPOBKE HE Mpou3oLlen mofioMkKa, u B
KOpOOKe OTCYTCTBYET yTeuka XuakocTu. YbeanTeco B
TOM, 4YTO anwMUHUEBBLIN MNakeT, cogepxalimmn
MUKPOMMaHLLET, He MPOKOMNOT UM HE NOBPEXEH.

3. PasbaBbTe BCe cogepxmmoe 20x
KOHLEHTPUPOBAHHOIO MPOMbLIBOYHOrO Oydepa, Kak
ONUcaHo BbILLE.

4. PacTtBOopuTe kannbpaTop, Kak OnMcaHo BblILLe.

5. fante BceM ocCTanbHbIM KOMMOHEHTaM [OO0CTU4Yb
KOMHaTHOW TemnepaTypbl (okoro 1 4aca) u 3atem
nepemMeLuanTe, Kak on1McaHo BbiLLe.

6. YcraHoBuTe uHKybatop ELISA npu Ttemnepatype
+37°C 1 NOAroToBbTE MNPOMBIBOYHYIO YCTaHOBKY
ELISA, 3anpaensss pas3baBneHHbIM MPOMbIBOYHbIM

pacTBOpOM B COOTBETCTBUM C  UHCTPYKUUSIMU
npousBoauTens. YcTaHoBUTE npaBunbHOE
KONMNYEeCTBO LMKIIOB TMPOMbIBKM, KaK TOKa3aHO B
pasgene 1.3.

7. Yoeoutecb B TOM, 4TO puaep ELISA BknoyeH He
MeHee 4eM 3a 20 MUHYT 10 CHUTLIBaHUS.

8. Ecnn BblI ucnonb3yete aBTOMaTU4YECKYD pabouyio
CTaHUUIO, BKIIOMMTE €e, NpoBepbTE HACTPOWKU U
ybeguTech, YTO MCNonb3yeTe NpaBWSlbHbIA NPOTOKON
aHanuaa.

9. Y6egutecb B TOM, YTO MUKPOMUMNETKMA YCTAHOBIIEHbI
Ha Tpebyembli 00bEM.
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10.Y6egutecb B TOM, 4YTO BCe Apyroe obopypoBaHue
OOCTYIMHO ¥ FOTOBO K MCMOJb30BaHMIO.

11.B cny4ae npob6nem He NpofoskanTe TeCTMPOBAHME U
He NPOKOHCYNbTUPYNTECH C PYKOBOOUTENEM.

M. NPOLIEAYPA AHAITU3A
AHanu3 [poskKeH nNpoBOAUTBCA B COOTBETCTBUM C
OaHHBbIMW, NPUBEAEHHBIMU HUXE, B LIENAX NOAAEpXKaHMS
TaKoro e BpeMeHu nHkybaumm anga Bcex obpasuos npu
TECTUPOBaHUMW.
Mpouenypy aHanusa MOXHO MPOBOAWTb C MOMOLLbLIO
OBYKpaTHbIX MHKYOaUMOHHBIX npouenyp. Beibepute Ty
npouenypy, KOTopyto TpebyeTcs BbIMOMHUTL MO Ballemy
npaswuny:
1. CranpaptHast uHkybauus (1-9 uHkybaumss 60
MUHYT, 2-9 1 3-9 nHKy6aums 30 MUHYT)
2. Kopotkasi uHkybauus (1-a n 2-a umHkybauusa 45
MUHYT, 3-5 MHKYBaums - 15 MUHYT)

=

. CtaHgapTHasa uHKy6auma. PyyHon aHanus:

1. Tllomectute HeoGXOAMMOE KONMYECTBO MMUKPOSTYHOK
B Aepxatenb MukponyHok. OctaBbTe 1-10 nyHKY
NycTON NS MaHUNYMALUMKN ralieHus.

2. BHecute 200 MKn oTpuuaTenbHOrO KOHTPONS B Tpex
nostopeHusx, 200 mkn kanubpatopa B AOBYX
aksemnnsgpax 1 200 MK NONOXUTENBHOMO KOHTPOIA
B OAMHOYHOM UMKNE B Hagnexawmx nyHkax. He
pasbaensiTe 3MNEMEHTbI ynpasneHus n
KanvbpaTopa, MOCKOMbKY OHW MpeaBapuUTenbHO
pa3baBneHbl, 1 FOTOBbI K UCMOSb30BaHUIO!

3. [Hobaebte 200 mkn pasbasutens obpasua BO Bce

obpasubl nyHOK; 3aTteMm pacnpegenute 10 Mkn
obpasua B Kaxxaom npaBunbHO
noeHTNULMpoBaHHOM nyHke. AkKypaTHO

nepemellanTe nnacTuHy, usberasi NepenornHeHus u
3arpsisHEHNs] COCEAHUX JYHOK, 4TOObl MOJIHOCTbIO
avcneprupoBaTtb obpasel B ero pasbasutene.

BaxHoe npumedaHue: Yb6edumecb 8 mom, ymo ygem
paszbasumensi obpasuya npu OobasneHuu obpa3sya
u3MeHsemcss 0m  c8emjio-3e/ieHo20 00  MEeMHO-
CuHesamoe0 3€e/IeH020 ugema, makuM 0b6pa3om
KoHmpornupys deticmeumernbHoe dobaesneHue obpasua.

4. Pacnpepgenute 50 MK aHann3npyemoro
pasbaBuTens BO BCE KOHTPONbHble/KannbpaTopHble
M nNyHkn ons obpasuos. Yoeautecb B TOM, YTO LBET
o6pasLoB NpeBpaTUCs B TEMHO-CUHUNA.

5. WHkybupyite MukponnaHweT B TedeHue 60 MuHyT
npu Temnepatype +37°C. BaxHoe npumevaHue.
Monockn OOMmMKHbI ObITb 3anevaTaHbl C MOMOLLBIO
KNemkon YNNoTHUTENbHOW  ponbrK, HaHOCUMOW
TONbKO TOrda, kKorga MCnbiTaHWe MpPOBOAMTCSA
BPYYHy0. He HaHOCUTE NONOCKM Npu UCNOMb30BaHNU
aBTOMaTUYECKNX MHCTpyMeHTOB ELISA.

6. [MpomoriTe MUKpOnMaHweT c NMOMOLLLIO
aBTOMaTNYECKON NPOMBLIBOYHOW YCTAHOBKU MyTEM
nogayn n acnvpauum 350 MkN/NyHKy pasbaBneHHOro
NPOMbLIBOYHOIO pacTBopa, Kak coobujaeTca B
pasgene 1.3.

7. BHecute 100 MKN ¢EepMEHTHOro KOHbiOrata B
KaXXaylo IyHKy, 3a WCKoYeHnem 1-n racuTenbHoum
NYHKA, W HaKpoWTe repmMeTUHHON  MEHKOWN.
YbeauTtecb B TOM, YTO KpaCHbI KOMMNOHEHT OKpacun
BCE NyHKN, Kpome A1.
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BaxHoe npumMmevyaHue: Eydbme OCMOPOXHbI, He

dompaeusatimecb 00  nacmukosol  8HympeHHel
nogepxHocmu  NyHKU  KOHYUKOM,  3arOfIHEHHbIM
epMeHmMHbIM  KOHbH2amoM, mak Kak  Moxem

803HUKHYMb 3a2psi3HEHUE.

8. WHKyOupymnTte MukponnaHweT B TevyeHue 30 MUH
npu temnepartype +37°C.

9. TlpomonTe MUKPOMNYHKWK, Kak yka3aHo B pasaene |.3.

10. BHecute 100 mkn cmecu cybetpata TMB B kaxayto
NYHKY, BKMOYUTE NYCTYIO NyHKY. 3aTem UHKybupyinTe

MUKpOMMaHWeT Mpu  KOMHATHOW  Temnepatype
(+18...24°C) B TeueHune 30 MUHYT.
BaxHoe npume4aHue: He nodsepeaatime

MUKpOriaHwem CuilbHOMY MPSIMOMY OC8EU,EHUI0, MmaK
Kak Moxkem 6bimb co30aH 8bICOKUL ¢hOH.

11. BHecute 100 mkn cTtom-pactBopa BO BCe IYHKM,

ncnonb3ys Ty xe nocrnegoBaTenibHOCTb
nuMneTMpoBaHmsi, 4to M Ha 9atane 10, uyTOGBI
OCTaHOBUTb dhepMeHTaTUBHYIO peakumio.
HobasneHne cTon-pacTeopa npvBeget K

MOMOXWUTENBbHOMY KOHTPOMIO U MOSIOXKUTENbHbLIM
obpasuam OT CMHero 40 XenToro.

12. VismepbTe WHTEHCMBHOCTb LBeTa pacTBopa B
KaXgon nyHke, Kak onucaHo B pasgene 1.5, npwu
ucnonb3oBaHum 450 HM unbTpa (4TEHMEe) wu,
BO3MOXHO, Ha 620-630 Hm (BbluMTaHue doHa), C
MOMOLLbIO racsALWero MHCTpymeHTa Ha A1.

Ba)kHble npuMeYaHusi:

1. Ecnu smopol ¢unbmp HedocmyrieH, ybedumechk 8
moM, 4YmoO Ha HUXHelU rnaHenu MUKPOCXeMbl Hem
omrneyamkos nasnbuyeg 00 cyumbigaHusi rpu 450 Hm.
Omneyamku nanbyes Mo2ym  e2eHepuposamb
JIOXKHbIE  MOMIOXKUMESIbHbIE — pe3yrnbmambl  [pu
YmeHuu.

2. YmeHue udeanbHO OO/MKHO BbIMNOHAMBLCS Cpasy
rnocrie 0obasrneHuss 0CMaHO804YHO20 pacmeopa, Ho,
6esycrnosHo, He 6onee Yem 4epes 20 MuHym rocrne
0obasneHus. Moxem npoucxodumbs HeKkomopoe
camookucrnieHue cybcmpama, 4Ymo npueodum K
boree 8bICOKOMY QOHY.

3. bbino dokaszaHo, Ymo ecmpsixueaHue npu 350 = 150
ob/mMuH 80 epemsi  uHKybauuu  rnosbluiaem
yyecmeumeJsibHOCMb aHasnu3sa okoso 20%.

. KopoTkas nHky6aums. Py4yHoun aHanus:

MomecTute HeobxoaMmMoe KONMYECTBO MUKPOBOJTH B

nepxatenb Mukpoadenkn. OcTtaBbTe 1-10 NyHKY

nNycTon Ans onepaunn ralleHus.

2. BHecute 200 MK oTpuUaTENBHOrO KOHTPOMA B TpeX
nosTopeHusix, 200 wmkn kanubpatopa B ABYX
ak3emnnspax 1 200 MK NONOXUTENBHOIO KOHTPOIA
B OOMHOYHOW cCoOOTBeTCTByWOLWENW nyHke. He
pasbasnsuTe 3NIEMEHTHI yrpaBnenust "
Kanvbpatopa, MOCKOMbKY OHW MpeaBapuTernbHO
pa3baBneHbl, FOTOBbI K UCMOb30BaHNUIO!

3. [Hobaebte 200 mkn pasbaBuTensi obpasua BO Bce

=N

obpasubl nyHok; 3atem pacnpegenute 10 Mkn
obpasua B Kaxaon npaBubHO
naeHTNULUMPOBaHHOM CKBaXWVHe. AkKKypaTHO

nepemellanTe nnacTuHy, nsberasi NepenoriHeHus u
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3arpsi3HEHUsi COCeOHMX FYHOK, 4TOObl MOMHOCTbLIO
ancneprnpoBaTb ob6pa3sel B ero pasbasurerne.

BaxHoe npumeyaHue: Y6edumecb 8 MOM, 4ymo ysem
pasbasumens obpa3uya npu OobaesneHuu obpasua
usMeHsiemcss 0om  c8emjio-3e/ieHo20 00  MeMHO-
CUHEeg8amoeao 3e/IeHO20 usema, KOHMPOUPYs, 4Ymo
obpasey delicmeumesibHO 0obasrieH.

4. Pacnpepenute 50 MKI aHanun3npyemoro
pas3baBuTens BO BCE KOHTPOMbHble/kanubpaTopHble
M NyHkn onsa obpasuos. Yo6eautecb B TOM, YTO LBET
obpasLoB NpeBpaTUCcs B TEMHO-CUHUNA.

5. WHKyBupynTe MUKpOMNNaHLIET B TeyeHne 45 MUHyT
npn TemnepaType +37°C. BaxHoe npumevaHue.
Monockn JomkHbl OblTb 3anevaTtaHbl C MOMOLLbIO
KNenkon ynnoTHUTENbHOM ONbrM, NOCTaBMAsSIEMOWN
TONMbKO TOrga, kKorga WCMbiTaHWMe MpoBOAUTCSA
BPYYHYIO. He 3aKkpblBanTe MOMnockKu npu
NCNONb30BaHUN  aBTOMaTUYECKUX  UHCTPYMEHTOB
ELISA.

6. [lNpomonTte MUKpOMMaHLweT C NOMOLLbIO
aBTOMAaTUYECKOW MNPOMbIBOYHOW YCTAHOBKU MyTEM
nogaym n acnupaumm 350 MKN/nyHKy pasbtaBneHHoro
NPOMbIBOYHOIO pacTBoOpa, Kak ykasaHo B pasgene
1.3.

7. BHecute 100 MKN EepMEHTHOrO KOHbiorata B
KaKayt NyHKY, 3a WUCKIOYeHneM 1-i racutenbHOn
NYHKW, W HaKPOMWTE T[EepMETUYHON  MIEHKOM.
Y6eaontecb B TOM, YTO KPACHbIN KOMMOHEHT OKpacun
BCe NMyHKW, kpome A1.

BaxHoe npumeyaHue. bydbme OCMOPOXHbI, He

dompazusalimecb 0o nnacmukogol  8HympeHHeUl

rnosepxHocmu  JfIyHKU  KOHYUKOM, 3arofIHeHHbIM
epMeHmMHbIM  KOHBrO2amoMm. Moxem  803HUKHYmMb
3aepsi3HeHue.

8. WHkybupyihte MukponnaHweT B TedeHue 45 MuHyT
npu Temnepartype + 37°C.

9. BbIMONTE MUKPONYHKM, Kak ykasaHo B pasgene |.3.

10. BHecuTte 100 mkn cmecu cybetpata TMB B kaxagyto
NYHKY, BKMOYNUTE NYCTYIO NyHKY. 3aTem MHKybupyinTe

MUKpOMNMaHWeT Mpu  KOMHATHOW  TemnepaType
(+18...24°C) B TeueHune 15 MUHYT.
BaxHoe npumeyaHue: He rnodsepzalime
MUKpornaHwem  CuribHOMYy  8030elicmaeuro  MpsiMbIX

CO/HeYHbIX Jlydel, mak Kak Moxem Obimb co30aH
8bICOKUU GDOH.

11. BHecute 100 MKn cTom-pactBopa BO BCE IYHKWU,
ncnonb3ys Ty xe nocnenoBaTenibHOCTb
nunetTupoBaHnsi, 4to un B ware 10, 4TOOBI
OCTaHOBUTb depMeHTaTUBHYIO peakumio.
[ob6aBsneHne cTon-pacTeopa npueseget K
NONOXUTENBHOMY KOHTPOSIKO U MOSIOXUTENbHbBIM
oGpasuam OT CMHEro 4o XenToro.

12. AamepbTe MHTEHCUBHOCTbL LBeTa pactBopa B
KaXkgon nyHke, kak onucaHo B pasgene 1.5, npu 450
HM unbTpe (CYNTbiBAHUE) U, BO3MOXHO, npu 620-
630 HM (BbluMTaHUe oHa), GrnaHwmpys npubop Ha
Al.
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Ba)kHble npuMeYaHusi:

1. Ecnu emopol ¢unbsmp HedocmyneH, ybedumecs,
Umo Ha HWXHel naHenu MUKPOCXeMbl Hem
omrneyamkos nanbuyee 0o cyumsigaHus rpu 450 Hm.

Omneyamku nanbuyes Mo2ym  2eHepuposamsb
J10>KHble rosio>KumeJrsibHble pesyribmamabl rpu
ymeHuU.

2. UYmeHue OomKkHO udeaslbHO 8bIMOMHAMbLCS cpasy
nocne dobasneHust cmorn-pacmeopa, Ho,
6e3ycriosHo, He bonee yem yepe3 20 MUHym rnocre
amoeo. Hekomopoe camookucneHue cyb6cmpama
Moxem rfpoucxoOums, npueodss K 6ornee 8bICOKOMY

oHy.
3. bbino dokaszaHo, Ymo ecmpsixueaHue rnpu 350 = 150
ob/MuH 80 epems  UHKybauuu  noebiwaem

yyecmeumersibHoCMb aHanu3sa okorno 20%.

N. CXEMA AHAJIU3A

Onepauum Onepauuun
MeTop (CraHpapTHas (KopoTtkas
MHKyGaums) MHKyGaums)
KoHTponbHbIe
pacTBoOpbI U 200 mkn 200 mkn
KannbpaTopsl
O6paseL 200 MKn 200 mMKn
pa3baButens u pa3baButens + paszbaButens +
obpaseL 10 mkn obpasua 10 mkn obpasua
PasbaButens ans 50 MK 50 Mk
aHanusa
1-9 MHKyGaums 60 MuH (* 3) 45 MuH (£ 2)
Temnepatypa +37°C +37°C
LLlar npombIBKM 4-5 unknos 4-5 umknos
Kotmiorar 100 Kk 100 Mk
dbepmeHTa
2-1 NHKybauus 30 muH (£ 1) 45 MuH (£ 2)
Temnepatypa +37°C +37°C
LLlar npombIBKM 4-5 unknos 4-5 umknos
Cy6cTpat TMB 100 mkn 100 mkn
3-1 MHKybauus 30 muH (£ 1) 15 muH (£ 1)
KomHaTHas KomHaTHas
TemnepaTypa Temneparypa Temnepartypa
(+18...24°C) (+18...24°C)
CTon-pacTBop 100 mkn 100 mKkn
Y1eHue OD 450/620 450/620
Mpumep cxembl  guUCNEHcauuMM  MNPUBEAEH  HWXE

(menctButeneH gnsa obeux npoueayp WMHKyOauMOHHOro
BpeMeHN):

MukponnaHweTbl
1 |2 |3 |4|5|6 |7 |8 ]9 |10]11|12
A |BLK|S2
B |NC [S3
C |[NC |S4
D |[NC [S5
E |CAL|S6
F |CAL|S7Y
G |[PC |S8
H |S1 [S9

YcnoBHble 0603HayeHus: BLK = nycton, NC = oTpuuartenbHbii
kKoHTponb, CAL = kanubpatop PC = nonoXnTtenbHbIN KOHTPOMb
S = o6paseL
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O. BHYTPEHHME KOHTPOI1Ib KAHECTBA

lMpoBepka nNpoBOAWNTCA Ha CpeacTBa yNpaBrneHus U
kannbpartope kaxabln pa3, korga Habop ucnonb3yeTcd B
uensx npoBEpPKW, C BO3MOXHOCTbIO obecnevyeHus
cooTBeTCTBMS WX 3HadeHuss OD450/620nm, koTopbie
npvBeaeHbl B Tabnmue HUxe.

MpoBepka TpeboBaHuA
BriaHKoBbIN PACTBOP () 100 O 450/620nm sHaueHne
B NyHKe

OTpuuaTenbHbin
KoHTpornb (NC)

<0,050 cpegHee OD 450/620 Hm
nocre rallieHus

Kannbpatop S/Co> 1,1
MonoxuteneHel 1. 41 400 Op 450/620nm sHaveHme
KOHTPONb

Ecnn pesynbtaTbl TecTa COOTBETCTBYHT YKa3aHHbIM

Bbllwe TpeboBaHuAM, nepengute K cnegywowemy
pasgeny.
EcnM OHM He [JOCTUrHYT 3TUX  3HAYeHUR, He

npop,on>|<a|7|Te 1 He BbINONHANTE cneayrouine npoBepku:

MpoGnembl MpoBepku

BnaHKkoBbIN
pacTBop B NyHKe
> 0.100 OD450HM

MpoBepbTe OTCYTCTBUE 3arpsi3HEHUS]
pacTBopa cyGCcTpaTa BO BpeMsi aHanusa.

1. YO6eputecb B TOM, 4TO npoueaypa
NMPOMBIBKN Y HACTPOWMKN NPOMbLIBOYHOMN
YCTaHOBKM NOATBEPXAEHBI B
npeaBapuTenbHOM KBanMUKaunoHHOM
nuccneaoBaHuy;

2. YbeauTecb B TOM, 4TO Obln1 UCNOSb30BaH
Hagnexalimi MoLLMA pacTeop, a
YCTPOWCTBO AN MPOMbIBaHWS ObIno
3a3eMIieHo nepes UCnosb3oBaHNEM;

3. Yb6eauTech B TOM, 4TO B Npoueaype
aHanusa He 6biNo OONYLLIEHO OLWNGKM

OTpuuaTenbHbIN
(Amcnosnums NoNoXMUTENBHOIO KOHTPONS

E(No g')rponb BMECTO OTPULIATENLHOIO pacTeopa);
> 0.050 OD450nm 4. Y6eOutech B TOM, YTO 3arpssHeHune

oTpULLIATENBHOTO KOHTPOMS UK NYHKK, B
KOTOPbIX NPOBOANICS KOHTPOJIb,
npousoLlesllee 13-3a pasnvBoB
NoNOXUTENbHbLIX 06pa3sLoB unu
KOHbloraTa oepMeHTa, OTCYTCTBYET;

5. YbeauTtecb B TOM, YTO MUKPOMUMNETKN HE
3arpsi3HeHbI MONOXUTENBHLIMA
o6pasuamy unm KoHbloratom pepmeHTa.

6. Y6eamTtecb B TOM, YTO UMbl
NPOMBIBOYHOW YCTAaHOBKU He
3aKynopUIMCb UMM YacTUYHO He
nepekpbIBaOTCS.

nocrne raweHumsa

1. YO6epuTtech B TOM, 4TO npoueaypa bbina
BbIMONTHEHA MPaBUIbHO;

2. YGepguTecb B TOM, 4TO BO BpeEMS €ro

pacnpocTpaHeHUs He NPOU30LLIIO

HUKaKoW OLIMOKKM (Hanpumep,

aucneHcaums oTpuuaTensHOro KOHTpons

BMECTO kanubparopa)

Y6enuTteck B TOM, 4TO Npoueaypa

NPOMBIBKM U HACTPOWNKM NPOMbIBOYHOM

YCTaHOBKM NOATBEPXKAEHbI B

npenBapuTenNbHOM KBannUKaLnoHHOM

uccnegoBaHuy,

4. Yb6eouTtecb B TOM, YTO HMKAKOroO
BHELLHEro 3arpsi3HeHWs1 kannbpartopa He

KanubpaTop
S/Co <1,1

w

npon3oLusio.
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1. Y6epguTecb B TOM, YTO npoueaypa obina
BbINOSIHEHA NPaBUJILHO;
2. Yb6eauTecb B TOM, YTO npu
pacnpeaeneHnmn KOHTPOrst He NPOU30LLISIO
HUKaKoW ownbku (amMcneHcauns
OTpULIATENbHOro KOHTPOSsi BMECTO
NOMNOXWUTENbHOro KOHTpons. B aTom
crnyyae oTpuuaternbHbIi KOHTPOnbL ByaeT
nmeTb 3HavyeHne OD450nm> 0.150.
Y6enuTeck B TOM, 4YTO MpoLieaypa MONKM
W HacTPOWNKM NPOMbBIBOYHOWN YCTaHOBKM
noaTBepXXaeHbl B NpeaBapUTENbHOM
KBanMduKaunoHHOM MUCCreaoBaHWM;
4. YbeauTtecb B TOM, YTO HUKAKOrO
BHELLUHEro 3arpsi3HeHNst NONOXUTENbHOro
KOHTPONSA He NPOM30LLIIO.

MonoxuTtenbHbIN
KOHTPOJb
<1.000 OD450nm

w

Ecnu  eo3Hukna kakas-nubo U3  8bllueyKa3aHHbIX
npobnem, coobwjume 06 smom pykoeodumeno Ons
8bINonHeHUs1 OanbHelwux deticmeud.

P. PE3YJIbTATbI

Pe3ynbTaTbl UCMbITaHUA PaCCYUTLIBAIOTCS C MOMOLLbIO
COKpaLLIeHHOro 3HaYeHus, onpeaeneHHoro no
cnepywowen dopmyne:

Cut-Off (Co) = NC cpeagHee 3HavyeHue + 0,350

3HayeHue, HalloeHHoe Ana TecTa, Ucnonb3yeTcs Ans
WMHTeprpeTauMmM  pesynbTaToB, Kak  OMucaHo B
cnegyouiem naparpade.

Q. MHTEPMPETALUWA PE3YIIbTATOB

Pe3ynbTaTbl  UCMbITAHWIA  WMHTEPMNPETUPYIOTCA  Kak
oTHoweHmne obpasua OD450nm un 3HadeHmnsa Cut-Off (unn
S/Co) B cOOTBETCTBUM CO CrneayoLwen Tabnuuen:

S/Co | UHTepnpeTauusa

<0,9 |[OTpuuarencHbin
0,9 - 1,1 [ CoMHUTENbHbIN

>1,1 |lNonoXxutenbHbin

OTpuuatenbHbIl  pe3ynbTaT yKasblBaeT Ha TO, 4TO
nauveHT He Obin MHPUUMpoBaH renatut C unm 4To
MoxeT OblTb MpoBedeHO nepenuBaHue kposu. Jliobon
NauWeHT, y KOTOpPOro MpUCYTCTBYET [ABYCMbICEHHbIN
pesynbTaT, OOMKEH CHOBa TECTMPOBATbCA Ha BTOPOM
obpasue, B3sTOM 4epe3 1-2 Hegenu y nauueHTa u
obcnepnoBaHHbIX. Mpu aTOM nepenuBaHne ¢ obbema
KPOBM OCYLLECTBNATLCA HE JOIKHO.

MonoxutenbHbI pe3ynbTaT yKasbiBaeT Ha MHeKuuio
renatut C, M NO3TOMy nauueHTa cregyeT nevnuTb
COOTBETCTBEHHO, WNM crneayeT YHUYTOXWTb OaHHbIN
06bEM KpOBW.

BaxHble npuMmevyaHus:

1. UWHmepnpemauyus pe3ynbmamos OomkHa
nposodumscsi rnod HabndeHuem
omeemcmeeHHo20 3a sniabopamopuro,  4mobbl
YMEeHbWUMb  PUCK  OWUbBOK U  HEBEePHbIX
ucmorsnkogaHud.

2. Jlobol nonoxumernbHbil pesyrnbmam 0ormkeH bbimb
rnoomeepx0eH anbmepHamueHbIM Memooom,
criocobHbiM 0bHapyxusame aHmumena IgG u IgM
(nodmeepxdarowjuti  mecm) A0  OCMaHOBKU
OQuaeHo3a 8UPYCHO20 2eramuma.
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3. Kak amo 66110 doka3aHo 8 OueHke
agppbekmusHocmu  npodykma, aHanui crnocobeH
ObHapyxusamb CEPOKOHBEPCUID K aHMU2EeHHbLIM
aHmumenam K eenamum C paHbwe, 4YeMm
Hekomopble  Opyaue  KoMmmep4yeckue  Habopsbl.
lMosmomy  nonoxumenbeHbil — pesynbmam,  He
nodmeep>xK0eHHbIl amumu KOMMepYecKuMu
Habopamu, He Oo/mKeH 6bImb UCKIHOYEH Kak
JoxHononoxXumernbHbili  pesynsmam!  Obpasey
OomxkeH 6bimb 8 nwboM crnyyae omrpaesnieH Ha
rnoomeepxxOeHue.

4. [o mex nop, noka aHanu3 criocobeH obHapyxusamp
makxe IgM-aHmumena, mo2ym mnpucymcmeogams
Hekomopble Hecoomeemcmeayruue pesysbmamsl ¢
Opyeumu  KOMMepYeckumu  npodykmamu  Ons
ObHapyxeHuss aHmumen ripomus eenamum C - 6e3
KOHBbt0O2ama ommHocumesnbHO hlgM e peuenmype
gepmeHmHo20 uHOUKamopa U, criedo8amesibHo,
omcymcmeusi peakmusHocmu IgM.  PearnbHas
rosioxumesibHasi peakuyusi obpas3ya aHmumesn K
eenamum C QommxHa 6bimb 3amem rnodmeep)xoeHa
rnymem no0obHo20 u3y4eHusi peakmueHocmu IgM,
s8axkHoU Os1s1 QuaeHOCMuUKU UHghekyuu eenamum C.

5. Koeda pesynbmambl ucribimaHuli nepedaromcs u3
nabopamopuu 8 ueHmp UHOPpMamuku,
Heobxodumo obpamumb 6HUMaHue Ha u3beeaHue
owuboyHoU nepedayu daHHbIX.

6. [JJuazHocmuka eupycHol UHQeKyuu eenamuma
OomkHa bbimb npouseedeHa u nepedaHa nayueHmMy
MosIbKO K8asughuyupoeaHHbIM 8PaqOM.

Hwxe npuBeaeH npumep pacyera:

Cnedywoujue 0OaHHble He OOMKHbI UCMOMNL308amMbCs
eMecmo pearbHbIX uuep, ron1y4YeHHbIX
rosib3o8amersiem.

OmpuyameneHbili kKoHmpons: 0,019 - 0,020 - 0,021
OD450 Hm

CpeldHee 3HayeHue: 0,020 OD450nm MeHee 0,050 -
lMpuHsmo

lNonoxumenbHbil KoHMposb: 2.189 OD450nm
Eonee 1.000 - MNpuHsamo

CokpauwieHHble daHHble = 0,020 + 0,350 = 0,377
Kanubpamop: 0,550 - 0,530 OD450nm
CpelHee 3HaueHue: 0,540 OD450nm

S/Co = 1,4 S/Co ebiwe 1,1 - [puHsmMo

Ob6pasey 1: 0,070 OD450 Hm
Ob6pasey 2: 1,690 OD450 Hm
O6pasey 1 S/Co <0,9 = ompuuamernbHbIl
Ob6pasey 2 S/Co> 1,1 = nonoxumersnbHbil

R. TIPOU3BOAOUTENIBHOCTb

OueHka npousBoAMTENbHOCTM Oblna npoBefeHa B
COOTBETCTBMM C YCMOBMSAMMU, NpuBeAeHHbIMU B O6Lwmx
TeXHUYecknx cneumpudHoctTbuuax unm CTS (ctaTtbs 5,
rmaea 3 [Oupektuebl 98/79/EC IVD) u B 006eux
npouenypax nHkybauum (CtTaHgapTHOM U KOPOTKOW).

1. OrPAHUYEHUE OBHAPYXXEHUA

Mpegen o6HapyxeHust aHanusa Gbin  paccynTaH c
UCMOMb30BaHMEM KOPOTKOFO aHanu3a WHKyGauun ¢
nomoLbto BpuTaHckoro paboyero ctaHgapTa Ans aHTu-
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renatut C, kog NIBSC 06/188-006. B npuBegeHHoOn
HWwKke Tabnuue oTobOpaxeHbl cpefHue  3Ha4YeHus
OD450nm pgaHHOro craHgapta npu pasbaBneHun B
oTpuLaTenbHOM Nrasme 1 3aTeM Nocre aHanuaa.

Jlot Ne | loT Ne | JloT Ne
pasbaBneHue 1 > 3

dakTop S/Co S/Co S/Co

1X 3,50 4,00 4,30

2 X 2,10 2,60 2,60

4 X 1,3 1,40 1,30

OtpuuaTtensHas 0.25 0.20 0.20
nnasma

Kpome Toro, obpaseu, ¢ KogoBbiM Ha3BaHnem Accurun 1
— cepumn 3000, npegoctaBneHHbIn koMnaHuen Boston

Biomedica Inc., CLUA, 6bin OLEHEH «UenuKoM», a
pe3ynbTaThbl NpUBeAEHbl HUXE:
Cepuun INot Ne | Jlot Ne | JloT Ne
Accurun 1 1 2 3
dakTop S/Co S/Co S/Co
1X 2,90 3,04 3,40

2. AWATHOCTUYECKAA CNELUMNDPUYHOCTDb U
YYBCTBUTEJIbHOCTb

OueHka 3peKkTUBHOCTM YCTPOWCTBA MpoBoAuNacb B

UcnbITaHMM, nNpoBegeHHoM 6Gonee 4Yem Ha 5000

obpasuos.

2.1 AnarHocTtn4yeckas cneundPnyHoOCTb
OuarHocTnyeckas cneumUYHOCTb OnpeaenseTcsa Kak
BEPOATHOCTb  aHanusa noacdeta  oTpuUaTenbHbIX
3HaYeHun B OTCyTCTBUE cneumduryeckoro
aHanuTuyeckoro pactBopa. bbino obcnegoBaHo B
obwen cnoxHoctn 6onee 5000 cny4yamHo OTOOpaHHbIX
[OOHOpPOB,  BKMYasdA  [OOHOPOB, MPUBIEYEHHbLIX K
nccnegoBaHuio BnepBbIe.

[uarHoctunyeckas cneumM@puU4HOCTb oLeHnBanacbh
KacaTenbHO koMnnekTa, yreepxgeHHoro FDA CLLA.
Boina  npoTtectupoBaHa  kpoBb 5043  OOHOPOB,
obecneumBawowmx  cneumduyHocte  99,5%. 210
roCnuTanm3npoBaHHbIX naumeHToB Obinn
npotecTupoBaHbl Ha renatut C Ab; npu atom 6Gbina
obHapyxeHa guarHoctnyeckas cneumdpudHocte 99,5%.
Bonee  TOro, AuarHocTMYeckyld  cneumdUyYHOCTb
OoueHMBanNM nyTem TeCcTMpOBaHWs 162 noTeHumnanbHO
nHTEepcepupyowmx obpasuoB (opyrne MHMEKLUNOHHbIE

3aboneBaHusl, MNONMOXUTENbHbIE aHTUTEena KuLeYHON
nanoykn, W  NauMeHTbl, KOTopble  NOABEPriMcCb
BO3ZENCTBMIO  HEBUPYCHbIX  3ab0OneBaHUn  MNeyeHwu,
OnanusHble  NauueHThl, OepeMeHHble  KEHLLUMHbI,

remMonn3nMpoBaHHble, NMNEMUYECKNE NaUMEeHTbl U T. 4.).
Bbina oueHeHa UEHHOCTb Cneuudu4yHoOCTU B pasmepe
100%.

[Mpn 9TOM HMKAKOW NOXXHOW peakTUBHOCTU U3-3a MeToda

noarotoBkn  obpasua He  Habrmopanocb.  Ons
onpeneneHus 3Ha4yeHus cneumduyHoOCTH
ucrnonb3oBanucb 06e  NnasMbl,  MONy4YeHHble C

NCMNOMb30BaHNEM pPasfnYHbIX CTaHOApTHbIX MEeTod0B
npurotosnenuns (uutpat, SATA 1 renapvH) U CbIBOPOTKM.
Bbiny npoBepeHbl Takke 3aMopoXeHHble obpasubl,
yToObl MpPOBEPUTH HanMyme nomMex wus-3a cbopa u
XpaHeHus. [pu 3TOM HMKaKMX NOMeX He Habnaanoch.
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2.2 lnarHocTUyecKasa YyBCTBUTENIbHOCTb

OHa onpegenanacb Kak BepOATHOCTb  aHanusa
NONOXMTENbHOrO pesynbTaTa nogcyetra B NPUCYTCTBUM
cneundun4eckoro aHanuTM4ecKoro pacTBopa.
OnarHocTnyeckass 4yBCTBMTENBHOCTb Oblfla oOuUEHeHa
CHapyXxm Ha obuwem konunyectBe 348 3K3eMMIsIPOB;
AunarHocTnyeckas YyBcTBUTENbHOCTb coctaBngana 100%.
BHyTpu TectupoBanucs 6Gonee 50 nONOXUTENbHbIX
o6pasuos, B pesynbTate yero 3HayeHne
ONarHOCTUYECKON YyBCTBUTENBHOCTU CHOBa COCTaBMsNO
100%. bBbinn Takke NpoBEpPEeHbl  MNONOXMUTENbHbIE
obpasubl OT WHMEKUUN, MNPOBOAMMBIX Pa3NNYHbIMU
reHoTunamm renatut C.

Kpome TOoro, Obino N3y4yeHo BONbLINHCTBO
CEPOKOHBEPCUOHHbIX MaHenew, JoCTymHbIXx B Boston
Biomedica Inc., USA, (PHV) wn Zeptometrix, USA
(renatut C).

Pe3yanaTb| npueeaeHbl HWXe AnA HEKOTOPbIX U3 HUX.

Manvens | O6pasubi N° [Adaltis “[Ortho™*

PHV 901 11
PHV 904
PHV 905
PHV 906
PHV 907
PHV 908
PHV 909
PHV 910
PHV 911
PHV 912
PHV 913
PHV 914
PHV 915
PHV 916
PHV 917
PHV 918
PHV 919
PHV 920
renatut C
10039
renatut C
6212
renatut C 9 5
10165

= = =

S P~ ENTECeT P ool EN Y] N[OV [, 1 [, 1 [OV] Paed ENT ENT T BN
Njo|w|Nv|jo s lw|o|N ik lw|w|d B lw|~N|wn o
o|o|w|o|o|w|o|ul|N|F|w|w|N || N~ & | & |©

(e}
(e}
~

N

MpumeyaHne:
1. BbIsiBNEHHbIE NONOXUTENbHbIE 06pa3Lb
2. renatnut C v.3.0

HakoHeLl, npoayKT Obin npoTecTupoBaH Ha naHenu EFS
Ac renatut C, cepmss Ne 06.140817, nocrtaBnsiemou
Etablissement Francais Du Sang (EFS), ®paHuus, co
crnegylwuMn pesynbtatamu:
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EFS NMNaHenb Ac renatut C

JNlor Ne 1 [Jlot N2 2 IlloTr Ne 3| B cpegHem

EREEeS S/Co S/Co S/Co CTO';MF:)CTI:
renatut C 1 0,53 0,52 0.55 |oTpuuaTenbHbINA
renatut C 2 3,28 5,91 3,04 [nonoxuTtenbHbIN
renatut C 3 2,17 3,18 2,56 [nonoXxuTtenbHbIN
renatut C 4 2,26 2,23 2,35 [nonoXxuTtenbHbIN
renatut C 5 6,10 7,06 6,90 [nonoXxuTtenbHbIN
renatut C 6 1,66 1,77 1,67 [NONOXUTenbHbLIN

3. TOYHOCTb

TouyHoCTb BbiNa paccumTaH No NSATU BbibOpKam, C OAHUM
oTpuuatenbHbiM U YeTbIpbMS  MOJNTIOXUTENbHLIMU

pesynbTatamn, pacCMOTPeHHbIMM B 4 MNOBTOPEHUS
KaXdJoro w3 LWeCcTU OTAenbHbIX LUWKAOB. TOYHOCTb,
nonydeHHas gnsa  oboux NPOTOKONOB, 4BMsSieTCA
3KBUBAIIEHTHOMN.

Pe3yﬂbTaTbI npencrasneHbl cneayvuimm o6pa30M:

Pe3ynbmamsi sHympu 1oma: EIAgen HCV Ab (v.4) Kit -

S. NIPEANOXEHUA NO YCTPAHEHUIO
HEUCNPABHOCTEW
CobniogeHne npoueaypbl U XapakTepUCTUK aHanusa, a

Takxe

npasusibHoOE

ncnonb3oBaHMe peareHToB WU

npaBuNbHOW MUMNEeTUpPOBaHME MOryT MOMOYb M3bexaTb
nocnenyLmnx oLLUGOK.

OLUMBKA

BO3MOXHbIE
NPUYUHBI/NPEONTOXEHUA

1-0 nom (kopomkul UHKy6aUuUoHHbIU aHanu3)

OD cunbHo
oTnunyaroTes (+
50%) ot OD,
CcoO0OLLIEeHHOro nNo

QC

-HernpaBuIbHbIN 0OBEM packanbiBaHWs
peareHTOB (NpeaioXeHne: NPoBEPUTL
COOTBETCTBME MEXAY 06beMOM,
BblaaBaeMbIM NUMNETKON, N 06 beEMOM,
HeobxoaMMbIM ANt aHanu3a,
NMOBTOPHO OTKanMbpoBaTb NUNETKN)

-HenpaBunbHasa Temneparypa unm
HenpaswnbHOEe BpeMs MHKybauum
(npeanoxeHue: 6onbLUe BHUMaHNSA
yaenaTb Anst yxoaa 3a MHKybaTopom,
3anvmTe BpeMs Havana uHkybaumm)

-0OLWKMGKa B NPOMbIBKE UMK NpW YTEHUN
doTomeTpa (NpeanoxeHue:
npoBepuTb paboTy NN HaCTPONKK
COOTBETCTBYHOLLMX NpnBopoB)

-3arpsisHeHue cybcTpaTa unm
KOHbloraTta (npeasoxeHue:
MCMNonb3oBaTh TONBKO O4HOPAa30BbIE U1
YNCTbIE NNACTUKOBbLIE KOHTENHEDHI)

TouHocTb -% CV
B
OG6pasey c S/Co npegenax Mexay Bcero
peaHee LMKnamm
LMKna
OtpuuatensHein| 0.03 6,66 10,56 12,48
1,20 8,52 8,49 12,03
HONOKUTENBHbII 1,51 7,69 12,22 | 14,44
3,57 7,43 11,82 | 13,97
11,87 3,42 9,32 9,92

Pe3ynbmamsi sHympu 1oma: EIAgen HCV Ab (v.4) Kit -

1-0 nom (dnumesibHbIU UHKY6aUUOHHbLIU aHanus)

To4yHoOCTb -% CV
B

O6pasey c S/Co npepenax Mexay Bcero

penHee UuKnamm

uuKna

OtpuuatencHbin| 0.04 4,67 12,34 13,19
1,47 9,62 11,40 14,92
1,82 8,92 12,77 15,58
MonoxuteneHbin| 4,31 4,59 12,88 13,67
13,78 2,42 8,96 9,26

Pe3ynbmameli Inter-lot: EIAgen HCV Ab (v.4) Kit —
1-0, 2-0 u_ 3-U _nombl _(Kopomkul _UHKYOauUOHHbIU

Hun3skus
BOCMPON3BOAMMOC
Tb pe3ynbTaToB

-HEMOCTOSHHLIV 06beM A03NPOBaHNSA
o6pasLoB unu peareHToB
(npeanonoxeHue: NpoBepuUTb
TOYHOCTb MUMETOK N COOTBETCTBUE
Mexay 06bemMoM, BblaaBaemblM
MUNETKOW, N TeM, KOTOpbIN TpebyeTcs
Ans aHanm3aa, NOBTOPHO
oTkannbpoBaTb MUMNETKM)

-oLmnbKa Npy NPOMbIBKE UMN YTEHUN
(npeanoxeHue: npoeepbTe paboTy
UM HaCTPOWKN COOTBETCTBYIOLLINX
WHCTPYMEHTOB)

- 3arpsisHeHue cybeTpata
(npegnonoxeHwue: Ncnonb3oBaTb
TOMbKO OAHOPa30Bble U YACTbIE
NNacTUKOBbIE KOHTENHEPbI)

-3arpsAsHeHue unu gerpagauus
peareHToB (MpeanonoXeHue:
UCNONb3ynTe COOTBETCTBYHIOLLME
HaKOHEYHWKWN, OQHOPAa30Bble M YUCTbIE
NMnacTMKOBbIe KOHTENHepPb! Ans
peareHTOB 1 BbICOKOKa4eCTBEHHOW
OVCTUNMMPOBAHHON UMK
9KBUBANEHTHOW BOAbI)

-He nNnneTnpoBaH KaKkon-To peareHTt
-CUNbHOE 3arpAa3HeHne KoHblorata nnm

aHanus)
To4yHocTb -% CV
O6pasey NoT 1 NoT 2 NoT 3
OTpuuaTenbHbliit 8,65 8,29 6,13
Kanubpatop 4,98 4,44 5,38
MonoXutenbHbIN 4,11 3,11 1,37
M3meHuMBOCTb, MOKa3aHHasi B  BblLENPUBEOEHHbIX

Tabnuuax, He npuBena K OLWMGOYHOW Knaccudukauum
obpasua.

Adaltis Srl

OtcyTcTBHE cybcTparta
KONMOPUMETPUYECKO | -OLWNOKM NpK BbINOMHEHUN NpoLeaypbl
N peakuum nocrne | aHanusa (Hanpumep, criydyanHoe
nobasneHns nMNeTMPOBaHUE peareHToB B
cybcTparta HenpaBWMbLHOWM NoCNeaoBaTENbLHOCTH
U 13 HENPaBUIbHOTO (oIlakoHa, n
T.0.)
-BpeMS MHKybaumm CnmLwKOM KOpOTKOe,
CINWLIKOM  HU3Kas
Temnepartypa UHKyOaLMmn CriMLIKOM
peakums (CnuLKom
HM3Kas
Huskue OD)

- NpaBUJIbHOE pa3BeeHne KoOHboraTta

14/16
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-HenpaBuUIbHOE pa3BeaeHne
KOHblOraTa

-CNVLLKOM ANUTENbHOE BPEMS
WHKyDaLmMK, CNMLLIKOM BbICOKas

CNULLKOM BbICOKasi | TemnepaTtypa UHKybaLmu

peakums (Cru1LLIKOM | -ka4yecTBO BoAbl ANsi NPOMbIBOYHOIO

Bbicokue OD) Oydepa HegoCTaTOUHO (HU3KUI
YPOBEHb AeNOHM3aLNn)

-HeJocTaTo4Has NPOMbIBKa
(koHBIOraThl HEe yaaneHbl AOMKHbLIM
obpasom)

-3arpsA3HeHve NUNeTokK, HaKOHEYHUKOB
UINKN KOHTEHEPOB

- MOCTOSAHHAA U HeJoCTaToYHas
NPOMbIBKa (KOHbIOraThl HE yAansoTCs
LOOIMKHbIM 06pa3om)

-peareHTbl UW/unm Nonockn He GbinNn
npenBapuTenbHO HarpeTbl 40
KOMHaTHOW TeMnepaTypbl nepes

CIMULLKOM BbICOKUIA | UCMONb30BaHUEM

BHYTPeHHUn CV% |- nnaHweT B ycTponcTee ANd
NPOMbIBaHMS HE NPOMbIBAETCS
NpaBUNbHO (NpPeanoXeHne: OYNCTUTb
YCTPOWCTBO Ans NPOMbIBaHUSA)

-VHKY6aUMOHHbIE YCMNOBUS He
NOCTOSAHHbI (BpeMsi, TemnepaTtypa)

CIMULLKOM BbICOKUI | -KOHTPOrbHbIE 06pa3upbl 1 06pasLbl He

MeXonepauuoHHbl | Bbl4alTCA OAHOBPEMEHHO (C

n CV% OAVHaKOBbIMU MHTEpBanamm)
(NpoBepbTE NOPSAOK NOAAYM NUMETKM),

-4enoBeyecknin haktop

HEOOBbACHUMbIE
BbIOpOCHI

T. ABTOMATU3ALUNA

Mpoueaypbl, ykasaHHble B HacToswen WVIHCTpykuun no
NPUMEHEHWI0, NpedHasHayeHbl TOMbKO Ans  PYYHOro
TecTupoBaHus. [lpy MCNONb30BaHWM aBTOMATUYECKMX
npubopoB, credynte npoueaypam, coaepXalumcs B
pykoBoACTBE oneparopa, npeaocTaBfeHHOM
npoussoguTenem YycTponcTea. JlabopaTtopuy [OMKHbI
crnepoBaTb  YTBEPXAEHHbIM npoueaypam  NpOBEpPKM,
4YTOOblI MPOOAEMOHCTPMPOBaTb COBMECTUMOCTb  3TOrO
npoaykTa ¢c aBTOMaTM3npoOBaHHbIMKU CUCTEMaMM.

U. OrPAHUYEHUA

MMoBTOpSAKOWMECA NOXHOMOMOXMUTENbHBIE pe3ynbTaThl,
He noaTBepxaeHHble RIBA wnn aHanornvHble meTtoabl
noaTBepXaeHusd, oueHuBanucb kak meHee 0,1% ot
HOpManbHOW NonynaAuun.

Habnoganucb 3amopoXeHHble o06pasubl, coaepXaline
yacTuubl hbmbpurHa uUnu BelLecTBa rnocrne oTTranBaHusl, ¢
Nnony4eHneM noxHbIX pe3ynbTaToB.

Adaltis Srl 15/16
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Ovo uputstvo se mora pazljivo procitati pre upotrebe proizvoda.
Uputstva za izvodenje testa se moraju pazljivo pratiti.
Pouzdanost rezultata testa se ne moze garantovati ukoliko ima odstupanja od datog uputstva.
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SIMBOLI KOJI SE KORISTE NA NALEPNICAMA

LOT [T x 3 \4
ul\:lsganj':lgas IT; Paznj, Vidi Ograni¢enje
- Katalo$ki broj Broj lota uputstva za Koristi Broj testa
vitro temperature
" . upotrebu
dijagnostiku
~abe
“ PN M [MICROPLATE]|[CONTROL[+| | [CONTROLJ-| [CAL]
Drzati dalje od Sredstvo za Sredstvo za
Proizvodac sunéeve Datum izrade Mikro-plo¢a pozitivhu negativnu Kalibrator
Srpski svetlosti kontrolul kontrolu
CONJ [DILJSPE| | [SUBS[TMB] | [SOLN[STOP] |[WASH[BUF[20X]| [DILJAS] | [RCNS[x mL]
Rastvor za
. Diluent za zaustavljanje Pufer za pranje . Pono_v_o
Konjugat Supstrat TMB - Diluent za probu | uspostaviti sa x
uzorak reakcije koncentr. (20x) mL
(H2S040,3 M)
BioloSka Opasnost Upozorenje
opasnost

Paznja:
Rastvor za zaustavljanje reakcije klasifikuje se kao: Nagrizajuci za kozu. 1A

¢ Rec koja oznacava signal:
Opasnost
« Oznacavanje komponenti opasnosti:
Sumporna kiselina
e lzjave o opasnosti:
H314 Causes severe skin burns and eye damage.
« lIzjave o merama predostroznosti:
P260 Ne udisati prasinu/dim/gas/maglu/paru/raspr§enu supstancu.
P303+P361+P353 AKO DOSPE NA KOZU (ili kosu: Odmah svkinuti svu kontaminiranu odec. Isprati koZzu vodom/tusem.
P305+P351+P338 AKO DOSPE U OCI: Isprati oprezno vodom nekoliko minita. Izvaditi kontaktna soCiva, ako ih ima, liako je to lako izvesti.
Nastaviti ispiranje.
P310 Pozvati odmah CENTA ZA RAD SA OTVROVIMA/lekara.
P405 Drzati zakljucano.
P501 Sadrzaj/kointejner odlagati u skladu sa lokalnim/regionalnim/nacionalnim/meduarodnim propisima.

Attention:
Sredstva za negativnu kontrolu, sredstva za pozitvnu kontrolu, sredstva za kalibrisanje, konjugat, diluents za uzorak, diluents za
probu i 20X koncentrovani puffer za pranje klasifikuju se kao Senzitivizatori koze 1.

¢ Rec koja oznacava simbol:
Upozorenje
« Oznacavanje komponenti opasnosti:
Reakciona masa 5-hloro-2-metill-4-izotiazolina-3-jedan [EC no. 247-500-7] i 2-metil-2H-izotizola-3-jedan [EC br. 220-239-6] (3:1)
e lzjave o0 opasnosti:
H317 Moze izazvati alergijsku reakciju na koZi.
e Izjave o merama predostroznosti:
P261 Izbegavagti udisanje prasine/dima/gasa/magle/pare/raspr§ene materije.
P280 Nositi zastitne rukavice/zastitnu odecu/stitnik za oci/Stitnik za lice.
P321 Specificni tretman (vidi na ovoj nalepnici)
P333+P313 IAko se javi nadrZaj koZe ili osip: PotraZite medicinsku pomoc¢/pregled.
P302+P352 AKO DOSPE NA KOZU: Oprati sa dosta vode.
P501 Sadrzaj/kontejner odlagati u skladu sa lokalnim/regionalnim/nacionalnkim/medunardonim propisima.

Za Liste sa podacima o bezbednosti pogledajte www.adaltis.net.
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SRPSKI
A. NAMENA
Imunoenzimski (ELISA) test d&etvrte generacije za

odredivanje antitela na virus hepatitisa C u humanom
seruma i plazmi (EDTA, heparin i citrat). Test se moze
koristiti za skrining jedinica krvi na HCV-inficirane
pacijenate.

Iskljucivo za "in vitro "dijagnosti¢ki upotrebu.

B. UVOD
Svetska zdravstvena organizacija
hepatitis C infekcije na sledeéi nacin:

(WHO) definise

Do otkrivanja uzroénog agensa 1989. god., hepatitis C,
virusna infekcija jetre, je opisivana kao parenteralno
prenosiv. "ne A, ne B hepatitis". Otkrivanje i
karakterizacija hepatitis C virusa (HCV) doveli su do
razumevanja njegove primarne uloge u post
transfuzijskom hepatitisu i njegove sklonosti da
prouzrokuje trajnu infekciju.

HCV je glavni uzro€nik akutnog hepatitisa i hroni¢ne
bolesti jetre, ukljuCujuéi i cirozu i karcinom jetre.
Globalno, procenjuje se da je oko 170 miliona osoba
hroniéno zarazeno HCV-om i da je 3 do 4 miliona
novoinficiranih osoba svake godine. HCV se prvenstveno
prenosi direktnim kontaktom sa ljudskom krvlju. Glavni
uzroci HCV infekcije Sirom sveta su Kkoris¢enje
neproverenih transfuzija krvi, i ponovno koriséenje igala i
Spriceva koje nisu adekvatno sterilisani. Za sada nema
vakcina za spreCavanje hepatitisa C, a leCenje hroni¢nog
hepatitisa C je preskupo za vecinu ljudi u zemljama u
razvoju. Dakle, iz globalne perspektive, najvedi uticaj na
hepatitis C zdravstveni budzet verovatno ¢e se postici
fokusiranjem napora na smanjenju rizika od HCV
infekcije pri intrahospitanoj izloZzenosti (npr. transfuzija
krvi, praksa nebezbedne injekcije) i rizi€nom ponasanju
(npr. ubrizgavanje droge).

Hepatitis C virus (HCV) je jedan od virusa (A, B, C, D i
E), koji zajedno Cine veliku veéinu slu€ajeva virusnog
hepatitisa. Hepatitis C virus (HCV) je RNA virus iz
porodice flaviviridae, koji izgleda ima uzak spektar
domacina. Ljudi i Simpanze su jedine poznate vrste
osetljive na infekcije, sa sli€nim razvojem bolesti. Vazna
karakteristika virusa je relativha promenljivosti njegovog
genoma, Sto je verovatno razlog velike sklonosti (80%)
za hroni¢nu infekciju. HCV je klasifikovan u nekoliko
razli€itih genotipova koji mogu biti vazni u odredivanju
teZine bolesti i odgovora na terapiju.

Period inkubacije HCV infekcije do pojave kliniCkih
simptoma kre¢e se od 15 do 150 dana. Kod akutnih
infekcija, najces¢i simptomi su umor i zZutica, medutim, u
vecini sluCajeva (izmedu 60% i 70%), €ak i oni koje
razvijaju hroni¢nu infekciju, su simptomatski. Kod oko
80% novo zarazenih pacijenata dolazi do razvoja
hroni€ne infekcije. Ciroza se razvija kod 10% do 20%
osoba sa hroniénom infekcijom, a karcinom jetre kod 1%
do 5% osoba sa hroni¢nom infekcijom tokom perioda od
20 do 30 godine. Vecina pacijenata koji boluju od
karcinoma jetre, koji se nemaju hepatitis B infekciju,
imaju dokaze o HCV infekciji. Mehanizmi kojim HCV
infekcija dovodi do karcinoma jetre i dalje nije jasan.
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Hepatitis C takode poveéava tezinu osnovne bolesti
jetre, kada koegzistira sa drugim hepati¢nim stanjima.
Konkretno, bolest jetre napreduje brZze kod osoba sa
alkoholnom bolesti jetre i HCV infekcijom. HCV se
prvenstveno prenosi direktnim kontaktom sa ljudskom
krvlju. Transmisija preko transfuzije krvi koja nije
testirana na HCV infekciju, upotrebom neadekvatno
sterilisanih igala, Spriceva ili druge medicinske opreme, ili
preko igle razmenjene izmedu korisnika droge, dobro je
dokumentovana. Seksualni i perinatalni prenos su takode
mogudi, iako rede. Moguci su i drugi oblici prenosa, kao
$to su drustvene, kulturne, i obi¢ajne prakse koje koriste
perkutanu proceduru (npr. pirsing uha i tela, obrezivanje,
tetoviranje) ako se koristi nedovoljno sterilisana oprema.
HCV se ne prenosi kijanjem, grlijenjem, kasliem, hranom
ili vodom, priborom za jelo ili slu¢ajnim kontaktom.

U razvijenim i zemljama u razvoju, u visoko rizicne grupe
spadaju  intravenski  korisnici  droga,  primaoci
nekontrolisane krvi, hemofiliCari, pacijenti na dijalizi i
osobe sa viSe seksualnih partnera koji se upustaju u
seks bez zastite. Procenjuje se da u razvijenim zemljama
90% osoba sa hroni€tnom HCV infekcijom Cine sadasnji i
bivSi intravenski korisnici droga i one sa istorijom
nekontrolisane transfuzije krvi ili krvnih derivata. U
mnogim zemljama u razvoju, gde se i dalje koriste
nekontrolisana krv i krvni proizvodi, glavni nacini prenosa
su nesterilisana oprema za ubrizgavanje i nekontrolisana
transfuzija krvi. Osim toga, ljudi koji koriste tradicionalno
stvaranje oziljaka i praksu obrezivanja su u opasnosti
ukoliko koriste ve¢ koris¢enu ili nesterilisanu opremu.

Svetska zdravstvena organizacija procenjuje da je oko
170 miliona ljudi, 3% svetske populacije zarazeno HCV-
om, i da postoji rizik od razvoja ciroze jetre i/ili karcinoma
jetre. Prevalenca infekcije HCV u nekim zemljama Afrike,
istoénog Mediterana, jugoistoCne Azije i zapadnog
Pacifika (kada su dostupni podaci) je visoka u poredenju
sa nekim zemljama Severne Amerike i Evrope.

Dijagnosti¢ki testovi za HCV se koriste za spreavanje
infekcija kroz skrining donorske krvi i plazme, za
postavljanje klinike dijagnoze i donosenje bolje odluke u
vezi sa medicinskom obradom pacijenta. Dijagnosticki
testovi komercijalno dostupni danas, zasnivaju se na
imunoenzimskim testovima (EIA) za detekciju HCV
specifiénih antitela. EIA moze da otkrije viSe od 95%
hroni€no zaraZenih pacijenata, ali moze da otkrije samo
50% do 70% akutnih infekcija. Rekombinantni imunoblot
test (RIBA) koji identifikuje antitela koja reaguju sa

individualnim HCV antigenima &esto se koristi kao
dodatni test za potvrdu EIA pozitivnih rezultata.
Testiranje HCV amplifikacijom RNK (npr. lanana

reakcija polimeraze ili PCR, razgranat DNK test) se
takode koristi za potvrdu seroloskih rezultata, kao i za
procenu efikasnosti antivirusne terapije. Pozitivan
rezultat ukazuje na prisustvo aktivne infekcije i potencijal
za Sirenje infekcije i/ili za razvoj hronicne bolesti jetre.

Antivirusni lekovi kao $to je interferon uziman sam ili u
kombinaciji sa ribavirinom, mogu da se koriste za le€enje
osoba sa hroni¢nim hepatitisom C, ali je cena le€enja
veoma visoka. Terapija interferonom efikasna je samo
kod 10% do 20% pacijenata. Interferon u kombinaciji sa
ribavirinom je efikasan kod 30% do 50% pacijenata.
Izgleda da ribavirin koriséen samostalno nije efikasan.
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Ne postoji vakcina za HCV. Istrazivanje je u toku, ali
visoka promenljivosti HCV genoma komplikuje razvoj
vakcine. Nedostatak znanja o nekom zastithom imuno
odgovoru posle HCV infekcije takode otezava
istrazivanje u vezi vakcine. Nije poznato da li je
imunolo8ki sistem u stanju da eliminiSe virus.

Neke studije, medutim, pokazuju prisustvo virus
neutraliS8ucih antitela kod bolesnika sa HCV infekcijom. U
odsustvu vakcine, moraju se preduzeti sve mere
predostroznosti da se spredi infekcija ukljucujuéi (a)
skrining i testiranje davalaca krvi i organa, (b) inaktivacija
virusa u proizvodima dobijenih iz plazme (c)
implementaciju i odrzavanje kontrole infekcije u praksi
zdravstvene zastite i pruzanju nege, ukljuCujuéi i
odgovarajucu sterilizaciju medicinske i stomatolo$ke
opreme, (d) promovisanje promene ponasanja u javnosti
i medu zdravstvenim radnicima da se smanje
prekomerne injekcije i da se koristi bezbedna praksa
ubrizgavanja i (e) smanjenje rizika savetovanjem osoba
sa visokim rizikom medu korisnicima droga i seksualne
prakse.

Genom kodira strukturne komponente, nukleokapsidni
protein i dva glikoproteina omota¢a i funkcionalne
sastojke koji su uklju€eni u replikaciju virusa i obradu
proteina. Nucleokapsidni kodirani region izgleda
najkonzervativniji medu izolatima Sirom sveta.

C. PRINCIP TESTA

MikroploCe su oblozene HCV-specifi€nim antigenima
dobijenim od "jezgra" i "ns" regiona kodiranih za
konzervativhe i imunodominantne antigenske
determinante (peptid jezgra, rekombinantni NS3, NS4 i
NS5 peptidi).

Cvrsta faza se prvo tretira sa razblazenim uzorkom i
HCV Ab se vezuju, ako su prisutna, za antigene. Posle
ispiranja svih ostalih komponenti iz uzorka, u 2. inkubaciji
vezana HCV antitela, 1gG i IgM, se detektuju
dodavanjem poliklonalnih specifiénih anti higG & M
antitela, oznacenih peroksidazom (HRP).

Enzim zarobljen na C&vrstoj fazi, deluje na supstratnu
TMB meSavinu, generiSu¢i opticki signal koji je
proporcionalan koli¢ini anti HCV antitela prisutnih u
uzorku. Cut-off vrednost (grani¢na vrednost) omogucava
da se optiCke gustine tumace na HCV antitela negativne i
pozitivne rezultate.

D. KOMPONENTE
Komplet sadrZi reagense za 96 testova (broj 071067),
192 testa (broj 071064) ili 480 testova (broj 071068).
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Mikroplaca
Negativna kontrola
Pozitivna kontrala
Kalibrator

Pufer za pranje 20x
Konjugat

Diluent za uzorke
Supstrat TMB

Stop rastvor

Test diluent

Folija za pokrivanje ploce

1

1x4 mL/bodici
1x2 mL/bodici
2 bocice

1x50 mL/bogici
1x16 mL/bodici
1x50 mL/bogici
1x16 mL/bodici
1x15 mL/bodici
1x8 mL/bodici
2

Broj testova 96
Broj 071067
Microplate 2

Negative Control

Positive Control

Calibrator

Wash Buffer Concentrate 20x
Conjugate

Sample Diluent

Substrate TMB

Stop Solution

Assay Diluent

Plate sealing foils

2x4 mL/bodici
1x4 mL/bodici
3 bodice

2x50 mL/bocici
2x16 mL/bocici
2x50 mL/bocici
2x16 mL/bocici
2x15 mL/bogici
2x8 mL/bodici
4

Broj testova 192
Broj 071064
Microplate 5

Negative Control

Positive Control

Calibrator

Wash Buffer Concentrate 20x
Conjugate

Sample Diluent

Substrate TMB

Stop Solution

Assay Diluent

Plate sealing foils

1x20 mL/bogici
1x10 mL/bogici
7 bodica

5x50 mL/bogici
2x40 mL/bogici
5x50 mL/boéici
2x40 mL/bogici
2x40 mL/bogici
1x40 mL/bodgici
10

Broj testova 480
Broj 071068
1. Mikroploc¢a

12 stripova sa 8 mikroCasica oblozenih peptidom jezgra,
rekombinantnim NS3, NS4 i NS5 peptidima. PloCe su
hermeticki zatvorene u aluminijumskoj kesi sa
desikantom. Dovesti mikroploCu do sobne temperature
(+18...24°C) pre otvaranja kese. Neupotrebljene stripove
vratiti u aluminijumski omot sa desikantom, zatvoriti ga i
Cuvati na +2...8°C.

2. Negativna kontrola

Spremna za upotrebu. Sadrzi 10 mM Na-citratni pufer pH
6.0 £ 0.1, 2% kazein kao proteinsku bazu i 0.1%
Proclean 150 kao konzervans. Negativha kontrola je
obojana maslinasto zeleno.

3. Pozitivna kontrola

Spreman za upotrebu. Sadrzi 1% serumskih proteina
koze, humana antitela na HCV, 10 mM Na-citratni pufer
pH 6.0 £ 0.1, 0.5% Tween 20, 0.09% Na-azid i 0.1%
Proclean 150 kao konzervans. Pozitivha kontrola je
tamno zelene boje.

VaZzna napomena: Nepostojanje odrZivih patogena u
pozitivnoj kontroli ne moZe se u potpunosti obezbediti,
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zato, u skladu sa dobrom laboratorijskom praksom,
reagens treba tretirati kao potencijalno biohazardni.

4. Kalibrator

Liofilizovan. Rastvoriti ga koli¢inom vode EIA kvaliteta
datoj na etiketi. Sadrzi fetalne govede serumske
proteine, humana antitela na HCV (iji je sadrzaj
kalibrisan u odnosu na NIBSC radni standard broj
06/188-006, 10 mM Na-citratni pufer pH 6.0 £ 0.1, 0.3
mg/mL gentamicin sulfata i 0.1% Proclean 150 kao
konzervanse.

Vazna napomena: Nepostojanje odrzZivih patogena u
kalibratoru se ne moze u potpunosti obezbediti, zato, u
skladu sa dobrom laboratorijskom praksom, reagens
treba tretirati kao potencijalno biohazardni.

Napomena: Zapremina koja jepotrebna da se rastvori
sadrzaj bocCice moze varitati od lota do lota. Molimo
Vas da koristite zapreminu koja je naznacena na
nalepnici.

5. Koncentrat pufera za pranje 20x

20x koncentrovani rastvor. Razblazen, rastvor za pranje
sadrzi 10 mM fosfatni pufer pH 7.0 £0.2, 0.05% Tween
20 0.05% Proclean 150.

Nakon rastvaranja, rastvor za pranje je stabilan 1 nedelju
na +2...8°C.

6. Konjugat

Spreman za koriS¢enje, crveno obojen rastvor. Sadrzi
peroksidazom rena konjugovana poliklonalna antitela
koze na humani IgG i IgM, 5% BSA, 10 mM Na-citratni
pufer pH 6.4 + 0.1, 0.1% Proclean, i 0.05% Tween 20
kao konzervanse.

7. Supstrat TMB

Spreman za koriS¢enje. Sadrzi 50 mM citrat-fosfatni
pufer pH 3.5-3.8, 4% dimetilsulfoksida, 0.03% tetra-metil-
benzidina ili TMB i 0.02% vodonik peroksida ili H,O,.
Pomesati lagano pre upotrebe.

Napomena: ¢uvati zasticen od svetlosti.

8. Test diluent

Spreman za kori$¢enje. Sadrzi serum koze, 10 mM Tris
puferisani rastvor pH 8.0 + 0.1 sa 0.1% Proclean 150 i
0.09% Na azida za predtretman uzoraka i kontrole na
plodi, blokira smetnje.

9. Stop rastvor

Spreman za koriS¢enje.

Sadrzi rastvor 0.3 M H,SO,. Pome3ajti lagano pre
upotrebe.

10. Diluent za uzorke

Spreman za kori$¢enje, tamno zeleno obojen rastvor.
Sadrzi 1% kazeina, 10 mM Na-citratni pufer pH 6.0 + 0.1
i 0.1% Proclean 150 kao konzervans. Koristi se za
razblazivanje uzoraka.

Napomena: Diluent menja boju od maslinasto zelene
do tamno plavkasto zelene u prisustvu uzorka.
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. POTREBAN MATERIJAL KOJI SE NE DOBIJA
Kalibrisane mikropipete (200 pL i 10 pL) i nastavci za
jednokratnu upotrebu.

2. Voda EIA kvaliteta (dvostruko destilovana ili

dejonizovana voda, tretirana aktivnim ugljem da bi se

uklonile oksidirajuce hemikalije koje se koriste kao
dezinfekciona sredstva).

Laboratorijski sat za 60 minuta ili viSe.

Upijajuci papir.

Kalibrisani ELISA mikroplejt termostatski inkubator

podeSen na +37°C.

6. Kalibrisani ELISA mikroplejt ¢ita¢ sa filtrima 450nm

= m

ok w

(Citanje) i ako je moguée sa 620-630nm
(diferencijalni).

7. Kalibrisani ELISA mikroplejt voser.

8. Vorteks ili sli¢an aparat za meSanje.

F. UPOZORENJA | MERE OPREZA

1. Test je namenjen kvalifikovanom i adekvatno

obucenom tehni¢kom osoblju, pod nadzorom lekara
odgovornog za laboratoriju.
Ovo uputstvo se mora pazljivo procitati pre upotrebe.

2. Pazljivo procutati Listu podataka o bezbednosti
(SDS) pre upotrebe proizvoda.

3. Kada se test koristi za skrining jedinica krvi i krvnih
komponenti, mora da se koristi u sertifikovanoj i
kvalifikovanoj laboratoriji od strane nacionalnih
organa u toj oblasti (Ministarstva zdravlja ili slicnog
subjekta) da sprovede ovu vrstu analize.

4. Svo osoblje uklju€eno u izvodenje testa mora da nosi
za8titnu odecu, rukavice bez talka i naocare.
Izbegavati upotrebu bilo kakvih ostrih predmeta (igla,
noz). Svo osoblje treba da bude obu€eno za bioloske
postupke, kao $to je preporu¢eno od strane Centra
za kontrolu bolesti, Atlanta, SAD i objavljeno u
publikaciji Nacionalnog instituta za zdravlja:
"Biosigurnost u mikrobioloSkim i biomedicinskim
laboratorijama”, izd.1984.

5. Svo osoblje ukljuéeno u rukovanje uzorcima treba da
se vakciniS$e na NBV i HAV vakcinama koje su
dostupne, bezbedne | delotvorne.

6. Laboratorija treba da se kontroliSe kako bi se izbegli
zagadivaCi kao Sto su praSina ili mikrobioloski
agenasi iz vazduha prilikom otvaranja bocica sa
reagensima i mikroploCe i prilikom obavljanja testa.
Zastititi hromogen (TMB) od svetlosti i izbegavati
vibracije radne povrsine, gde se test izvodi.

7. Po prijemu, Cuvati komplet na +2...8°C u friZzideru sa
kontrolisanom temperaturom ili hladnoj sobi.

8. Ne zamenjivati komponente izmedu test kompleta
razliitih lotova. Ne bi trebalo ni zamenjivati
komponente iz dva kompleta istog lota.

9. Proverite da li su reagensi bistri i ne sadrze vidljive
Cestice ili agregate. Ako nisu, nadzornik laboratorije
treba da pokrene neophodne procedure za zamenu
kompleta.

10. Izbegavati unakrsne kontaminacije izmedu serum /
plazma uzoraka koriS¢enjem nastavaka za
jednokratnu upotrebu i menjanjem posle svakog
uzorka.

11. Izbegavati unakrsne kontaminacije izmedu
reagenasa u kompletu koriséenjem nastavaka za
jednokratnu upotrebu i menjanjem posle svakog od
njih.
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19.

20.

21.

o
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Ne koristiti komplet nakon isteka roka naznacenog
na spoljaSnjem pakovanju i nalepnicama bocica.

Sve uzorke tretirati kao potencijalno infektivne. Svi
uzorci humanog seruma treba da se tretiraju na
nivou 2 biosigurnosti, prema preporuci Centra za
kontrolu bolesti, Atlanta, SAD, objavljenoj u
publikaciji Nacionalnog instituta za zdravlje:
"Biosigurnost u mikrobioloSkim i biomedicinskim
laboratorijama”, izd.1984.

PreporuCuje se upotreba plasticnog posuda za
jednokratnu upotrebu za pripremu rastvora za pranje
ili pri prenosu komponenti u druge kontejnere
automatskih analizatora kako bi se izbegla
kontaminacija.

Otpad nastao tokom upotrebe kompleta mora da
bude odbacen u skladu sa nacionalnim direktivama i
zakonima o laboratorijskom otpadu hemijskih i
bioloskih supstanci. Posebno se te€an otpada od
pranja, ostataci kontrola i uzoraka moraju tretirati kao
potencijalno infektivni materijal i inaktivirati pre
odlaganja. Predlozene procedure inaktivacije su
tretman sa 10% hipohloritom (varikina) tokom 16-18
sati ili deaktivacije toplotom u autoklavu 20 minuta na
121°C.

Sluajna prosipanja moraju biti apsorbovana
papirnim maramicama natopljenim hipohloritom, a
zatim sa vodom. Papir zatim treba odbaciti u
odgovarajuéi kontejner za laboratorijski / bolnicki
otpad.

Stop rastvor sadrzi 0.3 M sumpornu kiselinu.
Izbegavajte kontakt sa kozom i o€ima. U slu€aju
kontakta, odmah isprati sa velikom koli¢inom vode.
Odlozite rastvore reagenasa koji sadrze natrijum azid
kao konzervans u skladu sa svim lokalnim, drzavnim
i nacionalnim  propisima. Nakon prosipanje
reagenasa koji sadrZze azide, pustiti veéu koli¢inu
vode kako bi se isprao slivnik. Prosipanje raditi sa
oprezom jer natrjumazid moze da formira
eksplozivna jedinjenja duzim kontaktom sa olovnim ili
bakarnim cevima.

Ne pusiti, jesti, piti ili primenjivati kozmetiku u
prostoru u kojima se obraduju uzorci ili Koristi
komplet reagenasa.

Ostalim otpadnim materijalom nastalim tokom
koris¢enja kompleta (npr: nastavci upotrebljeni za
uzorke i kontrole, upotrebljen mikroplejt) treba
rukovati kao potencijalno infektivnim i odloZiti ih u
skladu sa nacionalnim zakonima i direktivama o
laboratorijskom otpadu.

Ne pipetirati ustima.

UZORCI: PRIPREMA | PREPORUKE

Krv se asepti¢no povlaci venepunkcijom i priprema
plazma ili serum standardnim tehnikama za
pripremu uzoraka za kliniCke laboratorijske analize.
Nije od uticaja da li je plazma sa citratom, EDTA i
heparinom.

Izbegavati dodavanje konzervanasa, posebno
natrjum azida, jer ¢e ove hemikalije uticati na
enzimsku aktivnost konjugata, generiSuéi lazne
negativne rezultate.

Uzorci moraju da budu jasno identifikovani
kodovima ili imenima, kako bi se izbeglo pogresno
tumacenje rezultata. Kada se komplet koristi za
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skrining krvnih jedinica, preporuéuje se oznaCavanje
bar kodom i elektronsko oc€itavanje.

4. Haemolizirani (crveni) i vidno hiperlipemicni
("mlec¢ni") uzorci moraju da budu odbaceni jer bi
mogli da generiSe lazne rezultate. Uzorci koji sadrze
ostatke fibrina, teSke Cestice ili filamente i tela
mikroba treba odbaciti, jer mogu da dovedu do
pogresnih rezultata.

5. Serum i plazma mogu se Cuvati na temperaturi od
+2...8°C u periodu do pet dana nakon prikupljanja.
Za duze perioda skladiStenja, uzorke treba
zamrznuti i drzati na -20°C tokom nekoliko meseci.
Zamrznute uzorke ne bi trebalo ponovo zamrzavati/
odmrzavati jer to moze generisati ¢estice koje mogu
uticati na rezultat testa.

6. Ako su Cestice prisutne, uzorak predistiti
centrifugiranjem 20 min na 2.000 obrtaja ili
filteranjem kroz 0.2-0.8u filtar.

H. PRIPREMA KOMPONENATA | UPOZORENJA
Studija sprovedena na otvorenom kompletu pokazala je
da nema nikakvih relevantnih gubitaka performansi
nakon 1. ponovnog koris¢enja i do 6 meseci nakon prvog
otvaranja.

1. Mikroploce:

Pre otvaranja pakovanja ostaviti mikroplo€u da dostigne
sobnu temperaturu (oko 1 h). Proverite da desikant nije
postao tamno zelen, $to ukazuje na defekt u proizvodniji.
U ovom slu€aju pozovite Adaltis-ov korisniCki servis.
NeiskoriS¢eni stripovi moraju da budu vraceni u
aluminijumsku  vreéicu, zajedno sa isporucenim
desikantom, istu dobro zatvoriti i Cuvati na +2...8°C.
Nakon prvog otvaranja, neupotrebljeni stripovi su stabilni
dok boja indikatora vlaZznosti unutar vrecéice ne prede od
Zute u zelenu.

2. Negativna kontrola:
Spremna za upotrebu. Dobro promesati na vorteksu pre
upotrebe.

3. Pozitivna kontrola:
Spremna za upotrebu. Dobro promeSati na vorteksu pre
upotrebe. Sa kontrolom postupati kao sa potencijalno
infektivnim materijalom.

4. Kalibrator:

PazZljivo rastvoriti liofilizovani sadrZaj bocice sa koli¢inom
vode EIA kvaliteta datoj na nalepnici. PromeSati na
vorteksu pre upotrebe. Postupati kao sa potencijalno
infektivnim materijalom.

Napomena: Rastvoreni kalibrator nije stabilan. Sacuvati
zamrznute alikvote na -20°C.

5. 20x koncentrovan pufer za pranje
(boéica od 50 mL):

Ceo sadrzaj 20x koncentrovanog rastvora mora da se
razblazi vodom EIA kvaliteta do 1000 mL (zapremina je
data na nalepnici) i lagano prome&a nakon pripreme i pre
upotrebe. Kako neki kristali soli mogu biti prisutni u
boc€icu, voditi raCuna da se kompletan sadrZaj rastvori
prilikom pripreme rastvora. Tokom pripreme izbegavati
stvaranje pene jer prisustvo mehuriéa moze uticati na
efikasnosti pranja.
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Napomena: RazblazZen, rastvor za pranje je stabilan 1
nedelju na +2...8°C.

6. Konjugat:

Spreman za upotrebu. Dobro promesati pre upotrebe na
vorteksu.

Izbegavati kontaminaciju oksidacionim hemikalijama,
prasinom i mikrobima. Ako rastvor treba da bude prenet,
koristite samo plasticne, i ako je moguce, steriine
kontejnere za jednokratnu upotrebu.

7. Supstrat TMB:

Spreman za upotrebu. Dobro promesati pre upotrebe na
vorteksu.  Izbegavati  kontaminaciju  oksidacionim
hemikalijama, praSinom ili mikrobima. Ne izlaZite ga
jakom svetlu, oksidantima i metalnim povrSinama. Ako
ova komponenta mora da se prenese Kkoristi samo
plasticne, ako je moguée, steriine kontejnere za
jednokratnu upotrebu.

8. Test diluent:
Spreman za upotrebu. Dobro promesati pre upotrebe na
vorteksu.

9.Stop rastvor:
Spreman za upotrebu. Dobro promesati pre upotrebe na
vorteksu.

10.Diluent za uzorke
Spreman za upotrebu. Dobro promesati pre upotrebe na
vorteksu.

I. INSTRUMENTI | ALATI KOJI SE KORISTE U
KOMBINACIJI SA TESTOM

1. Mikropipete moraju da budu kalibrisane kako bi se
pipetirale korerektne zapremine po zahtevu testa i
moraju se redovno dekontaminirati oni delovi koji bi
mogli slu¢ajno doc¢i u kontakt sa uzorkom (alkoholom
za domadinstvo, 10% rastvorom izbeljivaca,
dezinfekcionim sredstvima za bolnice). One treba da
se redovno odrzavaju kako bi imale preciznost od 1%
i tacnost od = 2%. Dekontaminacija prolivenih te¢nosti
ili ostataka komponenti iz kompleta treba da se vrSi
redovno.

2. ELISA inkubator treba da bude podeSen na +37°C
(tolerancija * 0.5°C) i redovno proveravan da
obezbedi ispravano odrZavanje temperature. Za
inkubaciju su pogodna oba inkubatora, suvi inkubator
i vodeno kupatilo, pod uslovom da su validrni za
inkubaciju ELISA testova.

3. ELISA voSer je izuzetno vazan za sve performanse
testa. VoSer mora biti pazljivo proveren i pravilno
podeSen. Obi¢no je dovoljno 4-5 ciklusa pranja
(aspiriranje + nalivanje rastvora za pranje 350
pL/€aSici = 1 ciklus) da se obezbede ocekivane
performanse testa. Preporu€uje se vreme natapanja
od 20-30 sekundi izmedu ciklusa. Da bi ispravno
podesili njihov broj, preporuCuje se testiranje
kontrolama i dobro karakterisanim negativnim i
pozitivnim referentnim uzorcima, i provera slaganja sa
vrednostima prijavljenim ispod u odeljku O "Interna
kontrola kvaliteta". Prema instrukcijama proizvodaca
redovno bazdariti zapreminu nalivanja i odrzavati
voser (dekontaminacija i ¢iS¢enje igala).

4. Vremena inkubacije imaju toleranciju od +5%.
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v" Metoda sa kraéom inkubacijom (ili za 1. / 2.
inkubaciju tolerancija je izmedu 43 min i 47
min; za 3. inkubaciju tolerancija je izmedu 14 i
16 min).

v" Metoda sa standardnom inkubacijom (ili za 1.
inkubaciju tolerancija je izmedu 57 min i 63
min; za 2. i 3. inkubaciju tolerancija je izmedu

29 31 min).
5. fitrom za Cditanje 450nm i idealno sa drugim
diferencijalnim filtrom (620 - 630nm). Njegove

standardne performanse treba da budu (a) Sirina
zraka svetlosti < 10 nm, (b) opseg apsorbance od 0
do = 2.0 (c) linearnost = 2.0; ponovljivost = 1%.
Nuliranje se vrsi prema ¢aSici A1 kao $to je dato u
odeljku "Test postupak". Opti¢ki sistem ridera mora
redovno da se kalibriSe u cilju pravilnog merenja
opticke gustine. Rider treba redovno odrzavati prema
uputstvima proizvodaca.

. Kada se koristi automatizovani ELISA sistem, svi

kriticni koraci (pipetiranje, inkubacija, pranje, Citanje,
rukovanje podacima) moraju biti pazljivo postavljeni,
kalibrisani, kontrolisani i redovno servisirani u cilju
postizanja vrednosti datih u odeljku o "Unutrasnja
kontrola kvaliteta”. Test protokol mora da bude
instaliran u operativnom sistemu jedinice i proveren
kao i vosSer i rider. Pored toga, deo stanice za
distribuiranje rastvora (pipetiranje i pranje) mora biti
validiran i pravilno podeSen. Posebna paznja mora se
posvetiti izbegavanju prenoSenja (cary over) iglama
koje se koriste za pipetiranje uzoraka i za pranje. Ovo
se mora pratiti i kontrolisati kako bi se smanijila
moguénost kontaminacije susednih ¢&asSica zbog
snazno reaktivnih uzoraka, Sto dovodi do lazno
pozitivnih rezultata. Upotreba ELISA automatskih
sistema preporucuje se za skrining krvi i kada broj
uzoraka koiji se testira prelazi 20-30 u istom ciklusu.

. KONTROLA | OPERACIJE PRE TESTIRANJA
. Proverite rok vaznosti kompleta odStampanog na

spoljnoj nalepnici (primarni kontejner). Ne koristiti ako
je istekao.

. Proverite da te€ne komponente nisu kontaminirane

vidljivim Cesticama ili agregatima. Proverite da li je
supstrat  TMB rastvora bezbojan ili bledo plav
aspiriranjem male koli¢ine sterilnom plasti¢nom
pipetom. Proverite da tokom transporta nije doslo do
loma ili curenja te€nosti u kutiji (primarni kontejner).
Proverite da aluminijumska vreéica sa mikroploom
nije probusena ili oste¢ena.

. Rastvoriti sav sadrzaj 20x koncentrovanog rastvora

za pranje kao $to je opisano.

. Rastvoriti kalibrator kao Sto je opisano i lagano

promesati.

. Ostaviti sve ostale komponente da dostignu sobu

temperaturu (oko 1 h), a zatim lagano promes&ati na
vorteksu sve te¢ne reagense.

. Postaviti ELISA inkubator na +37°C i pripremiti ELISA

voser punjenjem sa razblaZzenim rastvorom za pranje,
u skladu sa uputstvima proizvodaca. Podesiti
potreban broj ciklusa pranja kao Sto se nalaze u
odeljku 1.3.

. Proverite da li je ELISA ¢ita¢ uklju€en ili obezbediti da

bude uklju¢en najmanje 20 minuta pre €itanja.
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8. Ako Kkoristite automatizovani ELISA sistem, ukljuditi
ga, proverite podeSavanja i budite sigurni da koristite
pravi test protokol.

9. Proverite da li su
potrebne zapremine.

10.Proverite da li je sva druga oprema na raspolaganju i
spremna za upotrebu.

11.U slu€aju problema, prekinuti sa radom i posavetovati
se sa hadzornikom.

mickopipete postavljene na

M. POSTUPAK TESTA
Test mora da se izvrSi u skladu sa ovim uputstvom,
vodedéi racuna da se odrzi isto vreme inkubacije za sve
uzorke pri testiranju.
Test postupak mozZze da se uradi sa dva vremena
inkubacije. |zaberite onaj koji odgovara vasem propisu:
1. Standardna inkubacija (1. inkubacije 60 minuta,
2. i 3. inkubaciju 30 minuta)
2. Kratka inkubacija (1. i 2. inkubacija 45 minuta, 3.
inkubacija 15 minuta)

=

. Standardna inkubacija — manuelni postupak

1. Postavite potreban broj stripova na mikroplejt nosac.
Ostavite ¢aSicu A1 praznu za nuliranje aparata
(slepa proba).

2. Pipetirati 200 pL negativne kontrole u triplikatu, 200
ML kalibratora u duplikatu i jednom 200 pL pozitivhe
kontrole u odgovaraju¢e caSice. Ne rastvarati
kontrole i kalibrator jer su spremni za upotrebu!

3. Dodajte 200 pL diluenta za uzorke u sve CaSice za

uzorke, a zatim pipetirati 10 pL uzorka u svaku

pravilno identifikovanu ¢asicu. Pomerati lagano plocu
radi meSanja diluenta i uzorka, izbegavajuéi
prelivanje i medusobno zagadenje susednih ¢asica.

Vazna napomena: Proverite da li se boja diluenta za
uzorke, nakon dodavanja uzoraka, menja od svetlo
zelene do tamno plavo-zelene, Sto je potvrda da je
uzorak zaista dodat.

4. Naliti 50 pL test diluenta u sve €aSice sa kontrolama/
kalibratorom i uzorcima. Proverite da li je boja
uzoraka tamno plava.

5. Inkubirati mikroplo€u 60 min na +37°C.

Vazna napomena: Stripovi moraju da budu pokriveni
samolepljivom folijom iz pakovanja, samo kada se
test obavlja ruéno. Ne pokrivati stripove kada se
koriste ELISA automatski aparati.

6. Oprati mikroploée na automatskom voSeru
nalivanjem i aspiriranjem 350 pL/CaSici razblazenog
rastvora za pranje kao $to je reeno u odeljku 1.3.

7. Pipetirati 100 yL enzim konjugata u sve ¢aSice osim
u Al, slepu probu, i pokriti ih folijom. Proverite da li je
ovaj crveno obojeni rastvor u svim ¢asicama, osim
Al

Vazna napomena: Pazite da ne dodirujete unutradnju
plasti¢nu povrSinu vrhom nastavka pri pipetiranju enzim
conjugata. Moguca kontaminacija.

8. Inkubirati mikroplo¢u 30 min na +37°C.

9. Oprati mikroplo€u kao $to je re€eno u odeljku 1.3.

10. Pipete 100 pL supstrathog TMB rastvora u sve
¢asice, uklju€ujuci A1. Zatim inkubirati mikroploCu na
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sobnoj temperaturi (+18...24°C) u trajanju od 30
minuta.

Vazna napomena: Ne izlagati direktnom jakom svetlu.

11. Pipetirajte 100 pL stop rastvora u sve CaSice da se
zaustavi enzimska reakcija koristeéi isti redosled
pipetiranja kao u koraku 10. Dodatak stop rastvora
¢e promeniti boju pozitivne kontrole i pozitivnih
uzoraka od plave do zute.

12. 12. Meriti intenzitet boje rastvora u svim €aSicama,
kao §to je opisano u odeljku 1.5, na 450nm (Citanje) i
eventualno na 620-630nm (diferencijalni), nulirati
instrument sa Al.

Vazne napomene:

1. Ako drugi filter nije dostupan, pobrinite se da nema
otisaka prstiju na dnu mikroCaSica pre Citanja na 450
nm. Ofisci prstiju mogu da generisu pri Eitanju lazno
pozitivhe rezultate.

2. ldealno je izvesti merenje odmah nakon dodavanja
stop rastvora, ali svakako ne posle vise od 20
minuta. Zbog oksidacije hromogena mozZe da dode
do vece obojenosti.

3. Dokazano je da meSanje na 350 + 150 O/min. tokom
inkubacije povecava osetljivost testa za oko 20%.

2. Kraéa inkubacija — manuelni postupak

1. Postavite potreban broj stripova na mikroplejt nosac.
Ostavite ¢aSicu A1 praznu za nuliranje aparata
(slepa proba).

2. Pipetirati 200 pL negativne kontrole u triplikatu, 200
pL kalibratora u duplikatu i jednom 200 pL pozitivhe
kontrole u odgovaraju¢e c&aSice. Ne rastvarati
kontrole i kalibrator jer su spremni za upotrebu!

3. Dodajte 200 L diluenta za uzorke u sve CaSice za
uzorke, a zatim pipetirati 10 pL uzorka u svaku
pravilno identifikovanu ¢asSicu. Pomerati lagano plo¢u
radi meSanja diluenta i uzorka, izbegavajuci
prelivanje i medusobno zagadenje susednih ¢asica.

VazZna napomena: Proverite da li se boja diluenta za
uzorke, nakon dodavanja uzoraka, menja od svetlo
zelene do tamno plavo-zelene, $to je potvrda da je
uzorak zaista dodat.

4. Naliti 50 pL testa diluenta u sve Cc&aSice sa
kontrolama/ kalibratorom i uzorcima. Proverite da li je
boja uzoraka tamno plava.

5. Inkubirati mikroplo€u 45 min na +37°C.

VaZna napomena: Stripovi moraju da budu pokriveni
samolepljivom folijom iz pakovanja, samo kada se
test obavlja ru¢no. Ne pokrivati stripove kada se
koriste ELISA automatski aparati.

6. Oprati mikroploe na automatskom voSeru
nalivanjem i aspiriranjem 350 pL/CaSici razblazenog
rastvora za pranje kao $to je rec¢eno u odeljku 1.3.

7. Pipetirati 100 pL enzim konjugata u sve €aSice osim
u Al, slepu probu, i pokriti ih folijom. Proverite da li je
ovaj crveno obojeni rastvor u svim ¢aSicama, osim
Al.

VazZna napomena: Pazite da ne dodirujete unutrasnju

plasti¢nu povr§inu vrhom nastavka pri pipetiranju enzim
conjugata. Moguca kontaminacija.
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10.

Inkubirati mikroplo€u 45 min na +37°C.

Oprati mikroplo¢u kao §to je re€eno u odeljku 1.3.
Pipete 100 pL supstrathog TMB rastvora u sve
¢asice, uklju€uju¢i A1. Zatim inkubirati mikroploCu na
sobnoj temperaturi (+18...24°C) u trajanju od 15
minuta.

VazZna napomena: Ne izlagati direktnom jakom svetlu.

11.

12.

Pipete 100 pL stop rastvora u sve CaSice da se
zaustavi enzimska reakcija koristeéi isti redosled
pipetiranja kao u koraku 10. Dodatak stop rastvora
¢e promeniti boju pozitivne kontrole i pozitivnih
uzoraka od plave do zute.

Meriti intenzitet boje rastvora u svim ¢aSicama, kao
Sto je opisano u odeliku 1.5, na 450 nm (Citanje) i
eventualno na 620-630 nm (diferencijalni), nulirati
instrument sa Al.

Vazne napomene:

1.

Ako drugi filter nije dostupan, pobrinite se da nema
otisaka prstiju na dnu mikrocasica pre Citanja na 450
nm. Otisci prstiju mogu da generisu pri ¢itanju lazno
pozitivne rezultate.

Idealno je izvesti merenje odmah nakon dodavanja
stop rastvora, ali svakako ne posle vise od 20
minuta. Zbog oksidacije hromogena mozZe da dode
do vece obojenosti.

Dokazano je da meSanje na 350 + 150 O/min.
tokom inkubacije povecava osetljivost testa za oko
20%.

N. SEMA IZVODENJA TESTA

Metoda Standardna Kratka inkubacija
inkubacija

Kontrole/

kalibrator 200 L 200 pL

Diluent za 200 pL diluenta + 200 pL diluenta +

uzorke & uzorci 10 pL uzorka 10 pL uzorka

Test diluent 50 pL 50 pL

Prva inkubacija 60 min (£ 3) 45 min (£ 2)

Temperatura +37°C +37°C

Broj _C|klusa 4.5 4.5

pranja

Enzim konjugat 100 pL 100 pL

Druga . .

inkubacija 30 min (£ 1) 45 min (£ 2)

Temperatura +37°C +37°C

Broj _<:|klusa 4.5 4.5

pranja

Supstrat TMB 100 pL 100 pL

Treéa . .

inkubacija 30 min (£ 1) 15 min (x 1)

Temperatura Sobna o
(+18...24°C) Sobna (+18...24°C)

Stop rastvor 100 pL 100 pL

Citanje OD 450/620 nm 450/620 nm
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Primer Seme pipetiranja je dat u tabeli:

Mikroplejt
1 |2 4 |5 1|6 |7 |8 |9 |10(11|12
A |BLK|S2
B |[NC |S3
C INC |s4
D [NC |S5
E |CAL|S6
F |CAL|S7
G |[PC |S8
H |S1 |S9
Legenda: BLK = slepa proba NC = negativna kontrola

CAL = kalibrator PC = pozitivha kontrola S = uzorak

0. UNUTRASNJA KONTROLA KVALITETA

U bilo koje vreme tokom koriSéenja testa izvoditi provere
sa kontrolama / kalibratorom kako bi se proverilo da li se
slazu o€ekivane OD450nm ili Co / S vrednosti date u

tabeli.
Parametar Zahtevi
Slepa proba < 0.100 OD 450/620nm

Negativna kontrola (NC)

> 0.050 srednja OD 450/620nm
vrednost nakon blankiranja

Kalibrator 10 mlU/mL (WHO)

S/Co>1.1

Pozitivna kontrola

> 1.000 OD ss0/620nm

Ako

rezultati

testa

odgovaraju gore navedenim

zahtevima, predite na sledeéi odeljak. Ako to nije, ne
nastavljati dalje i uraditi sledece provere:

Problems Proveriti

Slepa proba 1. da supstratni rastvor nije kontaminiran

> 0.100 ODa4s0 nm tokom testiranja.

Negativna 1. da je proces pranja i podeSenost

kontrola vosera kao $to je dato;

(NC) 2. da je upotrebljen odgovarajuéi rastvor

> 0.050 OD 450620 za pranje i da je voSer prethodno

nm hakon napunjen tim rastvorom;

blankiranja 3. da nije napravljena greSka u postupku
analize (nalivena pozitivna kontrola
umesto negativne kontrole;

4. da nema kontaminacije negativne
kontrole ili ¢aSice gde je nalivena
pozitivnim uzorkom, prelivanjem ili
enzim konjugatom;

5. da mikropipete nisu kontaminirane
pozitivnim  uzorkom ili enzimom
konjugatom

6. da igle za pranje nisu blokirane ili
delimié¢no zapuSene.

Kalibrator 1. daje postupak ispravno obavljen;

S/ICo<1.1 2. da nije greSka nastala u njegovoj
distribuciji (npr. nalivena negativna
kontrola umesto kalibratora);

3. da je proces pranja i podeSenost
voSera kao $§to je potvrdeno u
predkvalifikacionoj studiji;

4. da nije doslo do spoljne kontaminacije
kalibratora.

9/13
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Pozitivna 1.
kontrola 2.
< 1.000 OD 459

da je postupak ispravno obavljen;

da nije greska nastala u raspodeli

kontrole (npr.. naneta negativna

kontrola, umesto pozitivne). U ovom

slu€aju, negativna kontrola ée imati

OD450nm vrednost > 0.150, takode;

3. da je proces pranja i podeSenost
voSera kao Sto je potvrdeno u
predkvalifikacionoj studiji;

4. da nije doSlo do spoljne kontaminacije

pozitivhe kontrole.

Ukoliko je doSlo do bilo kog od gore navedenih
problema, prijavite problem supervizoru radi daljeg
delovanja.

P. REZULTATI
Rezultati testa se izraCunavaju pomoéu grani¢ne (cut-off)
vrednosti utvrdene po sledecoj formuli:

Cut-Off (Co) = MNC + 0.350

vrednosti nadene za test koriste se za tumacenje
rezultata kao $to je opisano u sledec¢em paragrafu.

Q. TUMACENJE REZULTATA

Rezultati testa se tumace kao odnos OD450nm uzorka i
grani¢ne vrednosti (cut off) (ili S/Co) prema sledecoj
tabeli:

S/Co Interpretacija
<0.9 Negativan
09-1.1 Ekvivokalan

(sumnijiv, neodreden)
>1.1 Pozitivan

Negativan rezultat ukazuje na to da pacijent nije zaraZzen
sa HCV ili da jedinica krvi moze biti upotreblijena za
transfuziju.

Svaki pacijent sa ekvivokalnim rezultatom treba da se
ponovo testira na drugom uzorku 1-2 nedelje nakon
inicijalnog uzorka. Jedinica krvi ne moze biti upotrebljena
za transfuziju.

Pozitivan rezultat je indikacija HCV infekcije i u skladu sa
tim treba postupati sa pacijentom. Jedinicu krvi treba
baciti.

VazZne napomene:

1. Tumacenje rezultata treba da se uradi pod nadzorom
odgovorne osobe laboratorije da se smaniji rizik od
greSaka procene i pogresSnog tumacenja.

2. Svaki pozitivan rezultat treba da bude potvrden
alternativnim metodom koji moze da otkrije 1gG i IgM
antitela (test potvrde) pre uspostavljanja dijagnoze
virusnog hepatitisa.

3. Kao S§to je dokazano u performansama testa, test
moZe da otkrije serokonverziju antitela na anti HCV
jezgra ranije od nekih drugih komercijalnih testova.
Zbog toga pozitivni rezultati, koji nisu potvrdeni sa
ovim komercijalnim testovima ne moraju da budu
isklju¢eni kao lazno pozitivan rezultat! Uzorak mora u
svakom slu€aju da bude testiran potvrdnim testom.

4. Sve dok test moZe da otkrije i IgM antitela neki
potpuno razliCiti rezultati sa drugim komercijalnim
proizvodima za detekciju anti HCV antitela — u kojima
nedostaje anti higM konjugat u formulisanju enzima
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tragaca i time i IgM reaktivnosti - mogu da budu
prisutni. Prava pozitivhost uzorka za antitela ha HCV
freba da bude potvrdena ispitivaniem | IgM
reaktivnosti, vazne za dijagnozu HCV infekcije.

5. Kada su rezultati testa prenose iz laboratorije do
informatickog centra, paZnja mora da se obrati da se
izbegne pogreSan prenos podataka.

6. Dijagnozu infekcije virusnog hepatitisa mora da uradi
i saopSti je pacijentu samo kvalifikovani lekar.

Dat je primer obrauna.

Sledeéi podaci ne smeju da se koriste umesto rezultata
dobijenih od strane korisnika.

Negativna kontrola:0.019 - 0.020 - 0.021 OD450nm
Srednja vrednost:. 0.020 OD450nm

Nize od 0.050 — Prihvaceno

Pozitivnha kontrola:2.189 OD450nm
Vise od 1.000 — Prihvaceno

Granicna (Cut-off) vrednost = 0.020 + 0.350 = 0.370
Kalibrator: 0.550-0.530 OD450nm

Srednja vrednost:0.540 OD450nm S/Co=1.4

S/Co > 1.1 - Prihvaéeno

Uzorak 1: 0.070 OD450nm
Uzorak 2: 1.690 OD450nm
Uzorak 1 S/Co < 0.9 negativan
Uzorak 2 S/Co > 1.1 pozitivan

R. PERFORMANSE
Evaluacija performansi je sprovedena u skladu sa onim
datim u Zajednickim tehni¢kim specifikacijama (Common
Technical Specifications ili CTS) (€l. 5, Poglavlje 3 IVD
Direktive 98/79/EC) i sa obe inkubacije (standardna
procedura i kratka).

1. GRANICA DETEKCIJE

Granica detekcije testa je izraCunata KkoriS¢enjem
postupka kratke inkubacije upotrebom britanskog radnog
standarda za anti-HCV, kod NIBSC 06/188-006. U tabeli
su date srednje vrednosti OD450nm ovog standarda
razblazenog negativnom plazmom pre testiranja.

Razblazenje | Lot#1 | Lot#2 | Lot#3
Faktor S/Co S/Co S/Co
1X 3,50 4,00 4,30
2X 2,10 2,60 2,60
4 X 1,3 1,40 1,30
Negativna | 55 | 920 | 0,20
plazma

Uz to testiran je "u celosti" uzorak kodiran Accurun 1 -
serije 3000 — koji je isporucio Boston BIOMEDICA Inc,
SAD, rezultati su dati u nastavku:

Accurun 1 | Lot#l | Lot#2 | Lot#3
serija
Faktor S/Co S/Co S/Co
1X 2,90 3,04 3,40
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2. DIJAGNOSTICKA SPECIFICNOST | SENZITIVNOST
Procena rada testa sprovedena je ispitivanjem viSe od
ukupno 5.000 uzoraka.

2.1 Dijagnostic¢ka specifi€nost

DefiniSe se kao verovatno¢a da test bude negativan u
odsustvu specifi€nog analita. Testirano je ukupno vise od
5000 neizabranom donora, uklju€ujuéi i donore po 1. put.
Dijagnosti¢ka specifiCnost je ocenjena u odnosu na test
odobren od strane US FDA. Testiranjem 5043 davalaca
krvi utvrdena je specifi¢nost 99.5%. 210 hospitalizovanih
pacijenata testirano je na HCV Ab; nadena dijagnosticki
specificnost je 99.5%. Uz to, dijagnosticka specificnost je
procenjena testiranjem 162 potencijalno ometajuca
uzorka (druge zarazne bolesti, pozitivni na E.coli antitela,
pacijenti sa nevirusnim bolestima jetre, pacijenti na
dijalizi, trudnice, hemolizirani, lipemicni, itd). Vrednost
specifiCnosti je 100%. Nije primeéena lazna reaktivnost
zbog nacina pripreme uzorka. Za odredivanje
specifiCnosti koris¢ene su plazme, proizvedene razli€itim
standardnim tehnikama (citrat, EDTA i heparin) i serumi.
Zamrznuti uzorci su takode testirani kako bi se proverilo
da li to ometa obavljanje testa. Nisu primeéene nikakve
smetnje.

2.2 Dijagnosti¢ka senzitivnost

Dijagnosticka senzitivhost se definiSe kao verovatnoca
da test bude pozitivan u prisustvu specificnog analita.
Dijagnosticka senzitivnost je eksterno utvrdena na
ukupno 348 uzoraka; nadeno je da je dijagnosticki
senzitivhost 100%. Interno je testirano viSe od 50 drugih
pozitivnih uzoraka, i opet je utvrdeno da je vrednost
dijagnosticke senzitivnosti 100%. Takode su testirani
pozitivni uzorci infekcija razli€itih genotipova HCV.

Osim toga ispitivana  je  veéina  dostupnih
serokonverzionih panela iz BIOMEDICA Inc, Bostona,

Konacno, proizvod je testiran na panelu EFS Ac HCV, lot
06.140817, dobijen od Etablissement Francais Du Sang
(EFS), u Francuska, sa sledec¢im rezultatima:

EFS Panel Ac HCV

Uzorak Lot#1 |Lot#2| Lot#3 | ProseCna

S/Co |S/Co | S/Co |vrednost
HCV 1| 0,53 | 0,52 | 0,55 |Negativan
HCV 2| 3,28 | 5,91 | 3,04 |Pozitivan
HCV 3] 2,17 | 3,18 | 2,56 |Pozitivan
HCV 4] 2,26 | 2,23 | 2,35 |Pozitivan
HCV 5] 6,10 | 7,06 | 6,90 |Pozitivan
HCV 6| 1,66 | 1,77 | 1,67 |Pozitivan

4. PRECIZNOST

Obracunata je na pet uzoraka, jedan negativan i Cetiri
pozitivna testirana u 4 ponavljanja u Sest odvojen
ciklusa. Preciznost, dobijena za oba protokola, je ista.
Rezultati su dati na sledeci nacin:

Intra-lot rezultati: EIAgen HCV Ab (v.4) Kit -
1.Lot (kratka inkubacija)

Precision - %CV
Uzorak S/Co Uistom Izmedu | Ukupno
srednje | ciklusu ciklusa
Negativan 0.03 6.66 10.56 12.48
1.20 8.52 8.49 12.03
Pozitivni 151 7.69 12.22 14.44
3.57 7.43 11.82 13.97
11.87 3.42 9.32 9.92

Intra-lot rezultati: EIAgen HCV Ab (v.4) Kit -
1.Lot (duza inkubacija)

SAD, (PHV) i Zeptometrik, SAD, (HCV). Preciznost - %CV
Uzorak S/Co Uistom | lzmedu | Ukupno
Rezultati za neke od njih dati su u tabeli: srednje | ciklusu ciklusa
Negativan 0.04 4.67 12.34 13.19
Panel Br.uzoraka [Adaltis “|Ortho™“ 1.47 9.62 11.40 14.92
PHY 901 11 9 9 T 1.82 8.92 12.77 15.58
BV 904 7 > 2 Pozitivni 4.31 4.59 12.88 13.67
PHV 905 9 3 4 13.78 2.42 8.96 9.26
PHV 906 7 7 7
PHV 907 7 3 2 Inter-lot rezultati: EIAgen HCV Ab (v.4) Kit -
PHYV 908 13 10 8 1., 2. i 3. Lot (kratka inkubacija)
PHV 909 3 2 2 Preciznost - %CV
PHV 910 > 3 3 Uzorak Lot1 Lot 2 Lot 3
PHV 911 5 3 3 Negativan 8,65 8,29 6,13
PHV 912 3 1 1 -
PHV 913 2 5 5 Kallt-)r_ator 4,98 4,44 5,38
PHV 914 9 5 5 Pozitivan 4,11 3,11 1,37
PHV 915 4 3 0
PHV 916 8 4 3 Varijabilnost prikazana u tabelama nije dovela do
PHV 917 10 6 6 pogresne klasifikacije uzorka.
PHV 918 8 2 0
PHV 919 7 3 3 S. PREDLOZI ZA RESAVANJE PROBLEMA
PHV 920 10 6 6 Pridrzavanje procedure testa i specifikacije, kao i
HCV 10039 5 2 0 pravilna upotreba reagenasa i pravilno pipetiranje, mogu
HCV 6212 9 6 7 pomodi da se izbegnu sledece vrste greaka:
HCV 10165 9 5 4
Napomena:
1. Detektovani pozitivni uzorci
2. HCV v.3.0
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Problem

Proveriti

OD veoma razlic¢ita
(x 50%) od OD iz
kontrole kvaliteta

- incorrect dispensing volume of
reagents (suggestion: check the
correspondence between the volume
dispensed by the pipette and the one
required by the assay; re-calibrate
again pipettes)

-Netaéno doziranje koliine reagenasa
(predlog: proverite usaglasenost
izmedu pipetirane zapremine od strane
pipete i one koju zahteva test; pre-
kalibrisati pipete)

-NetaCna temperatura ili neta¢no vreme
inkubacije (predlog: posvetiti vecu
paznju odrzavanju inkubatora; zapisati
pocetak inkubacije)

-Greska u pranju ili u fotometarskom
Citanju (predlog: proveriti rad ili
podesSenost odgovarajucih
instrumenata)

-Kontaminacija supstrata ili konjugata
(predlog: koristi samo Ciste plasticne
kontejnere za jednokratnu upotrebu)

Niska
reproduktivnost
rezultata

-Nekonstantna zapremina pri pipetiranju
uzoraka ili reagenasa (predlog:
proveriti preciznost pipeta i
usaglaSenost izmedu pipetirane
zapremine i one koju zahteva test, re-
kalibrisati pipete)

-Greska u pranju ili u fotometarskom
¢itanju (predlog: proveriti rada ili
podeSenost odgovarajuéih
instrumenata)

-Kontaminacija supstrata ili konjugata
(predlog: koristi samo Ciste plasti¢ne
kontejnere za jednokratnu upotrebu)

- zagadenje ili degradacija reagensa
(sugestija: koristiti odgovarajucée
nastavke, za jednokratnu upotrebu i
Ciste plasti¢ne kontejnere za reagense
i visoko kvalitetnu destilovanu vodu ili
vodu ekvivalentnog kvaliteta).

Nema
kolorimetrijske
reakcija nakon
dodavanja
supstrata

-neki reagens nije pipetiran

- jaka kontaminacija konjugata ili
supstrata

- greSke u postupku izvodenja testa
(npr. slu¢ajno pipetiranje reagenasa u
pogreSnom redosledu ili iz pogreSne
bocice, itd)

PreviSe slaba
reakcija (suvise

-Vreme inkubacije prekratko,
temperatura inkubacije suviSe niska
-netacno razblazivanje konjugata

niske OD)
-netagno razblazivanje konjugata
-suviSe dugo vreme inkubacije,
e temperatura inkubacije suviSe visoka
PreviSe jaka ) ;
. o -kvalitet vode za pripremu pufera za
reakcija (suvise ranje nedovoljan (nizak stepen
visoke OD) pranj ! P

dejonizacije)
-nedovoljno pranje (konjugat nije
potpuno uklonjen)

Neobjasnjiva
iskakanja

-kontaminacija pipeta, nastavaka ili
kontejnere

- nestabilno i nedovoljno pranje
(konjugat nije pravilno uklonjen)

Previsok CV% u
ciklusu

-Reagensi i/ ili stripovi nisu prethodno
zagrejani do sobne temperature pre
upotrebe

-plejt voSer ne pere pravilno (predlog:
o istiti glavu za pranje)
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-Uslovi inkubacije nisu konstantni
(vreme, temperatura)

-kontrole i uzorci nisu pipetirane u isto
vreme (sa istim intervalima) (proverite
redosled pipetiranja)

Previsok CV%
izmedu ciklusa

-Li€ne varijacije u radu

T. AUTOMATIZACIJA

Procedure date u ovom uputstvu za upotrebu su
iskljuCivo za rucéno testiranje. Kada se Kkoriste
automatizovani instrumenati, postovati procedure koje je
dao proizvoda¢ uredaja u uputstvu za rukovanje.
Laboratorije moraju da prate svoje odobrene procedure
validacije da dokazu kompatibilnost ovog proizvoda sa
automatizovanim sistemom.

U. OGRANICENJA

Procenjuje se da je udeo lazno pozitivnih rezultata,
nepotvrdenih RIBA ili slicnim tehnikama, manji od 0.1%
kod normalne populacije.

Primeéeno je da zamrznuti uzorci koji sadrze fibrinske
Cestice ili agregate posle odmrzavanja generiSu izvesne
laZne rezultate.
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HCV Ab (v.4) Kit
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Paketin icindeki prospektis, triint kullanmadan 6nce dikkatlice okunmaldir.

Paketteki prospektis dikkatle takip edilmelidir.
Pakette yer alan talimatlarindan herhangi bir sapma olmasi halinde, tahlil sonuglarinin giivenilirligi garanti edilemez.

Uretici:
Adaltis S.r.l t

Via Durini, 27

20122 Milano (lItaly)

Tel. +39-0774-5791 - Fax +39-0774-353085
www.adaltis.net
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ETIKETLERDE KULLANILAN SEMBOLLER

T [ e 3 N4
Medikal Uriin ot Numarasi bakin
P E
“ N M [MICROPLATE] | [CONTROL[+] | [CONTROLJ-] [CAL]
Glnes - .
Uretici 1s1gindan uzak Uretim tarihi Mikroplak }fc?nztlrtgl Esg;‘g{ Kalibrator
Turkce tutun
CONJ [DILISPE] | [SUBS[TMB] | [SOLN]STOP] |[WASH[BUF[20X]| [DILJAS] | [RCNS]x mL]
Konjugat Ngmung Substrat SoI'Suts(;/%nu Yikama Bufer Test Diliienti xmLile
Diluenti T™MB (2S04 0.3 M) konsantre (20x) sulandirma
Biyolojik .
riskler Tehlike Uyari
Dikkat:
Stop Soluisyonu, Cilt Kor.1A’ya gibi Cilt Kor. 1A
o Uyari ifadesi:
Tehlike
o Tehlikeyi belirleyici bilesenler igin etiketlendirme:
Sdlfurik asit

Tehlike Agiklamalari

H314 Ciddi derecede deri yaniklari ve g6z hasarina neden olur.

Onlem Agiklamalari:

P260 Tozu/dumani/gazi/ buhari/asit buharini/piiskiiren maddeleri solumayin.

P361+P353 Cilt temasinda(veya ag): Kontamine olan tiim giysileri derhal ¢ikarin. Cildi su / dus ile yikayin.

P305+P351+P338 GOZ TEMASINDA: Birkag dakika su ile dikkatlice yikayin. Varsa ve kolayca cikarilabiliyorsa, kontakt lensleri ¢ikarin.
Durulamaya devam edin

P310 Hemen bir ZEHIR MERKEZI’'ne/ Doktor /..’a bagvurun.

P405 Kilitli saklayin.

P501 igindekileri Ulusal / bélgesel / yerel / uluslararasi yénetmeliklere uygun olarak imha edin.

Dikkat:
Negatif Kontrol, Pozitif Kontrol, Kalibratér, Konjugat, Numune Diliienti, Test Dilienti ve Yikama Bufer Kontsantresi 20X Cilt
Hassasiyeti 1’e gore siniflandiriimigtir.

Uyari ifadesi:

Uyari

Tehlikeyi belirleyici bilesenler igin etiketlendirme:

Reaksiyon kiimesi: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] ve 2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1)
Tehlike Agtklamalari

H317 Allerjik deri reaksiyonuna neden olabilir.

Onlem Agiklamalari:

P261 Tozu / dumani / gazi / sisi / buhari / spreyi solumayiniz.

P280 Koruyucu eldiven/koruyucu giysi/goz koruyuculyiiz koruyucusu kullanin.

P321 Ozel islem/tedavi (etikete bakin).

P333 + P313 Ciltte tahrig veya kizariklik meydana gelirse: Tibbi yardim/destek alin.
P302+P352 CILT TEMASINDA: Bol su ile yikayin.

P501 Igindekileri Ulusal / bélgesel / yerel / uluslararasi yénetmeliklere uygun olarak imha edin.

Guvenlik Bilgi Formlari icin www.adaltis.net adresine bakin.
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TURKCE

A. KULLANIM AMACI

insan plazmasinda (EDTA, Heparin ve Sitrat) ve
serumunda, Hepatit C VirGsine karsi antikorlarin
saptanmasi icin Dérdiincii Nesil Enzim immiinoAsayay
(ELISA). Kit, HCV enfekte hastalarin kan Unitelerinin
taranmasi igin kullanilabilir.

Sadece in vitro diagnostik kullanim igindir.

B. GIRIS )
Dinya Saglik Orgatd (WHO), Hepatit C enfeksiyonunu
su sekilde tanimlar:

"Hepatit C, 1989'da nedensel maddenin tanimlanmasina
kadar parenteral yoldan bulasan" non-A, non-B hepatit
"olarak anilan, bir karaciger viral enfeksiyonudur. Hepatit
C virGsinin (HCV) kesfi ve karakterizasyonu,
transflizyon sonrasi hepatitteki ana roliiniin ve devam
eden enfeksiyonu tetikleme egiliminin anlasiimasina yol
acti.

HCV, siroz ve karaciger kanseri de dahil olmak lzere
akut hepatit ve kronik karaciger hastaliginin 6nemli
nedenidir. Global olarak, tahminen 170 milyon kisi HCV
ile kronik olarak enfektedir ve her yil 3-4 milyon Kisi ise
yeni enfekte olmaktadir. HCV oncelikle, insan kaniyla
dogrudan temas yoluyla yayilir. Diinya genelinde HCV

enfeksiyonunun baslica nedenleri, taramasiz kan
transfizyonlarinin  kullanilmasi ve yeterince sterilize
edilmemis ignelerin ve siringalarin yeniden

kullaniimasidir. Hepatit C'yi 6nlemek icin halihazirda
herhangi bir asi mevcut degildir ve gelismekte olan
ulkelerdeki cogu kisinin almasi gereken kronik hepatit C
icin tedavi maliyeti ise ¢ok yuksektir. Bu nedenle, global
perspektiften bakildiginda, hepatit C hastaliinin
Uzerindeki en  blylk etki, hastane kaynakli
maruziyetlerden HCV bulasma riskini azaltmaya ydnelik
cabalara odaklanarak (6rnegin, kan nakli, guvensiz
enjeksiyon uygulamalari) ve yuksek riskli davranislar
giderilerek (6rnegin;uyusturucu/ilag enjeksiyonu) elde
edilecektir.

Hepatit C virisi (HCV), viral hepatit vak'alarinin blyik
¢ogunlugunu olusturan virtslerden biridir (A, B, C, D ve
E). Flaviviridae ailesinde dar bir konak arahgi olan, zarfh
bir RNA viriistidir. insanlar ve sempanzeler, enfeksiyona
duyarh bilinen tirlerdir ve her iki tirde de hastalik benzer
sekilde gelistirmektedir. Virisin o6nemli bir 6zelligi,
genomunun gdreceli olarak degisebilirligidir ve bu da
muhtemelen kronik enfeksiyonun uyarma egiliminin (%
80) ylksek olmasi ile ilgilidir. HCV, hastaligin siddetinin
ve tedaviye verilen cevabin belirlenmesinde &6nemli
olabilecek birkag farkli genotipe kimelenmistir.

Klinik semptomlarin  baglamasindan 6nceki HCV
enfeksiyonunun kulugka suresi, 15 ila 150 guin arasinda
degisir. Akut enfeksiyonlarda en sik gorilen belirtiler
yorgunluk ve sariliktir; Bununla birlikte, vakalarin
¢ogunlugunda (% 60 ila% 70 arasinda), hatta kronik
enfeksiyon gelisenler de semptomatiktir. Yeni enfekte
olmus hastalarin yaklasik% 80'inde kronik enfeksiyon
gelisir. Siroz, kronik enfeksiyonu olan kisilerin yaklasik%
10 ila% 20'sinde ortaya ¢ikar ve karaciger kanseri, 20 ila
30 yil arasinda, kronik enfeksiyonu olan kisilerin% 1 ila%
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5'inde gelisir. Hepatit B virlisi enfeksiyonu olmayan
karaciger kanseri hastalarinin gogunda HCV

enfeksiyonunun bulgulari vardir. HCV enfeksiyonunun
karaciger kanserine yol actigi mekanizmalar, hala
belirsizdir. Hepatit C, diger karaciger rahatsizliklariyla bir
arada bulunmasi durumunda, altta yatan karaciger
hastaliginin ciddiyetini de arttinr. Ozellikle, karaciger
hastaligi, alkole bagh karacider hastaligi ve HCV
enfeksiyonu olan kisiler arasinda daha hizli
ilerlemektedir. HCV 6ncelikle, insan kaniyla dogrudan
temas yoluyla vyayilir. HCV enfeksiyonu acisindan
taranmamis olan kan nakli yoluyla, sterilize edilmemis
ignelerin, siringalarin veya diger tibbi ekipmanlarin tekrar
kullaniimasiyla veya uyusturucu kullanicilari arasinda
igne paylasimi yoluyla bulasma belgelenmistir. Daha az
siklikta olmasina ragmen, cinsel ve perinatal bulagsma da
gorulebilir. Perkitan iglemler (6rn., Kulak ve vicuda
delme, sunnet etme, dévme) kullanimi, sosyal, kulturel
ve davranissal uygulamalar gibi diger bulagsma sekilleri,
steril olmayan ekipman kullanildiginda ortaya c¢ikabilir.
HCV hapsirma, sarilma, 6kstrme, yemek ya da su, yeme
aletlerini paylasma ya da siradan temasla bulasmaz.
Hem gelismis hem de gelismekte olan Ulkelerde, ylksek
riskli gruplar, enjeksiyonla uyusturucu kullananlar,
taranmamis kan alicisi, hemofili hastalari, diyaliz
hastalari ve korunmasiz cinsel iliskide bulunan ¢ok
sayida seks partnerine sahip kisilerdir. Geligmis
Ulkelerde, kronik HCV enfeksiyonu olan Kkisilerin%
90'Inin, mevcut ve eski enjeksiyonla ila¢ kullananlarin ve
taranmamis kan veya kan Urinleri transfiizyon Oykusu
olanlarin oldugu tahmin edilmektedir. Taranmamis kan
ve kan drlnlerinin halen kullanildigi birgok gelismekte
olan ulkede, en 6nemli bulasma yolu, sterilize edilmemis
enjeksiyon ekipmanlari ve taramasiz kan
transflzyonlandir. Ayrica, geleneksel skarifikasyon ve
sunnet yapilan insanlar da sterilize edilmemis araclari
kullandiklarinda veya vyeniden kullandiklarinda risk
altindadirlar.

WHO, dinya nifusunun yaklasik% 3'Une, 170 milyon
kisiye HCV bulastigini ve bunlarin karaciger sirozu ve /
veya karaciger kanseri gelisme riski altinda oldugunu
tahmin etmektedir. Afrika, Dodu Akdeniz, Giineydogu
Asya ve Bati Pasifik'teki (prevalans verileri mevcut
oldugunda) bazi Ulkelerdeki HCV enfeksiyonunun
prevalansi, Kuzey Amerika ve Avrupa'daki bazi tlkelerle
karsilastirildiginda daha yuksektir.

HCV igin teshis testleri, vericinin kan ve plazmasinin
taranmasi yoluyla enfeksiyonu oOnlemek, klinik taniyi
olusturmak ve hastanin tibbi tedavisi ile ilgili daha iyi
kararlar almak igin kullanihr. GlUnimizde piyasada
mevcut olan teshis testleri, HCV'ye spesifik antikorlarin

saptanmasi i¢cin Enzyme immunsorbent tahlili (EIA)
esashdir. EIAs, kronik olarak enfekte hastalarin%
95'inden fazlasini saptayabilir, ancak akut

enfeksiyonlarin yalnizca% 50 ila% 70'ini tespit edebilir.
Bireysel HCV antijenleriyle reaksiyona giren antikorlari
tanimlayan rekombinant immunoblot testi (RIBA), pozitif
bir EIA sonuunun dogrulanmasi igin ek bir test olarak
siklikla  kullaniimaktadir.  Amplifikasyon testleri ile
dolasimdaki HCV i¢cin RNA testedilir (6rn. Polimeraz
zincir reaksiyonu veya PCR, dalli DNA tahlili), ayrica
antiviral tedavinin etkililigini degerlendirmek adina,
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serolojik sonuglarin dogrulanmasi icin de
kullaniimaktadir. Pozitif sonug, aktif enfeksiyon varliina
ve enfeksiyonun yayilmasina ve / veya kronik karaciger
hastaliginin gelismesine isaret etmektedir.

Tek basina veya ribavirin ile kombine edilen interferon
gibi antiviral ilaglar, kronik hepatit C'li kigilerin tedavisinde
kullanilabilir, ancak tedavi maliyeti ¢ok yiksektir. Tek
basina uygulanan interferon tedavisi, hastalarin
yaklasik% 10 ila% 20'sinde etkilidir. Ribavirin ile kombine
edilen interferon tedavisi ise, hastalarin yaklasik% 30
ila% 50'sinde etkilidir Ribavirin tek basina kullanildiginda
etkili gibi gdzikmemektedir.

HCV'ye karsi asl yoktur. Arastirmalar devam etmekle
beraber, HCV genomunun yiksek degiskenligi asi
gelisimini karmasiklastirmaktadir. HCV enfeksiyonunu
takiben koruyucu bagisiklik tepkisinin bilinmemesi, asi
aragtirmalarini da engeller. Bagisiklik sisteminin, virisu
ortadan kaldirabilecek yapida olup olmadigi ise
bilinmiyor.

Bununla birlikte, bazi ¢alismalar HCV enfeksiyonu olan
hastalarda, virisl nétralize edici antikorlarin varligini
goOstermistir. Bir asinin olmayisi nedeniyle enfeksiyonu
Oonlemeye yonelik tim tedbirler alinmalidir: (a) kan ve
organ vericilerinin taranmasi ve test edilmesi; (b) Plazma
tlrevi Urdnlerinin virls inaktivasyonu; (c) tibbi ve dis
hekimliginin uygun sekilde sterilizasyonu da dahil olmak
Uzere, saglik bakim yerlerinde enfeksiyon kontrol
uygulamalarinin  uygulanmasi ve sudrdirilmesi; (d)
enjeksiyonlarin asiri kullanimini azaltmak ve gulvenli
enjeksiyon uygulamalarini kullanmak igin genel halk ve
saglk calisanlari arasinda davranis degisikliginin tesvik
edilmesi; ve (e) Yuksek riskli uyusturucu ve cinsel
uygulamalari olan kisiler icin risk azaltma danismanligi. *

Genom, yapisal bilesenleri, bir nucleocapsid proteini ve
iki zarf glikoproteini ve virlis replikasyonu ve protein
isleme ile ilgili islevsel bilesenleri kodlar. Nukleokapsid
kodlayan bélge, tim dinyada elde edilen izolatlar
arasinda en muhafazakari olarak gérinmektedir.

C. TEST PRENSIBI

Mikroplaklar, konzervatif ve immuinodominant antijenik
belirleyicileri (Cekirdek peptid, rekombinant NS3, NS4 ve
NS5 peptidleri) kodlayan "c¢ekirdek" ve "ns" bolgelerinden
turetilen HCV'ye 6zgu antijenler ile kaphdir.

Kati faz ilk olarak dilie edilen numune ile muamele edilir
ve eger var ise HCV Ab, antijenleri tarafindan yakalanir.
Numunenin diger tim bilesenlerini yikadiktan sonra, 2.
inkibasyonda baglanmis HCV antikorlarina,(hem 1gG
vehem de IgM'e), peroksidaz (HRP) ile isaretlenmis
poliklonal spesifik anti higG & M antikorlarinin
eklenmesiyle tespit edilir.

Substrat TMB karisimi Uzerinde etkili olan kati fazda
yakalanan enzim, numunede bulunan anti HCV
antikorlarinin miktari ile orantili olan bir optik sinyal Uretir.
Cut-off degeri, optik yogunluklarin HCV antikoru negatif
ve pozitif olan sonuglarla yorumlanmasina olanak tanir.
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D. BILESENLER
Kit, 96 test (kod 071067), 192 test (kod 071064) veya
480 test (kod 071068) icin gerekli olan reaktifleri icerir.

Mikroplak

Negatif Kontrol

Pozitif Kontrol

Kalibrator

Yikama Bufer Konsantresi 20x
Konjugat

Numune Diltenti

Substrat TMB

Stop Solisyonu

1

1x4 mL/sise
1x2 mL/sise
2 sise

1x50 mL/sise
1x16 mL/sise
1x50 mL/sise
1x16 mL/sise
1x15 mL/sise

Assay Diluent 1x8 mL/sise
Plak Kapatma Folyolari 2

Test sayisi 96
Kod 071067
Mikroplak 2

Negatif Kontrol 2x4 mL/sise
Pozitif Kontrol 1x4 mL/sise
Kalibrator 3 sise
Yikama Bufer Konsantresi 20x 2x50 mL/sise
Konjugat 2x16 mL/sise

Numune Dillenti
Substrat TMB
Stop Sollsyonu

2x50 mL/sise
2x16 mL/sise
2x15 mL/sise

Assay Diluent 2x8 mL/sise
Plak Kapatma Folyolari 4

Test sayisi 192
Kod 071064
Mikroplak 5

Negatif Kontrol

Pozitif Kontrol

Kalibrator

Yikama Bufer Konsantresi 20x
Konjugat

Numune Diltenti

Substrat TMB

Stop Sollsyonu

Assay Diluent

Plak Kapatma Folyolari

1x20 mL/sise
1x10 mL/sise
7 sise

5x50 mL/gise
2x40 mL/sise
5x50 mL/sise
2x40 mL/sise
2x40 mL/sise
1x40 mL/sise
10

Test sayisi 480
Kod 071068
1. Mikroplak

12 strip-8 mikrokuyucuklu;Cekirdek peptid, rekombinant
NS3, NS4 ve NS5 peptidleri ile kapli . Plaklar, kurutuculu

aliminyum bir poset icerisinde kapali haldedir.

Poseti agmadan &nce,
(+18...24°C) ulasmasini
Kullanilmayan stripler
+2...8°C'ye geri koyulmalidir.

2. Negatif Kontrol

mikroplagin oda sicakligina
saglayin (yaklasik 1 saat).
icinde kurutucu olanposetine
konmali, poset sizdirmayacak sekilde kapatiimali ve

Kullanima hazir. 10 mM Na-sitrat tamponu pH 6.0 + 0.1,
protein bazli % 2 kazein ve koruyucu olarak% 0.1 Proclin
150 icerir. Negatif kontrol, zeytin yesili renk kodludur.

3. Pozitif Kontrol

Kullanima hazir. % 1 keci serum proteinleri, HCV pozitif
insan antikorlari, 10 mM Na-sitrat tamponu pH 6.0 + 0.1,
% 0.5 Tween 20,% 0.09 Na-azid ve koruyucu olarak%
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0.1 Proclin 150
kodludur.
Onemli not: Pozitif Kontrol'de canli patojenlerin
olmadigina dair tam olarak bir garanti verilemez, ve bu
nedenle reaktif, iyi laboratuvar uygulamalari uyarinca
potansiyel olarak biyolojik tehlikeye maruz kalmayacak
sekilde ele alinmalidir.

icerir. Pozitif kontrol, koyu yesil renk

4. Kalibrator

Liyofilize kalibrator. Etikette belirtilen EIA sinifi su ile
¢ozulmelidir. NIBSC Calisma Standardi 06 / 188-006
kodunda , 10 mM Na-citrate buffer pH 6.0 £ 0.1, 0.3 mg /
mL gentamisin silfatta kalibre edilmis fetus sigir serumu
proteinleri, HCV insan antikorlari ve koruyucu olarak%
0.1 Proclin 150 icerir.

Onemli not: Kalibratér'de canli patojenlerin olmadidina
dair tam olarak bir garanti verilemez, ve bu nedenle
reaktif, iyi laboratuvar uygulamalari uyarinca potansiyel
olarak biyolojik tehlikeye maruz kalmayacak gekilde ele
alinmalidir.

Not: Sisenin igerigini ¢6zmek icin gereken hacim,
lottan-lota degisebilir. Liitfen etiket Uzerinde
belsrtilen dogru hacmi kullanin.

5. 20x Konsantre Soliisyon

20x konsantre soltsyon. Dilie edilen wash solution (diltie
wash solution) 10 mM fosfat tamponu pH 7.0 £ 0.2,%
0.05 Tween 20 ve% 0.05 Proclin 150 igerir.

Dilie edilmis wash soliisyonu, +2...8°C’de 1 hafta
stabildir.

6. Conjugate
Kullanima hazir, kirmizi renk kodlu reaktif. insan IgG ve
IgM'ine karsi Horseradish Peroxidase konjuge kegi
poliklonal antikorlari, %5 BSA,10 mM Citrate buffer pH
6.4 + 0.1, 0.1% Proclin ve koruyucu olarak, %0.005
Tween icerir.

7. Substrat TMB

Kullanima hazir bilesen. 50 mM citrate-phosphate buffer
pH 3.5-3.8, 4% dimethylsulphoxide, 0.03% tetra-methyl-
benzidine veya TMB ve 0.02% hydrogen peroxide veya
H202 igerir. Kullanmadan 6nce iyice karigtirin.
Not: Giiglii 1s1iga duyarli oldugundan,
korunakli olarak saklanmalidir.

I1stktan

8. Assay diluent

Kullanima hazir bilesen. Plaktaki nuunelerin, kontrollerin
ve numunelerin etkilesimi bloklamak lzere 6n islem igin
%0.1 Proclin 150 ave %0.09 Na azide iceren 10 mM tris
tamponlu soliisyon pH 8.0 + 0.1, keg, serumu igerir.

9. Stop Soliisyonu

Kullanima hazir bilesen.

0.3 M H,SO, solusyonu igerir. Kullanimadan &énce iyice
karigtirin.

10. Sample Diluent

Kullanima hazir reaktif, koyu yesil kodlu reaktif.

% 1 casein, 10 mM Na-citrate buffer pH 6.0 + 0.1 ve
koruyucu olarak %0.1 Proclin 150 icerir.

Numuneyi dilie etmek igin kullanilir.

Not: Diliient, numunenin varliginda rengi, szeytin
yesilinden, koyu mavimsi yesil renge déniistiirtir.
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. GEREKEN AMA SAGLANMAYAN MALZEMELER
Kalibre edilmis Mikropipetler (200 yL ve 10 uL) ve
tek kullanimlik plastik uglar.

2. EIA sinifi su (bidistile veya deiyonize, dezenfektanlar
olarak kullanilan oksitleyici kimyasallari
uzaklastirmak icin islenmis kdmdr).

3. 60 dakikallk veya daha ylksek olan zamanlayici
(laboratuar saati)

4. Kurutma kagidi.

5. +37°C'lik sicakhga erigebilen, kalibre
termostatli ELISA mikroplak inkiibator.

6. 450 nm (okuma) ve mimkinse 620-630 nm
(blanking) filtreli, kalibre edilmis ELISA mikrokuyucuk
okuyucu.

7. Kalibre edilmis ELISA mikroplak yikayicl.

8. Vorteks ya da benzeri karigtirma araglari.

= m

edilmis

F. UYARILAR VE ONLEMLER
1. Kit, laboratuardan sorumlu bir tip doktorunun
gOzetiminde, yalnizca nitelikli ve egitimli teknik

personel tarafindan kullaniimalidir.
Paketin icindeki prospektls, Grind kullanmadan
once dikkatlice okunmalidir.

2. Urtni kullanmadan 6nce, Giivenlik Bilgi Formunu
(SDS) dikkatlice okuyun.

3. Kit, kan birimlerinin ve kan bilesenlerinin taranmasi
icin kullanildiginda, bu tir analizleri gergeklestirmek
icin o alandaki ulusal otorite tarafindan
sertifikalandinimig, nitelikli bir laboratuarda (Saglhk
Bakanligi veya benzeri kurulus) kullaniimahdir.

4. Tahlili yapan tim personel, koruyucu laboratuvar
giysilerieri ve g6zlugu ile, pudrasiz eldiven kullanmak
zorundadir. Delici (igne) veya kesici (bicak veya
benzeri) aletler kullaniimamaldir. ilgili tim personel,
Atlanta, ABD Hastalik Kontrol Merkezi tarafindan
tavsiye edilen ve Ulusal Saghk Enstitisunin
yayininda  bildirilen  biyogivenlik  prosedurleri
konusunda egitilmelidir: “Biosafety in Microbiological
and Biomedical Laboratories”, ed. 1984.

5. Numuneler ile temas halindeki tim personel HBV ve
HAV icin guvenli ve etkili olan agsilarla, asilanmig
olmalidir.

6. Laboratuvar ortam, tupleri - mikro plaklari agarken ve
testi calisirken, toz veya havadan kaynaklanan
mikrobiyal ajanlar gibi kontaminantlari 6nleyecek
sekilde kontrol edilmelidir. Substrate Solution (TMB)'I
kuvvetli 1giktan koruyun ve testin yapildidi tezgahin
titremesini/sallanmasini 6nleyin.

7. Teslim aldiktan sonra kiti +2...8°C'de sicakhgdi kontrol
edilen bir buzdolabina veya soguk odaya koyun.

8. Lotlari farkh olan kit bilesenlerini birbirleriyle
kullanmayin. Ayni lotlu kit bilesenlerin birbirleri
arasinda kullaniimasi énerilir.

9. Reaktiflerin berrak olup olmadigini ve gorunar
partikil veya agregalar icerip-icermedigini kontrol

edin.  Degilse, laboratuvar amirinden  Kitin
degistiriimesi igin gerekli prosedurleri baslatmasini
isteyin.

10. Tek kullanimhk pipet ucu kullanarak ve her
numuneden sonra bunlari degistirerek serum /
plazma numuneleri arasinda ¢apraz kontaminasyonu
engelleyin.
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11. Tek kullanimlik pipet uglari kullanarak ve her birinin
kullanimi  arasinda degistirerek, kit reaktifleri
arasindaki kontaminasyonu engelleyin.

12. Kiti, ambalajinda ve sise etiketlerinde son kullanma
tarihinden sonra kullanmayin.

13. Tum numuneleri, potansiyel bulasici olarak ele alin.
TUm insan serum Ornekleri, Atlanta Enstitisd,
Atlanta, ABD tarafindan Saglik Enstitistinde
yayinlanan bildiride belirtilenlere uygun olarak,
Biyoguvenlik Seviyesi 2 olarak kullaniimahdir.
“Biosafety in Microbiological and Biomedical
Laboratories”, ed. 1984.

14. Sivi bilesenlerin hazirlanmasinda veya bilesenlerin
otomatik is istasyonlarina aktariimasinda c¢apraz
kontaminasyonu dnlemek igin, tek kullanimlik plastik
malzeme kullanilmasi dnerilir.

15. Kitin kullanimi sirasinda ¢ikan atiklar, kimyasal ve
biyolojik  laboratuvar atiklarina iliskin  ulusal
direktiflere ve kanunlara uygun olarak atilmalidir.
Ozellikle, yikama prosediiriinden, kontrol ve numune
kalintilarindan ¢ikan sivi atiklara, potansiyel olarak
enfektif materyal olarak muamele edilmeli ve
atmadan o©nce inaktive edilmelidir. 16-18 saat
boyunca % 10'luk r ev tipi gamasir suyu ile muamele
etmek ya da isI inaktivasyonu igin 121 ° C'de 20
dakika otoklaviama, Onerilen inaktivesyon
prosedurleridir.

16. Numunelerin ve islem esnasindaki sivilarin kazara
dokllmeler, kagit havlular ile adsorbe edilmelidir ve
ardindan g¢amasir suyu ile temizlenmelidir.
Temizlemede kullanilan tim malzemeler (kagit
havlular v.s.) kullanildiktan sonra laboratuar /
hastane atigina uygun kaplarda atiimaldir.

17. Stop solusyonu 0.3 M siilfirik asit icerir. Cilt ve goz
temasindan kaginin. Temas halinde, derhal bol su ile
yikayin.

18. Koruyucu olarak Sodyum azid iceren reaktif
solusyonlarini, yerel, eyalet ve ulusal yonetmeliklere
gore atin. Azid iceren reaktifleri atarken, bol miktarda
su kullanarak yikayin. Sodyum azid, kursun veya
bakir borular/tesisat ile uzun sire temas ettiginde,
patlayici bilesikler olusturabileceginden dikkatle atin.

19. Numunelerin  veya kit reaktiflerinin  ¢alisildigi
alanlarda sigara igmeyin, birsey yiyip-icmeyin veya
kozmetik kullanmayin.

20. Kitin kullanimi nedeniyle olusan diger atik maddeler
(6rnegin: numuneler ve kontroller igin kullanilan pipet
uclari, kullanilan mikro plaalar) potansiyel enfeksiy6z
olarak ele alinmali ve bu laboratuar atiklariyla ilgili
ulusal direktiflere ve kanunlara gére atilmahdir.

21. Agizinizla pipetleme yapmayiniz.

G. NUMUNE: HAZIRLIK VE ONERILER

1. Kan, venpunktir teknikleriyle aseptik kosullarda
alinmalidir.Numune (plazma veya serum), klinik
laboratuar analizlerinde kullaniimak Uzere standart
teknikler kullanilarak hazirlanmalidir. Numunenin
sitrat, EDTA ve heparin ile hazirlanmasinda
herhangi bir etki/sorun gézlenmemistir.

2. Numunelere koruyucu maddeler eklemeyin; dzellikle
de sodyum azid konjugatin enzimatik aktivitesini
etkileyerek yanhs negatif sonuglar ¢cikmasina neden

olur.
3. Sonuglarin yanlis yorumlanmasini 6nlemek igin,
numunelerin  kodlarla veya isimlerle agikga
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tanimlanmasi gerekir. Kit, kan  Unitelerinin
taranmasi igin kullanildiginda, barkod etiketleme ve
elektronik okuma dnerilir.

4. Hemolizli (kirmizi) ve goérindr sekilde hiperlipemik

("sutlimsa™) numuneler, yanlis sonuglar
Uretebilecedi icin atilmalhdir. Fibrin veya agir
partiktllerin ~ veya mikrobiyal filamentlerin ve

cisimlerin kalintilarini iceren numuneler de yanhs
sonugclara neden olabilecekleri igin atiimaldir.

5. Serum ve plazma, toplandiktan sonra bes gin
sureyle +2..8°C'de saklanabilr. Daha uzun
depolama streleri icin, numuneler birka¢c ay
boyunca -20°C'de dondurularak depolanabilir.
Dondurulmus olan numune, birden fazla kez
dondurulmamali / ¢odzilmemelidir; bu iglem, test
sonucunu etkileyebilecek partikller olusturabilir.

6. Partikil varsa numuneyi, 2.000 devirde 20 dakika
santrifijleyin  veya 0.2-0.8u filtre kullanarak
filtreleyin.

H. BILESENLERIN HAZIRLANMASI VE UYARILAR
Aclilmis bir kit Uzerinde yapilan bir arastirma, Uriiniin 1 kez
daha tekrar kullaniimasina kadar, 6 ay sireyle herhangi
bir aktivite kaybi olmadigini géstermistir.

1. Mikroplaklar:

Poseti agcmadan 6nce, mikroplagin oda sicakligina
ulasmasini saglayin (yaklasik 1 saat). Kurutucu
maddenin koyu yesil renge donismediginden emin olun;
bu Uretimde bir hata oldugunu gdsterir. Boyle bir
durumda, Adaltis musteri servisini arayin.

Kullanilmayan stripler, i¢inde kurutucusu olan aliminyum
posetinin igerisine koyulmali ve sikica kapatilarak
+2...8°C'de saklanmalidir. Poseti bir kez agtiktan (ilk
acilis) sonra kalan stripler, posetteki koruyucunun
gOstergesi saridan yesile donene kadar stabildir.

2. Negatif Kontrol:
Kullanima hazir. Kullanmadan 6nce, vorteks ile iyice
karigtirin.

3. Pozitif Kontrol:

Kullanima hazir. Kullanmadan o6nce, vorteks ile iyice
karistirin. Bu bilesen, potensiyel enfeksiydz olarak ele
alinmalidir.

4. Kalibrator

Liyofilize sisenin icerigini, etiketinde belsrtilien EIA
dereceli su miktari ile dikkatlice ¢6zin. Kullanmadan
Once, vorteks ile iyice karistirin.

Bu bilesen, potensiyel enfeksiyoz olarak ele alinmahdir.
Not: Kalibratér ¢éziindligiinde stabil degildir. -20 ° C'de
porsiyonlanmis halde saklayin.

5. 20x Konsantre Soliisyon (50 mL):

20x konsantre solUsyonun tim igerigi, 1000 mL'ye kadar
(hacim, etikette belirtiimektedirr) EIA dereceli su ile dilie
etmeli ve kullanmadan o6nce hafifce ters-yliz ederek
karistinimalidir. Sisede bazi tuz kristalleri olabilir, bu
yuzden sollisyonu hazirlarken tim igerigi c6zmeye 6zen
gosterin. Hazirlama esnasindaki kabarcik oliusumu,
yikama dongdlerinin  verimliligini  etkileyebileceginden
képlrmeden kaginin.

Not: Diliie edilmis wash solusyonu, +2...8°C’de 1 hafta
stabildir.
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6. Conjugate:
Kullanima hazir. Kullanmadan o6nce, vorteks ile iyice
karistirin.

4. Inkiibasyon siireleri +% 5!lik toleransa sahiptir.

v Kisa inkiibasyon Metodu (43 dakika ile 47
dakika arasinda birinci ve ikinci inklibasyon

Siviyl oksitleyici kimyasal maddeler, havadaki toz veya toleransi, 14 ile 16 dakika arasi Uglncu

mikroplarla olusabilecek kontaminasyon engellenmelidir. inkiibasyon toleransi).

Bu bilesenin transferinde sadece plastik, mimkinde v Standart inkiibasyon Metodu (57 dakika ila 63

steril tek kullanimlik kaplar kullaniimahdir. dakika arasinda 1. inkiibasyon toleransi , 29

ve 31 dakika arasindaki ikinci ve Uglncu
inktbasyon toleransi).

5. ELISA mikroplak okuyucusunda, 450nm'lik okuma
filtresi ve kor islemi icin ikinci bir filtre (620-630nm)
olmalidir. Standart performanslarin (a) bant genisligi <
10 nm olmalidir; (b) 0'dan = 2.0'a kadar absorbans
araligi; (c) dogrusallik 22.0; tekrarlanabilirlik =%
1olmalidir. Kor islemi (blaking), "TestProsediri"
boliminde tarif edildigi gibi yapilir. Okuyucunun optik
sistemi, dogru optik yogunlugun d&lgilmesini saglamak
icin dizenli olarak kalibre edilmelidir. Ureticisinin

8. Assay Diluent: talimatlarina gére muhafaza edilmelidir.

Kullanima hazir. Kullanmadan once, vorteks ile iyice | 6. ELISA otomatik ¢alisma cihazi kullanirken, tim kritik

7. Substrat TMB:

Kullanima hazir. Kullanmadan &énce, vorteks ile iyice
karigtirin.

Oksitleyici kimyasal maddeler igeren sivi, havadaki toz
veya mikroplarla olusabilecek  kontaminasyon
engellenmelidir. Gugli  aydinlatmaya,  oksitleyici
maddelere ve metalik ylzeylere maruz birakmayin. Bu
bilesenin transferinde sadece plastik, mimkiinde steril
tek kullanimhk kaplar kullaniimalidir.

karigtirin. adimlar  (bakim, inkiibasyon, yikama, okuma,

calkalama, veri isleme) Bélim O "i¢ Kalite" de yazili
9. Stop Solisyonu: olan degerlerle eslesecek sekilde dikkatlice
Kullanima hazir. Kullanmadan o6nce, vorteks ile iyice ayarlanmali, kalibre ve Kkontrol edilmeli ve duzenli
karistirin. olarak servise hizmeti alinmalidir. Test protokoll

Unitenin isletim sistemine ylklenmeli ve yikayici ve
okuyucu valide edilmelidir. Ayrica, cihazin sivi galisma
kismi (dagitim ve yikama) dogrulanmali ve dogru bir
sekilde ayarlanmaldir. Numunelerin dagitilmasi ve
yikanmasi i¢in kullanilan ignelerin tikakal/kirli olup
olmadigina 6zellikle dikkat edilmelidir. Hatal sonuclara
yol agan kuvvetli reaktif numunelerden dolayi, komsu
kuyucuklarda kontaminasyon olasiligini en aza
indirgemek i¢in kontrol edilmelidir. Kan taramalari igin

10. Sample Diluent:
Kullanima hazir. Kullanmadan oOnce, vorteks ile iyice
karistirin.

I. KITLE BIRLIKTE KULLANILAN ENSTRUMANLAR
VE ARACLAR

1. Mikropipetler, tahlilin gerektirdigi dogru hacmi
saglamak kalibre edilmelidir ve yanlglikla numune
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veya kitin bilesenleri ile temas edebilecek bu parcalar
duzenli olarak dekontamine (ev tipi alkol,
gamasirsuyu % 10, hastane sinifi dezenfektanlar ile)
edilmelidir. Ayrica,% 1'lik hassasiyet ve% £ 2'lik
dogrulukla c¢aligabiilmeleri igin  duzenli olarak
bakimlari  yapiimaldir.  Dokuntllerin ~ veya kit
bilesenlerinin kalintilarinin dekontaminasyon iglemi,
dizenli olarak yapilmahdir.

. ELISA inklbatoér cihazi + 37 ° C'ye (tolerans + 0.5 °
C) ayarlanmalidir ve dogru sicakhdin muhafaza
edildiginden emin olmak igin duzenli olarak kontrol
edilmelidir. ELISA testlerinin inkiibasyonu igin, cihazin
onaylanmis olmasi kosulu ile, kuru inkUbatoérler ve su
banyolari inkibasyon i¢in uygundur.

. ELISA yikayici, tahlilin genel performansi igin son
derece 6nemlidir: Yikayici onaylanmis ve dogru bir
sekilde optimize edilmis olmalidir. Genellikle 4-5
yikama donglsu (aspirasyon + 350 pL / kuyucuk
yikama solusyonu = 1 devir) tahlilin beklendigi gibi
yapildigindan emin olmak igin yeterlidir. Donguler
arasinda 20-30 saniyelik 1slatma suresi Onerilir.
Numaralarini dogru bir gsekilde ayarlamak igin,
kontrolleri / kalibrator ve negatif ve pozitif referans
numuneleri ile testin yapiimasini ve asagdidaki "internel
Kalite Kontroli" bdlimlerinde belirtilen degerlerin

eslesmesini  kontrol etmeniz dneririz. Dagitilan
hacimlerin  kalibrasyonu ve yikayicinin  bakimi
(ignelerin  dekontaminasyonu ve temizlenmesi)
imalatginin talimatlarina uygun olarak

gerceklestiriimelidir.
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ve test edilecek numune sayisi islem basina 20-30
Uniteyi astiginda, otomatik ELISA analizérlerinin
kullaniimasi tavsiye edilir.

. TAHLIL ONCESIi KONTROLLER VE iSLEMLER
. Kit kutusunun dis etiketi Uzerine basilan kitin son

kullanma tarihini kontrol edin. Kullanim siresi
bitmisse, kullanmayin.

. Sivi bilesenlerin ¢iplak gbzle gdérulebilir pargaciklar

veya agregalar tarafindan kontamine olmadigini
kontrol edin. Steril seffaf bir plastik pipetle kiguk bir
hacim aspire ederek Substrat Sollisyonunun renksiz
veya soluk mavi olup olmadigini kontrol edin. Nakliye
esnasinda kirilma olmadidindan ve kutunun iginde
sivi dokilmediginden emin olun. Mikroplak igeren
aliminyum posetin delinmediginden veya hasar
gormediginden emin olun.

. 20x konsantre Wash Buffer'in tim igerigini yukarida

aciklandigi gibi dilie edin.

. Kalibratdrt yukarida anlatildigi gibi ¢dzin.
. Diger tim bilesenlerin oda sicakhdina ulagsmasini

saglayin (yaklasik 1 saat boyunca) ve daha sonra
aciklandigi gibi karistirin.

. ELISA inkubatérint + 37°C'ye ayarlayin ve dreticinin

talimatlarina gore diliie edilen yikama sollisyonuyla
calkalayarak, ELISA vyikayiclyr hazirlayin. Dogru
yikama dongusu sayisini, Bolim 1.3'te bulabilirsiniz.

. Okumadan 6nce ELISA okuyucusunun en az 20

dakikadir agik oldugunu kontrol edin.
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8. Otomatik cihaz kullaniyorsaniz, cihazi agin, ayarlari
kontrol edin ve dogru test protokollni
kullandiginizdan emin olun.

9. Mikropipetlerin gerekli hacme ayarlandigini kontrol
edin.

10.Diger tim ekipmanin hazir ve kullanima hazir olup
olmadigini kontrol edin.

11.Sorun olmasi durumunda, testi devam ettirmeyin ve
amirinize danisin.

M. TEST PROSEDURU

Test, test edilen tim numuneler igin ayni inklibasyon
suresinin  ayni  olduguna dikkat ederek, asagida
belirtilenlere gore gerceklestiriimelidir.

Test Prosediri, iki kez inkibasyon prosediriyle de
yaplilabilir. Ayarlamaniz gereken bir tanesini segin:

1. Standard Inkubasyon (1. inkiibasyon 60 dk, 2. ve
3.inkiibasyon 30 dk)

2. Kisa Inkubasyon (1. ve 2. inkiibasyon 45 dk, 3.
inkiibasyon 15 dk)

1. Standard inkiibasyon- Manual tahlil:

1. Mikrokuyucuk tasiyicisina, gereken sayida
mikrokuyucuk yerlestirin. 1. Kuyucugu kor icin bos
birakin.

2. Ucg kuyucuga 200 pL Negative Control, iki kuyucuga
200 pL Calibrator ve bir kuyucuga 200 uL Positive
Control pipetleyin. Kontrol ve Kalibratérleri kullanima
hazirdir, diliie etmeyin !

3. Tum numune kuyucuklarina 200 yL Sample Diluent
pipetleyinyin; uygun ve tanimlanmig kuyucuklara 10
ML numune pipetleyin. Numunenin dilientle
tamamen karigmasini saglamak igin plagr yavasca
karistirin; ancak kuyucuklar arasinda herhangi bir
gecis ya da sigcrama olmasina izin vermeyin.

Important note: Check that the colour of the Sample
Diluent, upon addition of the sample, changes from light
green to dark bluish green, monitoring that the sample
has been really added.

4. Tum kalibrator, kontrol ve numune kuyucuklarina 50
ML Assay Diluen pipetleyin. Numune kuyucuklarinin
renginin koyu maviye dénustuguni kontrol edin.

5. Mikroplagi 60 dk, +37°C’de inkibe edin.

Onemli not: Stripler, saglanan yapigkan sizdirmayan
folyo ile sikica kapatiimaldir(sadece testi manuel
yaplyorsaniz). Otomatik EIISA cihazi kullaniyorsaniz,
stripleri kapatmayin.

6. Mikroplagi otomatik yikayiciyla, Bolim [.3'te
belirtildigi gibi, 350 yL / kuyucuk olacak sekilde diltie
wash buffer koyup ve aspirasyon yaparak yikayin.

7. Tum kuyucuklara (kér kuycugu olan 1. Kuyucuk haric)
100 puL Enzyme Conjugate pipetleyin. Tim
kuyucuklara (A1 hari¢) kirmizi enkli bilesenin
pipetlenmis oldugunu kontrol edin.

Onemli not: Kuyucugun plastik i¢ ylizeyine, Enzyme
Konjugat/i pipet ucu ile dokunmamaya 6zen gésterin.
Kontaminasyon olugabilir.

8. Mikroplagdi 30 dk, +37°C’de inklbe edin.
9. Kuyucuklari Bolim 1.3 te anlatildigi gibi yikayin.
10. Kor de dahil olmak Gzere tim kuyucuklara, 100 pL
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Substrate TMB karisimi pipetleyin. Sonra, mikroplagi
oda sicakhginda (+18...24°C), 30 dk inklbe edin.

Onemli not: Giglii dogrudan aydinlatmaya maruz
birakmayin. Yiiksek arka plan olugabilir.

11. Enzimatik reaksiyonu durdurmak i¢cin adim 10'daki ile
ayni pipetleme dizenini kullanarak tim kuyucuklara
100 pL Stop Solution pipetleyin. Stop solusyonunun
eklenmesi ile pozitif kontrol ve pozitif numuneler
maviden sariya doner.

12. 450 nm (okuma) ve mumkinse 620-630 nm'de (arka
plani c¢ikarma), bolim [.5'te agiklandii gibi,
sollisyonun renk yogunlugunu ol¢in (A1 kor).

Onemli notlar:

1. lkinci filtre mevcut dedilse, 450nm'de okumadan
once, mikrokuyucugun alt kisminda parmak izi
olmadigindan emin olun. Parmak izi, okumada yanlg
pozitif sonuclar dogurabilir.

2. Okuma iglemi, Stop soliisyonunun eklenmesinden
hemen sonra, en fazla 20 dakika sonra yapilmalidir.
Yiizeyde kendiliginden olusan oksidasyon, daha
yliksek bir dara absorbansina neden olabilir.

3. Inkiibasyon sirasinda 350 = 150 rpm'de sallanmanin,

tahlilin  hassasiyetini  yaklasik% 20  arttirdigi
kanitlanmistir.

2. Kisa inkiibasyon- Manual tahlil:

1. Mikrokuyucuk tasiyicisina, gereken sayida

mikrokuyucuk vyerlestirin. 1. Kuyucugu kor igin bos
birakin.

2. Ug kuyucuga 200 pL Negative Control, iki kuyucuga
200 pL Calibrator ve bir kuyucuga 200 uL Positive
Control pipetleyin. Kontrol ve Kalibratdrleri kullanima
hazirdir, dillie etmeyin !

3. TUum numune kuyucuklarina 200 yL Sample Diluent
pipetleyinyin; uygun ve tanimlanmis kuyucuklara 10
KL numune pipetleyin. Numunenin dilientletamamen
karismasini saglamak icin plagi yavasga karistirin;
ancak kuyucuklar arasinda herhangi bir gegis ya da
sigrama olmasina izin vermeyin.

Onemli not: Numunenin eklenmesiyle Sample Diluentinin
renginin, acik yesilden koyu mavimsi yegil renge dénlisiip-
déniismedigini  kontrol edin, numune gergekten
eklendiyse bu déniigtim olur.

4. Tum kalibratér, kontrol ve numune kuyucuklarina 50
uL Assay Diluen pipetleyin. Numune kuyucuklarinin
renginin koyu maviye dénustuguni kontrol edin.

5. Mikroplagi 45 dk, +37°C’de inkibe edin.

Onemli not: Stripler, saglanan yapigkan sizdirmayan
folyo ile sikica kapatiimalidir(sadece testi manuel

yaplyorsaniz). Otomatik ELISA cihazi
kullaniyorsaniz, stripleri kapatmayin.
6. Mikroplagi otomatik yikayiciyla , Boélim 1.3'te

belirtildigi gibi, 350 pL / kuyucuk olacak sekilde diltie
wash buffer koyup ve aspirasyon yaparak yikayin.

7. Tum kuyucuklara (kor kuycugu olan 1. Kuyucuk
haric)
100 pL Enzyme Conjugate
kuyucuklara (A1 hari¢) kirmizi
pipetlenmis oldugunu kontrol edin.

pipetleyin.  Tim
enkli bilesenin
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Onemli not: Kuyucugun plastik i¢ yiizeyine, Enzyme
Konjugatl pipet ucu ile dokunmamaya 6zen gdsterin.
Kontaminasyon olugabilir.

8. Mikroplagi 45 dk, +37°C’de inkibe edin.

9. Kuyucuklari Bélim 1.3 te anlatildigi gibi yikayin.

10. Kor de dahil olmak tzere tim kuyucuklara, 100 pL
Substrate TMB karisimi pipetleyin. Sonra, mikroplagi
oda sicakhginda (+18...24°C), 15 dk inkiibe edin.

Onemli not: Giiglii, dogrudan aydinlatmaya maruz
birakmayin. Yiiksek arka plan olusabilir.

11. Enzimatik reaksiyonu durdurmak icin adim 10'daki ile
ayni pipetleme dizenini kullanarak tim kuyucuklara
100 L Stop Solution pipetleyin. Stop sollisyonunun
eklenmesi ile pozitif kontrol ve pozitif numuneler
maviden sariya doner.

12. 450 nm (okuma) ve mimkinse 620-630 nm'de (arka
plani ¢ikarma), boélim [.5'te agiklandidi gibi,
soliisyonun renk yogunlugunu o6lgin (A1 kor).

Onemli notlar:

1. kinci filtre mevcut dedilse, 450nm'de okumadan
6nce, mikrokuyucugun alt kisminda parmak izi
olmadigindan emin olun. Parmak izi, okumada yanlis
pozitif sonuglar dogurabilir.

2. Okuma iglemi, Stop soliisyonunun eklenmesinden
hemen sonra, en fazla 20 dakika sonra yapiimalidir.
Yiizeyde kendiliginden olusan oksidasyon, daha
yliksek bir dara absorbansina neden olabilir.

3. Inkiibasyon sirasinda 350 + 150 rpm'de sallanmanin,

Asagidaki tabloda 6rnek dagitma sekli gésterilmistir (her
iki inktibasyon siresi proseduri icin de gecerlidir):

Mikroplak
1 |2 |3 |4|5|6 |7 |8 ]9 |10|11|12
A |BLK|S2
B |[NC |S3
C INC |s4
D [NC |S5
E |CAL|S6
F |CAL|S7
G |[PC |S8
H |S1 |S9

Aciklama: BLK = Kér NC = Negatif Kontrol
CAL = Kalibratér PC = Pozitif Kontrol S = Numune

O. INTERNAL KALITE KONTROL

Kitin OD450 / 620nm degerlerinin beklenen ve asagidaki
tablodaki gibi oldugunui dogrulamak igin, kontroller ve
kalibre Gizerinden bir kontrol gerceklestirilir.

Kontrol edin Gerekllikler

Kor Kuyucugu | < 0.100 OD 450/620nm

Negatif Kontrol [ < 0.050 ortalama OD450/620nm (kor

(NC) okumasindan sonra)
Kalibrator S/Co >1.1

Pozitif Kontrol | >1.000 OD450/620nm
(PC)

Testin sonuglar yukarida belirtilen gerekli-
liklerle uyumluysa, bir sonraki bolime gegin.
Aksi takdirde, devam etmeyin ve asagidaki kontrolleri

yapin:

Sorunlar Kontrol

Kor Kuyucugu 1. Substrate Solisyonunun, analiz
>0.100 sirasinda kontamine olup olmadigini;
OD450nm

Negatif Kontrol | 1. ylkama prosedirinin ve yikayici
(NC) ayarlarinin 6n yeterlik ¢alismasinda
> 0.050 dogrulanmis oldugunu;

OD450nm (kor 2. uygun yilkama solisyonunun
okumasindan kullanildigini ve yikayicida

kullaniimadan 6nce prime isleminin
yapilmis oldugunu;

3. tahlil prosediriinde herhangi bir hata
yapilmadigini (negatif kontrol yerine
pozitif kontrolin koyulmasi);

4. negatif kontrolde ya da kontrolin

sonra)

tahlilin  hassasiyetini  yaklagik% 20  arttirdigi
kanitlanmistir.
N. TAHLIL SEMASI
islem islem
Yontem (Standard (Kisa
Inkiibasyon) Inkiibasyon)
Kontroller &
Kalibrator 200 pL 200 pL
Sample Diluent & | 200 pL diluent.+ 200 pL diluent.+
Numune 10 pl numune 10 pl numune
Assay Diluent 50 pL 50 pL
1. inkibasyon 60 dk (= 3) 45 dk (+ 2)
Sicaklik +37°C +37°C
Yikama Adimi 4-5 dongu 4-5 dongu
Enzyme Conjugate | 100 pL 100 pL
2. inkubasyon 30dk (x1) 45 dk (£ 2)
Sicaklik +37°C +37°C
Yikama Adimi 4-5 dongu 4-5 dongu
Substrate TMB 100 pL 100 pL
3. inkibasyon 30dk (x1) 15dk (1)
Oda sicakligi Oda sicakligi
Stcaklik (18...24"0)9J (18...24°C)g
Stop Solution 100 pL 100 pL
Okuma OD 450/620nm 450/620nm
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koyulmus  oldugu kuyucuklarda,
pozitif numunelerin  veya enzim
konjugatin dokulmesi/sagiimasi
nedeniyle, kontaminasyon olusup-
olusmadigini;

mikropipetlerin, pozitif numunelerle
veya enzim konjugat ile kontamine
olmadigini;

yikayici ignelerinin bloke olmadigini
veya kismen tikanmadigini.
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Kalibrator 1.
S/Co<1.1 2.

ya da 450/630nm’de < 0.800 OD

kalibrator  eklenmesi  esnasinda,

herhangi bir hata olmadigini (negatif
kontrol yerine kalibratériin
koyulmasi);

3. ylkama prosedurinin ve yikayicl
ayarlarinin 6n yeterlik calismasinda
dogrulanmis oldugunu;

4. kalibratbrde herhangi  bir

kontaminasyon olmadigini;

ya da 450/630nm’de < 0.800 OD

harici

Pozitif Kontrol 1.

(PC) 2. kontrol eklenmesi esnasinda,
<1.000 OD450nm herhangi bir hata olmadigini (pozitif
kontrol yerine negatif kontrolin
koyulmasi); bu durumda, negatif
kontrol,> 0.150'ik bir OD450nm

degerine de sahip olacaktir.

3. ylkama prosedurinin ve yikayicl
ayarlarinin 6n yeterlik calismasinda
dogrulanmis oldugunu;

4. pozitif kontrolde herhangi bir harici

kontaminasyon olmadigini;

Yukaridaki sorunlardan herhangi biri gergeklesmisse,
sorun hakkinda daha fazla islem igin amirinize danigin.

P. SONUCLAR
Test sonuglari, asagidaki formil ile belirlenen bir
cut-off deg@eri ile hesaplanir:

Cut-Off (Co) = NC ortalama + 0.350

Test icin bulunan degerler, sonuglarin sonraki paragrafta
anlatildigi sekilde yorumlanmasi igin kullanilir.

Q. SONUCLARIN YORUMLANMASI
Test sonuglar, asagidaki tabloya gbére numune
0OD450nm ve cut-off (veya S/Co) orani olarak yorumlanir:

S/Co
<0.9
09-11
>1.1

Yorum
Negatif
Supheli
Pozitif

Negatif bir sonug, hastaya HCV'nin bulagsmamis
oldugunu veya kan Unitesinin transfiize edilebilecegini
gOsterir. Supheli sonug veren hasta, 1-2 hafta sonra
tekrardan alinan bir numune ile tekrar test edilmeli ve
degerlendirilmelidir. Kan, transflizyon igin
kullanilmamalidir.

Pozitif sonug, HCV enfeksiyonunun goéstergesidir ve bu
nedenle hasta buna goére tedavi edilmelidir veya kan
Unitesi atiimalidir.

Onemli notlar:

1. Sonuglarin yorumlanmasi, karar verme hatalari ve
yanlis yorumlama riskini azaltmak igin laboratuar
amirinin gozetiminde yapiimalidir.

2. Viral hepatit teshisi konmadan énce, pozitif ¢ikan
sonu¢ IgG ve IgM antikorlarini (onay testi) tespit
edebilen alternatif bir ydntemle teyit edilmelidir.

3. Bu tahlil, drinin Performans Degerlendirmesinde
kanitlandigi  lizere, anti HCV c¢ekirdek antikor
serokonversiyonu, bazi diger ticari kitlerden daha
erken tespit edebilmektedir. Bu yiizden, diger ticari
kitlerle dogrulanmayan pozitif bir sonug, yanhs pozitif

Adaltis Srl
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sonug olarak ekarte edilmemelidir! Numune, yine de
bir dogrulama testine tabi tutulmalidir.

4. Tabhlil IgM antikorlarini da tespit edebildiginden, anti
HCYV antikorlarinin tespiti i¢in diger ticari trtinler ile -
enzim izleyici formilasyonunda anti higM konjugati
olmayan ve dolayisiyla IgM reaktivitesi eksik olan -
bazi farkli sonuclar dogabilir. HCV antikorlari igin
numunenin gercek pozitifligii, daha sonra HCV
enfeksiyonunun teshisi icin énemli olan, IgM
reaktivitesini inceleyerek dogrulanmalidir.

5. Test sonuglari laboratuardan baska bir departmana
iletildiginde, hatali veri aktarimini 6nlemek igin dikkat
edilmelidir.

6. Viral hepatit enfeksiyonu tanisi alindiktan sonra,
uzman bir tip doktoru tarafindan hastaya iletimelidir.

Hesaplama 6rnegi asagdida gosterilmistir:

Asagdidaki veriler, kullanici tarafindan elde edilen gercek
rdegerler yerine kullaniimamalidir:

Negative Control (Negatif Kontrol): 0.019 — 0.020 — 0.021
OD450nm

Ortalama deger: 0.020 OD450nm’de 0.050'den diisiik -
Kabul edilir

Positive Control (Pozitif Kontrol): 2.189 OD450nm’de
1.000°De yiiksek — Kabul edilir

Cut-Off = 0.020+0.350 = 0.370

Calibrator: 0.550 - 0.530 OD450nm Ortalama deder:
0.540 OD450nm S/Co = 1.4 S/Co , 1.1den yliksek —
Kabul edilir

Numune 1: 0.070 OD450nm
Numune 2: 1.690 OD450nm

Numune 1 S/Co < 0.9 = negatif
Numune 2 S/Co > 1.1 = pozitif

R.PERFORMANSLAR

Performanslarin ~ Degerlendiriimesi, Ortak  Teknik
Sartnamelerde veya CTS'de (98/79 / EC IV.Derg. Mad.
5'in 3. Bolumunde) belirtilenlere ve her iki inkiibasyon
prosediriyle (standart ve kisa) uyumlu olarak
gerceklestirilmigtir.

1. TESPIT SINIRI

Testin saptama limiti, anti-HCV igin ingiliz Calisma
Standardi, NIBSC kodu 06 / 188-006 ile, kisa inkiibasyon
tahlili kullanilarak hesaplanmistir. Asagidaki tabloda,
negatif plazma dilie edildiginde ve incelendiginde bu

standardin  ortalama OD450nm  degerleri  rapor
edilmektedir.
Dilisyon Lot#1 | Lot#2 | Lot#3
Faktor S/Co S/Co S/Co
1X 3,50 4,00 4,30
2 X 2,10 2,60 2,60
4 X 1,3 1,40 1,30
Negatit | 55 | 920 | 020
Plasma

Ayrica, Boston Biomedica Inc., ABD tarafindan saglanan
Accurun 1 - serisinden 3000 kodlu numune, asagidaki
sonuglari gdsterenler ile birlikte degerlendirildi:
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Accurun 1 | Lot#1l | Lot#2 | Lot#3
serisi
Faktor S/Co S/Co S/Co
1X 2,90 3,04 3,40

2. TANISAL OZGUNLUK VE HASSASIYET
Uriniin Performans Degerlendirmesi, toplam 5000'den
fazla numune ile yuritilen bir arastirmada gergeklestirildi

2.1 Tanisal 6zgiinliik

Spesifik analit yoklugunda negatif puanlama, tahlilinin
olasihgl olarak tanmimlanir. ilk sefer bagista bulunan
donérler de dahil olmak Uzere, toplam 5000'den fazla
rastgele donér incelendi.

Tanisal 6zgunlik, ABD FDA onayl
degerlendirildi.

5043 kan donéru test edildi ve% 99.5 6zginlik alindi.
Hastanede yatan 210 hasta, HCV Ab icin test edildi; %
99.5'lik tanisal 6zgUnlik bulundu. Bundan baska,
potansiyel olarak etkilesim yapan 162 numune (diger
bulasici hastaliklar, E.coli antikoru pozitif, viral olmayan
hepatik hastalardan etkilenen hastalar, diyaliz hastalari,
gebe kadinlar, hemolize, lipemik vb.) test edilerek tanisal
Ozgunluk degerlendirildi. % 100 6zgunlik alindi.

Numune hazirlama ydnteminden 6tara yaniltici reaktivite
g6zlemlenmemistir. Farkli standart hazirlama
teknikleriyle (sitrat, EDTA ve heparin) hazirlanan plazma
ve serum numuneleri, 6zgunliga belirlemek igin
kullaniimigtir. Dondurulmus numuneler de, toplamave
depolama kosullari nedeniyle olusan etkilesimleri kontrol
etmek icin test edilmistir. Herhangi bir etkilesim
g6zlenmemistir.

bir kit UGzerine

2.2 Tanisal Hassasiyet

Spesifik analit varliginda pozitif puanlama, tahlilinin
olasiligi olarak tanimlanir. Tanisal hassasiyet, toplam
348 numunede harici olarak degerlendirildi; tanisal
hassasiyet % 100 bulunmustur. Dahili olarak 50'den fazla
baska pozitif numune test edildi ve yine% 100'lik bir
tanisal hassasiyet degeri saglandi. Farkli genotiplerin
HCV tarafindan gercgeklestirilen enfeksiyonlarindan
kaynaklanan pozitif numuneler de test edildi.

Ayrica, Boston Biomedica Inc., ABD'den (PHV) ve
Zeptometrix, USA'dan temin edilelen serokonversiyon
panellerinde de (HCV) incelenmisgtir.

Sonuglar, bazilari igin asagidaki gibidir:

Panel N° numuneler |Adaltis ‘|Ortho™ “

PHV 901 11
PHV 904
PHV 905
PHV 906
PHV 907
PHV 908
PHV 909
PHV 910
PHV 911
PHV 912
PHV 913
PHV 914
PHV 915
PHV 916

o|po|hwlo|a|w|F|~N]|~|ol~
MwlgNv ik |wwnBlw|~Njw|n|o
wl|o|u|N|k|w|lw|do|N|~NA Ao
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PHV 917 10 6 6
PHV 918 8 2 0
PHV 919 7 3 3
PHV 920 10 6 6
HCV 10039 5 2 0
HCV 6212 9 6 7
HCV 10165 9 5 4
Not:
1. Pozitif nuune tespit edildi
2. HCV v.3.0

Son olarak, Uriin, Etablissement Francais Du Sang
(EFS), Fransa tarafindan saglanan, asagidaki sonuglar
ile birlikte EFS Ac HCV, lot no. 06.140817 panelinde test
edilmigtir:

EFS Panel Ac HCV

numMuUne Lot#1 |Lot#2| Lot#3 Orta[ama

S/Co |S/Co | S/Co | deger
HCv 1] 053 ]052] 0,55 | Negatif
HCV2 | 3,28 | 591 | 3,04 | Pozitif
HCV 3| 2,17 | 3,18 | 2,56 | Pozitif
HCV 4 | 2,26 | 2,23 | 2,35 | Pozitif
HCV5 | 6,10 | 7,06 | 6,90 | Pozitif
HCVv6 | 1,66 | 1,77 | 1,67 | Pozitif

3. KESINLIK

Bes numunede hesaplanan, bir negatif ve dort pozitif, her
biri alti ayri ¢alismada 4 tekrarda incelenmistir. Her iki
protokol icin de elde edilen kesinlik, esdegerdir.
Sonuglar, asagidaki gibidir:

Lot-ici sonuclar: EIAgen HCV Ab (v.4) Kit —

1. Lot (kisa inkiibasyon tahlili)

Kesinlik - %CV
Numune | >0 Calism | Cahsmala | Topjam
Ortalama aici r arasi
Negatif 0.03 6.66 10.56 12.48
1.20 8.52 8.49 12.03
Pozitif 1.51 7.69 12.22 14.44
3.57 7.43 11.82 13.97
11.87 3.42 9.32 9.92
Lot-ici sonuclar: EIAgen HCV Ab (v.4) Kit —
1. Lot (uzun inkiibasyon tahlili)
Kesinlik - %CV
Numune |  >/€0 Cahsm Galismala | Topjam
Ortalama aici r arasi
Negatif 0.04 4.67 12.34 13.19
1.47 9.62 11.40 14.92
Pozitif 1.82 8.92 12.77 15.58
4.31 4.59 12.88 13.67
13.78 2.42 8.96 9.26
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Lotlar arasi sonuclar: EIAgen HCV Ab (v.4) Kit —
1., 2. and 3. Lot (kisa inklibasyon tahlili)

Kesinlik - %CV
Numune Lot1l Lot 2 Lot 3
Negatif 8,65 8,29 6,13
Kalibrator 4,98 4,44 5,38
Pozitif 4,11 3,11 1,37

-Yalnis konjugat diliisyonu
-inktibasyon siiresi ¢cok uzun,

Cok fazla inklibasyon sicakligi gok
reaksiyon (cok yuksek
yiksek OD) -wash buffer'da kullanilan su kalitesi

yetersiz (dusuk dereceli
deiyonizasyon)

-yetersiz yikama (konjugatlar
diizglin giderilmemis)

Yukaridaki tablolarda gdsterilen degiskenlik, numunelerin
yanls siniflandirmasinin sonucu degildir.

S. SORUN GIDERME ONERILERI

Test prosediriine, spesifikasyonlara ve dizgin
pipetleme islemlerine bagh kalinmasi, ayrica reaktiflerin
dogru bir sekilde kullaniimasi, asagidaki hatalari
Onlemeye yardimci olabilir:

HATA OLASI NEDENLER / ONERILER
- reaktiflerin yanhs dagitim hacmi
(6neri: Pipet tarafindan verilen hacim
ile tahlilin gerektirdigi hacim arasindaki
uyumu kontrol edin; pipetleri yeniden
kalibre edin.)
OD, QC'de -yanlis sicaklik veya yanhs
belirtilen inklibasyon siresi (6neri: inkubator
OD'den ¢ok bakimin yapin, inklibasyon
farkh (% 50 baslangicina dikkat edin)
OoD) -yikama veya fotometre okumasinda

hata (6neri: ilgili cihazlarin
calismasini veya ayarlarini kontrol
edin)

-Substrate Solutions ya da Conjugaten
kontaminasyonu (6neri: Sadece tek
kullanimlik ve temiz plastik
malzemeler kullanin)

-numunelerin veya reaktiflerin dagitim
hacimleri sabit degil. (6neri: pipetlerin
hassasiyetini ve pipet ile dagitilan
hacim ile tahlilin gerektirdigi hacim
arasindaki uyumu kontrol edin;
pipetleri tekrar kalibre edin)

-yikama veya okumada hata (6neri: ilgili
cihazlarin galismasini veya ayarlarini
kontrol edin)

-Substrate kontaminasyonu (6neri:
Sadece tek kullanimlik ve temiz
plastik malzemeler kullanin)

-reaktiflerin degradasyonu ya da
kontaminasyonu (6neri: Reaktifler
icin uygun pipet uglari, tek
kullanimlik ve temiz plastik
malzemeler, ve ylksek kalitede
distile ya da es degeri su
kullanin)

-baz reaktifler pipetlenmemis

- Conjugate ya da Substrate
Solutions’da agir

Tekrarlanabilirligi
disik olan
sonuglar

substrat
soliisyonunun
eklenmesinden

sonra, kontaminasyon
hicbir -tahlil prosedurinin
kolorimetrik uygulamasinda hata (Ornegin,

reaksiyon yok reaktiflerin yanlis bir sirada veya

yanlis siseden kazara
pipetlenmesi vb.)

Cok dustk -inkiibasyon siiresi cok kisa,
reaksiyon (¢ok inkibasyon sicakligi ¢cok
disuk OD) dusuk
-Yalnis konjugat diliisyonu
Adaltis Srl

-pipetlerin, pipet uglarinin ya da

aciklanamayan kaplarin kontaminasyonu

aykiriliklar -degdisken ve yetersiz yikama
(konjugatlar duzgiin
-kullanim 6ncesi Oda Sicakhgi %CV
calisma igi gok icin reaktifler ve/veya striplere 6n
yiksek%CV Isitma yapilmamis

- plak yikayici, dogru yikama
yapmiyor (6neri: yilkama kafasini
temizleyin)

-inklbasyon kosullari sabit
degil (zaman, sicaklik)

-Kontrol ve numuneler ayni
zamanda dagitiimamis (ayni
araliklarla) (pipetleme sirasini
kontrol edin)

calismalar arasi
cok yiksek%CV

-kisi ile ilgili varyasyonlar
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T. OTOMASYON

Bu Kullanim Talimatinda anlatilan prosedirler, sadece
manuel test icindir. Otomatik cihazlari kullanirken, cihazin
Ureticisi tarafindan saglanan kullanim kilavuzunda
bulunan talimatlar izleyin. Laboratuarlar, bu Urinin
otomatik sistemler ile uyumlulugunu kanitlamak igin,
onayli gecerlilik prosedirlerine uymalidir.

U. SINIRLAMALAR

Tekrarlanabilir yanhis pozitif sonuglar, RIBA veya benzeri
dogrulama teknikleri ile teyit edilmedi, normal
poptilasyonun% 0.1'inden az olarak degerlendirildi.
Cozundukten sonra fibrin parcaciklari veya agregalar
iceren dondurulmus numunelerin bazi yanhs sonuglar
verdigi goraimustar.
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MicroELISA & Blood Bank Assays Menu

Adaltis offers a wide and competitive range of CE-IVD
marked microplate assays based on colourimetric detection.
Our ElAgen microELISA kits provide you reliable assays for
your daily laboratory routine, either for screening or a more
advanced sample classification.

ElAgen microELISA assay features:
Large menu of assays/kits
Excellent performance for an affordable price
Long stability

ElAgen assays in combination with our completely automated
microplate analysers; Personal LAB 2-microplate analyser
and NEXgen 7-plate analyser, are providing you a reliable and
easy to operate system for your daily test routine. All validated
application protocols are pre-loaded on the instruments for
your immediate operation, and eliminate programming errors.

Adaltis’ microELISA assays are CE-IVD marked and produced
under ISO 9001 and ISO 13485 certification.

Excellent
perforrmance
for accurate
diagnosis
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ElIAgen

MicroElisa assays

The ElAgen line is a complete range of microplate assays
able to satisfy the requirements of the most demanding
laboratories.

= The excellent quality of Adaltis products, outstanding
performance and ease of use, make the EIAgen assays the
best solution for every laboratory.

= The kits use our TMB-substrate ‘Blue Star’, this world
renowned component is ready to use and has long stability
and shelf life.

= Almost all assays include reagents that are ready to use
and have a shelf life of at least 12-15 months.

Our wide offer of assays includes the following lines:

= Respiratory SARS CoV-2

= Retrovirus

= ToRCH
= Hepatitis
= Syphilis

=  Hormones

MicroELISA assays for Blood Banks

Adaltis offers to blood banks a range of high performance microELISA assays to increase
the safety of blood products:

= HIV = Syphilis
= HCV = HTLV /Il
= HBsAg = Cytomegalovirus

Adaltis is a pioneer in the blood screening solutions with its complete line of serological
tests that are available to blood and plasma screening laboratories.

Our broad range of microELISA assays in combination with our new Personal Lab
2 microplates processor and NEXgen 5+2 microplates processor, is continuously providing
you a state of the art system, fully automated and high-throughput for your returning work
routine. With a maximum loading capacity of almost 620 primary sample tubes for routine
analysis against a variety of tests, you will meet superior flexibility without compromising
the quality of test results.

Adaltis’ combined solution of both serology tests and analysers provide blood and plasma
screening centres with high sensitivity and specificity on automated platforms designed
for efficiency and reliability.

ElAgen Detect HIV Combo Kit
480 tests

| Aparrs
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The EIAgen microELISA Test Menu

I RETROVIRUS

HIV and HTLV are both retroviruses and can be passed through blood and sexual contact, but
they are only very remotely related, and HTLV does not cause AIDS and does not have the same
devastating effects on a person’s immune system that HIV does have.

ElAgen Detect HIV Combo Kit
192 tests

Product Code Description : " Package Product Code Description Package
HIV o7 | HTLY
081311C ElAgen Detect HIV Combo ' 96 tests 081321 ElAgen HTLV I-Il Ab 96 tests
081312C ElAgen Detect HIV Combo 192 tests 081322 ElAgen HTLV I-Il Ab 192 tests
081315C ElAgen Detect HIV Combo 480 tests 081325 ElAgen HTLV I-Il Ab 480 tests
The ElAgen Detect HIV Combo Kit is a new screening Three different package sizes, 18-months The ElIAgen HTLV I-Il Ab Kit assay is a solid phase enzyme
assay for the simultaneous detection of HIV-1 antibodies,  of shelf life and 2-months of stability after immunoassay utilising a mixture of antigens for the in vitro diagnostic
HIV-2 antibodies and HIV-p24 antigen, in human first opening, guarantee the maximum screening in human serum or plasma of antibodies to Human T-cell
serum or plasma. This 4th generation assay combines fiexipility to the laboratory in terms of Lymphotropic Virus type I1&ll or HTLV I&ll antibodies. The kit may be
the HIV--antigen and the HIV-antibody detection, 401 management. used for the screening of blood units of HTLV I&ll-infected patients.
resulting in an earlier detection of an HIV-infection.
The ElAgen Detect HIV Combo Kit is a 4th The ElAgen Detect HIV Compo Kit is the Threg d|fferent. packagg sizes, 18 months of shelf life and 6 months
generation assay, developed and evaluated in state of the art assay providing superior stability after first opening.
compliance with the new Common Technical  Performances: = Diagnostic Sensitivity 100%
Specifications  2009/886/EC  (CTS) as required v Diagnostic Sensitivity 100% = Diagnostic Specificity >99.8%
by the article 5 of the IVD Directive 98/79/EC: v Diagnostic Specificity > 99,7% = Samples: Serum or Plasma (EDTA, Heparin, Citrate)

v Detection limit for p24-antigen:

Monoclonal antibodies against HIV p24-antigen 1 1U/ml, based on the WHO 1st
Antigens HIV-1 gp41 and HIV-2 gp36 International Ref. (Code 90/636)
¥ Recombinant antigens and synthetic peptides v Samples: Serum or Plasma

(EDTA, Heparin, Citrate)

ElAgen HTLV I-Il Ab
Kit

WWW.ADALTIS.NET




HORMONES

Adaltis offer a complete range of ELISA kits for the quantitative detection
of Hormones: Thyroid for use on human serum and plasma.

Thyroid

Product Code Description Package

L14019B ElAgen Total T3 96 tests

L 14020 ElAgen Total T4 96 tests

L14025K ElAgen U-TSH 96 tests

LI4025KF1 ElAgen TSH 96 tests
N

ElAgen Total T4 Kit
96 tests

ElAgen Cytomegalovirus IgM
96 tests

ADALTIS’ ToRCH line (Toxoplasmosis, Rubella, Cytomegalovirus, Herpes simplex) is a complete ToRCH
panel available worldwide in classic microELISA sandwich method for the detection of IgG antibodies
and in ELISA “capture” method for the IgM-class antibodies, intended to be used on human serum and
plasma.

Product Code Description Package
091000 ElAgen Toxoplasma IgG 96 tests
091001 ElAgen Toxoplasma IgM 96 tests
091002 ElAgen Rubella IgG 96 tests
091003 ElAgen Rubella IgM 96 tests
091004 ElAgen Cytomegalovirus IgG 96 tests
091005 ElAgen Cytomegalovirus IgM 96 tests
091007 ElAgen Herpes Simplex Virus IgG 96 tests
091008 ElAgen Herpes Simplex Virus IgM 96 tests

* Alternative packaging formats can be supplied upon request.

ElAgen Cytomegalovirus IgG or IgM Ab kit assay although donor blood is not routinely tested for CMV
for certain recipients such as neonates or immunocompromised patients this test may be advisable.
The prevalence of CMV antibody can be as high as 80%.

* Alternative packaging formats can be supplied upon request.

| Aoaimis
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The EIAgen microELISA Test Menu

SYPHILIS

ADALTIS Syphilis line of Elisa kit for screening of blood
donors and pregnant women.

Product Code Description Package
081141 ElAgen Syphilis Ab 96 tests
081142 ElAgen Syphilis Ab 192 tests
081145 ElAgen Syphilis Ab 480 tests

The ElAgen Syphilis Ab Kit assay is a third generation solid
phase enzyme immunoassay for the qualitative detection of
antibodies against Treponema pallidum (TP), the causative
agent of Syphilis, in human sera or plasma.

Three different package sizes, 18 months of shelf life and
2 months stability after first opening.

= Diagnostic Sensitivity 100%
= Diagnostic Specificity >99.5%
= Samples: Serum or Plasma (EDTA, Heparin, Citrate)

Elagan Syphilis Ab Kit

ElAgen Syphilis Ab Kit
192 tests

WWW.ADALTIS.NET

HEPATITIS

Adaltis offers a complete panel for hepatitis diagnostic tests.

They are used to prevent infection through screening of donor
serum and plasma, to establish the clinical diagnosis and make
better decisions regarding medical management of the patient.

Product Code Description Package

070998 ElAgen Anti-HAV 96 tests
070999 ElAgen Anti-HAV IgM 96 tests
071011 ElAgen HBsAg 96 tests
071012 EIAgen HBsAg 192 tests
071115 ElAgen HBsAg 480 tests

ElAgen HBsAg Kit is an enzyme-linked immunosorbent assay
(ELISA) for qualitative detection of HBsAg in human serum or
plasma (EDTA, sodium citrate or heparin). It is intended for
screening of blood donors and for diagnosing of patients related
to infection with hepatitis B virus.

Three different package sizes, 15 months of shelf life and one
month stability after first opening.

= Diagnostic Sensitivity 100%
= Diagnostic Specificity 299.78%

= Samples: Serum or Plasma (EDTA, Heparin, Citrate)

The 4th generation Enzyme ImmunoAssay (ELISA) for the
determination of antibodies to Hepatitis C Virus in human
plasma and sera. The kit may be used for the screening
of blood units of HCV-infected patients.

Three different package sizes, 15 months of shelf life and
is stable after first opening until the humidity indicator
turns from yellow to green.

= Diagnostic Sensitivity 100%

= Diagnostic Specificity >99.5%

= Samples: Serum or Plasma (EDTA, Heparin, Citrate)

Product Code Description Package

071067 ElAgen HCV Ab (v.4) 96 tests
071064 ElAgen HCV Ab (v.4) 192 tests
071068 ElAgen HCV Ab (v.4) 480 tests
071054 ElAgen HEV IgG 96 tests
071050 ElIAgen HEV IgM 96 tests

* Alternative packaging formats can be supplied upon request.

ElAgen HCV Ab (v.4) Kit
192 tests
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SARS-CoV-2 ANTIBODY ASSAY KITS RESPIRATORY

The ElAgen line is completed with SARS-CoV-2 fast and reliable microplate

MICrOEL|SA T@Stlﬂg SO'UtIOﬂS assays, as a response to COVID-19 Emergency.

The ElAgen line is completed with SARS-CoV-2 fast and reliable microplate assays, as a Qualitative detection of IgM, IgG, IgA, antibodies to SARS-CoV-2 in human

response to COVID-19 Emergency. serum or plasma with the “Capture” system. It is intended for evaluating the
immune response of patients suspected to be infected by SARS-CoV-2, for

Qualitative detection of IgM, IgG, IgA, antibodies to SARS-CoV-2 in human serum or plasma seroepidemiologic studies and as an aid in the diagnosis of Coronavirus disease

with the “Capture” system. It is intended for evaluating the immune response of patients 2019 (COVID-19).

suspected to be infected by SARS-CoV-2, for seroepidemiologic studies and as an aid in the

diagnosis of Coronavirus disease 2019 (COVID-19). Sieelue Cogle Description Package

COVID-19

i: 0y =
.'ffj ) EIASARSCoV2-IgA  ElAgen SARS-CoV-2 IgA Kit 96 tests
' 081139 ElAgen U-SARS-CoV-2 IgM Kit 96 tests
081138 ElAgen U-SARS-CoV-2 IgG Kit 96 tests

ElAgen U-SARS-CoV-2 IgG Kit

ElAgen U-SARS-CoV-2 IgM Kit 96 tests

96 tests

| Abars
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The EIAgen microELISA Test Menu

SARS-CoV-2 IgM Kit

Enzyme Linked Immunosorbent Assay (ELISA) for the detection of IgM antibodies to
SARS-CoV-2 in human serum or plasma with the “capture” system.

This new developed product of the EIAgen line is used for evaluating the immune
response of patients suspected to be infected by SARS-CoV-2, for seroepidemiologic
studies and as an aid in the diagnosis of Coronavirus disease 2019 (COVID-19).

The serological test will be used for the monitoring of the immunological response upon
vaccination and to validate the “New Digital Immune Passport” to let immune protected
population travel and circulate without any risk to contract or transmit the SARS COV-2
disease.

This assay is based on the principle of “IgM capture” where IgM class antibodies in the
sample are first captured by the solid phase coated with anti-higM antibody.

The capture assay is a highly specific procedure to avoid false positive results, which are
present with indirect assays, caused by Rheumatoid Factor and other interfering factors
and the presence of IgG in the sample.

After washing out all the other components of the sample and in particular IgG antibodies,
the specific IgM captured on the solid phase are detected by the addition of a recombinant
SARS-CoV-2 antigen labeled with peroxidase (HRP).

After incubation, micro-wells are washed to remove unbound conjugate and then the
substrate is added.

In the presence of bound conjugate the colorless substrate is hydrolyzed to a colored
end-product, whose optical density may be detected and is proportional to the amount
of IgM antibodies to SARS-CoV-2 present in the sample.

SARS-CoV-2 IgG Kit

Enzyme Linked Immunosorbent Assay (ELISA) for the quantitative detection of IgG
antibodies to SARS-CoV-2 in human serum or plasma.

This new developed product of the ElAgen line is used for evaluating the immune
response of patients suspected to be infected by SARS-CoV-2, for seroepidemiologic
studies and as an aid in the diagnosis of Coronavirus disease 2019 (COVID-19).

Positive results can help to qualify people to donate blood that can be used to manufacture
convalescent plasma for those who are seriously ill from COVID-19.

The serological test will be used for the monitoring of the immunological response upon
vaccination and to validate the “New Digital Immune Passport” to let immune protected
population travel and circulate without any risk to contract or transmit the SARS COV-2
disease.

Microplates are coated with a mixture of highly specific recombinant SARS-CoV-2
antigens selected to obtain the best performances in term of sensitivity and specificity.
The solid phase is first incubated with the diluted sample and IgG to SARS-CoV-2 are
captured, if present, by the SARS-CoV-2 antigens.

After washing out all the other components of the sample, in the 2nd incubation bound
anti SARS-CoV-2 IgG are detected by the addition of polyclonal specific anti higG
antibodies, labelled with peroxidase (HRP).

The enzyme captured on the solid phase, acting on the substrate/chromogen mixture,
generates an optical signal that is proportional to the amount of anti SARS-CoV-2 IgG
antibodies present in the sample.

A Standard Curve, calibrated against the NIBSC (National Institute for Biological
Standards and Control) serum code 20/136 “First WHO International Standard Anti-
SARS-CoV-2 Immunoglobulin (Human)”  (Version 2.0, Dated 17/12/2020), makes
possible a quantitative determination of the IgG antibody in the patient.

WWW.ADALTIS.NET



l PRODUCTION SERVICES HYBRIDOMAS (CELL LINES) and MONOCLONAL ANTIBODY PRODUCTION

Adaltis provide special services for selected customers. = VD development and prototyping:
Among them: From the R&D phase into pilot and full-scale production.
= Monoclonal antibodies purification methods: = Antibody/Protein / Peptide Conjugation « Solid phases coating:
IgG purn‘papon by HPLC /FPLC (including opt.|m|§at|'on) with: - Coating of microplates for ELISA applications.
and by affinity chromatography. - FITC (fluoroisotiocianate). - Magnetic particle preparation.
- Biotin.
= Polyclonal antibodies purification methods: - HRP and Alkaline Phosphatase = Reagents production: from preparation of solutions, to filling, capping and labelling.
- Ammonium sulphate precipitation. - Keyhole - Limpet - Hemocyanin (KLH).
- Protein A / G affinity purification. - BSA and HSA. = Packaging expertise:

From (small) batch to finally labelled product/kits.

l BLUE STAR - The TMB Solution
For more information

WWW.ADALTIS.NET

TMB (3,3",5,5-Tetramethylbenzidine) is a chromogen that yields a blue
colour when oxidized, typically as a result of oxygen radicals produced by
the hydrolysis of hydrogen peroxide by HRP.

For kinetic or non-stopped ELISA assays, the TMB chromogen has
maximal absorbance at 370 nm and 650 nm. The colour then changes " Customer Care Center: Sales and Marketing Office
to yellow with the addition of sulphuric or phosphoric acid with maximum L, e-mail: info@adaltis.net e-mail: sales@adaltis.net

absorbance at 450 nm. Wi

Hy
b ficat N F Technical Assistance: Order handling and Logistics
roduct Specification b e-mail: service@adaltis.net e-mail: order@adaltis.net
Ready for use
Stability : 25 months.

Storage: +2-8°C protected from light. Do not freeze.

pH3.5-3.7 Legal Registered Office Adaltis S.r.l. Headquarter
Blank < 0.050 OD Via Durini, 27 Production and

ank <. 20122 Milano, Italy Development Plant
Product code
LSBLUEB Tel: + 39 0774 5791 Via Luigi Einaudi 7

Product Size Guidonia di Montecelio

Fax. + 39 0774 353085 00012 Rome, ltaly
10 litres ‘ Sufficient for about 1000 microplates
20 litres ‘ Sufficient for about 2000 microplates
50 litres ‘ Sufficient for about 5000 microplates

For more details, please contact our Customer Care Centre via info@adaltis.net

ADALTIS is certified in compliance with ISO9001 and ISO 13485.
Our products are CE-IVD.

© ElAgen 10.2022 V5.5 Ref. ADV/006/1022/EN
ADALTIS S.r.I. All rights reserved. All trademarks are property of their respective owners. Specifications are subject to change without prior notice.




: Atlas Medical

Declaration Ref No: DC22-0065

CE Declaration of Conformity
According to Annex Il of the IVD Directive 98/79/EC

We,

Atlas Medical GmbH
Head office: Ludwig-Erhard-Ring 3
Blankenfelde-Mahlow, Germany.

Tel: +49 - 33708 — 3550 30
Email: info@atlas-medical.com

Manufacturing Site: Sahab Free Zone Area, P. O. Box 204, Amman 11512, Jordan.
Tel.: +962 6 4026468
Fax: +962 6 4022588
Email: info@atlas-medical.com

Declare our responsibility that the following product:

See Attached list

e Comply with all essential requirements (Annexl) of the IVD Directive 98/79/EC. This
compliance has been properly documented and covers the items listed in Annex | of the IVD
Directive.

e This product is produced under Atlas quality system (1SO013485:2016) issued by GMED:
Certificate N°.: 36655 rev 1
Expiry Date: October 8 1h.2023

e  Comply with the essential requirements of following standards (EN 18113-1, -2,-4:2011,

EN ISO 15223:2016 , EN ISO 23640:2015, EN 1SO 14971:2019, I1SO 2859/1:1999,
EN ISO 13612:2002, EN I1SO 13641:2002,

And
Intended for In-Vitro Professional use only.

Manufacturer

Atlas Medical
Ludwig-Erhard-Ring 3
Blankenfelde-Mahlow , Germany.

Atlas Issue date Date of review Management approval MRXDO10E.10
Medical May.2022 N / 08.02.2011
= \f
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CE Declaration of Conformity

According to Annex Il of the IVD Directive 98/79/EC

Item code Product Description
8.00.01.0.0100 Atlas CRP Latex Kit with Buffer (100 Tests)
8.00.05.0.0100 Atlas RF Latex kit with Buffer(100 Tests)

8.00.11.0.0050

Atlas SLE Latex kit (50 Tests)

8.00.11.0.0100

Atlas SLE Latex kit (100 Tests)

8.00.12.0.0100

Atlas Staphylococcus Latex Kit (100 Tests)

8.00.17.0.0050

Atlas D-Dimer Latex Kit (50 Tests)

8.00.19.3.0100

Atlas TPHA Kit (100 Tests)

8.00.19.3.0200

Atlas TPHA Kit (200 Tests)

8.00.20.3.2500

Atlas VDRL Kit, 5m|+55ml buffer

8.04.38.0.0020

Atlas Fecal Occult Blood Test (FOB) Test Cassette , 20
Tests/Box

8.04.85.0.0050

Atlas Fecal Occult Blood Test (FOB) Test Strip, 50 Tests/Box

8.04.109.0.0020

Atlas Procalcitonin test (PCT), 20 Tests/Box

8.16.78.0.0025

Atlas Calprotectin Test Cassette , 25 Tests/Box

8.04.45.0.0001

Atlas Troponin | Test Cassette, Bulk

8.04.45.0.0020

Atlas Troponin | Test Cassette , 20 Tests/Box.

8.04.45.0.0030

Atlas Troponin | Test Cassette , 30 Tests/Box.

8.04.46.0.0001

Atlas Myoglobin Test Cassette, Bulk

8.04.46.0.0020

Atlas Myoglobin Test Cassette , 20 Tests/Box.

8.04.46.0.0030

Atlas Myoglobin Test Cassette , 30 Tests/Box.

8.04.47.0.0001

Atlas CK-MB Test Cassette , Bulk.

8.04.47.0.0020

Atlas CK-MB Test Cassette , 20 Tests/Box.

8.04.47.0.0030

Atlas CK-MB Test Cassette , 30 Tests/Box.

8.04.48.0.0001

Atlas Cardiac Triple Tests Cassette (Troponin |, CK-MB,
Myoglobin), Bulk.

8.04.48.0.0020

Atlas Cardiac Triple Tests Cassette (Troponin I, CK-MB,
Myoglobin), 20 Tests/Box.

8.04.48.0.0030

Atlas Cardiac Triple Tests Cassette (Troponin |, CK-MB,
Myoglobin), 30 Tests/Box.

8.14.19.1.0096

Helicobacter pylori Antigen ELISA, 96 Tests.

8.51.00.0.0096

25-0OH VITAMIN D Elisa Kit, 96 Tests.

8.57.00.0.0096

Vitamin B12 Elisa Kit, 96 Tests




Atlas Medical

Declaration Ref No: DC21-0249

CE Declaration of Conform ity

Date: 15.10.2021

Name and address of Manufacturer

Atlas Medical GmbH

Ludwig-Erhard-Ring 3, 15827 Blankenefelde-M ahlow

Germany .
Tel: +49(0)33708355030
Email: info@atlas-medical.com

Atlas Medical GmbH declared our his own responsibility that the following IVD medical devices:

Page 1 of 2

Product Code | Product Name ‘ GMDN code
8.17.003.0300 | Atlas Periodic Acid Schiff (PAS) Stain Kit, 3x100m| 43587
8.17.004.0300 Atlas Iron Stain Kit, 3x100m| 43587
8.17.009.1000 Atlas Gram Stain Kit 43733
8.17.010.0750 | Atlas ZN (Kinyoun) stain pack , 3x250m| 43587
8.15.144.0250 | Atlas ZN Decolouriser, 250 ml /Bottle 43587
8.17.015.0500 Atlas Diff-3 Stain. 43587
8.17.016.1000 | Atlas Papanicolau Stain Pack. 43587
8.17.110.0250 | Atlas Papanicolau Stain EA35, 250 m| /Bottle. 43587
8.17.111.0250 | Atlas Papanicolau Stain EA36, 250 m| /Bottle 43587
8.17.112.0250 | Atlas Papanicolau Stain EA65, 250 m| /Bottle. 43587
8.17.114.0250 | Atlas Papanicolau Stain EA50, 250 ml /Bottle. 43587 -
8.17.115.0250 | Atlas Papanicolau Stain OGS, 250 ml /Bottle. 43587
8.17.014.1000 Atlas Reticulocytes stain (Methylene Blue), 1000 m| 43587
/Bottle
8.15.037.0250 | Atlas Eosin Y (1%) Stain, 250 ml/Bottle 43587
8.15.038.0250 Atlas Eosin Y (5%) Stain, 250 ml/Bottle. 43587
8.15.041.0250 | Atlas Field Stain (Solution A), 250mi/Bottle 43587
8.15.042.0250 Atlas Field Stain (Solution B), 250ml/Bottle 43587
8.15.043.0750 | Atlas Field Stain Kit 3x250m| (250m| Fixing Reagent , 43587
250ml Eosin Reagent, 250m| Methylene Blue Reagent). .
8.15.047.0250 | Atlas Giemsa Stain, 250 ml/Bottle. 43587
8.15.059.0250 Atlas Haematoxylin Harris Stain , 250 ml/Bottle 43587
8.15.069.0250 | Atlas Leishman Stain , 250 ml/Bottle. 43587
8.15.069.1000 | Atlas Leishman Stain , 1000 ml/Bottle. 43587
8.15.074.0250 | Atlas Lugol's lodine, 250 ml/Bottle, 43587
8.15.078.0250 | Atlas May Grunwald Stain, 250 ml/Bottle. 43587
8.15.105.0250 Atlas New Methylene Blue for Reticulocytes, 250 43587
ml/Bottle.
8.15.143.0250 | Atlas Wright's Stain, 250 ml/Bottle. 43587
 8.15.146.0100 | Atlas Immersion oil, 100 Bottle/Box 43587
MRXDO10F.11

11.08.2021




Atlas Medical

Declaration Ref No: DC21-0249

Meets the essential requirments of In Vitro

EN ISO 13485 :2016, EN

Date: 15.10.2021

Diagnostic Medical Devices Directive S8/79/EC Annex |
And
18113-1, -2,:2011, EN ISO 15223:2016

EN ISO 14971:2019, EN ISO 23640:2015, ISO 2859/1:1999,
ENISO 13612:2002, EN 1SO 13641:2002 , EN ISO 62366-1+A1:2020.

IVD Categorization Directive 98/79, Other IVDs (Non-annex Il, non-self-
test).

Conformity Assesment Route Directive 98/79/EC, Annex III.

Name , Address and Identification N/A

__humber of notified body

Date of issuance:

15. October.2021

Place Atlas Medical GmbH
Signed by: AmaniAl-Habahbeh . -~
Position :
[ Regulatory Affairs Manager 2
muor*
Aflas }g‘j’ nard R“;% anlow
LudW \ an\(enﬁe\de ,355030
46827 B 0 33708 -
Tel. (
MRXDO10F,11
Page 2 of 2 11.08.2021




"TAﬂq; Medical

Declaration Ref No: DC21.0193

CE Declaration of Conformity

We,
Atlas Medical GmbH

Head office: Ludwig-Erhard-Ring 3
15827 Blankenefelde-Mahlow Germany

Tel: +49(0)33708355030

Email: info@atlas-medical.com

Amman 11512, Jordan
Tel.: +962 6 4026468
Fax: +962 6 4022588

Email: info@atlas-medical.com

Declare our responsibility that the following product:

Middle East Site: Sahab Industrial Zone Area, King Abdullah Il Industrial City

| Product Code Product Name Class GMDN code
| 8.00.18.0.0005 | RPR Carbon Antigen Reagent, 5 ml/vial General-IVD 32450

8.00.18.2.1000 | RPR Carbon Antigen 1000ml/bottle General-IVD 32450

8.00.18.0.0050 | RPR Carbon Antigen Kit, 50 Tests General-IvVD 32450

8.00.18.1.0050 RPR Carbon Antigen Kit, 50 Tests, White Glass | General-IVD 32450
Slide.

8.00.18.2.0500 RPR Carbon Antigen Kit, 500 Tests (2ml latex, General-IVD 32450
2x0.5 ml control) Without card.

8.00.18.3.0500 RPR Carbon Antigen Kit, 500 Tests (10ml latex, | General-IVD 32450
2x0.5 ml control) Without card, stirring sticks.

8.00.18.0.0100 | RPR Carbon Antigen Kit, 100 Tests (2ml latex, | General-IVD 32450
2x0.5 ml control)

8.00.18.2.0100 | RPR Carbon Antigen Kit, 100 Tests (2ml latex, General-IVD 32450
2x0.5 ml control +White Glass slide stirring
sticks)

8.00.18.0.0025 | RPR Carbon Antigen Kit, 25 Tests (0.5ml latex, | General-IVD 32450
2x0.5 ml control)

8.00.18.0.0150 | RPR Carbon Antigen Kit, 150 Tests General-lVD 32450

8.00.18.0.0200 RPR Carbon Antigen Kit, 200 Tests General-lVD 32450

8.00.18.0.0250 | RPR Carbon Antigen Kit, 250 Tests _General-ivD ‘3%?\50

= |y ko l: =
T Aflas e

First issue date

o e . Proauts
Atlas Date of review Marle_se"aﬁm_r?ﬁp'ff“" . -MRXDO10F.10
Medical |  september.2021 06.09.2021 z'.w“% ta.gk201t
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< Atlas Medical

Declaration Ref No: DC21-0193

8.00.18.0.0500 | RPR Carbon Antigen Kit,500 Tests General-IVD 32450
8.00.18.0.1000 | RPR Carbon Antigen Kit, 1000 Tests General-IVD 32450
78.00.18.4.0500 | RPR Carbon Antigen Kit,500 Tests (3x3.4ml General-IVD 32450
reagent,2x1 controls)
8.00.18.5.0500 | RPR Carbon Antigen Kit, 500 Tests, (3x3.4ml General-IVD 32450
reagent,2x1 controls)
8.00.18.8.0500 | RPR Carbon Antigen 500 Test (10ml reagent) | General-IVD 32450
without Control's.
8.00.18.9.0050 | RPR Carbon Antigen Kit, (5x10ml| General-IVD 32450
Reagent,2x2ml Control) , white glass Slide,
Stirring Stick.
8.33.04.0.0001 | RPR Positive control General-IVD 32450
8.33.04.1.0001 | RPR Positive control ,Bulk General-IVD 32450
8.33.04.0.0100 | RPR Positive control(100ml/vial) General-IVD 32450
8.33.04.0.0500 | RPR Positive control(500ml/bottle) General-IVD 32450
8.33.08.0.0001 RPR Negative control General-IVD 32450

Is produced under Atlas quality system (15013485: 2016) supported by GMED certificate:

Certificate N°.: 36655 rev 1
Expiry Date: October 8 ".2023
and complies with the essential requirements of

In Vitro Diagnostic Medical Devices Directive 98/79/EC Annex |
And

EN ISO 18113-1, -2 :2011, EN 1SO 15223:2016
EN ISO 14971:2019, EN ISO 23640 :2015 , ISO 2859 :2017,
EN 13612:2002, EN 13641:2002 , EN 13975:2003, ISO 13485:2016

And
Intended for In-Vitro Professional use only.
This Declaration includes the batches produced beyond this day according to the product Lot Log.

Manufacturer

Atlas Medical GmbH
Ludwig-Erhard-Ring 3

15827 Blankenefelde-Mahlow Germany.

First issue date Date of review

Atlas
Medical

Management approval

September.2021 06.09.2021

MRXDO10F.10
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Date: 05/Jan/2023

STATEMENT

We, Atlas Medical having a registered office at Ludwig-Erhard-Ring 3, 15827 Blankenfelde-Mahlow,
Berlin, Germany assign SRL Sanmedico having a registered office at A. Corobceanu Street 7A, apt.9,
Chisinau MD-2012, Moldova, as authorized representative in correspondence with the conditions of
directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.
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General Manager
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Atlas Medical: Ludwig-Erhard-Ring 3, 15827 Blankenfelde-Mahlow, Berlin, Germany,
Tel:+4933708355030

Regulatory Office: William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom
Tel: +44 (0) 1223 858 910

Middle East Site: P.O Box 204, King Abdullah Il Industrial Estate, Amman, 11512, Jordan
Tel: +962 6 4026468
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GMED certifie que le systeme de management de la qualité développé par

GMED certifies that the quality management system developed by

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3
15827 Blankenfelde-Mahlow GERMANY

pour les activités
for the activities

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro .

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices.

réalisées sur le(s) site(s) de
performed on the location(s) of

Voir addendum

See addendum

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485: 2016

Début de validité / Effective date October 9th, 2023 (included)
Valable jusqu'au / Expiry date : October 8th, 2026 (included)
Etabli le /Issued on: October 9th, 2023
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Ce certificat couvre les activités et les sites suivants :
This certificate covers the following activities and sites:

French version :

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro a usage professionnel
et/ ou d’autodiagnostic, dans les domaines du groupage sanguin, de la microbiologie, de la biochimie, de la toxicologie,
de I’oncologie, de la cardiologie, de 1'histologie, de I’endocrinologie et des maladies infectieuses, dans les techniques
d’Agglutination/ ELISA/ Tests rapides/ Colorimétrie/ Disques antibiotiques.

English version:
Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices for professional use and/or for self-

testing, in the field of Immunohematology, Microbiology, Biochemistry, Toxicology, Oncology, Cardiology, Histology,
Endocrinology Biosensors and Infectious diseases, in techniques of Agglutination/ ELISA/ Rapid tests/ Colorimetry/Antibiotic
disks.

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3
15827 Blankenfelde-Mahlow
GERMANY

French version:

Siége social, responsable de la mise sur le marché

English version:

Headquarter, legal manufacturer
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Sahab Industrial Zone Area
King Abdullah Il Industrial City
Amman 11512
JORDAN

French version:

Conception, fabrication et contréle final

English version:

Design, manufacture and final control
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2 sites / 2 sites
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On behalf of the President
Béatrice LYS
Technical Director
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Atlas Medical

GRAM STAIN PACK

For in -vitro diagnostic and professional use only

30C
,E‘CJY Store at Room Temperature

INTENDED USE
Gram Stain used for differentiate between gram positive and gram-
negative bacteria.

INTRODUCTION

Gram staining is used to differentiate bacterial species into two large
groups (Gram-positive and Gram-negative) based on the physical
properties of their cell walls.

PRINCIPLE

Gram-positive bacteria have a thick mesh-like cell wall made of
peptidoglycan (50-90% of cell wall), which stains Blue while gram-
negative bacteria have a thinner layer (10% of cell wall), which stains
pink. Gram-negative bacteria also have an additional outer membrane
which contains lipids, and is separated from the cell wall by the
periplasmic space. There are four basic steps of the Gram stain, which
include applying a primary stain (crystal violet) to a heat-fixed smear
of a bacterial culture, followed by the addition of a trapping agent
(Gram's iodine), rapid decolorization with alcohol or acetone, and
counterstaining with safranin or basic fuchsin.

Crystal violet (CV) dissociates in aqueous solutions into CV* and
chloride (Cl -) ions. These ions penetrate through the cell wall and cell
membrane of both gram-positive and gram-negative cells. The CV*ion
interacts with negatively charged components of bacterial cells and
stains the cells Blue.

lodine (I ~ or I3 7) interacts with CV* and forms large complexes of
crystal violet and iodine (CV—I) within the inner and outer layers of the
cell. lodine is often referred to as a mordant, but is a trapping agent
that prevents the removal of the CV-I complex and therefore color
from the cell.

When a decolorizer such as alcohol or acetone is added, it interacts
with the lipids of the cell membrane. A gram-negative cell will lose its
outer membrane and the lipopolysaccharide layer is left exposed. The

CV—-I complexes are washed from the gram-negative cell along with
the outer membrane. In contrast, a gram-positive cell becomes
dehydrated from an ethanol treatment. The large CV-I complexes
become trapped within the gram-positive cell due to the multilayered
nature of its peptidoglycan. The decolorization step is critical and
must be timed correctly; the crystal violet stain will be removed from
both gram-positive and negative cells if the decolorizing agent is left
on too long (a matter of seconds).

After decolorization, the gram-positive cell remains Blue. and the
gram-negative cell loses its Blue. color. Counterstain, which is usually
positively charged safranin or basic fuchsin, is applied last to give
decolorized gram-negative bacteria a pink or red color.

MATERIALS
MATERIALS PROVIDED
e  C(Crystal Violet.
e  Gram lodine.
. Gram Decolouriser.
. Counterstain — Safranin O.

Note: This package insert is also used for individually packed
reagent.

Storage and stability
e  Store at room temperature.
e Stain Solution is stable up to the printed expiry date.
e  Keep the bottles tightly closed to prevent air oxidation.

Precautions

e The reagent may cause eye, skin and respiratory tract
irritation; so protective clothing should be worn when
handling this reagent.

e The reagent is intended for in vitro diagnostic use only.

e Do not use this reagent if the label is not available or
damaged.

e Test materials and samples should be discarded properly in
biohazards container.

e This reagent is considered toxic, so do not drink or eat
beside it.

e Wash hands and test table top with water and soap once
the testing is done.

PROCEDURE
1. immerse the heat fixed smears with Crystal Violet and allow
to stain for up to 1 minute.

2. Wash with tap water.

3. Flood the smear with Gram lodine for 2 minutes.

4. Wash with tap water.

5. Decolorize the smear for few second only.

6. Wash thoroughly with tap water.

7. Counterstain with Safranin O for up to 2 minutes.

8. Wash and allow to dry.

9. Examine under microscope using oil immersion objective
RESULTS

e Gram positive organisms (Blue).
e Gram negative organisms (Red).
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RPR SYPHILIS CARD TEST

8.00.18.3.1000
For In-Vitro diagnostic and professional use only

8
o A Store at 2 to 8 °C

INTRODUCTION

Syphilis is a disease caused by infection with the spirochete
Treponema pallidum. The infection is systemic and the
disease is characterized by periods of latency. These features,
together with the fact that T pallidum cannot be isolated in
culture, mean that serologic techniques play a major role in
the diagnosis and follow-up of treatment for syphilis.

Syphilis is categorized by an early primary infection in which
patients may have non-specific symptoms, and potentially,
genital lesions. Patients tested by serology during the primary
phase may be negative for antibodies, especially if testing is
performed during the first 1 to 2 weeks after symptom onset.
As the disease progresses into the secondary phase,
antibodies to T pallidum reach peak titers, and may persist
indefinitely regardless of the disease state or prior therapy.
Therefore, detection of antibodies to nontreponemal
antigens, such as cardiolipin (a lipoidal antigen released by
host cells damaged by T pallidum) may help to differentiate
between active and past syphilis infection. Nontreponemal
antibodies are detected by the rapid plasma reagin (RPR)
assay, which is typically positive during current infection and
negative following treatment or during late/latent forms of
syphilis.

PRINCIPLE

RPR utilises carbon particles coated with cardiolipin antigen
to detect reagin antibodies present in serum or plasma of
syphilitic persons.

Specimens that contain reagin cause aggregation of the
carbon particles which appear as dark clumps against a white
background. The aggregation can be read macroscopically.
Non-reactive samples typically appear as a smooth non-
aggregated pattern which may form buttons in the centre of
the test area.

MATERIALS

MATERIALS PROVIDED

e RPR carbon antigen reagent: 2vialx10ml (1000 test)
Contains less than 0.1% sodium azide.

e Positive Control : 1vialx2ml

e Negative control: 1vialx2ml

* RPR test cards (Optional).

e Plastic sticks. (Optional).

e Package insert.

NOTE: This package insert is also used for individually
packed reagent.

MATERIALS NEEDED BUT NOT PROVIDED
e Rotator (100rpm).

e Timer.
e Pipettes.
SAMPLES

Fresh serum or plasma. The samples with presence of fibrin
should be centrifuged before testing. Do not use highly
hemolized or lipemic samples.

PRECAUTIONS

e For professional in vitro diagnostic use only. Do not use
after expiration date.

e Do not eat, drink or smoke in the area where the
specimens or kits are handled.

e Always use a fresh pipette tip for every test.

e Handle all negative and positive in the manner as patient
specimens .

e Wear protective clothing such as laboratory coats,
disposable gloves and eye protection when specimens are
assayed.

e The used test should be discarded according to local
regulations.

e Components of different human origin have been tested
and found to be negative for the presence of antibodies
anti- HIV 142 and anti-HCV, as well as for HBsAg.
However, the controls should be handled cautiously as
potentially infectious.

STORAGE AND STABILITY
All components of the kit are stable until the expiration date
on the label when stored tightly closed at 2-8°C.

PROCEDURES

QUALITATIVE PROCEDURE

e Mix well the RPR reagent before use.

1. Bring the reagents and samples to room temperature.

2. Dispense 50 pL of each sample into a separate circle on
the card. Use a separate tip for each sample.

3. Dispense 1 drop of each of positive and negative
controls into two additional circles.

4. Gently shake the dispensing vial and slightly press to
remove air bubbles from the needle and the drop
obtained is correct.

5. Dispense 1 drop (17.5 pl) of RPR antigen to each circle
next to the sample to be tested.

6. Place the card on a mechanical rotator and rotate at 100
r.p.m. for 8 minutes.

7. Observe macroscopically for agglutination within a
minute after removing the card from the rotator.

SEMI-QUANTITATIVE PROCEDURE

e  Mix well the RPR reagent before use.
Make doubling dilutions from Undiluted to 1:16
normal saline.

2. Place 50 pl of each dilution in to a separate circle on
the test card.

3. Spread each dilution evenly over the testcircle.

4. Continue as from Qualitative procedure .
The titer of the sample is expressed as the final
dilution which shows aggregation of the carbon
particles.

PERFORMANCE CHARACTERISTICS
1. Sensitivity: 100%.
2. Specificity: 100%.

INTERPRETATION OF TEST RESULTS
1. Strong Reactive: Large clumps of carbon particles with a
clear background.

2. Reactive: Large clumps of carbon particles somewhat
more disperse than Strong Reactive pattern.

3. Weak Reactive: Small clumps of carbon particles with
light grey background.



4. Trace Reactive: Slight clumping of carbon particles
typically seen as a button of aggregates in the centre of
the test circle or dispersed around the edge of the test
circle.

5. Non-Reactive: Typically a smooth grey pattern or a
button of non-aggregated carbon particles in the centre
of the test circle.

REFERENCES
e Falcone V.H., Stout G.W. and Moore M.B. Jr., PHR 79:
491-495, 1964.
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Atlas Medical

TPHA TEST KIT

For the detection of antibodies to T.pallidum in
human Serum using micro haemagglutination.

For In-Vitro diagnostic and professional use only
8°C
2 _/i Store at 2°to 8°C

INTENDED USE

TPHA test kit is designed for the detection of antibodies to Treponema
pallidum (1gG and IgM antibodies) in human serum or plasma based on
the principle of passive haemagglutination.

INTRODUCTION

Syphilis is a venereal disease caused by the spirochaete micro-organism
Treponema pallidum. As this organism cannot be cultured on artificial
media the diagnosis of syphilis depends on the correlation of clinical
data with the specific antibody demonstrated by serological tests.
Serological screening tests for syphilis using cardiolipin and lecithin as
antigens are simple to perform but biological false positive (BFP)
reactions occur frequently because the tests use non-treponemal
antigens.

The TPl and FTA-ABS tests utilize pathogenic Treponema pallidum as the
antigen but these tests present some difficulties for routine
serodiagnosis. The TPI test requires living pathogenic T.Pallidum and the
FTA-ABS test requires a flourescence microscope. Both tests require a
high level of expertise.

TPHA test kit has been shown to be a convenient and specific test for the
diagnosis of treponemal infection, having specificity similar to that of the
TPI test and sensitivity comparable to that of the FTA-ABS test. It
requires minimum laboratory equipment and is very simple to perform.
TPHA reagents are used to detect human serum antibody to T.pallidum
by means of an indirect haemagglutination (IHA) method. Preserved
avian erythrocytes are coated with antigenic components of pathogenic
T.pallidum (Nichol’s strain). These Test Cells agglutinate in the presence
of specific antibodies to T.pallidum, and show characteristic patterns in
microtitration plates.

Any non-specific reactions occurring are detected using the Control Cells,
which are avian erythrocytes not coated with T.pallidum antigens. Non-
specific reactions may also be absorbed out using these Control Cells.
Antibodies to non-pathogenic treponemes are absorbed by an extract of
Reiter’s treponemes, included in the cell suspension. Test results are

ce

obtained in 45-60 minutes and the cell agglutination patterns are both
easily read and long lasting.

The test sample is diluted in absorbing diluent to remove possible cross-
reacting heterophile antibody and to remove, block, or absorb
potentially cross-reacting. Nonpathogenic treponemal antibodies.

MATERIALS
MATERIALS PROVIDED

. Test cells; preserved avian erythrocytes sensitised with
T.pallidum antigen.

. Control cells; preserved avian erythrocyte.

. Diluent.

. Positive control serum; (prediluted 1:20), Use neat. This
will give an equivalent titer of 1/640:/2560 in the
quantitative test.

. Negative control serum; (prediluted 1:20), Use neat.

. Package Insert.

MATERIALS NEEDED BUT NOT PROVIDED
. Accurate pipettes for delivering 10:25:75 and 190 microlitres.
. U-Well microtitration plates.

PRECAUTIONS

The reagents and controls contain 0.1% sodium azide as a preservative.
Avoid ingestion and contact with skin or mucus membrane. Normal
laboratory precautions should be maintained while handling test
reagents.

REAGENTS HANDELING
. All the reagents must be allowed to reach room temperature
before use.
. Do not freeze any of the reagents.
. Do not use heamolysed, contaminated or lipaemic serum or
plasma for testing as this will adversely affect the results.

REAGENTS STORAGE

. The kit should be stored at 2-82 C in an upright position at all
times.

. Under these conditions, kit performance characteristics will
be maintained for at least 15 or 18 months from date of
manufacture. See expiry date on kit label.

. Reagents should be discarded if they become contaminated
or do not demonstrate correct activity with the controls.

. The reagents in each kit have been standardized to produce
the proper reaction and reagents should not be interchanged
with those from other batches.

SAMPLE PREPARATION
. The test is designed for use with serum only.

. Plasma samples should not be used.

. The samples should be free from haemolysis and
contamination.

. Serum samples may be stored at 2-8° C if a preservative is
added prior to storage.

. For long term storage sera should be stored at -20° C Strictly
avoid contaminating any of the reagents or serum dilutions
with saliva. This will cause confusing patterns similar to
positive results with specimens which should be negative.

PROCEDURES
QUALITATIVE METHOD
Each sample requires 3 wells of a microtitration plate.
1.  Add 190ul of diluent to Well 1.
2. Add 10plserum to Well 1. (Sample dilution 1:20).
3. Using a micropipette, mix contents of Well 1 and
transfer 25ul to Wells 2 & 3.
4.  Ensure that the Test and Control Cells are thoroughly
resuspended. Add 75plof control cells to Well 2. Add
75ul of Test Cells to Well 3.
5.  Tap the plate gently to mix the contents thoroughly.
6.  Incubate 45-60 minutes at room temperature.
7.  Caution! Keep the plate away from heat, direct sunlight
and any source of vibration.

8.  Read results. Results are stable for 24hrs if the plate is
covered and the above precautions are observed.
NOTE
Kit controls can be run in parallel and are diluted and ready for use.

QUANTITATIVE TEST
Each sample requires 8 Wells of a microtitration plate, Labeled A
through to H.
1. Add 25ul of diluent to Wells B to H inclusive.
2. Transfer 25plof 1:20 serum dilution from screening test
to Wells A and B.
3. Take 25ul of diluted serum from Well B and serially
dilute from Wells B to H inclusive in 25ul aliquots,
discarding 25ul of diluted serum from Well H.
4.  Ensure that the Test Cells are thoroughly resuspended.
Add 75pl of Test cells to wells A to H inclusive. This will
give a dilution of serum of 1/ 80 in well A through 1/
10240 Well H.
5.  Shake the plate gently to mix the contents thoroughly.
6.  Incubatefor45-60 minutes at room temperature.
7.  Caution! Keep the plate away from heat, direct sunlight
and any source of vibration.
8.  Read results. Results are stable for 24hrs. if the plate is
covered and the above precautions are observed.



RESULTS
RESULTS TEST CELLS CONTROL CELLS
Strong Positive Full  cell pattern | No  agglutination
covering the bottom | tight button
of the well.
Weak Positive Cell pattern covers | No agglutination

approx. 1/3 of well | tight button
bottom

Indeterminate Cell pattern shows a | No agglutination

distinctly open center | tight button

Negative Cells settled to a | No agglutination
compact bottom, | tight button
typically with a small
clear center.

Non-specific * Positive reaction Positive reaction

Non-specific absorption *
1. Add 10ul to a small tube then add 190ul of Control
Cells. Mix well and stand for 30 minutes.
2. Centrifuge for 15 minutes at 1000 rpm and test the
supernatant by the qualitative method.
Note:
If the result is repeatedly non-specific the sample should be tested by
another method eg. Reagin or FTA-ABS.
Although TPHA test is highly specific, false positive results have been
known to occur in patients suffering from leprosy, infectious
mononucleosis and connective tissue disorders. For confirmation FTA-
ABS test should be used.

INTERPRETATION OF RESULTS.

Strong positive reactions may show some folding at the edge of the cell
mat.

When the Test well is positive, the Control well should be observed.

The Control cells should settle to a compact button. They should not be
used as a comparison for Non-Reactive serum patterns since the Control
Cells will give a more compact pattern than the Test Cells.

Weak positive may show partially not full cell pattern cover the well
bottom

INVALID may show Agglutination in the Control well indicates the
presence of non-specific agglutinins in the sample. A serum that gives
this result may be absorbed using the Control Cells as detailed under
Non-specific absorption.

INDETERMINATEA may show a doubtful reaction with Test Cells This
result may indicate a low level of antibody in early primary syphilis or
yaws. This sample should be first retested in the qualitative test then a
further sample should be tested at a later date to determine whether or

not there is a rising titer. It is also advisable to perform a regain test
and/or another confirmation test (FTA-ABS) to complete the profile of
the test serum.

Negative may show cells settled as a dot at the bottom of the well

PERFORMANCE

SENSITIVITY

With clinical samples when compared to FTA-ABS and/or clinical
diagnosis was 99.7% (298/299)

SPECIFICITY

With clinical samples was 99.3% (301/303).

CROSS REACTIVITY
Reactive results may indicate an active or successfully treated infection.
The following have all been shown not to interfere with the test results
(10 clinical samples of each)

. Rheumatoid Factor.

. Post Hepatitis B vaccination.

. Genital Herpes.

o Leptospirosis.

. EBV Infection.

. SLE.

. Lyme’s Disease.

REFRENCES:

1. Rathlev T. - Haemagglutination tests utilizing antigens from
pathogenic and apathogenic Treponema pallidum WHO/VDT/RES
1965; 77 : 65.

2. Tomizawa T, Kasamatsu S. - Haemagglutination tests for diagnosis of
syphilis. A preliminary report. Japan. J. Med. Sci. Biol. 19, 305-308,
1966.

3. Rathlev T. - Haemagglutination test utilizing pathogenic Treponema
pallidum for the serodiagnosis of syphilis. Br J Vener Dis 1967 ; 43 :
181-5.

4. Tomizawa T. Kasamatsu S. Yamaya S. - Usefulness of the
haemagglutination test using Treponema pallidum antigen (TPHA)
for the serodiagnosis of syphilis. Jap J Med Sci Biol 1969; 22: 341-50.

5. Sequeira P, J, L. Eldridge A, E. — Treponemal Haemagglutination test.
BrJ Vener Dis 1973; 49: 242-8.

6. Larsen S.A., Hambie E.A., et coll., Specificity, sensitivity and
reproducibility among the fluorescent treponemal antibody
absorption test, the microhemagglutination assay for Treponema
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syphilis. J. Clin. Microbiol., 1981 ; 14 : 441 — 445.
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Atlas Medical GmbH was established in 1996 as a manufacturer and supplier of quality Diagnostic Reagents

and Kits. Our products are sold in over 80 countries worldwide.

The company is located at the Cambridge Science Park, Cambridge, UK. In addition to the UK site, the

company has offices in Germany and Turkey as well as two purpose-built modern facilities in both

Jordan and Malaysia. We take quality assurance very seriously and strive to produce goods to the
highest standards known in the industry, including, ISO13485 & CE mark and US FDA standards. Our
R&D team constantly develops and innovates novel products that significantly contribute to the

advancement of the Diagnostic Industry.

To be a major provider of quality medical diag -
nostic products to local, regional and interna -

tional markets.

Our mission is to develop, produce and pro
vide our customers with high quality products
and excellent customer services through deep

understanding of customers’ needs and per

ception, recruitment of high caliber profes

sionals & technicians, adopting strict quality
assurance and control procedures and
embracing new scientific advancements in the
medical lab diagnostic field.

@ High and Consistent Quality

Satisfied Customer

Continuous Improvement
& Innovation

Care for the Environment
& Working Conditions

%
%
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& .
Atlas Medical GmbH . Sites 3 Sy®= Atlas Medical UK.
Ludwig-Erhard-Ring 3 . 2 2z Pw William James House, Cowley
* o .
15827 Blankenfelde-Mahlow, X _“"’ Road, Cambridge, CB4 OWX, UK.
Berlin, Germany Tel.: +44 (0) 1223 858 910
Tel: +49 - 33708 - 3550 30 Fax: +44 (0) 1223 858 524
Email: amug@atlas-medical.com Email: info@atlas-medical.com
Atlas Medical Jordan
Atlas Medlab Sahab Free Zone Area,

Aktarhiissam Mh.1. Degirmen Sk.

Degirmen ishani No :9, D: 405 .
Osmangazi / Bursa/ Turkey
Tel: +90 552 366 21 71

Amman 11512 Jordan
Tel: +962 6 4026468
Fax +962 6 4022588

Email : info@atlas-medical.com
Email:info@atlas-medical.com

Atlas Medical enjoys a good presence in many international markets. We take pride in our

export activities through our dedicated export department. We actively participate in

major industry-related exhibitions seeking keen representatives around the globe to sell

and distribute our products in their respective countries. We are internationally repre -
sented in more than 80 of countries spanning in five continents: Europe, North America,
South America, Africa and Asia. Our efforts will continue to increase our representation to

include most markets around the globe.



Our products are manufactured in accordance to the
standards as set in the European In-Vitro Diagnostic
Directive 98/79/EC. This has led to the successful
attainment of Annex IV Full Quality Assurance
Certification and the declaration of conformity for CE

marking purposes for many of our IVD products, either
self-declared or through our Notified Body LNE/G-MED

To complete the quality assurance scheme the
company has put in place a robust Quality
Management and Enhancement System that has
concluded in the successful attainment of 1SO13485:
2016 certificate

the company also adheres to the US-FDA regulations
and had already FDA-cleared few products for the US
market. Our products are registered in numerous
countries.



MILESTONES

Establishment of
Manufacturing Site
Amman-Jordan

oJ 1556 2001

0O

CE Self Testing Certificate

- Home Ovulation Test
- Home Pregnancy Test

Establishment of Obtaining 1SO13485
Cambridge - UK By Lloyd'’s Register

CE Self Testing Certificate

- Home Menopause Test

Kuala-Lumpur
(Puchong)-Malaysia
Manufacturing and Sales
(SEA)

2010 2009

O

Establishment of Obtaining FDA 510K

Berlin - Germany ggﬁ:ﬁgﬂ:mumng - Home HCG Midstream Test

Establishment of
Istanbul - Turkey

CE Self Testing Certificate
- Home Screening Tests

— - :
A ..
Distribution Network Obtaining FDA 510K
Extended to 80 -Drug of Abuse Tests (Cup

Countries and Panel format)

-

L



Atlas medical is introducing COVID-19 Real Time RT-PCR ]

kit for the amplification and detection of the Item Code __Item Description Sizes
viral genetic material in patient specimen ,In addition 8.14.45.0096 | cOVID-19 Real Time RT-PCR Test 96 Tests /Kits
Atlas Medical had introduced three new kits using the ELISA 8.14.45.0096

. X S COVID-19 Total Ab Elisa Kit 96 Tests /Kits
technique to detect the antibody response

. . . R . 8.14.46.0096 - isa Ki i

to COVID-19 infection. Detecting antibodies to SARS-CoV-2 virus COVID-191gM Elisa Kit 96 Tests /Kits
could tell if a patient has been infected with COVID-19, either 8.14.47.0096 | COVID-19 S1-RBD IgG Elisa Kit 96 Tests /Kits

currently or in the past.

Reverse-Transc RT-PCRis a special version used when
RNA is being detected

Atlas RT-PCR testing kits are fairly quick, sensitive ,reliable
and can detect current infections of disease.

Atlas ELISA kits are based on a simple and high sensitive laboratory
technique, results can typically be produced within 1 to 2 hours
from the moment of collecting the nasal swab sample .

Atlas Medical offers COVID-19 Rapid Test as a quick screening @

tool for the detection of the presence of SARS-CoV-2 virus in Item Code Item Description

Sizes

Nasopharyngeal swabs,”COVID-19 Antigen testing kit”, 8.66.00.0.0001 |COVID-19 IgM /IgG.T.est Cassette, Whole Blood/ Bulk
8.66.00.0.0020 | Serum/Plasma ,Individually Pouched 20 Tests/Bo:
in addition Atlas medical offers” COVID-19 IgG/IgM Antibod
9%/19 y 8.66.01.0.0001[COVID-19 Antigen Test Cassette, Nasal Swab, Bulk
Testing kit “ as a screening tool for the human body response 8.66.01.0.0020 | Individually Pouched 20 Tests/Boy
to the infection with the virus. 8.66.02.0.0001|COVID-19 Combo Antigen & Influenza, A+B Test | Bulk
8.66.02.0.0020 | Individually Pouched 20 Tests/Box

COVID-19 Neutralizing Antibody Rapid Test
Cassette ,Whole Blood /Serum/Plasma,
Individually Pouched

8.66.04.0.0020 20 Tests/Bo

COVID-19 rapid test kits are based on Lateral Flow Immuno-
Chromatographic Assay.

Reliable ,easy to use with a short testing time of
10-15 minutes per each sample.

The kits are conveniently packed in different sizes of 20,25
or 100 tests per kit including the necessary test accessories

to perform the assay .




VIRAL TRANSPORT MEDIUM KITS

Overview

As a result of the current worldwide crises such as the COVID-19 pandemic and other worldwide health pandemic that are caused

from malaria , Influenza and chlamydia ,Atlas medical had come up with Viral transport media ,The Media is used for facilitating the testing

procedures by preserving the sample through the collection and transport process of the clinical samples containing viruses; including

SARS-CoV-2 (COVID-19) and other viruses, in active form from collection site to the testing laboratory.

Features

Atlas Medical offers VTM that allows the safe transfer of viruses
for further research, including diagnostic tests, and molecular
biology techniques

Atlas VTM can come either as a biological format
“activated product (VTM ) “ or in a chemical format
“In Activated product (IVTM)” .

Atlas VTM maintain the viral structure and activity over a
wide temperature range and suppress “

Atlas viral transport medium is stable at room temperature

Atlas VTM kits are conveniently packed in different sizes of 50,100 tube per kit with flocked swabs

<

Item Code Item Description Sizes
8.64.02.0.0050 |Viral Transport Medium (VTM) with Flocked , 50 Tube/Kit
8.64.02.0.0100 |Swab ,Individually Pouched 100 Tube/Kit
8.64.03.0.0050 |Viral Transport Medium (In Activating ) with 50 Tube/Kit
8.64.03.0.0100 |Flocked Swab ,(3 ml /vial) 100 Tube/Kit




Latex kits offer a quick and simple assay to diagnose a range
of pathogens and medical conditions.The assay is based on
an immunological reaction between the detected analyte
in the sample and its corresponding antibody or antigen
already coated on latex particles.

They cover a selection of routine tests in serology and
microbiology.

They are conveniently packed in sizes of 50 or 100
tests and includes all the necessary reagents, controls,
stirrers and slides to conduct the test.

Affordable, easy to use, dependable and offer a clear
and visible agglutination for doubt-free results.

Some Latex Kits come with a Buffer.

Item Code Item Description Sizes
5000000100 | CRP Latex Kit oo
50001.0.0100| CRP Latex Kit with Buffer oo
000200100 | A5O Latex it 100 Test
00.03.0.0700 | ASO Latex Kit with Bufer oo
5.0004.0.0100 | RF LatexKi oo
500,050,070 | FF Latex Kit with Bufer oo
500,070,000 | hCG Latex Kit 100 Tects
5001100700 | SLE Latex Kit b
5001600700 | Rota Virus Latex Kt oo
500 17.0,0100| D-DImer Latex i o0 e
5002100700 | Waaler Rose Kit b
5:00.08.0.0100 | ™M Latex i o0 e
00.12.0,0100 | S12PhYIococcus Latex kit
8.00.13.0.0300 | Streptococcus Latex Kit 50 Tests
@
Item Code  Item Description Sizes
00.05.0.0100 | To% Latex Ki oo
001000100 | 707 Latex Kit with Bufer Toorens
8.00.14.0.0100 | Rubella Latex Kit 100 Tests




TURBIDIMETRIC LATEX KITS

Overview

The turbidimetric assay is based on the agglutination
reaction between latex particles coated with antibody and
the antigen in solution. The intended use for Turbilatex
products is to detect and quantify the antigen present in
human serum or plasma samples.

Features

Atlas Medical offers a dynamic range of Turbidimetric
Latex Kits which are conveniently packed in sizes of 50,
100 and 250 tests and include all the necessary
accessories.

Item Code Item Description Sizes

8.44.00.0.0050 o ) 50 Tests
8.44.00.0.0250 RF Turbidimetric Latex Kit 250 Tests
8.44.01.0.0050 50 Tests
8.44.01.0.0100 | CRP Turbidimetric Latex Kit 100 Tests
8.44.01.0.0250 250 Tests
8.44.02.0.0050 50 Tests
8.44.02.0.0100 | ASO Turbidimetric Latex Kit 100 Tests
8.44.02.0.0250 250 Tests
8.44.03.0.0050 50 Tests
8.44.03.0.0100 | D-Dimer Turbidimetric Latex Kit 100 Tests
8.44.03.0.0250 250 Tests
8.44.04.0.0050 | Microalbumine Turbilatex 50 Tests
8.44.05.0.0050 | Ferritin Turbilatex 50 Tests
8.44.06.0.0050 | Transferrin Turbilatex ( TRF) 50 Tests

SYPHILIS KITS

Overview

Atlas Medical offers a number of assays to detect Syphilis
that include: TPHA kits which are used for the detection of
antibodies to Treponema pallidum in human Serum or
plasma using micro haemagglutination ; VDRL and RPR kits
which are based on non-Treponemal floccuation to detect
reagin antibodies in serum or plasma .

Features

Easy to use, affordable and conveniently packed in
different sizes to suit all needs.

They include all the necessary reagents/devices,
controls, stirrers and slides to conduct the test

©

Item Code Item Description Sizes
8.00.18.0.0100 100 Tests
8.00.18.0.0250( RPR Carbon Antigen Kit 250 Tests
8.00.18.0.0500 500 Tests
8.00.19.0.0050 50 Tests
8.00.19.0.0100| TPHA Kit 100 Tests
8.00.19.0.0200 200 Tests
8.00.20.0.0250 250 Tests
8.00.20.0.0500| VDRL Kit 500 Tests
8.00.20.0.2500 2500 Testd
8.00.20.1.0250| VDRL Kit with controls 250 Tests
8.00.20.1.2500 2500 Tests




Item Code Item Description Sizes
Febrile antigen kits are based on bacterial suspensions that 8.01.00.0.0005 5ml/vial
. . . . . 8.01.00.0.0050| Brucella Rose Bengal Kit 50 Tests
agglutinate in the presence of antibodies formed in human
) Q:cg . b p_ ¢ . robial 8.01.00.0.0100 100 Tests
in e'c"clon y certain ever—caL.Jsm(:; ml.cro ia agent's. In 8010100005 . —— —y——
positive samples, the agglutination is macroscopically 8.01.01.1.0040 9 8x5 ml
visible at certain antibody levels in serum. These antigen 8.01.01.0.0050 10x5 ml
reagents are used for the qualitative and semi quantitative ggl-g%-?gggg Salmonella OB Reagent SSmFI’/VITI
s ] .01.02.1. x5 m
febrile screening purposes. 8.01.02.0.0050 10x5 ml
8.01.03.0.0005| s31monella OC Reagent 5 ml/vial
8.01.03.1.0040 8x5 ml
8.01.03.0.0050 10x5 ml
281 82?8828 Salmonella OD Reagent Ssn)zls/ml
Atlas Medical Febrile Antigen kits contain various 8.01.04.0.0050 10x5 ml
types of antigens for Brucella, Proteus, Salmonella 8.01.05.0.0005( salmonella HA Reagent 5 mi/vial
. . . 8.01.05.1.0040 8x5 ml
typhi and paratyphi, and their controls as needed. 8.01.05.0.0050 10x5 il
8.01.06.0.0005 5 ml/vial
8.01.06.1.0040| Salmonella HB Reagent 8x5 ml
Atlas Medical Febrile Antigen kits are competitively 8.01.06.0.0050 10x5 ml
. . el 8.01.07.0.0005 | salmonella HC Reagent 5 ml/vial
priced and easy to use, and give clear results within 2 8.01.07.1.0040 a5 1
minutes 8.01.07.0.0050 10x5 ml
@ 8.01.08.0.0005| Salmonella HD Reagent 5 ml/vial
8.01.08.1.0040 8x5 ml
8.01.08.0.0050 10x5 ml
Item Code Item Description Sizes -
. ; ; 8.01.10.0.0005| gy cella Abortus Reagent > ml/vial
8.01.17.0.0050|Febrile Antigen Set (10 Antigens: Salmonella OA, OB, [ x5 mi 8.01.10.1.0040 8x5 ml
OC, OD, HA, HB, HC, HD, Brucella abortus, melitensi . i
rucella abortus, melitensis) 8.01.11.0.0005 | Brucella Melitensis Reagent 5 mI/vuIaI
8.01.17.1.0050| Febrile Antigen Set (10 Antigens: Salmonella 10x5 ml 8.01.11.1.0040 8x5m
OA, OB, OC, OD,HA, HB, HC, HD, Brucella 8.01.12.0.0005 | Proteus OX2 Reagent 5 ml/vial
abortus, melitensis) with 3x1.0ml Controls 8.01.12.1.0040 8x5 ml
8.01.18.0.0030| Salmonella Antigen Set, Widal Kit (6 Antigens: OA, [ 6x5 m| 8.01.13.0.0005 | Proteus OX19 Reagent 5 ml/vial
OB, OD.HA, HB, HD) 8.01.13.1.0040 8x5 ml
Salmonella Antigen Set, Widal Kit (6 Antigens: :
8.01.18.1.0030) 8.01.14.0.0005 5 mi/vial
OA, 0B, OD, HA, HB, HD) with 2x1.0ml Controls ~ [&5™ 8.01.14.1.00a0| " rOtEUS OXK Reagent e
281 1 ggggg; Febrile Antigens Positive Control 1 m:;via: 8.01.15.0.0010 Blgucella )Antigen Kit ( Brucella melitensis, Brucella |2 vials/Box
.01.19.0. 5 ml/via abortus
8.01.20.0.0001| Febrile Antigen Negative Control 1 ml/vial 8.01.15.1.0010]| Brucella Antigen Kit with Controls (Brucella melitensis, |3 vials/Box
8.01.20.0.0005 5 ml/vial Brucella abortus, 2x1.0 ml Controls )
8.01.15.2.0010]Brucella Antigen Kit with Controls, (5ml Brucella 2 vials/B
melitensis, 5ml Brucella abortus, 2x0.5 ml Controls) vials/box
8.01.16.0.0040 | Salmonella Antigen Set ( 8 Antigens: OA, OB, OC, OD, 8x5 ml
HA, HB, HC, HD )
8.01.16.1.0040 | Salmonella Antigen Set ( 8 Antigens: OA, OB, OC, OD, | 8x5ml
HA, HB, HC, HD ) with 2x1.0 ml Controls
8.01.16.2.0040 | Salmonella Antigen set (8 Antigens: OA, OB, OC, OD, HA| gx5 mi

HB, HC, HD) with 2x0.5ml Controls




BLOOD GROUPING REAGENTS

Overview

Blood Grouping reagents are used for the identification of

blood types. The test procedure is based on the agglutina-
tion principle, where red cells possessing the typing
antigen agglutinate in the presence of the corresponding
antibody in the testing reagent indicating the presence of
the tested antigen. No agglutination indicates the absence

of the tested antigen. N @

F ea t ures Item Code Item Description Si7es
gg;gg?g?;g Anti-A Monoclonal reagent (titer: 1/512) 11(2)"%\":"
. . .02.00.1. M
Atlas Medical ABO reagents are prepared from In-Vitro 502.010.0010 S
.. . [02.01.0. ;] L ml/via
culture supernatants of hybridized immunoglobu- 8.02.01.1.0100| At Monoclonal Reagent (Titer: 1/512) 10x10
lin-secreting mouse cell lines. 8.02.02.0.0010 10 ml/vial
. . I ) ; i 8.02.02.1.0100 Anti-AB Monoclonal Reagent (Titer: 1/512) 10x10 ml
e reagents are formulated and optimized for use in "
gen P 8.02.03.0.0010| Anti b 1gG/IgM Blend Reagent (Titer: 1/128) 10 ml/vial
tube and slide methods. 8.02.03.1.0100 10x10 ml
8.02.04.0.0010 ) . 10 ml/vial
Atlas Medical provides high quality blood grouping 8.02.04.0.0100| Anti-A Monoclonal Reagent (Titer: 1/256 10x10 m
reagents that are accurate, easy to use, competitively 8.02.05.0.0010| » . & Monoclonal Reagent (Titer: 1/256) 10 ml/vial
priced, and conveniently packed in different sizes and 2'85'82'8'88?8 118):\:3 rT;'I
.02.06.0. : . Vi
options. 8.02.06.1.0100 Anti-AB Monoclonal Reagent (Titer: 1/256) 10x10 ml
8.02.07.0.0010 ) . 10 ml/vial
@ 8.02.07.1.0100 Anti-D IgG/IgM Blend Reagent (Titer: 1/64) 10x10 ml
It Cod Item Description Sizes 8.02.08.0.0010 i . 10 ml/vial
e - 8.02.08.1.0100/ Bovine Albumin 22% 10x10 ml
8.02.14.0.0010 | Anti-D Monoclonal (IgM), Clone 1, 10ml/vial (10 ml/vial 8.02.09.0.0010( o o o 10 ml/vial
8.02.15.0.0010 | Anti-D Monoclonal (IgM), Clone 2, 10ml/vial [10 mi/vial 8.02.09.1.0100 | ~°VIne AlbumIn SL% 10x10 ml
X ; - - ) - 8.02.10.0.0010 ) ) ) 10 ml/vial
8.02.16.0.0005 | Anti-A1, Lectin (Dolichosbiflorus), 5ml/vial |5 ml/vial 8.02.10.1.0100 Anti-Human Globulin (Green) (Titer 1/512) 10x10 ml
8.02.17.0.0005 | Anti-H, Lectin (Ulexeuropaeus), 5ml/vial 5 ml/vial 8.02.11.0.0010 Ari-Human Globulin (Green) (Titer 1/256) 10 mi/vial
8.02.18.0.0005 | Anti-C Monoclonal, 5ml/vial 5 ml/vial 8.02.11.1.0100 10x10 ml
8.02.19.0.0005 | Anti-c Monoclonal, 5ml/vial 5 ml/vial 8.02.47.0.0030| ABO Set (Anti-A (1/512), Anti-B (1/512), Anti-D (1/128))| 3x10 ml
8.02.20.0.0005| Anti-E Monoclonal, 5ml/vial 5 ml/vial
8.02.47.1.0030| AB Anti-A (1/265), Anti-B (1/265), Anti-D (1/64 3x10 ml
8.02.21.0.0005 | Anti-e Monoclonal, 5ml/vial 5 ml/vial O Set (Anti-A (1/265), Anti-B (1/265), Anti-D (1/64)) | 3x10m
8.02.22.0.0005 | Anti-C+D+E Monoclonal, 5ml/vial 5 ml/vial 8.02.49.0.0040 ﬁig SDea(gT)i)-A (1/256), Anti-B (1/256), Anti-AB (1/256), |  4x10 ml
8.02.27.0.0002| Anti-Fya, Human, 2ml/vial 2 ml/vial ABO Set (Anti-A (1/512), Anti-B (1/512), Anti-AB (1/512) |
- - 8.02.53.0.0040 / 4x10 m
8.02.28.0.0002| Anti-Fyb, Human, 2ml/vial 2 ml/vial Anti-D (1/128))
8.02.29.0.0002) Anti-k, Human, 2ml/vial 2 ml/vial 8.02.05.6.0030 | ABO Set (Anti-A (1/256), Anti-B (1/256), Anti-D (1/64)) | 3x10ml
8.02.30.0.0002| Anti-Kpa, Human, 2ml/vial 2 ml/vial
8.02.31.0.0002| Anti-Kpb, Human, 2ml/vial 2 ml/vial 8.02.05.7.0020 | ABO Set: Anti-A (1/256), Anti-B (1/256) 2x10ml
8.02.32.0.0002| Anti-Jka, Human, 2ml/vial 2 ml/v!al 8.02.52.0.0010 S D Neaative Control 10 mivial
8.02.35.0.0002| Anti-Lub, Human,2 ml/vial 2 ml/vial 8.02.52.0.0100 9 10x10 ml
8.02.36.0.0005 | Anti-K Monoclonal, 5ml/vial 5 ml/vial 8.02.63.1.0010 A b0 dy Enhancement Solution (LISS) 10 ml/vial
8.02.54.0.0002 | Anti-Cw,2 ml/vial 2 ml/vial 8.02.63.0.0100 10x10 ml
8.02.23.0.0002| Anti-M, Human, 2ml/vial 2 ml/vial
8.02.24.0.0002| Anti-N, Lectin (Viciagraminea), 2ml/vial 2 ml/vial
8.02.25.0.0002| Anti-S, Human, 2ml/vial 2 ml/vial
8.02.26.0.0002| Anti-s, Human, 2ml/vial 2 ml/vial
8.02.34.0.0002 | Anti-Lua, Human, 2ml/vial 2 ml/vial
8.02.37.0.0002| Anti-Lea, Monoclonal, 2ml/vial 2 ml/vial
8.02.38.0.0002| Anti-Leb, Monoclonal, 2ml/vial 2 ml/vial

8.02.39.0.0002| Anti-P1, Monoclonal, 2ml/vial 2 ml/vial




HEMATOLOGY TESTS

Overview

Atlas Medical supplies coagulation reagents.

The coagulation regents include PT,PTT and fibronogen
in liquid formats and in various sizes to suit most lab
applications.

The range also includes normal and abnormal coagulation
controls.

Features

Some kits includes normal and abnormal controls .

The Kit comes in sizes of 50 and 100 tests.

Atlas Medical provides high quality coagulation
reagents that are accurate, easy to use, competitively
priced, and conveniently packed in different sizes and

options.

Hemoglobin Reagents

Item Code Item Description Sizes
8.02.46.1.0500 50ml/Bottle
8.02.46.1.1000 | Drabkins Reagent, 40x ( White Plastic Bottle ) 2x50ml
8.02.46.1.3000 6x50ml
8.02.50.0.0010 . 10ml/vial
8.02.50.0.0050 | 1aemeglobin Standard soml/Bottle

Item Code

8.02.40.1.0010
8.02.40.1.0050
8.02.40.1.0100

Item Description

PT Calcium Rabbit Brain Thromboplastin, Liquid

€

Co-aggulation Reagents

Sizes

2ml (20 Tests)
5ml (50 Tests)
10ml (100 Tests)

8.02.41.1.0040
8.02.41.1.0050
8.02.41.1.0100

APTT (PTT) Micronised Silica Platelet Substitute

2ml (40 Tests)
2.5ml (50 Tests)
5ml (100 Tests)

APTT ( PTT) Kit with Normal Control

8.02.44.0.0040 o 22ml + 1ml
8.02.44.0.0100 | T Kit with Normal Control 2x10ml + 1ml
8.02.45.0.0080 2x2ml + 1ml

8.02.45.0.0200 2x10ml + 1ml
8.02.48.0.0010 | Calcium Chloride, 25 mM 10ml/vial
8.02.48.0.0100 10ml/vial /
10 Vials / Box
8.02.60.0.0006 | Normal Coagulation Control ex1ml
8.02.61.0.0006 | Abnormal Coagulation Control 6x1ml
8.02.69.0.0005 | Fibrinogen Reagent 5ml/vial
8.02.45.1.0080 | APTT (PTT) Kit (Calcium Chloride reagent + 80 Tests
Normal Control)
8.02.64.0.0006 | Normal & Abnormal Coaggulation Control 3x1ml
8.02.69.0.0100 | Fibronogen Test kit KIT 100 Tests

SICKLE CELL KITS

Overview

Sickle cell disease (also called sickle cell anemia) is an
inherited blood disorder that affects red blood cells. The
sickle cell gene causes the body to produce abnormal
hemoglobin.

Features

Atlas Sickle Cell Kits is a qualitative solubility test for
Sickle Haemoglobin.

The test can be performed in two ways:

1. A screening test to detect sickle haemoglobin (HbS)
2. A centrifugation test to differentiate the sickle cell
trait (AS) from sickle cell anaemia (SS).

Item Code

8.02.67.0.0050

8.02.67.0.0100

Item Description

Sickle Cell Kit, 50 Tests

Sickle Cell Kit, 100 Tests

Sizes

2x50ml Buffer +
2 vials of Sodiun
Dithionate

4x50ml Buffer,
4 vials of Sodium|
Dithionate

8.02.68.0.0001
8.02.68.1.0001

Sickle Cell positive & negative control set

1mleach

0.5 ml each




INFECTIOUS DISEASE RAPID TESTS

ANTIBODY TESTING

Overview

Atlas Medical offers an extensive range of lateral flow immu-

noassay tests for the rapid detection of antibodies and
antigens in human samples (blood, serum, plasma, urine,
oral swabs, nasal swabs, and feces). This range includes tests
to detect a wide variety of viruses, microorganisms and
parasites.

Features

Atlas Medical infectious disease rapid tests are reliable,
accurate and supplied in both cassette and strip
formats.

The kits are conveniently packed in different sizes of
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Item Code

8.04.27.0.0001
8.04.27.0.0020

Item Description

HIV 1/2 Antibody Test Cassette,
Whole Blood/Serum/Plasma, Individually Pouched

20, 25, 30, 40, 50 and 100 tests per kit and include the
necessary test accessories to perform the assay.

@

Sizes

Bulk
20 Tests/Box

Item Code Item Description Sizes
8.04.20.0.0001| H.pylori Antibody Test Cassette, Bulk
8.04.20.0.0020| Whole Blood/Serum/Plasma, Individually Pouched|20 Tests/Box
8.04.21.0.0001| H.pylori Antibody Test Cassette, Bulk

8.04.21.0.0020)

Serum/Plasma, Individually Pouched

20 Tests/Box

8.04.22.0.0001| H.pylori Antibody Test Strip, Bulk
8.04.22.0.0100] Serum/Plasma, Individually Pouched 100 Tests/Box
8.04.41.0.0001] Syphilis Antibody Test Cassette, Bulk

8.04.41.0.0020]

Whole Blood/Serum/Plasma, Individually Pouched

20 Tests/Box

8.04.42.0.0001] Syphilis Antibody Test Cassette, Bulk

8.04.42.0.0020] Serum/Plasma, Individually Pouched 20 Tests/Box

8.04.43.0.0001| Syphilis Antibody Test Strip, Bulk

8.04.43.0.0100] Serum/Plasma, Individually Pouched 100 Tests/Box
TB Test Cassette, Bulk

Serum/Plasma, Individually Pouched

20 Tests/Box

TB Test Cassette,
Whole Blood, Individually Pouched

20 Tests/Box
25 Tests/Box

8.04.30.0.0020

8.04.28.0.0001 |HIV 1/2 Antibody Test Cassette, Bulk
8.04.28.0.0020 |Serum/Plasma, Individually Pouched 20 Tests/Box
8.04.29.0.0001 [HIV 1/2 Antibody Test Strip, Bulk
8.04.29.0.0100 |[Serum/Plasma, Individually Pouched 100 Tests/BoX
8.04.30.0.0001 |[HCV Antibody Test Cassette, Bulk

Whole Blood/Serum/Plasma, Individually Pouched

20 Tests/Box

&

8.04.31.0.0001
8.04.31.0.0020

HCV Antibody Test Cassette,
Serum/Plasma, Individually Pouched

Bulk
20 Tests/Box

Item Code Item Description
8.42.47.0.0020] HAV IgM Test Cassette, Individually Pouched 20 Tests/Box
8.04.44.0.0001| Dengue IgG/IgM Test Cassette, Bulk
8.04.44.0.0020] Whole Blood/Serum/Plasma, Individually Pouched] 20 Tests/Box

8.04.107.0.004(

8.04.32.0.0001 [HCV Antibody Test Strip, Bulk
8.04.32.0.0100 [Serum/Plasma, Individually Pouched 100 Tests/Box
8.04.35.0.0001 |HBs Antibody Test Cassette, Bulk
8.04.35.0.0020 [Serum/Plasma, Individually Pouched 20 Tests/Box
8.04.36.0.0001 [HBs Antibody Test Strip, Bulk
8.04.36.0.0100 [Serum/Plasma, Individually Pouched 100 Tests/BoX
40 Tests/Box

Toxo IgG test cassette indiviually packed




€

STOOL SAMPLE

Item Code

8.04.23.1.0020

Item Description

H.pylori Antigen Test Cassette,
Stool Sample, Individually Pouched

Sizes

20 Tests/Box

8.04.24.1.0025

H.pylori Antigen Test Strip,
Stool Sample, Individually Pouched

25 Tests/Box

8.04.69.0.0020

Rotavirus Antigen Test Cassette,
Stool Sample, Individually Pouched

20 Tests/Box

8.04.70.0.0025

Rotavirus Antigen Test Strip,
Stool Sample, Individually Pouched

25 Tests/Box

8.04.71.0.0020

Adenovirus Antigen Test Cassette,
Stool Sample, Individually Pouched

20 Tests/Box

8.04.72.0.0025

Adenovirus Antigen Test Strip,
Stool Sample, Individually Pouched

25 Tests/Box

8.04.73.0.0020

Rota-Adeno Antigens Combo test Cassette,
Stool Sample, Individually Pouched

20 Tests/Box

8.04.74.0.0025

Rota-Adeno Antigens Combo test Strip,
Stool Sample, Individually Pouched

25 Tests/Box

8.16.01.0.0020

Crypto Virus Test Cassette,
Stool Sample, Individually Pouched

20 Tests/Box

8.16.02.0.0025

Crypto Virus Test Strip,
Stool Sample, Individually Pouched

25 Tests/Box

8.16.31.0.0020

Giardia Test Cassette,
Stool Sample, Individually Pouched

20 Tests/Box

8.16.30.0.0025

Giardia Test Strip,
Stool Sample, Individually Pouched

25 Tests/Box

Crypto-Giardia Test Cassette,

©

SWAB & NASAL SAMPLE

Item Code Item Description Sizes
8.04.25.0.0020| Strep A Test Cassette, Swab Sample 20 Tests/Box
8.45.00.0.0020] Strep B Test Cassette, Swab Sample 20 Tests/Box

8.45.01.0.0020

Strep A+B Test Cassette, Swab Sample

20 Tests/Box

8.04.86.0.0020

Influenza A+B Test Cassette, Nasal Sample

20 Tests/Box

8.04.96.0.0025

Influenza A+B Test Strip, Nasal Sample

25 Tests/Box

8.16.20.0.0020

RSV Test Cassette, Swab Sample

20 Tests/Box

8.16.22.0.0025]

RSV Test Strip, Swab Sample

25 Tests/Box

8.16.37.0.0020

Adeno Respiratory Antigen Test Cassette,
Swab Sample

20 Tests/Box

8.16.36.0.0025

Adeno Respiratory Antigen Test Strip,
Swab Sample

25 Tests/Box

8.16.39.0.0020

Adeno - RSV Respiratory Test Cassette,
Swab Sample

20 Tests/Box

8.16.38.0.0025

Adeno - RSV Respiratory Test Strip,
Swab Sample

25 Tests/Box

BLOOD SAMPLE

|@

Stool Sample, Individually Pouched

8.16.80.0.0020

Clostridium difficile Antigen Test Cassette,
Stool Sample, Individually Pouched

20 Tests/Box

8.16.81.0.0025

Clostridium difficile Antigen Test Strip,
Stool Sample, Individually Pouched

25 Tests/Box

8.16.86.0.0025

C.Difficle Toxin A+B, Test Cassette,
Stool Sample, Individually Pouched

25 Tests/Box

8.16.91.0.0025

Norovirus Genogroups | & Il Ag, Test Cassette,
Stool Sample, Individually Pouched

25 Tests/Box

il.:él ;ollocbon
(1)
/

POSITIVE
(2) (3)
Add 4 drops in the circular
window (S) NEGATIVE
INVALID

8.16.24.0.0001
8.16.24.0.0020)

HBsAg Test Cassette ( Whole Blood/Serum/
Plasma), Individually Pouched

8.16.33.0.0020 Stool Sample, Individually Pouched 20 Tests/Box Item Code Item Description Sizes
Crypto-Giardia Test Strip, 8.04.37.0.0020 Malaria Pf. Test Cassette, Whole Blood, 20 Tests/Box
8.16.32.0.0025 Stool Sample, Individually Pouched 25 Tests/Box Individually Pouched
E.coli Test Cassette, Malaria Pf/Pv. T Whole Bl
8.16.41.0.0020 Stool Sample, Individually Pouched 20 Tests/Box 816.14.0.0020 alaria Pf/Pv.Test Cassette, Whole Blood, 20 Tests/Box
E.coli Test Strip Individually Pouched
8.16.40.0.0025 S'tool Sample, Iﬁdividually Pouched 25 Tests/Box
Salmonella typhi Antigen Test Cassette, @
8.16.82.0.0025 Stool Sample, Individually Pouched 25 Tests/Box
8.16.85.0.0025 Salmonella paratyphi Antigen Test Cassette, |,z Tests/Box [tem Code Item Description Sizes

Bulk
20 Tests/Box

8.04.33.0.0001
8.04.33.0.0020)

HBsAg Test Cassette, Serum/Plasma,
Individually Pouched

Bulk
20 Tests/Box

8.04.34.0.0001| HBsAg Test Strip, Serum/Plasma, Bulk
8.04.34.0.0100| Individually Pouched 100 Tests/Box
8.04.26.0.0020 Chlamydia Test Cassette, Urine or Swab 20 Tests/Box

8.63.00.0.0025

Chlamydia + Gonorrhea Rapid Test Cassette
(Cervical/Urethral swab)

25 Tests/Box




URINE REAGENT STRIPS

Overview

Urine Reagent Strips (URS) are widely used in Urinalysis to
determine pathological changes in urine. The strips contain
dry-chemistry pads that, when dipped in urine, change their
colors. The color change allows for the semi-quantitative
measurement of various urine parameters. The strips are

suitable for lab, point-of-care and even home use.

Features

Item Code Item Descripti Sizes
8.03.00.0.0050 | RS 1 parameter: Glucose 50 Stri;?s
Atlas Medical Urine Reagent Strips can be used to 8.03.00.0.0100 100 Strips
detect up to 14 urine parameters. 8.03.01.0.0050 | URS 1 Parameter: Protein 50 Strips
8.03.01.0.0100 100 Strips
They are simple to use and the results are visually read 8.03.02.0.0050 | YRS 1 Parameter: Ketone 50 Strips
e . 8.03.02.0.0100 100 Strips
within a minute. -
8.03.45.0.0050 | URS 1 Parameter Blood, (5mm) 50 Strips
i i i 8.03.03.0.0050 | YRS 2 Parameters: Glucose, Ketone 50 Strips
The StI’.IpS are packed in desiccated bottles of 50 or 603030.0100 700 Strips
100 strips.
8.03.04.0.0050 | YRS 2 Parameters: Glucose, Protein 50 Strips
8.03.04.0.0100 100 Strips
Atlas Medical can also prowde suitable readers to read 8.03.05.0.0100 | URS 2 Parameters: Sample end: Urobilinogen, Bilirubin | 100 Strips
the strip colors and document the results.
8.03.19.0.0050 | yYRs 2 Parameters(5mm): Sample End: Creatinine, pH 50 Strips
8.03.19.0.0100 100 Strips
U RI N E A N A LYZ E R 8.03.06.0.0050 | rs 3 parameters: Protein, pH, Glucose 50 St”’?s
8.03.06.0.0100 100 Strips
Atlas Urine Analyzer is a manual analyzer that detects 8.03.07.0.0100 | URS 3 Parameters: Glucose, Protein, Ketone 100 Strips
Photosensitive Diode using the method of Reflectance 8.03.08.0.0100 | URS 3 Parameters: Sample end:pH, Ketone, Glucose 100 Strips
Photometry. Test Categories include Routine, STAT and QC.
Atlas Urine Analyzer has an Automatic calibration for 8.03.09.0.0100 | URS 3 Parameters: Sample end:Leukocytes, Nitrite, Bloodl 100 Strips
. . . . . ; ; i 50 Strips
accurate results and easy operation. It can read strips with 8.03.10.0.0050 | URS 3 Parameters: Sample end:Protein, Specific Gravity,
i’ dp PR . P 8.03.10.0.0100 | Creatinine 100 Strips
up to 14 parameters, including Microalbumin/Creati-
P ) p . " g ) ) / . 8.03.11.0.0100 | URS 4 Parameters: Protein, pH, Specific Gravity, 100 Strips
ninenine/Calcium. It has an option to print results for quick Glucose
and simple record management. 8.03.12.0.0100 | URS 4 Parameters: Protein, pH, Blood, Glucose 100 Strips
8.03.13.0.0050 | URS 5 Parameters: Glucose, Protein, Ketone, pH, 50 Strips
Accurate. 8.03.13.0.0100 | Blood 100 Strips
Reliable 8.03.25.0.0100 | URS 5 Parameters(5mm): Blood, Glucose, Protein, Nitritd, 100 Strips
: Leucocytes
Convenient. 8.03.14.0.0100 | URS 6 Parameters: Leukocytes, Nitrite, Protein, pH, 100 Strips
Blood, Glucose
Easy Data Management.
8.03.44.0.0100 | URS 7 Parameter: Glucose, Ketone, Protien, PH, 100 Strips
Blood, Bilirubin, Urobilinogen
St . 8.03.23.0.0100 | URS 8 Parameters: Glucose, Protein, pH, Ketone, 100 Strips
Item Code Item Description Sizes Urobilinogen, Bilirubin, Blood, Nitrite
8.001.U120 Urine Analyzer For Clinics, U120 1 Unit 8.03.15.0.0100 | URS 9 Parameters: Nitrite, Urobilinogen, Protein, 100 Strips
8.002.U500 | Urine Analyzer For Hospitals, U500 1 Unit gmgsgd' Specific Gravity, Ketone, Bilirubin,
8.03.16.0.0100 | URS 10 Parameters: Leukocytes, Nitrite, Urobilinogeny, 100 Strips
Protein, pH, Blood, Specific Gravity, Ketone, Bilirubin,
Glucose
8.03.17.0.0050 | URS 10 Parameters: Sample end: Nitrite, Urobilinogen, 50 Strips
Protein, pH, Blood, Specific Gravity, Ketone,Bilirubin, P
8.03.17.0.0100 | Glycose, Ascorbic Acid 100 Strips
8.03.18.0.0100 [ URS 11 Parameters: Leukocytes, Nitrite, Urobilinogenf 100 Strips
Protein, pH, Blood, Specific Gravity, Ketone, Bilirubin,
Glucose, Ascorbic Acid
8.03.47.0.0100 | URS 14 Parameters (ASC, GLU, BIL, KET, SG, BLO, PH, PRQ, 100 Strips
URO, NIT, LEU, ALB, CRE, CA)




FERTILITY RAPID TESTS

Overview

Atlas Medical Fertility Rapid Tests are based on lateral flow
immunoassay for the detection of human chorionic gonad-
otropin (hCG), Ovulation (LH), and Human Follicular Stimu-
lating Hormone (FSH) in urine. Each of the three tests
comes in strip, cassette, or midstream formats and are
conveniently packed in sizes to suit lab, point-of-care and
home uses.

Features

<) Accurate.

<) Convenient.

<) Easy to use (add or dip in urine).
<) Competitively priced.

<) Results are obtained in 1 to 5 minutes.

< Different strip sizes are available.

Results

Positive

Negative

Invalid

Item Description

Item Code

8.59.00.0.0001 | Vaginal PH strips with handle, Individually Pouched Bulk

<

Item Code Item Description Sizes
8.04.00.0.0001 . L Bulk
8.04.00.0.0020 hCG Test Cassette, Urine, Individually Pouched 20 Tests/Box
8.04.01.0.0001| hCG Test Cassette, Urine/Serum, Individually Bulk
8.04.01.0.0020| Pouched 20 Tests/Box
8.04.04.0.0001 . . L Bulk
8.04.04.0.0100 hCG Test Strip, Urine, Individually Pouched 100 Tests/Bo
8.04.10.0.0001 . : . Bulk
8.04.10.0.0100 hCG Test Strip, Urine/Serum, Individually Pouchec 100 Tests/Bo
8.04.13.0.0001 Bulk

8.04.13.0.0015

hCG Midstream Test, Individually Pouched

15 Tests/Box

8.04.14.0.0001 : . Bulk
8.04.14.0.0020 LH Test Cassette, Urine, Individually pouched 20 Tests/Box
8.04.15.0.0001 . . i Bulk
8.04.15.0.0100 LH Test Strip, Urine, Individually pouched 100 Tests/Bo
8.04.16.0.0001 Bulk

8.04.16.0.0015

LH Midstream Test, Individually Pouched

15 Tests/Box

8.04.17.0.0001 . L Bulk
8.04.17.0.0020 FSH Test Cassette, Urine, Individually pouched 20 Tests/Box
8.04.18.0.0001 Bulk

8.04.18.0.0100

FSH Test Strip, Urine, Individually pouched

100 Tests/Box

8.04.19.0.0001
8.04.19.0.0015

FSH Midstream Test, Individually Pouched

Bulk
15 Tests/Box

KIDNEY FUNCTION RAPID TESTS

Overview

Atlas Medical Microalbumin Rapid Test is a rapid visual
immunoassay used for the qualitative detection of microal-
bumin in human urine samples. This kit is intended for use
as an aid in the diagnosis of renal dysfunction.

Features

<) The test comes in cassette and Strip formats.

15

Item Code

8.16.52.0.0001
8.16.52.0.0020

Item Description

Microalbumin Test Cassette ,Individually Pouchec

Bulk
20 Tests/Box

8.16.53.0.0030
8.16.53.0.0100

Microalbumin Test Strip ,Individually Pouched

30 Tests/Box
100 Tests/Box




INFLAMMATION AND CANCER MARKERS

Overview

All the tests in this group are qualitative and based on
lateral flow immunoassay for the detection of various
inflammation and cancer markers.

Features

Atlas Medical inflammation and cancer markers rapid
tests are supplied in both cassette and strip formats.

The kits are conveniently packed in different kit sizes of
20, 25,30 and 100 tests per kit.

Item Code

8.04.38.0.0020

Item Description

Fecal Occult Blood Test (FOB) Test Cassette,
Stool Sample, Individually Pouched

@

Sizes

20 Tests/Box

8.04.85.0.0050

Fecal Occult Blood Test (FOB) Test Strip
Stool Sample, Individually Pouched

50 Tests/Box

8.04.109.0.0020

Procalcitonin Test Cassette (PCT), (Serum/Plasm3

20 Tests/Box

8.48.00.0.0020

Procalcitonin Test Cassette (PCT), ( Whole Blood
/ Serum/ Plasma)

20 Tests/Box

8.16.78.0.0025

Calprotectin Test Cassette

25 Tests/Box

@

Item Code Item Description Sizes
8.16.28.0.0001 | PSA Test Cassette, Whole Blood/Serum/Plasma), [Bulk
8.16.28.0.0020 | Individually Pouched 20 Tests/Box
8.04.39.0.0001 | PSA Test Cassette, Serum/Plasma, Individually |Bulk
8.04.39.0.0020 | Pouched 20 Tests/Box
8.04.40.0.0001 | PSA Test Strip, Serum/Plasma, Individually Bulk
8.04.40.0.0100 | Pouched 100 Tests/Bo

CARDIAC MARKERS RAPID TESTS

Overview

Atlas Medical offers lateral flow immunoassay rapid tests to
detect the three major cardiac markers namely: Troponin |,
Myoglobin and CK-MB, as an aid in the diagnosis of myocar-
dial infarction (Ml).

Features

They can be used on whole blood (in addition to
serum/plasma) making them ideal for emergency
rooms.

They come in single test or triple combo test cassette
formats.

The kits are conveniently packed in different kit sizes of
20, 25, 30 tests per kit.

@

Item Code Item Description Sizes
8.04.45.0.0001| Troponin | Test Cassette, Whole Blood/Serum/ Bulk
8.04.45.0.0020| Plasma, Individually Pouched 20 Tests/Box
8.04.46.0.0001| Myoglobin Test Cassette, Whole Blood/Serum/ Bulk
8.04.46.0.0020| Plasma, Individually Pouched 20 Tests/Box
8.04.47.0.0001| CK-MB Test Cassette, Whole Blood/Serum/ Bulk
8.04.47.0.0020| Plasma, Individually Pouched 20 Tests/Box
Cardiac Triple Test Cassette (Troponin I, CK-MB,  |Bulk
ggijgggg% Myoglobin), Whole Blood/Serum/Plasma, 20 Tests/Box
Individually Pouched




DOA RAPID TESTS

Overview

All the tests in this group are qualitative and based on
lateral flow immunoassay for the detection of various
Drug of Abuse .

Features

o Atlas Medical DOA rapid tests are supplied in

cassette,,

strip, panel and cup formats.

<) The kits are conveniently packed in different kit sizes of

20, 25,30, 50 and 100 tests per kit.

<

STRIP AND CASSETTE FORMAT

Item Code Item Description Sizes
8.04.49.0.0001| Morphine Test Cassette, Urine, Bulk
8.04.49.0.0020| Individually Pouched 20 Tests/Box
8.04.50.0.0001| Morphine Test Strip, Urine, Bulk
8.04.50.0.0100| Individually Pouched 100 Tests/Box
8.04.51.0.0001| Marijuana (THC) Test Cassette, Urine, Bulk
8.04.51.0.0020| Individually Pouched 20 Tests/Box
8.04.52.0.0001| Marijuana (THC) Test Strip, Urine, Bulk
8.04.52.0.0100| Individually Pouched 100 Tests/Box
8.04.53.0.0001| Amphetamine Test Cassette, Urine, Bulk
8.04.53.0.0020| Individually Pouched 20 Tests/Box
8.04.54.0.0001| Amphetamine Test Strip, Urine, Bulk
8.04.54.0.0100| Individually Pouched 100 Tests/Box
8.04.55.0.0001| Barbiturates Test Cassette, Urine, Bulk
8.04.55.0.0020| Individually Pouched 20 Tests/Box
8.04.56.0.0001| Barbiturates Test Strip, Urine, Bulk
8.04.56.0.0100| Individually Pouched 100 Tests/Box
8.04.57.0.0001| Benzodiazepines Test Cassette, Urine, Bulk
8.04.57.0.0020| Individually Pouched 20 Tests/Box
8.04.58.0.0001| Benzodiazepines Test Strip, Urine, Bulk
8.04.58.0.0100( Individually Pouched 100 Tests/Box
8.04.59.0.0001 Cocaine Test Cassette, Urine, Bulk
8.04.59.0.0020| Individually Pouched 20 Tests/Box
8.04.60.0.0001| Cocaine Test Strip, Urine, Bulk
8.04.60.0.0100| Individually Pouched 100 Tests/Box
8.04.61.0.0001| Methamphetamine Test Cassette, Urine, Bulk
8.04.61.0.0020| Individually Pouched 20 Tests/Box
8.04.62.0.0001| Methamphetamine Test Strip, Urine, Bulk
8.04.62.0.0100/ Individually Pouched 100 Tests/Box
8.04.63.0.0001| Methadone Test Cassette, Urine, Bulk
8.04.63.0.0020| Individually Pouched 20 Tests/Box
8.04.64.0.0001| Methadone Test Strip, Urine, Bulk
8.04.64.0.0100| Individually Pouched 100 Tests/Box
8.04.65.0.0001| Phencyclidine Test Cassette, Urine, Bulk
8.04.65.0.0020( Individually Pouched 20 Tests/Box
8.04.66.0.0001| Phencyclidine Test Strip, Urine, Bulk
8.04.66.0.0100( Individually Pouched 100 Tests/Box

Item Code Item Description Sizes
8.04.67.0.0001| Tricyclic Anti-Depressants Test Cassette, Urine,  |Bulk
8.04.67.0.0020| Individually Pouched 20 Tests/Box
8.04.68.0.0001| Tricyclic Anti-Depressants Test Strip, Urine, Bulk
8.04.68.0.0100| Individually Pouched 100 Tests/Bo.
8.04.99.0.0001| Buprenorphine Test Cassette, Urine, Bulk
8.04.99.0.0020| Individually Pouched 20 Tests/Box
8.16.23.0.0001| Buprenorphine Test Strip, Urine, Bulk
8.16.23.0.0100| Individually Pouched 100 Tests/Bo!
8.16.68.0.0001| Tramadol Test Cassette, Urine, Bulk
8.16.68.0.0020| Individually Pouched 20 Tests/Box
8.16.44.0.0001| Tramadol Test Strip, Urine, Bulk
8.16.44.0.0100| Individually Pouched 100 Tests/Bo
8.16.15.0.0001| Methylenedioxymethamphetamine (MDMA) Bulk
8.16.15.0.0020| Ecstasy Test Cassette,Urine,Individually Pouched |20 Tests/Box
8.16.05.0.0001| Methylenedioxymethamphetamine (MDMA) Bulk
8.16.05.0.0100| Ecstasy Test Strip, Urine,Individually Pouched 100 Tests/Bo.
8.16.06.0.0001| Opiates Test Cassette, Urine, Bulk
8.16.06.0.0020| Individually Pouched 20 Tests/Box
8.16.07.0.0001| Opiates Test Strip, Urine, Bulk
8.16.07.0.0100( Individually Pouched 100 Tests/Bo
8.16.58.0.0001| Cotinine Test Cassette, Urine, Bulk
8.16.58.0.0020| Individually Pouched 20 Tests/Box
8.16.59.0.0001| Cotinine Test Strip, Urine, Bulk
8.16.59.0.0100| Individually Pouched 100 Tests/Bo:
8.16.62.0.0001| Oxycodone Test Cassette, Urine, Bulk
8.16.62.0.0020| Individually Pouched 20 Tests/Box
8.16.63.0.0001 | Oxycodone Test Strip, Urine, Bulk
8.16.63.0.0100| Individually Pouched 100 Tests/Bo
8.16.64.0.0001 | Ketamine Test Cassette, Urine, Bulk
8.16.64.0.0020| Individually Pouched 20 Tests/Box
8.16.65.0.0001 | Ketamine Test Strip, Urine, Bulk
8.16.65.0.0100| Individually Pouched 100 Tests/Bo:
8.16.66.0.0001 | Proxyphene Test Cassette, Urine, Bulk
8.16.66.0.0020| Individually Pouched 20 Tests/Box
8.16.67.0.0001 | Proxyphene Test Strip, Urine, Bulk
8.16.67.0.0100| Individually Pouched 100 Tests/Bo
8.16.68.0.0001|Tramadol Test Cassette, Urine, Bulk
8.16.68.0.0020|Individually Pouched 20 Tests/Box
8.16.69.0.0001| EDDP Test Cassette, Urine, Bulk
8.16.69.0.0020| Individually Pouched 20 Tests/Box
8.16.70.0.0001| EDDP Test Strip, Urine, Bulk
8.16.70.0.0100| Individually Pouched 100 Tests/Bo
8.16.60.0.0001| Dolantin Test Cassette, Urine, Bulk
8.16.60.0.0020| Individually Pouched 20 Tests/Box
8.16.61.0.0001| Dolantin Test Strip, Urine, Bulk
8.16.61.0.0100( Individually Pouched 100 Tests/Box

17




DOA RAPID TESTS

Item Code

8.04.93.0.0001
8.04.93.0.0025

Item Description

DOA Panel: 2 Drugs (Combination of any 2 drugs)
Urine, Individually Pouched

©

Sizes

Bulk
25 Tests/Box

8.04.94.0.0001
8.04.94.0.0025

DOA Panel: 3 Drugs (Combination of any 3 drugs)
Urine, Individually Pouched

Bulk
25 Tests/Box

8.04.95.0.0001
8.04.95.0.0025

DOA Panel: 4 Drugs (Combination of any 4 drugs)
Urine, Individually Pouched

Bulk
25 Tests/Box

8.04.79.0.0001
8.04.79.0.0025

DOA Panel: 5 Drugs (Combination of any 5 drugs)
Urine, Individually Pouched

Bulk
25 Tests/Box

8.04.80.0.0001
8.04.80.0.0025

DOA Panel: 6 Drugs (Combination of any 6 drugs)
Urine, Individually Pouched

Bulk
25 Tests/Box

8.04.81.0.0001
8.04.81.0.0025

DOA Panel: 7 Drugs (Combination of any 7 drugs)
Urine, Individually Pouched

Bulk
25 Tests/Box

8.04.82.0.0001

DOA Panel: 8 Drugs (Combination of any 8 drugs)

Bulk

8.04.82.0.0025| Urine, Individually Pouched 25 Tests/Box
8.04.83.0.0001| DOA Panel: 9 Drugs (Combination of any 9 drugs)/Bulk

Urine, Individually Pouched
8.04.84.0.0001| DOA Panel: 10 Drugs (Combination of any 10 Bulk

8.04.84.0.0025

drugs), Urine, Individually Pouched

25 Tests/Box

8.16.03.0.0001
8.16.03.0.0025

DOA Panel: 11 Drugs (Combination of any 11
drugs),Urine, Individually Pouched

Bulk
25 Tests/Box

8.16.04.0.0001
8.16.04.0.0025

DOA Panel: 12 Drugs (Combination of any 12
drugs), Urine, Individually Pouched

Bulk
25 Tests/Box

<

Item Code Item Description Sizes
8.42.43.0.0001 | C1 00 B O e gl Pouched " [k
5425000001 043 Of Abuse Cup, 8 parameters (Combinaton g
816.71.0.0001 | 2148 B N rige) Urine, madniauaity Pouched " [Pk

Item Code Item Description Sizes
DOA Multiscreen Cassette: 3 Drugs (Combination of
8.16.87.0.0001 g Bulk
any 3 drugs), Urine, Individually Pouched Y
8.16.88.0.0001] DOA Multiscreen Panel 7 Drugs (Combination of Bulk
any 7 drugs), Urine, Individually Pouched
8.16.89.0.0001| DOA Multiscreen Cassette: 8 Drugs (Combination of |Bulk
any 8 drugs), Urine, Individually Pouched

URINE SAMPLE SHOULDNOT
TOUCH THE PLASTIC DEVICE

vvyyvwvyyw

-0

@ @ Negative
= Positive
T

v vV.VvyvVvy
CQD Invalid
T




Kits in this group measure concentrations of electrolytes,

hormones, proteins, and other metabolic products in human

blood, serum,plasma, CSF and urine .

Clincal Chemistry tests are indicated to assess systemic functions

such liver function, kidney function, and endocrine and
metabolic function .
Methods commonly used are colormetric and kinetic.

The kits are conveniently packed in different kit sizes of

Item Code Item Description

8.05.16.0.0250 . N 2x125ml
20, 30, 60, 75,100, 150, 200, 250, 500, and 8.05.16.0.0500 Creatinine Jaffe Color-Kinetic 4x125ml
1000 tests per kit. 8.05.17.0.0250| Glucose GOD-POD (Liquid) 2x125ml
8.05.17.0.0500 4x125ml
8.05.18.0.0020| GOT (AST) IFCC Kinetic (Tablets) 10x2ml
8.05.18.0.0040 20x2ml
8.05.19.0.0250| GOT (AST) IFCC Kinetic (Liquid) 5x50ml
8.05.19.0.0500 5x100ml
8.05.20.0.0250 f _ : : 2x125ml
8.05.20.0.0500 GOT (AST) Reitman-Frankel Colorimetric >x250ml
8.05.21.0.0020) GpT (ALT) IFCC Kinetic (Tablets) 10x2ml
8.05.21.0.0040 20x2ml
Item Code Item Description |
8.05.22.0.0250 R - 5x50m
8.05.00.0.0250 ' 2x125ml 8.05.22.0.0500 GPT (ALT) IFCC Kinetic (Liquid) 5100m!
Albumin Bromocresol Green
8.05.00.0.0500) 4x125ml 5.05.23.0.0200 ) — 00T
Dededee GPT (ALT) Reitman-Frankel Colorimetric
8.05.23.0.0250 2x125m
8.05.01.0.003 Amvylase 3x10ml
8.05.01.0.0069 MY 6x10m|
8‘05'53'0'0010 Gamma GT Kinetic, Carboxy Substrate (Tablets) ;Oxgm:
8.05.02.0.002 Acid Phosphatase Kinetic, Hilmann 10x2ml 8.05.24.0.0040 0x2m
8.05.02.0.004Q Method (Tablets) 20x2ml
8.05.25.0.0250 S - 5x50ml
8.05.03.0.003q Alkaline Phosphatase Kinetic, DGKC 10x3ml 8.05.25.0.0500 | @@mma GT Kinetic, Carboxy Substrate (Liquid) 5%100m!
8.05.03.0.006Q Method (Tablets) 20x3ml
: N 8.05.26.0.0100 . 2x50ml
8.05.04.0.025(Q Alkaline Phosphatase Kinetic, DGKC 5x50ml HDL Cholesterol Precipitating Reagent
8.05.04.0.0500 Method (Liquid) 5x100m| 8.05.26.0.0200 2x100ml
8.05.05.0.025Q jjirybi 2x125ml 8.05.27.0.0200| Iron Ferrozine Colorimetric 4x50ml
3.05.05.0.0500 Bilirubin Total (DMSO Method) 2x125ml .05.27.0.
8.05.06.0.025( ..., .. . 2x125ml
Bilirubin Direct (DMSO Method) 8.05.28.0.0030 - 10x3ml
8.05.06.0.0500 4x125ml 8.05.28.0.0060 LDH IFCC Kinetic (Tablets) 20x3ml
8.05.07.0.0250] ... .. . 2x125ml
8.05.07.0.0500| Bilirubin Total & Direct (DMSO Method) 4x125ml 8.05.29.0.0250[ | 1o i vic UV DGKC (Liquid) 5x50ml
0 0500950 ST 8.05.29.0.0500 Y a 5x100ml
e nan Calcium Arsenazo llI X oom
8.05.08.0.0500 4x125ml 8.05.30.0.0060 | Lipase Kinetic (Liquid) 6x10ml
8.05.09.0.0250 . . 2x125ml
8.05.09.0.0500| Calcium O-Cresolphthalein 4x125ml gggg}ggggg Magnesium Calmagite Colorimetric ‘Z&Bgm:
8.05.10.0.0250] cpjoride Thiocyanate Colorimetric 2x125ml
8.05.10.0.0500 4x125ml 8.05.32.0.0250 2x125ml
‘AE 2o Phosphorus Phosphomolybdate UV |
8.05.11.0.0250) Cholesterol Liquid (CHOD-POD) 2x125ml 8.05.32.0.0500 4x125m
8.05.11.0.0500| —"O'€sterotLiqul 4x125ml
8.05.33.0.0050 . . . 50 Tests
8.05.12.0.0025 N 10x2.5ml Potassium Colorimetric
8.05.12.0.0050 CK-MB Kinetic (Tablets) 20x2.5ml 8.05.33.0.0100 100 Tests
8.05.13.0.0050 N - 5x10ml 8.05.34.0.0050 . . . 50 Tests
8.05.13.0.0100] CK-MB Kinetic (Liquid) 5x20ml 8.05.34.0.0100 | Sedium Colorimetric 100 Tests
8.05.14.0.0025 R 10x2.5ml
8.05.14.0.005d CK-NACKinetic (Tablets) 20§2.52| 8.05.35.0.0100| TIBC (Total Iron Binding Capacity) 100 Tests
8.05.15.0.0050 R - 5x10ml 8.05.36.0.0250 . R . . 2x125ml
8.05.15.0.0100 CK-NAC Kinetic (Liquid) 5§zom| 8.05.36.0.0500 Total Lipids Phosphovainilline Colorimetric 2x125ml
8.05.37.0.0250 o . . 2x125ml
8.05.37.0.0500 Total Protein Biuret Colorimetric 2x125ml
8.05.38.0.0250 - 2x125ml
8.05.38.0.0500 | 1otal Protein in CSF 4x125ml




CLINICAL CHEMISTRY KITS

@

@

Item Code Item Description Item Code Item Description Sy
8.05:39.0.0250! Triglycerides GPO-POD Colorimetric 2x125m 805 71.0.0500| (Mre Reaganm e Cotormetric aasami
Sggigggégg Urea Urease-GLDH Kinetic (UV) gi?gg}:ﬂ 8.05.43.1.0005 E;égﬁliﬁ?ejiia,lkﬁfmn;?géﬁrgleinical Chemist, 5mi/vial
gggﬁgggﬁgg H—HWCOARCS:;;LC:S)SE_PAP Colorimetric iﬂ%gm: 8.05.47.0.0003 G6PD Control, Normal Level, (Lyophilized) 6x0.5ml
g:ggfg:g:gggg G6PD Deficiency Qualitative Kit ggg E:g 8.05.51.0.0100 BBIéCCtP;\zgshtgéol, Enzymatic Colorimetric 100 Tests
3823288?28 G6PD Deficiency Quantitative Kit 1725-?235 8.40.00.1.0100| HbA1c Direct Enzymatic Colorimetric Kit 100 Tests
gggig} 8?;(5) (GVSEE gﬁf;ﬁiggfgs)ouantitative Kit, ?g(-)r?'setssts ggg;;gggiz Electrolytes Kit (Sodium, Potassium, Chloride) ig Izz:z :Z: 2222

ALCOHOL TESTS

Overview

Atlas Medical supplies kits to test for alcohol in urine, saliva
and breath.The urine alcohol test is based on the detection
of EtG (Ethyl Glucuronide) in urine using a rapid lateral flow

immunoassay. Whereas the saliva alcohol test uses a strip
with dry chemistry pad that changes color to indicate the
level of alcohol in the saliva. The alcohol breath test is a
tube with crystals that change color as the subject blows
through when alcohol level in breath exceeds a certain

limit.

Features

<

Item Code Item Description Sizes
8.25.01.0.0001 ; ; i Bulk
8.95.010.0025 Saliva Alcohol Test Strip, Individually Pouched 25 Tests/Box
8.25.02.0.0001 9 ivi Bulk
8.95.02.0.0020 Breath Alcohol Test (0.02%), Individually Pouched 20 Tests/Box
8.25.03.0.0001 9 ivi Bulk
8.95.03.0.0025 Breath Alcohol Test (0.05%), Individually Pouched 25 Tests/Box
8.25.04.0.0001 0 ivi Bulk
8.95.04.0.0025 Breath Alcohol Test (0.08%), Individually Pouched 25 Tests/Box
8.25.05.0.0001| Ethyl Glucuronide (ETG ) Urine Strip, Bulk
8.25.05.0.0020| Individually pouched 20 Tests/Box

The kits are conveniently packed in different kit sizes of
20, 25,50 and 100 tests per kit.




STAINS FOR HISTOLOGY & MICROBIOLOGY

Overview

Atlas Medical is well known for its range of lab stains for
histology and microbiology applications.

Atlas Medical stains are made of the highest quality
ingredientsto ensure good quality and vivid staining.

Features

<) The stains come in convenient sizes, but custom
sizes are also available.

STAIN PACKS FOR HISTOLOGY

STAINS FOR HISTOLOGY

Item Code
8.15.017.0250

Iltem Description

Carbol Fuchsin (Gram)

€

Sizes

250ml/Bottle

8.15.019.0250

Carbol Fuchsin (Ziehl-Neelsen)

250ml/Bottle

8.15.032.0250

Crystal Violet (for Gram Stain)

250ml/Bottle

8.15.037.0250

Eosin'Y (1% Aqueous)

250ml/Bottle

8.15.038.0250

Eosin'Y (5% Aqueous)

250ml/Bottle

8.15.039.0250

Eosin Stain (diff 3)

250ml/Bottle

8.15.041.0250

Field Stain (Solution A)

250ml/Bottle

8.15.042.0250

Field Stain (Solution B)

250ml/Bottle

8.15.043.0750 Field Stain ( Fixing Reagent, Eosin Reagent, 3x250ml
Methylene Blue Reagent
8.15.044.0500 Field Stain (Solution A+B) 2x250ml

8.15.047.0250

Giemsa Stain (Modified-Glycerol/Methanol)

250ml/Bottle

8.15.049.0250

Gram's lodine

250ml/Bottle

8.15.051.0250

Gram's Decolouriser

250ml/Bottle

8.15.059.0250

Haematoxylin Harris (no Acetic Acid)

250ml/Bottle

8.15.069.0250

Leishman Stain

250ml/Bottle

8.15.074.0250

Lugol's lodine

250ml/Bottle

8.15.076.0250

Malachite Green (Aqueous)

250ml/Bottle

8.15.078.0250

May Grunwald Stain (Modified)

250ml/Bottle

8.15.105.0250

New Methylene Blue for Reticulocytes

250ml/Bottle

8.15.110.0250

Papanicolaou Stain EA35

250ml/Bottle

8.15.111.0250

Papanicolaou Stain EA36

250ml/Bottle

8.15.112.0250

Papanicolaou Stain EA65

250ml/Bottle

8.15.114.0250

Papanicolaou Stain EA50

250ml/Bottle

Item Description Sizes
liemiCoss P 8.15.115.0250 | Papanicolaou Stain OG6 250ml/Bottle
8.17.003.0300 | Periodic Acid Schiff (PAS) Stain Kit 3x100ml :
8.15.126.0250 Safranin (1% Aqueous) 250ml/Bottle
8.17.004.0300 | Iron Stain Kit - Perl 3x100ml
8.17.009.1000 | Gram Stain Pack 4x250m] 8.15.143.0250 Wright's Stain (Modified) 250ml/Bottle
8.17.010.0750 | Cold ZN - Kinyoun Stain Pack 3x250ml 8.15.144.0250 | ZN Decolouriser 250ml/Bottle
8.17.011.0750 | ZN Pack Standard 3x250ml 8.15.146.0100 Immersion QOil 100ml/Bottle
8.17.015.0500 | Diff-3 Stain Pack 4x125ml 8.15.150.1000 Mayers haematoxylin 1 L/Bottle
Papanicolaou Stain Pack ) ’ .
8.17.016.1000 (EA35, EA50, EAG5, 0G6) 4X250ml 8.15.152.0500 Field Stain (Solution B)+Methanol 2X250 ml
MICROBIOLOGY
ltem Code Item Description Sizes
8.38.00.0.0025 Blood Culture Bottles, Pediatric Size 25ml/Bottle
8.38.00.0.0050 Blood Culture Bottles, Adult Size 50ml/Bottle

8.36.00.0.0020

Mycoplasma Culture, Identification, Enumeration
and Susceptibility Kit

20 Tests/Box




ANTIBIOTIC SENSITIVITY DISCS

<

OverVIeW Item Code Item Description Sizes
Antibiotic sensitivity is a term used to describe the suscepti- 8.39.01.0.0250 | AMIKACIN (30 pg) — AK 5%50 Discs
bility of bacteria to antibiotics. Antibiotic susceptibility 8.39.02.00250 | AMOXICILLIN (10 ig) - AX 450 Disce
testing (AST) is usually carried out to determine which -
antibiotic will be most successful in treating a bacterial 8.39.03.0.0250 | AMOXICILLIN / CLAVULANATE (20 g + 10 ug) - AMC | 5x50 Discs
infection in Vivo. 8.39.04.0.0250 | AMPICILLIN (10 pg) — AMP 5x50 Discs

8.39.05.0.0250 | AMPICILLIN / SULBACTAM (10 pg - 10 pg) — AS 5x50 Discs

Small discs containing antibiotics are placed onto a plate 8.39.06.0.0250 | AZITHROMYCIN (15 ug) - AZM 50 Discs
upon which bacteria are growing. If the bacteria are 8.39.07.0.0250 | AZTREONAM (30 ug) - AT 5x30 Discs
sensitive to the antibiotic, a clear ring, or zone of inhibition, 8.39.08.0.0250 | CEFACLOR (30 pg) - CF 5x50 Discs
is seen around the disc indicating poor growth. 8.39.09.0.0250 | CEFADROXIL (30 pg) - CD 5x50 Discs
8.39.10.0.0250 | CEFAZOLIN (30 pg) - CZ 5x50 Discs

8.39.11.0.0250 |CEFDINIR (5ug) - CDR 5x50 Discs

F eat ures 8.39.12.0.0250 | CEFIXIME (5 pg) - CFM 5x50 Discs
8.39.13.0.0250 | CEFOPERAZONE (75 ug) - CPZ 5x50 Discs

<) Atlas Medical offers a wide range of antibiotics discs at 8.39.14.0.0250 | CEFOPERAZONE / SULBACTUM (75 pg + 30 pg) - CS 5x50 Discs
competitive prices. 8.39.15.0.0250 | CEFOTAXIME (30 pg) - CTX 5x50 Discs

' Easy to use. 8.39.16.0.0250 | CEFPIROME (30 pg) - CE 5x50 Discs
8.39.17.0.0250 | CEFPODOXIME (10 pg) - CPD 5x50 Discs

7 The kit comes with a Cartridge Applicator. 8.39.18.0.0250 | CEFPROZIL (30 pg) - CPR 5x50 Discs
8.39.19.0.0250 | CEFTAZIDIME (30 pg) - CAZ 5x50 Discs

O Reliable quality. 8.39.20.0.0250 | CEFTIZOXIME (30 ug) - CZX 5x50 Discs
8.39.21.0.0250 | CEFTRIOXONE (30 pg) - CTR 5x50 Discs

< Comprehensive range of antibiotics at different concen- 8.39.22.0.0250 | CEFUROXIME (30 pg) - CXM 5x50 Discs
trations. 8.39.23.0.0250 | CEPHALEXIN (30 pg) - CN 5x50 Discs
8.39.24.0.0250 | CEPHALORIDINE (30 pg)- CH 5x50 Discs

8.39.25.0.0250 | CEPHALOTHIN (30 pg) - CEP 5x50 Discs

8.39.26.0.0250 | CHLORAMPHENICOL (30 pg) - C 5x50 Discs

8.39.27.0.0250 | CIPROFLOXACIN (5 pg) - CIP 5x50 Discs

8.39.28.0.0250 | CLARITHROMYCIN (15 ug) - CLR 5x50 Discs

8.39.29.0.0250 | CLINDAMYCIN (2 pg) - CD 5x50 Discs

8.39.30.0.0250 | CLOXACILLIN (5 pg) - COX 5x50 Discs

8.39.32.0.0250 | DOXYCYCLINE (30 pg) - DOX 5x50 Discs

8.39.33.0.0250 |ERYTHROMYCIN (15 pg) - E 5x50 Discs

8.39.34.0.0250 | FURAZOLIDONE (100 g) - FZ 5x50 Discs

8.39.35.0.0250 | GATIFLOXACIN (5 pg) - GAT 5x50 Discs

@ 8.39.36.0.0250 |GENTAMYCIN (10 pg) - GEN 5x50 Discs

8.39.38.0.0250 |KANAMYCIN (30 ug) - K 5x50 Discs

8.39.39.0.0250 |LEVOFOLXACIN (5 pg) - LE 5x50 Discs
8.39.48.0.0250 | NORFLOXACIN (10 pg) - NX 5x50 Discs 8.39.40.0.0250 |LINCOMYCIN (15 pg) - LN 5x50 Discs
8.39.49.0.0250 | OFLOXACIN (5 pg) - OF 5x50 Discs 8.39.41.0.0250 |LINEZOLID (30 pg) - LZ 5x50 Discs
8.39.50.0.0250 | PEFLOXACIN (5 pg) — PF 5%50 Discs 8.39.42.0.0250 |LOMEFLOXACIN (10 pg) - LOM 5x50 Discs
8.39.51.0.0250 | PENICILLIN -G (10 1U) - P 5x50 Discs 8.39.43.0.0250 |MEROPENEM (10 ug) - MRP 5x50 Discs
8.39.52.0.0250 | PIPERACILLIN (100 pg) - PI 5x50 Discs 8.39.44.0.0250 |MINOCYCLINE (30 pg) - Ml 5x50 Discs
8.39.53.0.0250 | PIPERACILLIN / TAZOBACTAM (100 pg + 10 pg) - PTZ | 5x50 Discs 8.39.45.0.0250 |MOXIFLOXACIN (5 pg) - MXF 5x50 Discs
8.39.54.0.0250 | RIFAMPIN (5 pg) - RIF 5x50 Discs 8.39.46.0.0250 |NALIDIXIC ACID (30 ug) - NA 5x50 Discs
8.39.55.0.0250 | ROXITHROMYCIN (30 pg) - RO 5x50 Discs 8.39.47.0.0250 |NITROFURANTOIN (300 pg) - NIT 5x50 Discs




ANTIBIOTIC SENSITIVITY DISCS

€

<

Item Code Item Description Sizes Item Code Item Description Sizes
8.39.56.0.0250 | SPARFLOXACIN (5 pg) — SPX 5x50 Discs 8.39.70.0.0050 | CARBENICILLIN (100 pg) - CB 1x50 Discs
8.39.57.0.0250 | STREPTOMYCIN (10 ug) - S 5x50 Discs 8.39.71.0.0050 | BACITRACIN - B (10 Unit) 1x50 Discs
8.39.58.0.0250 | SULFADIAZINE (300 ug) - SD 5x50 Discs 8.39.72.0.0050 | CEFOXITIN(30 pg) - CX 20x50 Discs
8.39.59.0.0250 | TEICOPLANIN (30 pg) - TEI 5x50 Discs 8.39.76.0.0250 | COLISTIN -CL (10 pg) 5x50 Discs
8.39.60.0.0250 | TETRACYCLINE (30 pg) - TE 5x50 Discs 8.39.77.0.0250 | IMIPENEM-IPM (10 pg) 5x50 Discs
8.39.61.0.0250 | TICARCILLIN / CLAVULANATE (75 ug + 10 ug)-TCC 5x50 Discs 8.39.78.0.0250 | OXACILLIN -OX (1 pg) 5x50 Discs
8.39.62.0.0250 | TOBRAMYCIN (10 pg) - TOB 5x50 Discs

8.39.63.0.0250 | TRIMETHOPRIM (5 ug) - TR 5x50 Discs

8.39.64.0.0250 | VANCOMYCIN (30 pg) - VA 5x50 Discs

8.39.65.0.0250 | POLYMYXIN-B (300 UNITS) -PB 5x50 Discs

8.39.66.0.0050 | CEFOXITIN (30 ug) - CX 1x50 Discs

8.39.67.0.0250 | CEFEPIME (30 pg) - CPM 5x50 Discs

8.39.69.0.0050 | NOVOBIOCIN (5 pg) -NV 1x50 Discs

ELISA KITS

Features

<) The kits feature high sensitivities, simple and robust

methods, breakable well strips, quantitative results,
ready-to use liquid reagents, and reasonable assay

time.

<) The assays can be used on most open ELISA manual

readers and washers as well as open ELISA auto-analyz-

ers.

<) Kits are packed in sizes of 96 tests.

Overview

HORMONE ELISA KITS

Atlas Medical offers a range of Enzyme Linked Immunosor-

bent Assay (ELISA or EIA) to detect major hormones in the

fields of thyroids and fertility in serum.

@

HORMONE ELISA KITS

Item Code Item Description Sizes
8.07.02.0.0096 | PSA Elisa Kit 96 Tests
8.07.10.0.0096 | Free PSA Elisa Kit 96 Tests

Item Code Item Description Sizes

8.10.01.0.0096 | hCG Elisa Kit 96 Tests
8.10.03.0.0096 FSH Elisa Kit 96 Tests
8.10.04.0.0096 | LH Elisa Kit 96 Tests
8.10.05.0.0096 Prolactin Elisa Kit 96 Tests
8.12.00.0.0096 T3 Elisa Kit 96 Tests
8.12.01.0.0096 | T4 Elisa Kit 96 Tests
8.12.02.0.0096 | TSH Elisa Kit 96 Tests
8.12.03.0.0096 Free T4 Elisa Kit 96 Tests
8.12.04.0.0096 Free T3 Elisa Kit 96 Tests
8.11.03.0.0096 Progesterone Elisa kit 96 Tests
8.11.04.0.0096 Testosterone Elisa Kit 96 Tests




ELISA KITS

Overview

Atlas Medical offers a range of Enzyme Linked Immunosor-
bent Assay (ELISA or EIA) to detect IgG and IgM antibodies
against TORCH (Toxoplasmosis, Rubella, CMV and Herpes | &

TORCH ELISA KITS

|®

II) in serum. Iltem Code Item Description Sizes
8.13.00.0.0096 Toxo Plasma Gondii IgG (Toxo IgG) Elisa kit 96 Tests
* Different Packaging sizes. 8.13.01.0.0096 | Toxoplasma gondii IgM (Toxo IgM) Elisa kit 96 Tests
* Easy to Use 8.13.02.0.0096 | Rubella IgG Elisa Kit 96 Tests
* High Quality @ 8.13.03.0.0096 | Rubella IgM Elisa Kit 96 Tests
8.13.05.0.0096 | Cytomegalovirus IgG (CMV IgG) Elisa Kit 96 Tests
Item Code Item Description Sizes 8.13.06.0.0096 | Cytomegalovirus IgM (CMV IgM) Elisa Kit 96 Tests
8.13.10.0.0096 | Herpes Simplex 2 IgM (HSV2 IgM) Elisa Kit 96 Tests 8.13.07.0.0096 | Herpes Simplex 119G (HSV1 IgG) Elisa Kit 96 Tests
8.13.11.0.0096 | Herpes Simplex 1,2 IgG (HSV1,2 IgG) Elisa Kit 96 Tests 8.13.08.0.0096 | Herpes Simplex 1 IgM (HSV1 IgM) Elisa Kit 96 Tests
8.13.12.0.0096 | Herpes Simplex 1,2 IgM (HSV1,2 IgM) Elisa Kit 96 Tests 8.13.09.0.0096 | Herpes Simplex 2 IgG (HSV2 IgG) Elisa Kit 96 Tests

Overview

Atlas Medical offers a range of Enzyme Linked Immunosor-
bent Assay (ELISA or EIA) to detect a series of infection
diseases such as HIV, Hepatitis (A, B, C, D and E) and H. pylori
(antigens in feces).

@

INFECTIOUS DISEAS! LISA KITS

Item Code Item Description

8.14.19.1.0096 I Helicobacter Pylori Antigen Elisa Kit |96 Tests

@

INFECTIOUS DISEASES ELISA KITS

Iltem Code Item Description Sizes

8.14.28.0.0096 | HBsAg Elisa Kit 96 Tests
8.14.29.0.0096 HBsADb Elisa Kit 96 Tests
8.14.30.0.0096 HBCcAD Elisa Kit 96 Tests
8.14.31.0.0096 HBeAg Elisa Kit 96 Tests
8.14.32.0.0096 HBeADb Elisa Kit 96 Tests
8.14.35.0.0096 | HEV IgM Elisa Kit 96 Tests
8.14.38.0.0096 | HCV Ab Elisa Kit 96 Tests
8.14.39.0.0096 | HAV IgM Elisa Kit 96 Tests
8.14.40.0.0096 HIV 1,2 Antibody Elisa Kit 96 Tests
8.14.43.0.0096 Syphilis Antibody total (IgG,IgA,IgM) Elisa Kit 96 Tests
8.14.44.0.0096 | HIV Ag/Ab Elisa Kit 96 Tests

OTHER ELISA KITS

‘@

Item Code Item Description Sizes

8.07.03.0.0096 Alpha Feto Protein (AFP) Elisa Kit 96 Tests
8.07.08.0.0096 Ferritin Elisa Kit 96 Tests
8.08.00.0.0096 Troponin | Elisa Kit 96 Tests
8.09.00.0.0096 IgE Elisa Kit 96 Tests
8.51.00.0.0096 25-0OH Vitamin D Elisa Kit 96 Tests
8.57.00.0.0096 Vitamin B12 Elisa Kit 96 Tests
8.58.00.0.0096 Folic Acid Elisa Kit 96 Tests
8.06.32.0.0096 | Anti-CRA Elisa Kit 96 Tests




HOME TESTS

Overview

Screening Kits

@@45@
Atlas Medical provides a range of home tests that have
been specifically CE marked for OTC use. The range includes ltem Code ltem Description Sizes

fertility tests (Pregnancy, Ovulation and Me‘:nopause‘)..The 20004001 Atlas Home Diabetes Test 2 Tests/Box
home tests range also includes other medical conditions

. . . . . . 70021001 Atlas Home Urinary Tract Infection Test 2 Tests/Box
such as liver function, kidney function, diabetes and urine
tract infection. These tests are based on urine reagent | 70022001 Atlas Home Kidney Function Test 2 Tests/Box
strips_ 70023001 Atlas Home Liver Function Test 2 Tests/Box

- Simply dip the test strip in urine for one second.

Features - Wait for 30 - 60 seconds.
- Compare the colors on the strip to the color chart
N . ) . on the box.
<) These tests come in cassette, midstream and strip
formats. @
0459
Fertility Kits
<) The screening kits come with 2 individually pouched
strips and easy to read instructions for use. Item Code Item Description Sizes
70171001 Atlas Home Pregnancy Test Cassette 1 Test/Box
70172001 Atlas Home Pregnancy Test Midstream 1 Tests/Box
H . . . . .
< Al ‘klts are packed in attraCtlvely designed boxes with 70174001 Atlas Home Ovulation Test Cassette 5 Tests/Box
various languages. - -
70175001 Atlas Home Ovulation Test Midstream 3 Tests/Box
70177001 Atlas Home Menopause Test Cassette 1 Test/Box
. . . 70178001 Atlas Home Menopause Test Midstream 1 Test/Box
<) Atlas Medical also supplies these kits under OEM
70180001 Atlas Home Pregnancy Test Strip (With Handle) 1 Test/Box
arrangements.
70170001 Atlas Home Pregnancy Test Strip 1 Test/Box

<} Screening bundle including (UTI, Kidney, Liver, Diabetes)
is available , Family planning kit (Pregnancy and
Ovulation) is also available .




BLOOD GLUCOSE MONITORING SYSTEMS

Overview

Testing your blood glucose regularly helps you better
manage your diabetes. Reliance ™ by Atlas Medical, uses
the latest blood glucose sensor technologies to offer you
the most accurate and reliable results for the peace of mind
you need. Atlas Medical offers these systems in strips
which includes Gold Electrodes. Reliancgow

Features

AD]

<) Reliance Gold ™ by Atlas Medical, uses the latest
blood glucose gold sensor technology to offer the Reliance Gold

most accurate and reliable results.

Item Code Item Description Sizes
N . . .
< Testtime requ”ed is 5 Seconds. 8.52.00.0.0001 Reliance Gold Glucometer Pack 1 Pack
<) Required sample volume is 0.9l 8.52.00.0.0025 | strips for Reliance Gold Glucometer 25 Strips/Bottle
8.52.00.0.0050 50 Strips/Bottle
. 8.52.00.1.0001 Reliance Gold Glucometer (Divce onl i
< Test result range is between 10 - 600 mg/dl (0.6 -33.3 ( ) 1 Divee only

mmol/L)
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Blood Grouping CE Certificate

OTHER CERTIFICATES

® FDA 510k Atlas Drug of Abuse Tests
( Cup & Panel Format)

® GMP Certificate

® FDA 510k Atlas Home Pregnancy Test
(Midstream Format)

® FDA 510k Atlas Home Ovulation Test
(Midstream Format)

hCG Test Strip CE certificate

hCG Test Cassette CE certificate

hCG Midstream Test CE certificate
Ovulation Test Midstream CE certificate

Ovulation Test Cassette CE certificate
Menopause Test Midstream CE certificate

Menopause Test Cassette CE certificate
Liver Function Test CE certificate
Diabetes Test CE certificate

UTI Test CE certificate

Kidney function Test CE certificate




CONTACT US

FIND US ON:

f
in
!
o

@Atlas.Medical.GmbH

linkedin.com/company/atlas-medical-co

@AtlasMedic

Amazon.co.uk/Atlas Medical

Email: Info@atlas-medical.com
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