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This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
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Certificate No: MDSAP 743463

Registered Scope:

Design and Manufacture of In Vitro Diagnostic Medical Devices, used in the Screening of Blood Donor
Units for Transmissible Diseases. Design and Manufacture of In Vitro Diagnostic Medical Devices used in
the Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac Markers, Endocrine
Disorders, and for Therapeutic Drug Monitoring.

Design, Development, Manufacture, Refurbishment, Distribution, and Post-Market Customer Service and
Support of In Vitro Diagnostic Medical Devices for Immunoassay and Clinical Chemistry Systems.
Manufacture, Design / Development of In Vitro Diagnostic Products including Instruments, Reagents, and

Accessories for Hematology.

Original Registration Date: 2017-12-07  Effective Date: 2021-10-13 Expiry Date: 2022-10-12
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Certificate No: MDSAP 743463

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Facility ID Number: F004943

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Illinois

60045

USA

Facility ID Number: F004943

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites.

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Facility ID Number: F004943

Original Registration Date: 2017-12-07

Distribution of In Vitro Diagnostic Products including Test
Kits, Reagents, Accessories and Instruments.
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VECTOR ZAO “Vector-Best” Rev. 01

',B__EEE/‘ EC Declaration of conformity Page 1 of 4

EC DECLARATION OF CONFORMITY

ZAO “Vector-Best” hereby ensures under own responsibility and declares that the products
listed on pages 2-4 are in conformity with applicable provisions and fulfill the essential
requirements of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitro diagnostic

medical devices.

Classification of products:

Conformity assessment procedure:

Manufacturer:

European authorized representative:

Date: 2013/04/12

Other devices (all devices except Annex Il and
self-testing devices)

Annex Il (not including section 6).

ZAO “Vector-Best”

Address: AHC, Koltsovo,
Novosibirsk Region, 630559, Russia,
Tel. +7 (383) 363 20 60,

Fax: +7 (383) 363 35 55

Bioron GmbH,
Rheinhorststr. 18, D-67071
Ludwigshafen, Germany.
tel.: +49 (0) 621 5720 915,
fax: +49 (0) 621 5720 916

Murat Khusainov
General Director ZAO «Vector-Best»




VECTOR ZAO “Vector-Best” Rev. 01
JQ/E/-_S'/I/‘ EC Declaration of conformity Page 2 of 4
No. Product name Identification data REF
1. |Vectohep A-IgM EIF&!JEA kit for determination of IgM to hepatitis A D-0352
p ELISA kit for quantitatve and qualitative
2 [eacabepAg determination of IgG to hepatitis A virus C-on2
3. |Vectohep TTV-IgG ELISA kit for determination of IgG to TT virus D-0802
4. |Vectohep E-lgG EI!I:-LEA kit for determination of IgG to hepatitis E D-1056
5. |Vectohep E-IgM Elll'_ngA kit for determination of IgM to hepatitis E D-1058
6. |Vectohep G-IgG Elr_tIJES;A kit for determination of IgG to hepatitis G D-1252
. ELISA kit for determination of IgG to infectious
7. |LymeBestigG borreliosis agents 1452
’ ELISA kit for determination of IgM to infectious |
8. |LymeBastight borreliosis agents Dot
9. |RecombiBest antipallidum-IgG Eéllliiﬁr:it for determination of 19G to Treponema D-1852
10 RecombiBest antipallidum- ELISA kit for determination of total antibodies to D-1856
" | total antibodies Treponema pallidum :
11 RecombiBest antipallidum- ELISA kit for determination of IgM to Treponema D-1858
L | IgM pallidum i
12 RecombiBest antipallidum- ELISA kit for determination of total antibodies to D-1857
" | total antibodies Treponema pallidum )
13. | VectoHSV-1.2 - IgG Elr_ﬁl?yglé ;‘011' gﬁge;mlnatmn of IgG to herpes simplex D-2152
. - ELISA kit for determination of IgM to herpes simplex
14. | VectoHSV - IgM virus types 1 and 2 D-2154
15. | VectoHHV-8 - 1gG \I’EHI-_LIETY :a; f80r determination of 1gG to human herpes D-2160
16. | VectoHHV-6 - IgG Elr_;??yl;g gr determination of IgG to human herpes D-2166
17 Ureaplasma urealyticum — ELISA kit for determination of IgG to Ureaplasma D-2254
" |1gG-EIA-BEST urealyticum antigens
18 Ureaplasma urealyticum — ELISA kit for determination of IgA to Ureaplasma D-2258
" | IgA-EIA-BEST urealyticum antigens
19. | VectoParotitis-IgG ELISA kit for determination of IgG to parotitis virus D-2602
20. | VectoParotitis-IgM ELISA kit for determination of IgM to parotitis virus D-2604
21. | Toxocara-lgG-EIA-BEST Ellq_tliggnsklt for determination of IgG to toxocara D-2752
29 Opisthorchiasis — IgG-EIA- ELISA kit for determination of IgG to opisthorchiasis D-2952
" |BEST antigens
23. | Echinococcus-IgG-EIA-BEST | ELISA kit for determination of IgG to Echinococcus | D-3356




VECTOR ZAO “Vector-Best” Rev. 01
JB__E/:S_ _T/‘ EC Declaration of conformity Page 3 of 4
antigens
24. | Ascarid-lgG-EIA-BEST Elrtﬁfi‘co‘i(ge Sft:)r determination of IgG to Ascaris| o 4,0
25. | Lamblia-antibodies-EIA-BEST E;:T?Qiakg:ggod;gm‘”a“°” of 19G, IgM and lgAte| passs
26. | Lamblia-lgM-EIA-BEST E#:iigdizg for determination of IgM to Lamblia D-3554
27. | Lamblia-antigen-EIA-BEST ELISA kit for determination of Lamblia antigen D-3556
8 Helicobacter pylori-CagA- ELISA kit for determination of total antibodies to D-3752
" | antigen-EIA-BEST CagA Helicobacter pylori i
ELISA kit for determination of concentration of
26. | TSR-EIA-BEST thyroid-stimulating hormone X-3852
30. | T3 total-EIA-BEST tErili_cﬁgt#:rfo%ri :eetermlnatlon of concentration of total X.3954
31 | T4 total-EIA-BEST 511;:22‘:2 for determination of concentration of total X-3956
; ELISA kit for determination of antibody
3R AntTECERBEST concentration to thyroperoxidase Keouan
ELISA kit for determination of concentration of
33 | RAPR-A-EIA-BEST pregnancy-associated plasma protein A D-4160
34 Mycoplasma hominis-lgG- ELISA kit for determination of 1gG to Mycoplasma D-4352
" | EIA-BEST hominis )
35 Mycoplasma hominis-IgA-EIA- | ELISA kit for determination of IgA to Mycoplasma D-4358
" | BEST hominis 2
36 Mycoplasma pneumoniae- ELISA kit for determination of IgG to Mycoplasma D-4362
" | 1gG-EIA-BEST pneumoniae
37 Mycoplasma pneumoniae- ELISA kit for determination of IgM to Mycoplasma D-4366
" | IgM-EIA-BEST pneumoniae
o : ELISA kit for determination of IgG to Crimean-
38. | Vectocrimean — CHF - 19G Congo hemorrhagic fever virus B-3tBe
. ELISA kit for determination of IgM to Crimean-
39. | Vectocrimean — CHF — IgM Congo hemorrhagic fever virus D-5054
ELISA kit for determination of concentration of
40. | CEA-EIA-BEST carcinoembryonic antigen T-8454
41. | AFP-EIA-BEST i:;ﬁ:-Fgltta Ifg:mgie;ermmatlon of concentration of T.8456
42. | CA-125-EIA-BEST Erl;clggair(ilte rfg:\ j;t;rmmatnon of concentration of T.8466
43 |CA 19-9-EIA-BEST '%EA kit for determination of concentration of CA| - g,-9
44. | CA 15-3-EIA-BEST Erl;clzsoﬁair(llte rfonA Elig’fgrmmatlon of concentration of T-8472
45. | NSE-EIA-BEST ELISA kit for determination of concentration of T-8476

neuron specific enolase
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Rev. 01
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Page 4 of 4

ELISA kit for determination of concentration of

46. |Ferritin-EIA-BEST feritin T-8552
47. | IgE total-EIA-BEST :EQLEISA kit for determination of concentration of total A-8660
48. | 1gG total-EIA-BEST EIéSA kit for determination of concentration of total A-8662
49. | IgM total-EIA-BEST :EQIRLSA kit for determination of concentration of total A-8664
50. | IgA total-EIA-BEST FgLAISA kit for determination of concentration of total A-8666
ELISA kit for determination of concentration of
51. | Gamma-Interferon-EIA-BEST gamma-interferon A-8752
: ELISA kit for determination of concentration of
52. | Interleukine-4-EIA-BEST Interetiking-4 A-8754
ELISA kit for determination of concentration of
53. | Alpha-TNF-EIA-BEST alpha-tumor necrosis factor A-B730
ELISA kit for determination of concentration of
54. | Alpha-Interferon-EIA-BEST alpha-interferon A-8758
55 | Interleukine-6-EIA-BEST ELISA k_it for determination of concentration of A-8768
Interleukine-6
56. | Interleukine-2-EIA-BEST ELISA lgit for determination of concentration of A-8772
Interleukine-2
57 | Procalcitonin-EIA-BEST ELISA _kit_for determination of concentration of A-9004
procalcitonin
ELISA kit for determination of concentration of N-
58. | NTproBNP-EIA-BEST terminal prohormone of brain natriuretic peptide A0
59. | Troponin I-EIA-BEST ELISA kit for determination of concentration of A-9106

troponin |




Certificate

mdc medical device certification GmbH
certifies that

VECTOR

vB/E/S/TA

AO Vector-Best
Research and Production Area
Building 36,0ffice 211, Koltsovo
630559 Novosibirsk region
Russian Federation

with the locations listed in the attachment

for the scope

Design and development, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry)

has introduced and applies a
Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2020-07-04
Valid until 2023-07-03
Registration no. D1213100019
Report no. P20-00568-173687
Stuttgart 2020-06-02

medical device certification I Head 4ﬂon Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



No. D1213100019

Attachment of the certificate

date 2020-06-02 Page 1 of 1

Location

Scope

AO Vector-Best
Arbuzova str. 1/1, 630117 Novosibirsk
Russian Federation

design and development, production and
distribution of medical devices for in vitro
diagnostics

AO Vector-Best

Research and Production area, building 386,
Koltsovo, 630559 Novosibirsk region
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

AQ Vector-Best
Pasechnaya str, 3, 630117 Novosibirsk
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

medical device certification

MAaAC

mdc medical device certification GmbH

Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10

Internet: http://www.mdc-ce.de

Peitd

Head,é Certification Body




EC Certificate TOVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60150763 0001
Report No.: 21234760 013

Manufacturer: KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Nimbrecht
Deutschland

Products: - Cannulas for blood collection
- MBU Capillaries
(see attachment for details)

Replaces certificate, Registration No.: HD 60105393 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Il,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

Effective Date: 2020-10-07

Date: 2020-10-07 Y. /.
Dr. K. Kluge

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TOUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020h 0408 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

Date: 2020-10-07

- MBU Capillaries

TUV Rheinland
LGA Products GmbH

HD 60150763 0001
21234760 013

TillystraRe 2, 90431 Nirnberg

KABE LABORTECHNIK GmbH

Jagerhofstr. 17
51588 Nimbrecht
Deutschland

- Cannulas for blood collection

For the following devices the scope covers only
the aspects of the manufacture concerned with
the securing and maintaining sterile conditions:

Notified Body

O YU

Doc.

- ®
TUVRheinland

1/1, Rev. 0

Dr. K. Kluge

10/020h 0408 ®  TOV, TUEV and TUV are registered trademarks. Utlisation and epplication requires prior approval.



Monobind Inc.
Lake Forest, CA 92630, USA

ELISA Microwells

Thyrotropin (TSH) Test System
Product Code: 325-300

1.0 INTRODUCTION

Intended Use: The Quantitative Determination of Thyrotropin
Concentration in Human Serum by a Microplate Enzyme
Immunoassay, Colorimetric

2.0 SUMMARY AND EXPLANATION OF THE TEST

Measurement of the serum concentration of thyrotropin (TSH), a
glycoprotein with a molecular weight of 28,000 Daltons and
secreted from the anterior pituitary, is generally regarded as the
most sensitive indicator available for the diagnosis of primary and
secondary (pituitary) hypothyroidism."? The structure of human
TSH is similar to that of the pituitary and placental gonadotropins,
consisting of an 89-amino acid a-subunit which is similar or
identical between these hormones and a 115-amino acid B-
subunit, which apparently confers hormonal specificity. The
production of the 2 subunits is separately regulated with apparent
excess production of the a-subunit. The TSH molecule has a
linear structure consisting of the protein core with carbohydrate
side chains; the latter accounts for 16% of the molecular weight.

TSH measurements are equally useful in differentiating secondary
and tertiary (hypothalamic) hypothyroidism from the primary
thyroid disease. TSH release from the pituitary is regulated by
thyrotropin releasing factor (TRH), which is secreted by the
hypothalamus, and by direct action of T4 and triiodothyronine
(T3), the thyroid hormones, at the pituitary. Increase levels of T3
and T4 reduces the response of the pituitary to the stimulatory
effects of TRH. In secondary and tertiary hypothyroidism,
concentrations of T4 are usually low and TSH levels are generally
low or normal. Either pituitary TSH deficiency (secondary
hypothyroidism) or insufficiency of stimulation of the pituitary by
TRH (tertiary hypothyroidism) causes this. The TRH stimulation
test differentiates these conditions. In secondary hypothyroidism,
TSH response to TRH is blunted while a normal or delayed
response is obtained in tertiary hypothyroidism.

Further, the advent of immunoenzymometric assays has provided
the laboratory with sufficient sensitivity to enable the differentiating
of hyperthyroidism from euthyroid population and extending the
usefulness of TSH measurements. This method is a second-
generation assay, which provides the means for discrimination in
the hyperthyroid-euthyroid range. The functional sensitivity (<20%
between assay CV) of the one-hour procedure is 0.195 plU/ml
while the two-hour procedure has a functional sensitivity of
0.095uIU/ml.2

In this method, TSH calibrator, patient specimen or control is first
added to a streptavidin coated well. Biotinylated monoclonal and
enzyme labeled antibodies are added and the reactants mixed.
Reaction between the various TSH antibodies and native TSH
forms a sandwich complex that binds with the streptavidin coated
to the well.

After the completion of the required incubation period, the
antibody bound enzyme-thyrotropin conjugate is separated from

the unbound enzyme-thyrotropin conjugate by aspiration or
decantation. The activity of the enzyme present on the surface of
the well is quantitated by reaction with a suitable substrate to
produce color.

The employment of several serum references of known
thyrotropin levels permits construction of a dose response curve
of activity and concentration. From comparison to the dose
response curve, an unknown specimen's activity can be correlated
with thyrotropin concentration.

3.0 PRINCIPLE

Immunoenzymometric assay (TYPE 3):

The essential reagents required for an immunoenzymometric
assay include high affinity and specificity antibodies (enzyme
conjugated and immobilized), with different and distinct epitope
recognition, in excess, and native antigen. In this procedure, the
immobilization takes place during the assay at the surface of a
microplate well through the interaction of streptavidin coated on
the well and exogenously added biotinylated monoclonal anti-TSH
antibody.

Upon mixing monoclonal biotinylated antibody, the enzyme-
labeled antibody and a serum containing the native antigen,
reaction results between the native antigen and the antibodies,
without competition or steric hindrance, to form a soluble
sandwich complex. The interaction is illustrated by the following
equation:

Ka

—_
EnZAb(p) + AgTSH + BmAb(m) -~ EnZAb(p)- AgTSH' BmAb(m)

a
B'”Ab(m) = Biotinylated Monoclonal Antibody (Excess Quantity)
Agrsh = Native Antigen (Variable Quantity)

E"Aby,, = Enzyme -Polyclonal Antibody (Excess Quantity)

E"Abgy - Agrsh - ©"Ab(m) = Antigen-Antibodies Sandwich Complex
k, = Rate Constant of Association

k., = Rate Constant of Dissociation

Simultaneously, the complex is deposited to the well through the
high affinity reaction of streptavidin and biotinylated antibody. This
interaction is illustrated below:

E™Ab(py - Agrsh - " "Abm) + Streptavidingy = immobilized complex
Streptavidinc . = Streptavidin immobolized on well

Immobilized complex = sandwich complex bound to the well surface

After equilibrium is attained, the antibody-bound fraction is
separated from unbound antigen by decantation or aspiration. The
enzyme activity in the antibody-bound fraction is directly
proportional to the native antigen concentration. By utilizing
several different serum references of known antigen values, a
dose response curve can be generated from which the antigen
concentration of an unknown can be ascertained.

4.0 REAGENTS

Materials Provided:

A. TSH Calibrators — 1mll/vial - Icons A-G
Seven (7) vials of references for TSH Antigen at levels of 0(A),
0.5(B), 2.5(C), 5.0(D), 10(E), 20(F) and 40(G) ulU/ml. Store at
2-8°C. A preservative has been added.
Note: The calibrators, human serum based, were calibrated
using a reference preparation, which was assayed against the
WHO 2" IRP 80/558.

B. TSH Enzyme Reagent — 13ml/vial - Icon @
One (1) vial containing enzyme labeled affinity purified
polyclonal goat antibody, biotinylated monoclonal mouse IgG
in buffer, dye, and preservative. Store at 2-8°C.

C. Streptavidin Coated Plate — 96 wells — Icon |
One 96-well microplate coated with streptavidin and packaged
in an aluminum bag with a drying agent. Store at 2-8°C.

D. Wash Solution Concentrate — 20 mi/ml - Icon
One (1) vial containing a surfactant in buffered saline. A
preservative has been added. Store at 2-8°C.

E. Substrate A — 7mllvial - Icon S*
One (1) vial containing tetramethylbenzidine (TMB) in buffer.
Store at 2-8°C.

F. Substrate B — 7mlivial - Icon S®
One (1) vial containing hydrogen peroxide (H,O,) in buffer.
Store at 2-8°C.

G. Stop Solution — 8ml/vial - Icon
One (1) vial containing a strong acid (1N HCI). Store at 2-8°C.
H. Product Instructions.

Note 1: Do not use reagents beyond the kit expiration date.

Note 2: Avoid extended exposure to heat and light. Opened
reagents are stable for sixty (60) days when stored at
2-8°C. Kit and component stability are identified on the
label.

Note 3: Above reagents are for a single 96-well microplate.

4.1 Required But Not Provided:

1. Pipette(s) capable of delivering 0.050ml (50ul) and 0.100ml
(100ul) volumes with a precision of better than 1.5%.

2. Dispenser(s) for repetitive deliveries of 0.100ml (100ul) and
0.350ml (350pl) volumes with a precision of better than 1.5%
(optional).

3. Microplate washer or a squeeze bottle (optional).

. Microplate Reader with 450nm and 620nm wavelength

absorbance capability.

. Absorbent Paper for blotting the microplate wells.

. Plastic wrap or microplate cover for incubation steps.

. Vacuum aspirator (optional) for wash steps.

. Timer.

. Storage container for storage of wash buffer.

10.Distilled or deionized water.

11.Quality Control Materials.

N
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5.0 PRECAUTIONS

For In Vitro Diagnostic Use
Not for Internal or External Use in Humans or Animals

All products that contain human serum have been found to be
non-reactive for Hepatitis B Surface antigen, HIV 1&2 and HCV
antibodies by FDA required tests. Since no known test can offer
complete assurance that infectious agents are absent, all human
serum products should be handled as potentially hazardous and
capable of transmitting disease. Good laboratory procedures for
handling blood products can be found in the Center for Disease
Control / National Institute of Health, "Biosafety in Microbiological
and Biomedical Laboratories," 2nd Edition, 1988, HHS.

Safe disposal of kit components must be according to local
regulatory and statutory requirement.

6.0 SPECIMEN COLLECTION AND PREPARATION

The specimens shall be blood, serum in type, and the usual
precautions in the collection of venipuncture samples should be
observed. For accurate comparison to established normal values,
a fasting morning serum sample should be obtained. The blood
should be collected in a plain redtop venipuncture tube without
additives or gel barrier. Allow the blood to clot. Centrifuge the
specimen to separate the serum from the cells.

In patients receiving therapy with high biotin doses (i.e.
>5mg/day), no sample should be taken until at least 8 hours
after the last biotin administration, preferably overnight to
ensure fasting sample.

Samples may be refrigerated at 2-8°C for a maximum period of
five (5) days. If the specimen(s) cannot be assayed within this
time, the sample(s) may be stored at temperatures of -20°C for up
to 30 days. Avoid use of contaminated devices. Avoid repetitive
freezing and thawing. When assayed in duplicate, (100pul) 0.100
ml of the specimen is required.

7.0 QUALITY CONTROL

Each laboratory should assay controls at levels in the low, normal,
and elevated range for monitoring assay performance. These
controls should be treated as unknowns and values determined in
every test procedure performed. Quality control charts should be
maintained to follow the performance of the supplied reagents.
Pertinent statistical methods should be employed to ascertain
trends. The individual laboratory should set acceptable assay
performance limits. Other parameters that should be monitored
include the 80, 50 and 20% intercepts of the dose response curve
for run-to-run reproducibility. In addition, maximum absorbance
should be consistent with past experience. Significant deviation
from established performance can indicate unnoticed change in

experimental conditions or degradation of kit reagents. Fresh
reagents should be used to determine the reason for the
variations.

8.0 REAGENT PREPARATION

1. Wash Buffer
Dilute contents of wash concentrate to 1000ml with distilled or
de-ionized water in a suitable storage container. Store at 2-
30°C for up to 60 days.

2. Working Substrate Solution — Stable for one year
Pour the contents of the amber vial labeled Solution ‘A’ into the
clear vial labeled Solution ‘B’. Place the yellow cap on the
clear vial for easy identification. Mix and label accordingly.
Store at 2 - 8°C.

Note1: Do not use the working substrate if it looks blue.
Note 2: Do not use reagents that are contaminated or have
bacteria growth.

9.0 TEST PROCEDURE

Before proceeding with the assay, bring all reagents, serum
reference calibrators and controls to room temperature (20-27°C).
**Test Procedure should be performed by a skilled individual
or trained professional**

1. Format the microplates’ wells for each serum reference
calibrator, control and patient specimen to be assayed in
duplicate. Replace any unused microwell strips back into
the aluminum bag, seal and store at 2-8°C.

2. Pipette 0.050 ml (50ul) of the appropriate serum reference,
control or specimen into the assigned well.

3. Add 0.100 ml (100pl) of the TSH Enzyme Reagent to each
well. It is very important to dispense all reagents close to
the bottom of the coated well.

. Swirl the microplate gently for 20-30 seconds to mix and cover.

. Incubate 60 minutes at room temperature. **

. Discard the contents of the microplate by decantation or
aspiration. If decanting, tap and blot the plate dry with
absorbent paper.

7. Add 0.350ml (350pl) of wash buffer (see Reagent Preparation
Section) decant (tap and blot) or aspirate. Repeat two (2)
additional times for a total of three (3) washes. An automatic
or manual plate washer can be used. Follow the
manufacturer’s instruction for proper usage. If a squeeze
bottle is employed, fill each well by depressing the
container (avoiding air bubbles) to dispense the wash.
Decant the wash and repeat two (2) additional times.

8. Add 0.100 ml (100ul) of working substrate solution to all wells
(see Reagent Preparation Section). Always add reagents in
the same order to minimize reaction time differences
between wells.

DO NOT SHAKE THE PLATE AFTER SUBSTRATE ADDITION

9. Incubate at room temperature for fifteen (15) minutes.

10.Add 0.050ml (50pl) of stop solution to each well and mix gently
for 15-20 seconds. Always add reagents in the same order
to minimize reaction time differences between wells.

11.Read the absorbance in each well at 450nm (using a reference
wavelength of 620-630nm to minimize well imperfections) in a
microplate reader. The results should be read within thirty
(30) minutes of adding the stop solution.

oo

** For better low-end sensitivity (< 0.5plU/ml), incubate 120
minutes at room temperature. The 40plU/ml calibrator should be
excluded since absorbance over 3.0 units will be experienced.
Follow the remaining steps.

Note: Dilute samples reading over 40 ulU/ml by 1:5 and 1:10 with
TSH ‘0’ Calibrator. Multiply the results by the dilution factor to
obtain accurate results.

10.0 CALCULATION OF RESULTS

A dose response curve is used to ascertain the concentration of

thyrotropin in unknown specimens.

1. Record the absorbance obtained from the printout of the
microplate reader as outlined in Example 1

2. Plot the absorbance for each duplicate serum reference versus
the corresponding TSH concentration in plU/ml on linear graph
paper (do not average the duplicates of the serum references
before plotting).



3.
4.

Draw the best-fit curve through the plotted points.

To determine the concentration of TSH for an unknown, locate
the average absorbance of the duplicates for each unknown
on the vertical axis of the graph, find the intersecting point on
the curve, and read the concentration (in plU/ml) from the
horizontal axis of the graph (the duplicates of the unknown
may be averaged as indicated). In the following example, the
average absorbance (0.775) intersects the dose response
curve at (7.66 pulU/ml) TSH concentration (See Figure 1).

Note: Computer data reduction software designed for ELISA

assay may also be used for the data reduction. If such
software is utilized, the validation of the software should be
ascertained.

EXAMPLE 1
Sample Well Abs Mean Value
1.D. Number Abs (MIU/mI)
A1 0.018
Cal A 81 0.021 0.019 0
C1 0.076
CalB D1 0,082 0.079 0.5
E1 0.302
CalC 1 0293 0.298 25
G1 0.556
Cal D Hi 0577 0.567 5.0
A2 0.926
CalE B> 0916 0.921 10
Cc2 1.610
CalF D2 1629 1.619 20
E2 2.694
Cal G Fo 5647 2.671 40
G2 0.800
Control 2 0751 0.775 7.66
. A3 1.391
Patient B3 1375 1.383 16.65
Figure 1
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*The data presented in Example 1 and Figure 1 are for illustration
only and should not be used in lieu of a dose response curve
prepared with each assay.

11.0 Q.C. PARAMETERS

In order for the assay results to be considered valid the following

1.
2.

criteria should be met:

The absorbance of calibrator ‘G’ (40 ulU/ml) should be > 1.3.
Four out of six quality control pools should be within the
established ranges.

12.0 RISK ANALYSIS

The MSDS and Risk Analysis Form for this product is available on
request from Monobind Inc.

12
1.

2.

3.

1 Assay Performance

It is important that the time of reaction in each well is held
constant to achieve reproducible results.

Pipetting of samples should not extend beyond ten (10)
minutes to avoid assay drift.

Highly lipemic, hemolyzed or
specimen(s) should not be used.

grossly  contaminated

. If more than one (1) plate is used, it is recommended to repeat

the dose response curve.

. The addition of substrate solution initiates a kinetic reaction,

which is terminated by the addition of the stop solution.
Therefore, the substrate and stop solution should be added in

the same sequence to eliminate any time-deviation during
reaction.

6. Plate readers measure vertically. Do not touch the bottom of
the wells.

7. Failure to remove adhering solution adequately in the
aspiration or decantation wash step(s) may result in poor
replication and spurious results.

8. Use components from the same lot. No intermixing of reagents
from different batches.

9. Accurate and precise pipetting, as well as following the exact
time and temperature requirements prescribed are essential.
Any deviation from Monobind IFU may yield inaccurate results.

10.Patient specimens with TSH concentrations over 40plU/ml

may be diluted (1:5 or 1:10) with the ‘0’ calibrator and re-
assayed. The sample’s concentration is obtained by
multiplying the result by the dilution factor.

.All applicable national standards, regulations and laws,

including, but not limited to, good laboratory procedures, must

be strictly followed to ensure compliance and proper device
usage.

12.1t is important to calibrate all the equipment e.g. Pipettes,
Readers, Washers and/or the automated instruments used
with this device, and to perform routine preventative
maintenance.

13.Risk Analysis- as required by CE Mark IVD Directive 98/79/EC -
for this and other devices, made by Monobind, can be

requested via email from Monobind@monobind.com.

12.2 Interpretation

1. Measurement and interpretation of results must be
performed by a skilled individual or trained professional.

2. Laboratory results alone are only one aspect for determining
patient care and should not be the sole basis for therapy,
particularly if the results conflict with other determinants.

3. The reagents for the test system have been formulated to
eliminate maximal interference; however, potential interaction
between rare serum specimens and test reagents can cause
erroneous results. Heterophilic antibodies often cause these
interactions and have been known to be problems for all kinds
of immunoassays (Boscato LM, Stuart MC. ‘Heterophilic
antibodies: a problem for all immunoassays’ Clin. Chem.
1988:3427-33). For diagnostic purposes, the results from this
assay should be in combination with clinical examination,
patient history and all other clinical findings.For valid test
results, adequate controls and other parameters must be
within the listed ranges and assay requirements.

4. If test kits are altered, such as by mixing parts of different kits,
which could produce false test results, or if results are
incorrectly interpreted, Monobind shall have no liability.

5. If computer controlled data reduction is used to interpret the
results of the test, it is imperative that the predicted values for
the calibrators fall within 10% of the assigned concentrations.

6. Serum TSH concentration is dependent upon a multiplicity of
factors: hypothalamus gland function, thyroid gland function,
and the responsiveness of pituitary to TRH. Thus, thyrotropin
concentration alone is not sufficient to assess clinical
status.

7. Serum TSH values may be elevated by pharmacological
intervention. Domperiodone, amiodazon, iodide, phenobarbital,
and phenytoin have been reported to increase TSH levels.

8. A decrease in thyrotropin values has been reported with the
administration of propranolol, methimazol, dopamine and d-
thyroxine.*

9. Genetic variations or degradation of intact TSH into subunits
may affect the binding characteristics of the antibodies and
influence the final result. Such samples normally exhibit
different results among various assay systems due to the
reactivity of the antibodies involved.

"NOT INTENDED FOR NEWBORN SCREENING"

13.0 EXPECTED RANGES OF VALUES

A study of euthyroid adult population was undertaken to determine
expected values for the TSH AccuBind® ELISA Test System. The
number and determined range are given in Table 1. A
nonparametric method (95% Percentile Estimate) was used.

It is important to keep in mind that establishment of a range of
values which can be expected to be found by a given method for a
population of "normal"-persons is dependent upon a multiplicity of
factors: the specificity of the method, the population tested and
the precision of the method in the hands of the analyst. For these
reasons each laboratory should depend upon the range of
expected values established by the manufacturer only until an
in-house range can be determined by the analysts using the
method with a population indigenous to the area in which the
laboratory is located.

14.0 PERFORMANCE CHARACTERISTICS

14.1 Precision

The within and between assay precisions of the TSH AccuBind®
test system were determined by analyses on three different levels
of pool control sera. The number (N), mean (X) value, standard
deviation (o) and coefficient of variation (C.V.) for each of these
control sera are presented in Table 2 and Table 3.

TABLE 2
Within Assay Precision (Values in plU/ml)
Sample N X o C.V.
Pool 1 24 0.37 0.03 8.1%
Pool 2 24 6.75 0.43 6.4%
Pool 3 24 29.30 1.94 6.6%
TABLE 3
Between Assay Precision* (Values in ulU/ml)
Sample N X o C.V.
Pool 1 10 0.43 0.04 9.3%
Pool 2 10 6.80 0.54 7.9%
Pool 3 10 28.40 1.67 5.9%

*As measured in ten experiments in duplicate over seven days.

14.2 Sensitivity
The sensitivity (detection limit) was ascertained by determining
the variability of the 0 plU/ml serum calibrator and using the 2¢
(95% certainty) statistic to calculate the minimum dose:

For | hrincubation = 0.078 plU/ml

For 2 hr incubation = 0.027 plU/ml

14.3 Accuracy

The TSH AccuBind® ELISA test system was compared with a
reference immunochemiluminescence assay. Biological
specimens from hypothyroid, euthyroid and hyperthyroid
populations were used (The values ranged from 0.01plU/ml —
61ulU/ml). The total number of such specimens was 241. The
least square regression equation and the correlation coefficient
were computed for the TSH AccuBind® ELISA method in
comparison with the reference method. The data obtained is
displayed in Table 4.

TABLE 4
Mean Least Square Correlation
Method (x) Regression Analysis  Coefficient
Monobind  4.54 y =0.47 + 0.968 (x) 0.995
Reference 4.21

Only slight amounts of bias between the TSH AccuBind® ELISA
method and the reference method are indicated by the closeness
of the mean values. The least square regression equation and
correlation coefficient indicates excellent method agreement.

14.4 Specificity

The cross-reactivity of the TSH AccuBind® ELISA test system to
selected substances was evaluated by adding the interfering
substance to a serum matrix at various concentrations. The cross-
reactivity was calculated by deriving a ratio between dose of
interfering substance to dose of thyrotropin needed to produce the
same absorbance.

Substance Cross Reactivity Concentration
Thyrotropin (hTSH) 1.0000 -

Follitropin (hFSH) < 0.0001 1000ng/ml
Lutropin Hormone (hLH) < 0.0001 1000ng/ml
Chorionic < 0.0001 1000ng/ml
Gonadotropin(hCG)

TABLE |
Expected Values for the TSH ELISA Test System (in plU/ml)
Number 139 2.5 Percentile-70% Conf Int
Low Normal 0.39 Low Range 0.28 - 0.53
High Normal 6.16 High Range 5.60 — 6.82

14.5 Correlation between 1 hr and 2 hr incubation

The one- (1) hr and two (2) hr (optional) incubation procedures
were compared. Thirty (30) biological specimens (ranging from
0.1 — 18.5 plU/ml) were used The least square regression
equation and the correlation coefficient were computed for the 2
hr procedure (y) in comparison with the 1 hr method (x). Excellent
agreement is evidenced by the correlation coefficient, slope and
intercept: Y =0.986 (x) + 0.119 Regression Correlation =0.998

15.0 REFERENCES

1.

Hopton MR, & Harrap JJ, “Immunoradiometric assay of
thyrotropin as a first line thyroid function test in the routine
laboratory”, Clinical Chemistry, 32, 691 (1986).

. Caldwell, G et al, “A new strategy for thyroid function testing”,

Lancet, 1, 1117 (1985).

. Young DS, Pestaner LC, and Gilberman U, "Effects of Drugs

on Clinical Laboratory Tests", Clinical Chemistry, 21, 3660
(1975).

. Spencer, CA, et al, “Interlaboratory/Intermethod differences in

Functional Sensitivity of Immunometric Assays of Thyrotropin
(TSH) and Impact on Reliability of Measurement of Subnormal
Concentrations of TSH”, Clinical Chemistry, 41, 367 (1995).

. Beck-Peccoz P, Persani L, “Variable biological activity of

thyroid stimulating hormone”, Eur J Endocrinol, 131, 331-340
(1994).

. Bravermann, LE, “Evaluation of thyroid status in patients with

thyrotoxicosis”, Clin Chem, 42, 174-181 (1996).

. Fisher, DA, “Physiological variations in thyroid hormones.

Physiological and pathophysiological considerations”, Clin

Chem, 42, 135-139 (1996).
Revision: 4  Date: 2019-Jul-16 DCO: 1353

MP325 Product Code: 325-300
480(D) 960(E)
— A) 1ml set 1ml set 2ml set 2ml set x2
D) 1 (13ml) 2 (13ml) 1(60ml) 2 (60ml)
- C) 1 plate 2 plates 5 plates 10 plates
S [ D 1 (20ml) 1 (20ml) 1 (60ml) 2 (60ml)
2™ 1 (7ml) 2 (7ml) 1 (30ml) 2 (30ml)
g F) 1 (7ml) 2 (7ml) 1(30ml) 2 (30ml)
G) 1.(8ml) 2 (8ml) 1(30ml) 2 (30ml)
For Orders and Inquires, pleass contact
8 Monobind Inc.

100 North Pointe Drive
Lake Forest, CA 82630 USA

Tol: +1 9489512665  Malk: Info@monobind.com
Fax: +1940.951.3539  Fao: www.monobind.com

wol-4 Cce

CEparinerdl, Esdoomiaan 13
EC |REP | 3851 DEMRAM, The Naatherlands
ou

Plaasa visit our website to laarn mone
about our and services.

Glossary of Symbols
(EN 880/150 15223)
g
xS

Temperaturs

In Vitro - Consult
Limitati
Dingnostic atoitgs Instructions
Madical Condition (2-8°C) for Lise
Dovico

Catalogua

Authorized Rep in
Europesn Country

Conformity



mailto:Monobind@monobind.com

Monobind Inc.
Lake Forest, CA 92630, USA

ELISA Microwells

Anti-Thyroid Peroxidase (Anti-TPO)
Test System
Product Code: 1125-300

1.0 INTRODUCTION

Intended Use: The Quantitative Determination of Thyroid
Peroxidase (TPO) Autoantibodies in Human Serum or Plasma
by a Microplate Enzyme Immunoassay, Colorimetric.
Measurements of TPO autoantibodies may aid in the
diagnosis of certain thyroid diseases such as Hashimoto’s
and Grave’s as well as nontoxic goiter.

2.0 SUMMARY AND EXPLANATION OF THE TEST

Antibodies to thyroid peroxidase have been shown to be
characteristically present from patients with Hashimoto thyroiditis
(95%), idiopathic myedema (90%) and Graves Disease (80%)'. In
fact 72% of patients positive for anti-TPO exhibit some degree of
thyroid dysfun(:tion.2 This has lead to the clinical measurement
becoming a valuable tool in the diagnosis of thyroid dysfunction.

Measurements of antibodies to TPO have been done in the past
by Passive Hemaglutination (PHA). PHA tests do not have the
sensitivity of enzyme immunoassay and are limited by subjective
interpretation. This procedure, with the enhanced sensitivity of
EIA, permits the detectability of subclinical levels of antibodies to
TPO. In addition, the results are quantitated by a
spectrophotometer, which eliminates subjective interpretation.

Monobind's microplate enzyme immunoassay methodology
provides the technician with optimum sensitivity while requiring
few technical manipulations. In this method, serum reference,
diluted patient specimen, or control is first added to a microplate
well. Biotinylated Thyroid Peroxidase Antigen (TPO) is added, and
then the reactants are mixed. Reaction results between the
autoantibodies to TPO and the biotinylated TPO to form an
immune complex, which is deposited to the surface of streptavidin
coated wells through the high affinity reaction of biotin and
streptavidin.

After the completion of the required incubation period, aspiration
or decantation separates the reactants that are not attached to the
wells. An enzyme anti-human IgG conjugate is then added to
permit quantitation of reaction through interacting with human IgG
of the immune complex. After washing, the enzyme activity is
determined by reaction with substrate to produce color.

The employment of several serum references of known antibody
activity permits construction of a graph of enzyme and antibody
activities. From comparison to the dose response curve, an
unknown specimen's enzyme activity can be correlated with
autoimmune antibody level.

3.0 PRINCIPLE
A Sequential ELISA Method (TYPE 1)

The reagents required for the sequential ELISA assay include
immobilized antigen, circulating autoantibody and enzyme-linked

species-specific antibody. In this procedure, the immobilization
takes place during the assay at the surface of a microplate well
through the interaction of streptavidin coated on the well and
exogenously added biotinylated thyroid peroxidase antigen.

Upon mixing the biotinylated antigen and a serum containing the
autoantibody, a reaction results between the antigen and the
antibody to form an immune-complex. The interaction is illustrated
by the following equation:

Ka

—_
h-Ab x1po) + BmAQ o) h-Ab x-tpo) - BmAg (TPO)

-a
E"‘Ag (rpoy = Biotinylated Antigen (Constant Quantity)
h-Ab x.tpo) = Human Auto-Antibody (Variable Quantity)
Ab (x.1p0) - BmAg (po) = Immune Complex (Variable Quantity)
k. = Rate Constant of Association

k., = Rate Constant of Disassociation

Simultaneously, the complex is deposited to the well through the
high affinity reaction of streptavidin and biotinylated antigen. This
interaction is illustrated below:

h-Abxtro)  -"Ageo)  .Streptavidincw.  =Immobilized
complex (IC)

Streptavidingw. = Streptavidin immobilized on well
Immobilized complex (IC) = sandwich complex bound to the solid
surface

After the incubation time, the well is washed to separate the
unbound components by aspiration and/or decantation. The
enzyme linked species-specific antibody (anti-h-IgG) is then
added to the microwells. This conjugates binds to the immune
complex that formed.

I.C. (h-1g6) + FAb (X-h-IgG) = EnzAb(X—h-lgG) -1.C. (h-1gG)

L.C. (h.1ge) = Immobilized Immune complex (Variable Quantity)
E™Ab xnige = Enzyme-antibody Conjugate (Constant Quantity)
EAD (xnig6) - I-C. (- 1g3) = Ag-Ab Complex (Variable Quantity)

The anti-h-IgG enzyme conjugate that binds to the immune
complex in a second incubation is separated from unreacted
material by a wash step. The enzyme activity in this fraction is
directly proportional to the antibody concentration in the
specimen. By utilizing several different serum references of known
antibody activity, a reference curve can be generated from which
the antibody activity of an unknown can be ascertained

4.0 REAGENTS

Materials Provided

A. Anti-TPO Calibrators — 1ml/vial Icons A-F
Six (6) vials of references for anti-TPO at levels of 0(A), 25(B),
50(C), 100(D), 250(E) and 500(F) IU/ml. Store at 2-8°C. A
preservative has been added.
Note: The calibrators, human serum based, were calibrated
using a reference preparation, which was assayed against the
Medical Research Council (MRC) International Standard
66/387 for anti thyroid microsome.

B. TPO Biotin Reagent — 13ml/vial — Icon V
One (1) vial of biotinylated thyroid peroxidase antigen
stabilized in a buffering matrix. A preservative has been
added. Store at 2-8°C

C. Anti-TPO Enzyme Reagent — 13ml/vial - Icon @
One (1) vial of anti-human IgG-horseradish peroxidase (HRP)
conjugate stabilized in a bufferred matrix. A preservative has
been added. Store at 2-8°C

D. Streptavidin Coated Plate — 96 wells — Icon {
One 96-well microplate coated with streptavidin and packaged
in an aluminum bag with a drying agent. Store at 2-8°C.

E. Serum Diluent — 20ml/vial
One (1) vial of serum diluent concentrate that containing buffer
salts and a dye. Store at 2-8°C.

F. Wash Solution Concentrate — 20ml/vial - Icon ‘
One (1) vial containing a surfactant in buffered saline. A
preservative has been added. Store at 2-8°C.

G. Substrate A — 7ml/vial - Icon S*
One (1) vial containing tetramethylbenzidine (TMB) in buffer.
Store at 2-8°C. See “Reagent Preparation.”

H. Substrate B — 7ml/vial - Icon S®
One (1) vial containing hydrogen peroxide (H,O,) in buffer.
Store at 2-8°C. See “Reagent Preparation.”

I. Stop Solution — 8ml/vial - Icon

One (1) vial containing a strong acid (1N HCI). Store at 2-8°C.
J. Product Instructions.

Note 1: Do not use reagents beyond the kit expiration date.

Note 2: Opened reagents are stable for sixty (60) days when
stored at 2-8°C. Kit and component stability are identified
on the label.

Note 3: Above reagents are for a single 96-well microplate.

Required But Not Provided:

1. Pipette capable of delivering 0.010ml (10ul), 0.025ml (25l),
and 0.050ml (50pl) volumes with a precision of better than
1.5%.

2. Dispenser(s) for repetitive deliveries of 0.100 & 0.350ml (100 &
350ul) volumes with a precision of better than 1.5%.

3. Microplate washers or a squeeze bottle (optional).

. Microplate Reader with 450nm and 620nm wavelength

absorbance capability.

5. Absorbent Paper for blotting the microplate wells.

6. Plastic wrap or microplate cover for incubation steps.

7. Vacuum aspirator (optional) for wash steps.

8
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. Test tube(s) for patient dilution.
. Timer.
0.Quality control materials.

5.0 PRECAUTIONS

For In Vitro Diagnostic Use
Not for Internal or External Use in Humans or Animals

All products that contain human serum have been found to be
non-reactive for Hepatitis B Surface Antigen, HIV 1&2 and HCV
Antibodies by FDA licensed reagents. Since no known test can
offer complete assurance that infectious agents are absent, all
human serum products should be handled as potentially
hazardous and capable of transmitting disease. Good laboratory
procedures for handling blood products can be found in the
Center for Disease Control / National Institute of Health,
"Biosafety in Microbiological and Biomedical Laboratories," 2nd
Edition, 1988, HHS Publication No. (CDC) 88-8395.

Safe Disposal of kit components must be according to local
regulatory and statutory requirement.

6.0 SPECIMEN COLLECTION AND PREPARATION

The specimens shall be blood; serum or plasma in type and the
usual precautions in the collection of venipuncture samples should
be observed. For accurate comparison to established normal
values, a fasting morning serum sample should be obtained. The
blood should be collected in a plain redtop venipuncture tube
without additives or anti-coagulants (for serum) or evacuated
tube(s) containing EDTA or heparin. Allow the blood to clot for
serum samples. Centrifuge the specimen to separate the serum or
plasma from the cells.

In patients receiving therapy with high biotin doses (i.e.
>5mg/day), no sample should be taken until at least 8 hours
after the last biotin administration, preferably overnight to
ensure fasting sample.

Samples may be refrigerated at 2-8°C for a maximum period of
five (5) days. If the specimen(s) cannot be assayed within this
time, the samples(s) may be stored at temperatures of -20°C for
up to 30 days. Avoid use of contaminated devices. Avoid
repetitive freezing and thawing. When assayed in duplicate,
0.05ml (50pl) of the specimen is required.

7.0 QUALITY CONTROL

Each laboratory should assay controls at levels in the normal,
borderline and elevated range for monitoring assay performance.
These controls should be treated as unknowns and values
determined in every test procedure performed. Quality control
charts should be maintained to follow the performance of the
supplied reagents. Pertinent statistical methods should be
employed to ascertain trends. The individual laboratory should set
acceptable assay performance limits. In addition, maximum
absorbance should be consistent with past experience. Significant
deviation from established performance can indicate unnoticed
change in experimental conditions or degradation of kit reagents.
Fresh reagents should be used to determine the reason for the
variations.

8.0 REAGENT PREPARATION

1. Serum Diluent
Dilute the serum diluent to 200ml in a suitable container with
distilled or deionized water. Store at 2-8°C.

2. Wash Buffer
Dilute contents of wash concentrate to 1000 ml with distilled or
deionized water in a suitable storage container. Diluted buffer
can be stored at 2-30°C for up to 60 days.

3. Working Substrate Solution — Stable for one (1) year.
Pour the contents of the amber vial labeled Solution ‘A’ into
the clear vial labeled Solution ‘B’. Place the yellow cap on the
clear vial for easy identification. Mix and label accordingly.
Store at 2 - 8°C.

4. Patient Sample Dilution (1/100)
Dispense 0.010ml (10pl) of each patient specimen into 1ml
(1000pl) of serum diluent. Cover and vortex or mix thoroughly
by inversion. Store at 2-8°C for up to forty-eight (48) hours.

Note1 : Do not use the working substrate if it looks blue.
Note 2: Do not use reagents that are contaminated or have
bacteria growth.

9.0 TEST PROCEDURE

Before proceeding with the assay, bring all reagents, serum
reference calibrators and controls to room temperature (20-27°C).
**Test Procedure should be performed by a skilled individual
or trained professional**

1. Format the microplates’ wells for each serum reference
calibrator, control and patient specimen to be assayed in
duplicate. Replace any unused microwell strips back into
the aluminum bag, seal and store at 2-8°C.

2. Pipette 0.025 ml (25pl) of the appropriate serum reference
calibrator, control or diluted patient specimen into the assigned
well.

. Add 0.100 ml (100ul) of the TPO Biotin Reagent

. Swirl the microplate gently for 20-30 seconds to mix and cover.

. Incubate 60 minutes at room temperature.

. Discard the contents of the microplate by decantation or
aspiration. If decanting, blot the plate dry with absorbent
paper.

7. Add 350pl of wash buffer (see Reagent Preparation Section),
decant (blot and tap) or aspirate. Repeat two (2) additional
times for a total of three (3) washes. An automatic or manual
plate washer can be used. Follow the manufacturer’s
instruction for proper usage. If a squeeze bottle is
employed, fill each well by depressing the container
(avoiding air bubbles) to dispense the wash. Decant the
wash and repeat two (2) additional times.

8. Add 0.100 ml (100pl) of the x-TPO Enzyme Reagent to all
wells. Always add reagents in the same order to minimize
reaction time differences between wells.

DO NOT SHAKE THE PLATE AFTER ENZYME ADDITION

9. Incubate for thirty (30) minutes at room temperature.

10.Discard the contents of the microplate by decantation or

aspiration. If decanting, blot the plate dry with absorbent
paper.

.Add 350yl of wash buffer (see Reagent Preparation Section),

decant (blot and tap) or aspirate. Repeat two (2) additional

times for a total of three (3) washes. An automatic or manual
plate washer can be used. Follow the manufacturer's
instruction for proper usage. If a squeeze bottle is
employed, fill each well by depressing the container

(avoiding air bubbles) to dispense the wash. Decant the

wash and repeat two (2) additional times.

12.Add 0.100 ml (100pl) of working substrate solution to all wells
(see Reagent Preparation Section). Always add reagents in
the same order to minimize reaction time differences
between wells.

DO NOT SHAKE THE PLATE AFTER SUBSTRATE ADDITION

13.Incubate at room temperature for fifteen (15) minutes.

14.Add 0.050ml (50pl) of stop solution to each well and mix gently
for 15-20 seconds. Always add reagents in the same order
to minimize reaction time differences between wells.

15.Read the absorbance in each well at 450nm (using a reference
wavelength of 620-630nm to minimize well imperfections) in a
microplate reader. The results should be read within thirty
(30) minutes of adding the stop solution.
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Note: For re-assaying specimens with concentrations greater than

500 1U/ml, dilute the sample an additional 1:5 or 1:10 using the
original diluted material. Multiply by the dilution factor to obtain
the concentration of the specimen.

10.0 CALCULATION OF RESULTS

A reference curve is used to ascertain the concentration of anti-
TPO in unknown specimens.

1.

2.

»~w

Record the absorbance obtained from the printout of the
microplate reader as outlined in Example 1.

Plot the absorbance for each duplicate serum reference versus
the corresponding anti-TPO activity in IU/ml on linear graph
paper.

. Draw the best-fit curve through the plotted points.
. To determine the level of anti-TPO activity for an unknown,

locate the average absorbance of the duplicates for each
unknown on the vertical axis of the graph, find the intersecting
point on the curve, and read the concentration (in 1U/ml) from
the horizontal axis of the graph (the duplicates of the unknown
may be averaged as indicated). In the following example, the
average absorbance (1.323) intersects the dose response
curve at 200 IU/ml anti-TPO concentration (See Figure 1).

Note: Computer data reduction software designed for ELISA

assays may also be used for the data reduction. If such
software is utilized, the validation of the software should be
ascertained.

EXAMPLE 1
S| Numper | AbsA | AP | (G
calA ’;1 g:ggé 0.026 0
calB © g2 0.244 25
calc a g:j;; 0.430 50
calD e n 0.788 100
CalE ’B*g l:g;g 1,590 250
calF gg g:ggg 2600 500
Patient Eg :]] :ng: 1.323 200

*The data presented in Example 1 and Figure 1 are for illustration
only and should not be used in lieu of a standard curve prepared
with each assay.
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11.0 Q.C. PARAMETERS

In

order for the assay results to be considered valid the

following criteria should be met:

1.

The absorbance (OD) of calibrator F should be > 1.3.

12.1 Assay Performance

1.
2.

3.

. Failure to

It is important that the time of reaction in each well is held
constant to achieve reproducible results.

Pipetting of samples should not extend beyond ten (10)
minutes to avoid assay drift.

Highly lipemic, hemolyzed or
specimen(s) should not be used.

grossly  contaminated

. If more than one (1) plate is used, it is recommended to repeat

the dose response curve.

. The addition of substrate solution initiates a kinetic reaction,

which is terminated by the addition of the stop solution.
Therefore, the substrate and stop solution should be added in
the same sequence to eliminate any time-deviation during
reaction.

. Plate readers measure vertically. Do not touch the bottom of

the wells.

remove adhering solution adequately in the
aspiration or decantation wash step(s) may result in poor
replication and spurious results.

. Use components from the same lot. No intermixing of reagents

from different batches.

. Very high concentration of anti-TPO in patient specimens can

contaminate samples immediately following these extreme
levels. Bad duplicates are indicative of cross contamination.
Repeat any sample, which follows any patient specimen with
over 3.0 units of absorbance.

10.Accurate and precise pipetting, as well as following the exact

11.Al1

time and temperature requirements prescribed are essential.
Any deviation from Monobind IFU may yield inaccurate results.
applicable national standards, regulations and laws,
including, but not limited to, good laboratory procedures, must
be strictly followed to ensure compliance and proper device
usage.

12.1t is important to calibrate all the equipment e.g. Pipettes,

13.Risk Analysis- as required by CE Mark IVD Directive 98/79/EC -
for this and other devices, made by Monobind, can be

Readers, Washers and/or the automated instruments used
with this device, and to perform routine preventative
maintenance.

requested via email from Monobind@monobind.com.

12.2 Interpretation
1. Measurements and interpretation of results must be

performed by a skilled individual or trained professional.

. Laboratory results alone are only one aspect for determining

patient care and should not be the sole basis for therapy,
particularly if the results conflict with other determinants.

. The reagents for the test system have been formulated to

eliminate maximal interference; however, potential interaction
between rare serum specimens and test reagents can cause
erroneous results. Heterophilic antibodies often cause these
interactions and have been known to be problems for all kinds
of immunoassays (Boscato LM, Stuart MC. ‘Heterophilic
antibodies: a problem for all immunoassays’ Clin. Chem.
1988:3427-33). For diagnostic purposes, the results from this
assay should be in combination with clinical examination,
patient history and all other clinical findings.

. For valid test results, adequate controls and other parameters

must be within the listed ranges and assay requirements.

. If test kits are altered, such as by mixing parts of different kits,

which could produce false test results, or if results are

incorrectly interpreted, Monobind shall have no liability.

. If computer controlled data reduction is used to interpret the

results of the test, it is imperative that the predicted values for
the calibrators fall within 10% of the assigned concentrations.

The presence of autoantibodies to TPO is confirmed when the

serum level exceeds 40 IU/ml. The clinical significance of the
result, coupled with anti-thyroglobulin activity, should be used
in evaluating the thyroid condition. However, clinical inferences
should not be solely based on this test but rather as an adjunct
to the clinical manifestations of the patient and other relevant
tests.

TABLE |
Expected Values for the Anti-TPO ELISA Test System

(In 1U/ml)
Number 100
Mean 17.6
Standard deviation 10.8

Upper 95% (+2c) level 39.2

It is important to keep in mind that establishment of a range of
values which can be expected to be found by a given method for a
population of "normal"-persons is dependent upon a multiplicity of
factors: the specificity of the method, the population tested and
the precision of the method in the hands of the analyst. For these
reasons each laboratory should depend upon the range of
expected values established by the manufacturer only until an
in-house range can be determined by the analysts using the
method with a population indigenous to the area in which the
laboratory is located.

14.0 PERFORMANCE CHARACTERISTICS

14.1 Precision

The within and between assay precisions of the anti-TPO
AccuBind® ELISA test system were determined by analyses on
three different levels of pool control sera. The number (N), mean
value (X), standard deviation (o) and coefficient of variation (C.V)
for each of these control sera are presented in Tables 2 and 3.

TABLE 2
Within Assay Precision (Values in 1U/ml)
Sample N X o C.V.
Pool 1 20 255 1.5 5.7%
Pool 2 20 120.5 4.6 3.8%
Pool 3 20 352.4 14.8 4.2%
TABLE 3*
Between Assay Precision (Values in 1U/ml)
Sampl N X c C.V.
Pool 1 10 26.5 1.8 6.8%
Pool 2 10 118.5 5.3 4.5%
Pool 3 10 365.4 22.5 6.2%

*As measured in ten experiments in duplicate.

14.2 Sensitivity

The anti-TPO AccuBind® ELISA test system has a sensitivity of
0.92 IU/ml. The sensitivity (detection limit) was ascertained by
determining the variablility of the ‘0 IU/ml’ calibrator and using the
20 (95% certainty) statistic to calculate the minimum dose.

14.3 Accuracy

The anti-TPO AccuBind® ELISA test system was compared with a
reference anti-TPO ELISA microplate. Biological specimens from
normal and disease states populations were used. The disease
states included; Hashimoto's thyroiditis, Graves Disease, thyroid
nodules as well as thyroid carcinoma. The total number of such
specimens was 82. The least square regression equation and the
correlation coefficient were computed for the anti-TPO AccuBind®
ELISA test system in comparison with the reference method. The
data obtained is displayed in Table 4.

TABLE 4
Mean Least Square Correlation
Method (x) Regression Analysis Coefficient
Monobind 122.9 y =1.02 (x) - 5.1 0.989
Reference 127.0

2. Four out of six quality control pools should be within the

established ranges.
12.0 RISK ANALYSIS

The MSDS and Risk Analysis Form for this product are available
on request from Monobind Inc.

13.0 EXPECTED RANGES OF VALUES

A study of normal population was undertaken to determine
expected values for the anti-TPO AccuBind® ELISA test system.
The number (n), mean (x) and standard deviation (c) are given in
Table 1. Values in excess of 401U/ml are considered positive for
the presence of anti-TPO autoantibodies.

14.4 Specificity
Interferences from ANA, DNA, thyroglobulin (TPO) and
rheumatoid antibodies were found to be insignificant
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ELISA Microwells

Total Prostate Specific Antigen
(tPSA) Test System
Product Code: 2125-300

1.0 INTRODUCTION

Intended Use: The Quantitative Determination of Total
Prostate Specific Antigen (tPSA) Concentration in Human
Serum by a Microplate Enzyme Immunoassay, Colorimetric

2.0 SUMMARY AND EXPLANATION OF THE TEST

Prostate Specific Antigen (PSA) is a serine protease with
chymotrypsin-like activity.w'2 The protein is a_ single chain
glycoprotein with a molecular weight of 28.4 kDA®> PSA derives
its name from the observation that it is a normal antigen of the
prostate, but is not found in any other normal or malignant tissue.

PSA is found in benign, malignant and metastatic prostate cancer.
Since prostate cancer is the second most prevalent form of male
malignancy, the detection of elevated PSA levels plays an
important role in the early diagnosis. Serum PSA levels have been
found to be more useful than prostatic acid phosphatase (PAP) in
the diagnosis and management of patients due to increased
sensitivity.*

In this method, tPSA calibrator, patient specimen or control is first
added to a streptavidin coated well. Biotinylated monoclonal and
enzyme labeled antibodies (directed against distinct and different
epitopes of tPSA) are added and the reactants mixed. Reaction
between the various tPSA antibodies and native tPSA forms a
sandwich complex that binds with the streptavidin coated to the
well.

After the completion of the required incubation period, the
enzyme-tPSA antibody bound conjugate is separated from the
unbound enzyme-tPSA conjugate by aspiration or decantation.
The activity of the enzyme present on the surface of the well is
quantitated by reaction with a suitable substrate to produce color.

The employment of several serum references of known total
prostate specific antigen (tPSA) levels permits the construction of
a dose response curve of activity and concentration. From
comparison to the dose response curve, an unknown specimen's
activity can be correlated with tPSA concentration.

3.0 PRINCIPLE

Immunoenzymometric assay (TYPE 3):

The essential reagents required for an immunoenzymometric
assay include high affinity and specificity antibodies (enzyme and
immobilized), with different and distinct epitope recognition, in
excess, and native antigen. In this procedure, the immobilization
takes place during the assay at the surface of a microplate well
through the interaction of streptavidin coated on the well and
exogenously added biotinylated monoclonal anti-PSA antibody.
Upon mixing monoclonal biotinylated antibody, the enzyme-
labeled antibody and a serum containing the native antigen,
reaction results between the native antigen and the antibodies,

without competition or steric hindrance, to form a soluble
sandwich complex. The interaction is illustrated by the following
equation:

ka

FZAb) + Agipsa + P"Ab(m) ~ EZAD (p)-Agipsa-""AD m)

K.a
B‘"Ab(m) =Biotinylated Antibody (Excess Quantity)
Agpsa = Native Antigen (Variable Quantity)
E"Ab ;) = Enzyme labeled Antibody (Excess Quantity)
E"‘Ab(p)-Ag ‘pSA-B"‘Ab(m) =Antigen-Antibodies Complex
ks = Rate Constant of Association
k.. = Rate Constant of Dissociation

Simultaneously, the complex is deposited to the well through the
high affinity reaction of streptavidin and biotinylated antibody. This
interaction is illustrated below:

EAb (;)-Ag psa->"Ab (m)+Streptavidin c w =>Immobilized complex
Streptavidingw. = Streptavidin immobilized on well

Immobilized complex = complex bound to the solid surface

After equilibrium is attained, the antibody-bound fraction is
separated from unbound antigen by decantation or aspiration.
The enzyme activity in the antibody-bound fraction is directly
proportional to the native antigen concentration. By utilizing
several different serum references of known antigen values, a
dose response curve can be generated from which the antigen
concentration of an unknown can be ascertained.

4.0 REAGENTS

Materials Provided:

A. tPSA Calibrators — 1 ml/vial — Icons A-F
Six (6) vials of serum references tPSA Antigen at levels of
0(A), 5(B), 10(C), 25(D), 50(E) and 100(F) ng/ml. A
preservative has been added. Store at 2-8°C.
Note: The calibrators, human serum based, were calibrated
using a reference preparation, which was assayed against the
1%1S 96/670.

B. tPSA Enzyme Reagent — 13 ml/vial — Icon @
One (1) vial containing enzyme labeled antibody, biotinylated
monoclonal mouse IgG in buffer, dye, and preservative. Store
at 2-8°C.

C. Streptavidin Coated Plate — 96 wells — Icon U
One 96-well microplate coated with streptavidin and packaged
in an aluminum bag with a drying agent. Store at 2-8°C.

D. Wash Solution Concentrate — 20 ml/vial — Icon
One (1) vial containing a surfactant in buffered saline. A
preservative has been added. Store at 2-8°C. (see Reagent
Preparation Section).

E. Substrate A — 7 mljvial — Icon $*
One (1) vial containing tetramethylbenzidine (TMB) in buffer.
Store at 2-8°C.

F. Substrate B — 7 mlfvial — Icon S®
One (1) vial containing hydrogen peroxide (H,O;) in buffer.
Store at 2-8°C. (see Reagent Preparation Section).

op

G. Stop Solution — 8 ml/vial — Icon
One (1) vial containing a strong acid (1N HCI). Store at 2-8°C.
H. Product Instructions.

Note 1: Do not use reagents beyond the kit expiration date.

Note 2: Avoid extended exposure to heat and light. Opened
reagents are stable for sixty (60) days when stored at
2-8°C. Kit and component stability are identified on the
label.

Note 3: Above reagents are for a single 96-well microplate

4.1 Required But Not Provided:

1. Pipette(s) capable of delivering 0.025, 0.050 & 0.100 ml (25,
50, & 100 pl) volumes with a precision of better than 1.5%.

2. Dispenser(s) for repetitive deliveries of 0.100 & 0.350ml (100 &
350ul) volumes with a precision of better than 1.5%.

3. Microplate washers or a squeeze bottle (optional).

. Microplate Reader with 450nm and 620nm wavelength

absorbance capability.

. Absorbent Paper for blotting the microplate wells.

. Plastic wrap or microplate covers for incubation steps.

. Vacuum aspirator (optional) for wash steps.

Timer.

. Quality control materials

N

©E~NO O

5.0 PRECAUTIONS

For In Vitro Diagnostic Use
Not for Internal or External Use in Humans or Animals

All products that contain human serum have been found to be
non-reactive for Hepatitis B Surface Antigen, HIV 1&2 and HCV
Antibodies by FDA licensed reagents. Since no known test can
offer complete assurance that infectious agents are absent, all
human serum products should be handled as potentially
hazardous and capable of transmitting disease. Good laboratory
procedures for handling blood products can be found in the
Center for Disease Control / National Institute of Health,
"Biosafety in Microbiological and Biomedical Laboratories," 2nd
Edition, 1988, HHS Publication No. (CDC) 88-8395.

Safe Disposal of kit components must be according to local
regulatory and statutory requirement.

6.0 SPECIMEN COLLECTION AND PREPARATION

The specimens shall be blood, serum in type and the usual
precautions in the collection of venipuncture samples should be
observed. For accurate comparison to established normal values,
a fasting morning serum sample should be obtained. The blood
should be collected in a plain redtop venipuncture tube without
additives or anti-coagulants. Allow the blood to clot. Centrifuge the
specimen to separate the serum from the cells.

In patients receiving therapy with high biotin doses (i.e.
>5mg/day), no sample should be taken until at least 8 hours
after the last biotin administration, preferably overnight to
ensure fasting sample.

Samples may be refrigerated at 2-8°C for a maximum period of
five (5) days. If the specimen(s) cannot be assayed within this
time, the sample(s) may be stored at temperatures of -20°C for up
to 30 days. Avoid use of contaminated devices. Avoid repetitive
freezing and thawing. When assayed in duplicate, 0.050 ml (50 pl)
of the specimen is required.

7.0 QUALITY CONTROL

Each laboratory should assay controls at levels in the low, normal
and elevated range for monitoring assay performance. These
controls should be treated as unknowns and values determined in
every test procedure performed. Quality control charts should be
maintained to follow the performance of the supplied reagents.
Pertinent statistical methods should be employed to ascertain
trends. Significant deviation from established performance can
indicate unnoticed change in experimental conditions or
degradation of kit reagents. Fresh reagents should be used to
determine the reason for the variations.

8.0 REAGENT PREPARATION

1. Wash Buffer
Dilute contents of wash concentrate to 1000ml with distilled or
deionized water in a suitable storage container. Store diluted
buffer at 2-30°C for up to 60 days.

2. Working Substrate Solution — Stable for one year
Pour the contents of the amber vial labeled Solution ‘A’ into
the clear vial labeled Solution ‘B’. Place the yellow cap on the
clear vial for easy identification. Mix and label accordingly.
Store at 2 - 8°C.

Note1: Do not use the working substrate if it looks blue.
Note 2: Do not use reag that are contamil d or have
bacteria growth.

9.0 TEST PROCEDURE

Before proceeding with the assay, bring all reagents, serum
reference calibrators and controls to room temperature (20 -
27C).

**Test Procedure should be performed by a skilled individual
or trained professional**

1. Format the microplates’ wells for each serum reference
calibrator, control and patient specimen to be assayed in
duplicate. Replace any unused microwell strips back into
the aluminum bag, seal and store at 2-8°C.

2. Pipette 0.025ml (25ul) of the appropriate serum reference
calibrator, control or specimen into the assigned well.

3. Add 0.100ml (100pl) of the tPSA Enzyme Reagent to each
well. It is very important to dispense all reagents close to
the bottom of the coated well.

. Swirl the microplate gently for 20-30 seconds to mix and cover.

. Incubate 30 minutes at room temperature.

. Discard the contents of the microplate by decantation or
aspiration. If decanting, tap and blot the plate dry with
absorbent paper.

7. Add 0.350ml (350pl) of wash buffer (see Reagent Preparation
Section), decant (tap and blot) or aspirate. Repeat two (2)
additional times for a total of three (3) washes. An automatic
or manual plate washer can be used. Follow the
manufacturer’s instruction for proper usage. If a squeeze
bottle is employed, fill each well by depressing the
container (avoiding air bubbles) to dispense the wash.
Decant the wash and repeat two (2) additional times.

8. Add 0.100ml (100ul) of working substrate solution to all wells
(see Reagent Preparation Section). Always add reagents in
the same order to minimize reaction time differences
between wells.

DO NOT SHAKE THE PLATE AFTER SUBSTRATE ADDITION

9. Incubate at room temperature for fifteen (15) minutes.

10.Add 0.050ml (50pl) of stop solution to each well and mix gently
for 15-20 seconds. Always add reagents in the same order
to minimize reaction time differences between wells.

11.Read the absorbance in each well at 450nm (using a reference
wavelength of 620-630nm to minimize well imperfections) in a
microplate reader. The results should be read within thirty
(30) minutes of adding the stop solution.

[ES

10.0 CALCULATION OF RESULTS

A dose response curve is used to ascertain the concentration of
tPSA in unknown specimens.

1. Record the absorbance obtained from the printout of the
microplate reader as outlined in Example 1.

2. Plot the absorbance for each duplicate serum reference versus
the corresponding tPSA concentration in ng/ml on linear graph
paper (do not average the duplicates of the serum references
before plotting).

. Draw the best-fit curve through the plotted points.

. To determine the concentration of tPSA for an unknown, locate
the average absorbance of the duplicates for each unknown
on the vertical axis of the graph, find the intersecting point on
the curve, and read the concentration (in ng/ml) from the
horizontal axis of the graph (the duplicates of the unknown
may be averaged as indicated). In the following example, the
average absorbance (1.142) intersects the dose response
curve at (23.6 ng/ml) tPSA concentration (See Figure 1).

Hw

Note: Computer data reduction software designed for ELISA
assays may also be used for the data reduction. If such
software is utilized, the validation of the software should be
ascertained.

EXAMPLE 1
Sample Well Abs Mean Value
1.D. Number (A) Abs (B) (ng/ml)

A1 0.019

CalA 0.019 0
B1 0.019
Cc1 0.279

CalB 0.276 5
D1 0.273
E1 0.567

CalC 0.563 10
F1 0.559
G1 1.248

CalD 1.213 25
H1 1.179
A2 2.051

CalE 1.999 50
B2 1.947
Cc2 2.892

CalF 2.833 100
D2 2.775
E2 1.186

Patient 1.142 236

atlen F2 1,099




Absorbance(s)

*The data presented in Example 1 and Figure 1 is for illustration
only and should not be used in lieu of a dose response curve
prepared with each assay.

Figure 1
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11.0 Q.C. PARAMETERS

In order for the assay results to be considered valid the

following criteria should be met:

1. The absorbance (OD) of calibrator F should be > 1.3.

2. Four out of six quality control pools should be within the
established ranges.

12.0 RISK ANALYSIS

The MSDS and Risk Analysis Form for this product are available
on request from Monobind Inc.

12.1 Assay Performance

1. It is important that the time of reaction in each well is held
constant to achieve reproducible results.

2. Pipetting of samples should not extend beyond ten (10)
minutes to avoid assay drift.

3. Highly lipemic, hemolyzed or
specimen(s) should not be used.

4. If more than one (1) plate is used, it is recommended to repeat
the dose response curve.

5. The addition of substrate solution initiates a kinetic reaction,
which is terminated by the addition of the stop solution.
Therefore, the substrate and stop solution should be added in
the same sequence to eliminate any time-deviation during
reaction.

6. Plate readers measure vertically. Do not touch the bottom of
the wells.

7. Failure to remove adhering solution adequately in the
aspiration or decantation wash step(s) may result in poor
replication and spurious results.

8. Use components from the same lot. No intermixing of reagents
from different batches.

9. Patient specimens with PSA concentrations above 100 ng/ml
may be diluted (for example 1/10 or higher) with normal female
serum (PSA = 0 ng/ml) and re-assayed. The sample’s
concentration is obtained by multiplying the result by the
dilution factor (10).

10.Accurate and precise pipetting, as well as following the exact

time and temperature requirements prescribed are essential.

Any deviation from Monobind’s IFU may vyield inaccurate

results.

.All applicable national standards, regulations and laws,

including, but not limited to, good laboratory procedures, must

be strictly followed to ensure compliance and proper device
usage.

12.1t is important to calibrate all the equipment e.g. Pipettes,
Readers, Washers and/or the automated instruments used
with this device, and to perform routine preventative
maintenance.

13.Risk Analysis - as required by CE Mark IVD Directive 98/79/EC
- for this and other devices, made by Monobind, can be

requested via email from Monobind@monobind.com.

12.2 Interpretation

1. Measur ts and interpr of results must be
performed by a skilled individual or trained professional.

2. Laboratory results alone are only one aspect for determining
patient care and should not be the sole basis for therapy,
particularly if the results conflict with other determinants.

grossly  contaminated

3. The reagents for AccuBind® ELISA procedure have been
formulated to eliminate maximal interference; however,
potential interactions between rare serum specimens and test
reagents can cause erroneous results. Heterophilic antibodies
often cause these interactions and have been known to be
problems for all kinds of immunoassays (Boscato, LM, Stuart,
MC. “Heterophilic antibodies: a problem for all immunoassays”
Clin. Chem. 1988: 3427-33). For diagnostic purposes, the
results from this assay should be used in combination with
clinical examination, patient history and all other clinical
findings.

4. For valid test results, adequate controls and other parameters
must be within the listed ranges and assay requirements.

5. If test kits are altered, such as by mixing parts of different kits,
which could produce false test results, or if results are
incorrectly interpreted, Monobind shall have no liability.

6. If computer controlled data reduction is used to interpret the
results of the test, it is imperative that the predicted values for
the calibrators fall within 10% of the assigned concentrations.

7. PSA is elevated in benign prostate hypertrophy (BPH).
Clinically, an elevated PSA value alone is not of diagnostic
value as a specific test for cancer and should only be used
in conjunction with other clinical manifestations (observations)
and diagnostic procedures (prostate biopsy). Free PSA
determinations may be helpful in regard to the discrimination of
BPH and prostate cancer conditions.’

8. Due to the variation in the calibration used in tPSA/ fPSA test
kits and differences in epitopic recognition of different
antibodies, it is always suggested that the patient sample
should be tested with tPSA/ fPSA tests made by the same
manufacturer. (Monobind Inc. offers a fPSA ELISA test that
should be used for i Y e when ded.)

13.0 PERFORMANCE CHARACTERISTICS

Healthy males are expected to have values below 4 ng/ml.4

TABLE |
Expected Values for tPSA AccuBind® ELISA Test System
Healthy Males <4 ng/ml

It is important to keep in mind that establishment of a range of
values, which can be expected to be found by a given method for
a population of "normal"-persons, is dependent upon a multiplicity
of factors: the specificity of the method, the population tested and
the precision of the method in the hands of the analyst. For these
reasons, each laboratory should depend upon the range of
expected values established by the Manufacturer only until an
in-house range can be determined by the analysts using the
method with a population indigenous to the area in which the
laboratory is located.

14.0 PERFORMANCE CHARACTERISTICS

14.1  Precision

The within and between assay precisions of the tPSA AccuBind®
ELISA test system were determined by analyses on three different
levels of control sera. The number, mean value, standard
deviation and coefficient of variation for each of these control sera
are presented in Table 2 and Table 3.

TABLE 2
Within Assay Precision (Values in ng/ml)
Sample N X o C.V.
Level 1 20 1.06 0.06 5.2%
Level 2 20 3.56 0.18 5.1%
Level 3 20 23.07 0.88 3.8%
TABLE 3
Between Assay Precision* (Values in ng/ml)
Sample N X [} C.V.
Level 1 20 0.98 0.08 8.5%
Level 2 20 3.35 0.19 5.7%
Level 3 20 23.17 0.95 4.1%

*As measured in ten experiments in duplicate.

14.2 Sensitivity

The tPSA AccuBind® ELISA test system has a sensitivity of
0.0003 ng/well. This is equivalent to a sample containing 0.013
ng/ml tPSA concentration.

14.3 Accuracy

The tPSA AccuBind® ELISA test system was compared with a
reference Elisa method. Biological specimens from low, normal,
and elevated concentrations were assayed. The total number of
such specimens was 241. The least square regression equation
and the correlation coefficient were computed for the tPSA
AccuBind® ELISA test method in comparison with the reference
method. The data obtained is displayed in Table 4.

TABLE 4

Least Square Correlation
Method Mean Regression Analysis Coefficient
This Method (X) 5.62 y =-0.0598+0.98(X) 0.987

Reference (Y) 5.57

Only slight amounts of bias between the tPSA AccuBind® ELISA
test system and the reference method are indicated by the
closeness of the mean values. The least square regression
equation and correlation coefficient indicates excellent method
agreement.

14.4 Specificity:

No interference was detected with the performance of tPSA
AccuBind® ELISA test system upon addition of massive amounts
of the following substances to a human serum pool.

Substance Concentration
Acetylsalicylic Acid 100 pg/ml
Ascorbic Acid 100 pg/ml
Caffeine 100 pg/ml
CEA 10 pg/ml
AFP 10 pg/ml
CA-125 10,000 U/ml
hCG 1000 1U/ml
hLH 10 [U/ml
hTSH 100 mIU/ml
hPRL 100 pg/ml
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DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on product labels printed as:

CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS Tel.: +31 (0)6 516 536 26;
or as: CEpartner4U, 3951DB; 13. NL tel: +31 (0)6 — 516.536.26)

3) Product(s) (name, type or model/batch number, etc.):

Immunoassay products;
ELISA,

CLIA,

Control,

Instruments

(see appendix)

4) The product(s) described above is in conformity with:

Document No.

Title

Edition / Date of issue

L 331; 98/79/EC

In-Vitro-Diagnostic Directive

1998-10-27

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.):

Conformity assessment procedure for CE marking: IVD Directive, Annex |l

Lake Forest, USA;2011-09-27  --------- A’sl«a'h'& ------------------------------

Tony Shatola; QA Director, Monobind Inc.

(name, function and signature of manufacturer)

(Place & date of issue (yyyy-mm-dd))

Maarn, NL; 2011-09-27

(Place & date of issue (yyyy-mm-dd))

Olga Teirlinck; Consultant, CEpartner4U BV

(name; function and signature of authorized representative)
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Appendix

Date: 2011-09-26

Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate #  First date_ of
ELISA CLIA Control | Instrument _ CE-marking

Thyroid
T3 — Triidothyronine 125-300 175-300 12.04.01.05.00 Low 2005-11-11
fT3 — Free Triidothyronine 1325-300 | 1375-300 12.04.01.01.00 Low 2005-11-11
T4 — Thyroxine 225-300 275-300 12.04.01.07.00 Low 2005-11-11
fT4 — Free Thyroxine 1225-300 | 1275-300 12.04.01.02.00 Low 2005-11-11
TSH — Thyrotropin 325-300 375-300 12.04.01.11.00 Low 2005-11-11
Rapid TSH — Rapid Thyrotropin 6025-300 | 6075-300 12.04.01.11.00 Low 2010-06-29
T3U — Triidothyronine Uptake 525-300 575-300 12.04.01.06.00 Low 2005-11-11
TBG — Thyroxine-Binding Globulin 3525-300 | 3575-300 12.04.01.09.00 Low 2005-11-11
Tg — Thyroglobulin 2225-300 | 2275-300 12.04.01.08.00 Low 2005-11-11
T3, T4 & TSH — Triidothyronine,
Thyroxine & Thyrotropin Combo 8025-300 | 8075-300 12.04.01.01.00 Low 2005-11-11
(VAST)
T3 — Triidothyronine (SBS) 8125-300 | 8175-300 12.04.01.01.00 Low 2010-06-29
T4- Thyroxine (SBS) 8225-300 | 8275-300 12.04.01.01.00 Low 2010-06-29
fT3, fT4 & TSH — Free
Triidothyronine, Free Thyroxine & 7025-300 | 7075-300 12.04.01.01.00 Low 2010-06-29

Thyrotropin Combo (VAST)
Neonatal Thyroid & Genetics

NTSH — Neonatal Thyrotropin 3425-300 | 3475-300 12.04.01.90.00 Low 2005-11-11

NT4 — Neonatal Thyroxine 2625-300 | 2675-300 12.04.01.12.00 | Low 2005-11-11

N 170HP — Neonatal 17 OH

Progcatorons 5525-300 12.05.01.07 Low 2008-02-01

Biotinidase 8825-300 1207029000 | Low 2011-09-26

Autolmmune Thyroid

Anti-Tg — Anti-Thyroglobulin Antigen | 1025-300 | 1075-300 12.10.03.04.00 | Low 2005-11-11

ANt-TPO — Anti-Thyroperoxidase | 4125.300 | 1175-300 12.10.03.01.00 |  Low 2005-11-11
ntigen

Fertility & Prenatal

LH — Lutropin 625-300 | 675-300 12.05.01.05.00 | Low 2005-11-11

FSH — Follitropin 425-300 | 475-300 12.05.01.04.00 | Low 2005-11-11

PRL — Prolactin 725-300 | 775-300 12.05.01.08.00 | Low 2005-11-11

PRL — Prolactin Sequential 6025-300 | 6075-300 12.05.01.08.00 | Low 2005-11-11

hCG — Human Chorionic

Conedtronn 825-300 | 875-300 12.05.02.05.00 |  Low 2005-11-11

Rapid hCG — Rapid Human } e

G onia Gonaatron 3325-300 12.05.02.05.00 |  Low 2005-11-11

FSH, LH, hCG, sPRL Combo (VAST) | g305 300 | 8375300 12.05.01.90.00 |  Low 2006-08-24

AFP, hCG, UE3 Combo (VAST) 8525-300 | 8575-300 12.05.01.90.00 | Low 2010-06-29

Steroid

Cortisol 3625-300 | 3675-300 12.06.02.04.00 | Low 2005-11-11

DHEA'S — Defydroepiandrosterone | 5125300 | 5175-300 12.05.01.02.00 |  Low 2010-06-29

DHEA - Dehydroepiandrosterone 7425-300 | 7475-300 12.05.01.02.00 Low 2011-09-26
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Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate # First date_ of
ELISA CLIA Control | Instrument _ CE-marking
E2 — Estradiol 4925-300 | 4975-300 12.05.01.03.00 Low 2010-06-29
UE3 — Estriol, Unconjugated 5025-300 | 5075-300 12.05.02.02.00 Low 2010-06-29
Progesterone 4825-300 | 4875-300 12.05.01.06.00 Low 2010-06-29
Testosterone 3725-300 | 3775-300 12.05.01.10.00 Low 2007-11-01
Free Testosterone 5325-300 | 5375-300 12.05.01.10.00 Low 2010-06-29
170HP - 17-Hydroxyprogesterone 5225-300 | 5275-300 12.05.01.07.00 Low 2010-06-29
Ei?g';gg“ydmxypmgeStem”e 9925-300 | 9975-300 12.05.01.07.00 |  Low 2010-10-18
Vitamin D3 — 25-Hydroxyvitamin D3 7725-300 | 7775-300 12.06.03.10.00 Low 2011-09-26
Growth & Bone Metabolism
hGH - Human Growth Hormone 1725-300 | 1775-300 12.06.04.02.00 Low 2005-11-11
PTH - Parathyroid Hormone 7825-300 | 7875-300 12.06.03.13.00 Low 2011-09-26
Diabetes
Insulin 2425-300 | 2475-300 12.06.01.03.00 Low 2005-11-11
Insulin Rapid 5825-300 12.06.01.03.00 Low 2010-06-29
C-peptide 2725-300 | 2775-300 12.06.01.01.00 Low 2005-11-11
Insulin & C-peptide Combo (VAST) 7325-300 | 7375-300 12.06.01.03.00 Low 2005-11-11

Cardiac Markers

CKMB — Circulating Creatine Kinase

B, 2925-300 | 2975-300 12.13.01.02.00 |  Low 2005-11-11
CTnl — Troponin | 3825-300 | 3875-300 12.13.01.07.00 | Low 2005-11-11
DIG — Digoxin 925-300 | 975-300 12.08.01.01.00 | Low 2005-11-11
Ro-ORP — High Sensitiviy G 3125:300 | 3175-300 12.13.01.90.00 |  Low 2005-11-11
Myoglobin 3225:300 | 3275-300 12.13.01.05.00 | Low 2005-11-11
Infectious Diseases

G — Anti/H. Pylori 1425-300 | 1475-300 15.01.04.03.00 | Low 2005-11-11
IgM — Anti/H. Pylori 1525-300 | 1575-300 15.01.04.03.00 | Low 2005-11-11
lgA — Anti/H. Pylori 1625-300 | 1675-300 15.01.04.03.00 | Low 2005-11-11
Cancer Markers

AFP — Alpha-Fetoprotein 1925-300 | 1975-300 12.03.90.01.00 | Low 2005-11-11
CA 125 Ovarian Cancer Antigen 3025-300 | 3075-300 12.03.01.06.00 Low 2005-11-11
CA 15-3 Breast Cancer Antigen 5625-300 | 5675-300 12.03.01.02.00 | Low 2010-06-29
gﬁti;‘;g - Pancreatic Cancer 3925-300 | 3975-300 12.03.01.03.00 |  Low 2005-11-11
CEA - Carcinoembryonic Antigen 1825-300 | 1875-300 12.03.01.31.00 Low 2005-11-11
CEA carainoembryonic Antigen | 4625-300 | 4675-300 12.03.01.31.00 |  Low 2010-06-29
g‘gr?g&rigfﬁ Beta Human Chorionic | 5455 300 | 2075-300 12.03.01.90.00 |  Low 2005-11-11
Allergy & Anemia

Ferritin 2825300 | 2875-300 12.07.01.02.00 | Low 2005-11-11
Folate 7525-300 | 7575-300 12.07.01.03.00 | Low 2010-06-29
IgE — Immunoglobulin E 2525.300 | 2575-300 12.02.01.02.00 | Low 2005-11-11
sTfR - Transferrin Soluble Receptor | 8625-300 | 8675-300 12.07.01.06.00 Low 2010-06-29

Vitamin B12 7625-300 | 7675-300 12.07.02.04.00 Low 2011-09-26
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Miscellaneous Controls

Anti-Tg & Anti-TPO — Positive &
Negative - Anti-Thyroglobulin, Anti-
Thyroperoxidase

AIT-101

12.50.01.16.00

Low

2010-06-29

High Level Fertility Control — Single
Level — Progesterone, Estradiol,
Human Chorionic Gonadotropin

FC-300

12.50.01.16.00

Low

2010-06-29

Maternal Control — Tri Level - Human
Chorionic Gonadotropin, Free Beta
Human Chorionic Gonadotropin
Subunit, Alpha Feta Protein, Estriol

MC-300

12.50.01.16.00

Low

2010-06-29

Thyroglobulin Control — Tri Level

TG-300

12.50.01.16.00

Low

2010-06-29

H. Pylori IgG Control — Positive &
Negative

HPy-
1gG-300

12.50.01.16.00

Low

2010-06-29

Miscellaneous Instruments

IC hardware + dedicated accessories +
software — Autoplex ELISA Analyzer &
CLIA Processor

INOO6

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax Chemiluminescence
Strip Reader

INOO1

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Neo-Lumax
Chemiluminescence Strip Reader

INO10

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Impulse 2
Chemiluminescence Strip Reader

INOO5

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Impulse 3
Chemiluminescence Strip Reader

INOO7

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax96
Chemiluminescence Plate Reader

IN004

21.02.10.01

Low

2007-03-01

IC hardware + dedicated accessories +
software — LuMatic
Chemiluminescence Plate Reader

INOO8

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Eldex 3.8 ELISA Strip
Reader

IN003

21.02.10.01

Low

2007-09-10

IC hardware + dedicated accessories +
software — Neo-Eldex ELISA Strip
Reader

INOO9

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Mircoplate Washer

IN002

21.02.10.01

Low

2010-06-29
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CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries, the U.S. Foed and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed

below:

Name of Product(s) Name of Manufacturer/Distributor Address
See Attached List Manufacturer:

(Two Pages) Monobind, Inc.

100 North Pointe Drive
Lake Forest, CA 92630.

Distributor:

Monobind, Inc.

100 North Pointe Drive
Lake Forest, CA 92630.

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it)
is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

Itis certified that the above product(s) may be marketed in, and legally exported from, the United
States of America at this time. The manufacturing plant(s) in which the product(s) is produced is
subject to periodic inspections. The last such inspection showed that the plant(s), at that time,
appeared to be in substantial compliance with current good manufacturing practice requirements for

the products(s) listed above.

Ann M. Ferriter

Acting Director

Division of Risk Management Operations
Office of Compliance

Center for Devices and Radiological Health
This certificate expires 24 months

from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and swom to before me this ' day of £4<¢ % month 2011 year.

c cf‘vfjfs toy., K frioute

3

2017




Certificate to Foreign Government — Attachment (Page 1 of 2)

NAME OF PRODUCT(S) NAME OF MANUFACTURER/DISTRIBUTOR,
ADDRESS

Total T3 TEST SYSTEM Manufacturer;

Total T4 TEST SYSTEM Monobind Inc.,

Free T4 TEST SYSTEM 100 North Pointe Drive

Free T3 TEST SYSTEM Lake Forest. CA 92630.

TSH TEST SYSTEM

T3 Uptake TEST SYSTEM

TBG TEST SYSTEM

Tg TEST SYSTEM

N-T4 TEST SYSTEM

N-TSH TEST SYSTEM

N-17-OHP TEST SYSTEM
Anti-Tg TEST SYSTEM
Anti-TPO TEST SYSTEM

LH TEST SYSTEM

FSH TEST SYSTEM

PRL TEST SYSTEM

HCG TEST SYSTEM

Cortisol TEST SYSTEM
Testosterone TEST SYSTEM
Free Testosterone TEST SYSTEM
Progesterone TEST SYSTEM
17-OH Progesterone TEST SYSTEM
Estradiol TEST SYSTEM

Estriol TEST SYSTEM

DHEA-S TEST SYSTEM

DHEA TEST SYSTEM

HGH TEST SYSTEM

Insulin TEST SYSTEM
C-Peptide TEST SYSTEM

IgE TEST SYSTEM

Ferritin TEST SYSTEM
Transferrin Soluble Receptor TEST SYSTEM
Vit B12 TEST SYSTEM

Folate TEST SYSTEM

Creatine Kinase TEST SYSTEM
Digoxin TEST SYSTEM

hsCRP TEST SYSTEM
Myoglobin TEST SYSTEM

c¢Tnl TEST SYSTEM

H. Pylori Ab TEST SYSTEM
HbSAg TEST SYSTEM




Certificate to Foreign Government — Attachment (Page 2 of 2)

NAME OF PRODUCT(S)

Rubella TEST SYSTEM

Toxoplasma TEST SYSTEM

AFP TEST SYSTEM

CEA TEST SYSTEM

tPSA TEST SYSTEM

fPSA TEST SYSTEM

CA-125 TEST SYSTEM

CA-19-9 TEST SYSTEM

CA-15-3 TEST SYSTEM

Free Beta hCG TEST SYSTEM
Mulit-Ligand Quality Control Material
Cardiac Panel Quality Control Material
Tumor Marker Quality Control Material
Thyroid Panel Quality Control Material
Fertility Quality Control Material

NAME OF MANUFACTURER/DISTRIBUTOR,
ADDRESS

Manufacturer:
Monobind Inc.,

100 North Pointe Drive
Lake Forest, CA 92630

TEST SYSTEMS available in ELISA (AccuBind®), CLIA (AccuLite®) and VAST® formats.
Quality Control Material available in (QSure®) Assayed and Unassayed formats.

Lumax® CLIA Analyzer
NeoLumax™ CLIA Analyzer
LuMatic™ CLIA Analyzer
Lumax-96™ CLIA Analyzer
Impulse 2™ CLIA Analyzer
Impulse3™ CLIA Analyzer

Eldex 3.8® ELISA Analyzer
NeoEldex™ ELISA Analyzer
Autoplex™ ELISA & CLIA Analyzer
Immunoassay Plate Washer

“END OF PRODUCT LIST”

Distributor:

Monobind Inc.

100 North Pointe Drive
Lake Forest, CA 92630
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1. HASBHAYEHMUE

1.1. Habop pearenrtor Toxcorapa-IgG-NIDA-
BECT (manee mo texcry — Habop) IIpemHasHaAYeH
JIJIsI BBISIBJIGHUST MMMYHOTJIOOYJIMHOB Kyacca G K
aHTUTEeHAM TOKCOKAp B CBIBOPOTKe (IJIa3dmMe) KpOBU
YeJIOBEKA METOIOM TBepaodhadHOro MMMYyHOpep-
MEHTHOTO aHaJIn3a.

1.2. Beisasitenne mmMmyHOr 100y 1rHOB Kiaacca G
K aHTHI'€HAM TOKCOKApP MOKET OBITh HCIIOJIB30BAHO
JIJIST TUATHOCTUKY TOKCOKAPO3a.

1.3. Habop paccumran Ha rposefenre 96 orpe-
JIeJIeHU#, BRJIIOYAST KOHTPOJBbHBIE O0pAa3IThl, WU
12 He3aBUCUMBIX IIOCTAHOBOK II0 8 aHAJIU30B KaiK-
Jlasi, BRITI0YAsT KOHTPOJIH.

2. XAPAKTEPUCTUKA HABOPA
2.1. Ilpusnun meToma

Meron ompeneneHHss HMMYHOIJIOOYJIMHOB
kiaacca G K aHTUTeHaM TOKCOKAp IIPEICTABJISIET
coboit TBepaopasHBIi MMMYyHO(EpPMEHTHBIN aHa-
U3, B XOJe KOTOPOTO IIPM B3aWMOIEMCTBHUM WC-
cJIelyeMBIX 00Pas3IfoB CBIBOPOTOK (I1JIa3MBI) KPOBU
B JIYHKAX CTPHUIIOB ¢ MMMOOMJIM30BAHHLIMHU AHTH-
reHaMy TOKCOKAp IIPOMCXOLUT CBS3BIBAHIE CIIEII-
H(pUIECKUX AHTUTEJ W 00pas3oBaHKE KOMILIEKCA
«QHTUTEeH—AaHTHUTEJIO» HA IIOBEPXHOCTH JIyHOK. [lo-
cjie mo0aBJIeHWA B JIYVHKU ILJIaHIIETa KOHBIOTaTa
MOHOKJIOHAJIbHBIX auTuTes K 1gG uesmoBeka ¢ me-
POKCHIa30# XpeHa IIPOVICXOJIUT BKJIOUYEHHE dep-

MEHTHO! MeTKU B UMMYHHBIN KOMILJIEKC.

D-2752 3



Kommiieke  «aHTUTreH—aHTHATEI0—KOHBIOIaT»
BBISIBJIAIOT IIBETHOM pearIMed C MCII0JIb30Ba-
HHeM cybcTpaTa IIepPOKCHUIA3bl — IIEPEKHCH BO-
Iopola M XpOMOreHa — TeTpaMeTHJIOeH3UIUHA.
HMHETEeHCHBHOCTE OKpAIIMBAHUS IIPOHIOPIIMOHAIBHA
KoureHTparuu IgG K aHTUTEeHaM TOKCOKap B aHAa-
JIM3UPYEMOM 00pasiie CBIBOPOTKHY (IIJIa3MbI) KPOBH.

2.2. CocraB Habopa
B cocras mabopa Bxomar:

— 1wiaHnrer pa3dopHbii (12 BOCHMHUJIYHOYHBIX CTPUIIOB)
¢ UMMOOMJIM30BAHHBIMY HA BHYTPEHHEN ITIOBEPXHOCTHA
JIYHOK aHTUT€HAMU TOKCOKAP, TOTOBBIM JJIsI KCIIOJIb30-
BaHUA —1 mIT.;

— TOJORUTENBHBIH KOHTPOJBHEIN obpaser, (K1) ma oc-
HOBE WHAKTUBUPOBAHHON CBIBOPOTKMA KPOBH YeJIO-
BEeKa, COMEPIKAIINii UMMYHOTJIOOy IuHBI Kiaacca G &
AHTUTEHAM TOKCOKAp, TOTOBBIM IJIS WCIOJIb30BAHUS
— 1 draron (1,5 mu);

— OTpHIIATEJLHBIA KOHTPOJbHEIN oOpaser (K7) ma oc-
HOBE WHAKTUBUPOBAHHONW CBIBOPOTKH KPOBH YEJIOBE-
Ka, He COMepIKkallnii UMMYHOTJIOOyInHbl Kiaacca G &
aHTUTEHAM TOKCOKAP, TOTOBBIN I UCIIOJIb30BAHUS —
1 daxon (2,5 mi);

— KOHBIOraT MOHOKJIOHAJIBHBIX aHTUTeN K 1gG uesroBeka
¢ TIePOKCUIa30M XPEHA, TOTOBBIN JIJIST UCIIOJIb30BAHMS
— 1 duraxon (13 mu);

— 25-kpaTHBIN KOHIIEHTpAT (ocdaTHO-coIeBoro 0ydep-
"oro pacrBopa c¢ TBuHOM (DCB-TX25) — 1 duakon
(28 mu);

4 D-2752



— PacTBOP IS IIPEIBAPUTEIBHOI0 PA3BEIEHUS ChIBOPO-
ToK (PTIPC) — 1 draron (10 mu);
— pactBop ais passegenusi ceieoporok (PPC) — 1 duia-
KkoH (12 mu);
— pacrBop Terpameruiadensununa (pacrsop TMB), roro-
BBIH [IJISI MCIIOJIB30BaHUA — 1 dhirakon (13 mur);
— CTOII-peareHT, TOTOBBIN JJIS MCIIOJIB30BaHUsa — 1 dia-
koH (12 mu).
Hab6op mormmoHuTe IbHO KOMILIEKTYeTCS:
— IJIEHKOU I 3aKJIeMBAHUS ILJIAHIIeTa — 2 IIIT.;
— BaHHOYKOM JJIA peareHTa — 2 IIT.;
— HaKOHEUHHWKAMU JJid nuteTku Ha 5—200 M1 — 16 1T.
ITo corsacoBanwuio ¢ IOTpeOUTEIIEM JIOTIOJTHU-
TeJIbHO II0CTABJISIETCS:
— IJIQHIIeT [JIA IPeIBAPUTEILHON0 Pa3BeIeHns UCCIe-
JIyeMbIX 00pas3ios — 1 miT.

3. AHAIUTUYECKUE U AUATHOCTUYECKUE
XAPAKTEPUCTUKHU

3.1. BosmokeH IepeKpecT HMMYHOJIOTHYE-
CKHX peakIuii Impu 3a00JIeBAHUSAX OIIUCTOPXO30M,
TPUXVUHEJJIE30M U 9XUHOKOKKO30M, YTO MOJKET
OBITH CBSI3AHO KAK C COBMECTHOM WHBA3Wel, Tak U
CO B3aWMMOJIEMCTBUEM AHTHUTEN C TeTePOJIOTHUHBIM
AHTHUTEHOM 3a CUeT MMMYHOJIOTHYECKUX MepeKpe-
CTOB MEJKJIy AHTUT€HAMU.

3.2. Crrerudmaeckast aKTUBHOCTD.

YyBCTBUTEIBHOCTh BBIABJIEHUS HMMYHOIJIO-
OynmHOB KJiacca G kK aHTUTEeHAaM TOKCOKAap — COOT-
BETCTBHUE PE3yJIbTATOB KAYECTBEHHOI'O BHISIBJICHUS
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Hab0pOM MMMyHOTJIOOY IMHOB Kjacca G K aHTHre-
HAM TOKCOKap TPeDOBAHUSIM CTAHIAPTHON MaHeu
mpemunpustus CIIIT (per. No 05-2-266), aTTecToBaH-
soit OBTK AO «Bexkrop-Bect™» — cocrasister 100%:
cpequme apudMeTHUeCKre 3HAYEHUS ONTHYECKOM
IJTIOTHOCTH IS KaKJO0M Hapbl JIYHOK C ITOJIOYKH-
TEeJIbHBIMU CBIBOPOTKAMU 0OJIbIlle JIOO pPaBHEBI Be-
JIMYMHE JTUATHOCTUYECKOTO 3HAYEHUS ONTHYECKOMN
TLJIOTHOCTH.

CrrermupaHOCTD BBISIBJIEHUS MMMYHOTJIO0YJIH -
HOB Kjacca G K aHTUTeHAM TOKCOKAP — COOTBETCTBHE
pe3yabTaTOB KAYECTBEHHOTO BBISBJICHUS HAOOpOM
MMMYHOTJIOOYJIMHOB Kiaacca G K aHTUTMeHAM TOKCO-
Kap TpebOBAHUSAM CTAHIAPTHON IMAHEJH TIPeIIpH-
sttust CITIT (per. Ne 05-2-266), arrecroBamtoit OBTH
AO «Bexrop-Becr» — cocrasister 100%: cpemmme
apudmeTrniecKre 3HAYEHUS OIITHIECKOM TIJIOTHOCTH
IJIST KasKI0M ITaphbl JIYHOK C OTPHIIATEILHBIMU ChI-
BOPOTKAMH MEHBIIE BEJIUYMHBI THATHOCTAYECKOTO
3HAYEHUS OITUYECKOMN TLJIOTHOCTH.

3.3. Turp crammapTHOro o0pasia MPeIIpH-
aruag COIIT (per. No 05-2-174) moiskeH OBITL He
MeHee 1:800.

3.4. JlmarmocTmyeckas UyBCTBUTEIBLHOCTD:
KJIMHUYECKUE VCCIeI0BAHUs, [IPOBEIEeHHbIE B JBYX
HE3aBUCUMBIX YUPEIKICHUAX HA 61 MOT0KUTETHLHBIX
00pasarax, B3ATBIX Y OOJIBHBIX C TIOATBEPIKIEHHBIM
TOKCOKApPO30M, IToka3aau 93% YyBCTBUTEJILHOCTH
(uaTepBas 86-98%, ¢ IOBEPUTEJILHOM BEPOSTHO-
creio 90%).
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3.5. JluarHoctuueckasi CHEIU(PUIHOCTD: KJIU-
HUYECKUe WCCJIeIOBAHMS, IIPOBEIEHHBIE B JBYX He-
3aBUCHMMBIX VYPEKIEHUAX Ha 63 OTpHUIIATeIHHBIX
obpasriax, B3ATBIX Yy [IOHOPOB, OTOOPAHHBIX CJIy-
YaUHBEIM 00pa3oM, W OOJIBHBIX C MHOM HO30JIOTHel
(aTommuecKkuii qepMaTUT, OPOHXHAIbHAS ACTMA, OITH-
CTOPX03, S03UHOMUINUS HESICHON OTHUOJIOTHH, acKa-
puo3) mokasanu 100% crermdudHoCTh (MHTEPBAT
95-100%, ¢ T0BepUTETHHOM BeposITHOCTEIO 90%).

4. MEPbl NPEAOCTOPOXHOCTH

4.1. TloreHIIMAIBHBIA PUCK IIPUMEHEHUS Ha-
6opa — ritace 20 ('OCT P 51609-2000).

4.2, Bce KOMIIOHEHTHI HAOOpa SBJISIOTCS He-
TokcumuubiMu. CTom-peareHT 00JIaaeT pasapaska-
oimuM gericrBueM. K3berath pas3OpbIsrUBAHUS U
ToTTaIaHus Ha KOKY U CJIu3ucThie. B ciydae moma-
JaHUS PACTBOPA CTOM-PeareHTa HA KOMKY M CIIM3H-
CThIe HEeOOXOJUMO IIPOMBITEH ITOPAYKEHHBINA YIACTOK
GOJIBIITIM KOJIMYECTBOM TPOTOYHOM BOJIHI.

4.3. IIpu pabGore ¢ wmccaemyeMbiMu 0Opasria-
MU cJIefyeT COOJIIIaTh MepPHhl IPEeI0CTOPOSKHOCTH,
IPUHSATHIE TPU PaboTe ¢ TOTEHITNATHHO WHQEKITH-
OHHBIM MaTepuasioM. OCHOBHBIE IIpPaBUIA PAOOTHI
uasoskeHsl B «HCTpyRIMEU 10 MepaM IpoduIaK-
TUKHU PaCIIPOCTPAHEHUsT WHQEKIIMOHHBIX 3a0oJie-
BaHUU TIpW paboTe B KJIMHUKO-TUATHOCTUYECKHX
1a00paTOPUAX JIeUeOHO-IIPOPUIAKTUICCKAX VY-
pesxaenui», yreep:kaennoit Mwunaagpasom CCCP
17 gauBapa 1991 r. ¥ B MeTOOMYECKUX YKa3aHUU
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MV-287-113 («MeTommueckre yKa3aHUs 110 Je3UH-
berimy, mpencTepUIN3aMOHHON OYMUCTKE M CTe-
PUIIH3AITAH U3IeIUH MeTUITTHCKOTO HAa3HAYESHUD»,
YTB. JIelapTaMeHTOM TroccaHsnugHamazopa MuHa-
apasa PO or 30.12.1998 r.).

4.4. Ilpu pabdore ¢ HabopoM cienyeT HaleBaTh
OTHOPA30BbIe PE3WHOBBIE HJIM ILJIACTHKOBBIE IIep-
YaTKU, TAK KaK HCCJIeyeMble 00Pas3Iilbl CBIBOPOTKH
(my1a3MBI) KPOBU YeJIOBEKA CJIeyeT paccMaTPpUBATh
KakK ITOTEHIIMAJbHO WHQEKIIHOHHOr0, CIIOCOOHBIE
JIJIUTEIbHOE BpeMsi COXPaHATh u mepegasats BUY,
BUPYCHI TeIIaTUTA WJIH JII0OH Ipyroi Bo30YIUTE b
BUPYCHBIX MH(EKIIHIA.

4.5. XuMuueckas mocyaa u 00opygoBaHue, Ko-
TOPBIE UCIOJIB3YIOTCS B paboTe ¢ HA00POM, TOJISKHBL
OBITH COOTBETCTBYIOIIMM 00pa3oM IIPOMApPKHPOBA-
HBI ¥ XPAHUTHCS OTJIEJIHHO.

4.6. 3ampernraerca IpueM IIUIILH, UCII0Ib30BAa-
HIe KOCMETHYECKHX CPElICTB U KypeHUe B IIOMelle-
HUAX, IIPpeJHa3HaAUYeHHBIX OJIS Pa0d0ThI ¢ HabopaMm.

4.7. J1nsa neauH@eKIuY I0Cy bl U MATEPUAJTIOB,
KOHTAKTHUPOBABIIHUX C UCCIETYEMBIMU U KOHTPOJIb-
HBIMU 00pas3iaMu, PEeKOMEHIIyeM MCII0JIh30BAThH
Ie3nHQUIUPYIOIIEe CPeICcTBa, He OKAa3bIBAIOIINe
HeraTUBHOIO Boa3nedcrBusa Ha kKaudectso DA, He
coliepsKalliie AKTUBHEBIM KHUCJIOPOI U XJIOP, HAIIPH-
Mep, KOMOMHHpPOBaHHbBIe cpencTBa Ha ocHoBe YAC,
CIIMPTOB, TPETUYHBIX aMuHOB. Vciiosib3oBauue me-
SUHMUITUPYIOIIUX CPEJCTB, COMEPIKAIINX AaKTHB-
HeI# Kucsopox u xJop (HyOg, meoxitop, xmopaMuH),
MPUBOIUT K CEPHE3HOMY MCKAKEHUI0 Pe3yJIbTaTOB.
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4.8. YTHIn3anun WId YHUYTOMKEHUEe, Te31H-
dex1mio HabOpOB peareHToB CJeayeT IPOBOIUTH B
cooreercTBuu ¢ Caullun 2.1.7.2790-10 «Cauurap-
HO-3IIMIeMHUOJIOTHYECKe TpeboBaHus K olOpalie-
HUIO ¢ MEOUIIMHCKUME oTxomamm» m MY-287-113
«MeToguduecKkue yra3aHUs 110 Te3UHPEeKIIUH, ITPe/T-
CTePHMJIN3AIIMOHHON OYMCTKE U CTEPMJIM3AllNN H3-
OeJINH MeIUITMHCKOI0 Ha3HAUYCHUI).

5. OBOPYOOBAHUE U MATEPUAIDI,
HEOBXOOUMBIE NPU PABOTE C HABOPOM:

— CIeKTPO(OTOMETP BEPTHUKAJBLHOTO CKAHMPOBAHUS,
MO3BOJIAIOIINMA ITPOBOJUTH H3MEPEHHS OITHYECKOM
IJIOTHOCTH PACTBOPOB B JIYHKAX CTPUIIOB IIPKU OCHOB-
HO¥ JIyTmHEe BOJIHBI 450 HM U JJIMHE BOJHBI CpABHEHUS
B auamna3oHe 620—655 HM; JomyckaeTcsa HU3MepeHUe
TOJIBKO IIPU JJTUHE BoJHBI 450 HM;

— TepMocCTaT, mojiepRuBanImi remaeparypy (37+1)°C;

— IIPOMBIBOYHOE YCTPOMCTBO JIJIS IIJIAHIIIETOB;

—  XOJIOJUJIBHUK OBITOBOIA;

— IHMIETKH  II0JIyaBTOMATHYECKHE  OJHOKAHAJILHBIE
C IIepeMEeHHBIM WJIM (PUKCUPOBAHHBEIM 00BEMOM CO
CMEHHBIMU HAKOHEYHUKAMU, [I03BOJISIOIIE OTOMPATD
00BeMBI SKHIKOCTH OT 5 10 5000 MKJT;

— MHUIIETKU MOJIyaBTOMATHUYECKHWE MHOTOKAHAJIBHBIE CO
CMEHHBIMY HAaKOHEYHUKAMU, IT03BOJISIONINE OTOMPATh
00BbeMBI sxuaKocTel oT 5 10 300 MKJI;

— IIepYaTKH PEe3UHOBBIE XUPYPrAYECKUe;

— Oymara uIbTpoBaJIbHAs JIA00PATOPHAS;

— rakonsr BMecTuMOocTh0 10—15 Mut;
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— IMJIWHIP MEPHBIA 2-T0 KJacca TOYHOCTH BMECTHMO-
cthio 1000 v,

— BOJIa IUCTUJLIUPOBAHHAST;

— JIe3UHQUIIUPYIONIHHA PACTBOP.

6. AHAITUSUPYEMbIE OBPA3LbI

6.1. Jlns mpoBeneHmMs aHain3a He CIEayeT
HCIOJIF30BATh T€MOJIU3UPOBAHHYI0, MYTHYIO CBIBO-
POTKY KPOBH.

6.2. O0pasisl CHIBOPOTKH (ILJIa3MBI) KPOBH JI0-
IIyCKAeTCsI XPAHUTD IIpH Temiieparype ot 2 mo 8°C
He Oojiee 5 CyT TIPU OTCYTCTBUH MUKPOOHOM KOH-
TaMWUHAIIUY WU OpU Temieparype muHyc 20°C
(u HmsKe) He OoJstee 6 Mec.

Cuenyer naberats MHOTOKPATHOTO 3aMOPAIKH-
BaHUs / OTTAWBAHUS, TAK KAK 9TO MOKET IIPUBECTH
K TIOJIYYeHUI0 HeTPaBUIBHBIX pedyabTaToB. locie
pasMopaskUBaHUs 00PA3ILI CJEIYET TINATEIHHO
mepeMernarh.

6.3. O0pasiBl CHIBOPOTOK (ILJIa3MBL) KPOBH, CO-
JepsKarre 0caoK, HeoOX0JUMO OYUCTUTD ITEHTPH-
dyruposarmem mpu 5000-10000 o6/MuH B TeueHme
5 muH 1pu Temrieparype ot 18 go 25°C.

7. MPOBEOEHUE AHATIU3A
NMOOroOTOBKA PEAFEHTOB
7.1. Tlepen pabotoit u3BiIeYs HAOOP M3 XOJIO-
IUJIBHUKA, BCKPBHITH YIIAKOBKY ¥ BBHIJIEPKATH BCe
KOMITOHEHTHI Habopa 1 00pasIlkl CHIBOPOTOK (T11a3-
MBI) KPOBH ITpH Temmeparype ot 18 mo 25°C B Teue-
HUe BpeMeHU He MeHee 60 MIH.
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7.2. IlogroroBka mianmoiera
BCKpBITI:; IIaKeT BBIIIIE 3aMKa WM YCTAHOBUTDH
HA paMKy HeoOXOIMMBbIe JJIST IIPOBEIeHUs aHaI3a
KOJIMYEeCTBO CTPHUIIOB. I/ICHOJIBSOBaTI) B TeueHue 1 9
nocye yeraHnoBKu. OcTaBInmecs HENCIIOIb30BAHHEI-
MM CTPHUIIBI HEMEOJIEHHO IIOMEeCTHUTh BHOBL B ITIAKeT
C BJIAQrOIIOTJIOTHUTEeJIEM, YOAJIUTh U3 HEr0 BO3OAYX N
IIJIOTHO 3aKPBITh 3aMOK.
Xpanums npu memnepamype om 2 0o 8°C @
meuenue 6ce20 cpoKa 200Hocmu Habopa.

7.3. Ilpurorossienre MpPOMBIBOYHOI0 PACTBOpPA

Buectu B MepHBIH ITUJIHHADP HEOOXOIUMOE KO-
nnaectBo OCB-TX25 u 106aBUTH COOTBETCTBYIOIIEE
KOJIMYECTBO AUCTUJLIMPOBaHHON Boxbl. [Ipu BhIIa-
JEeHnN OcaaKa CoJIel B KOHIIEHTpaTe HeoOXOIMMO
mporpeTsb ero mpu temieparype ot 30 mo 40°C mo
TIOJTHOTO PACTBOPEHUS 0CaJIKA.

B Tabsume 1 mpuBeieH pacxojl peareHToB B
3aBUCUMOCTH OT UMCJIA UCI0JIb3yEMBIX CTPUIIOB.

IIpueomosnienHvLli NPOMbLBOUHBLL PACTMBEOD
MOJCHO Xpanumbv npu memnepamype om 2 0o 8°C
He 6oJiee 5 cymok.

7.4. Ilonroroska monosxkurensaoro (K1) u
orpuniaresabHoro (K7) kouTpospHbIX 00pas3inos
KouTposbrbre 00pasifsl TOTOBHI K MCIIOJIB30BA-
HUIO ¥ He TPeOYIT JOII0JIHUTEILHOTO PA3BEICHMUA.
THonoocumenvhoiii u OMPULATNETILHBLL KOHIN-
PpoJibHbLe 00PA3LbL NOCTE NeP8020 8CKPbLMUSL (hia-
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KOHO8 MOMCHO XPAHUMb NPU memnepamype om 2
00 8°C 8 meuenue 8ce2o cpoKa 200HOCMU.

7.5. IlIlpenpapuresnpHoe pa3BeneHne
uccJeayeMbIx 00pas3os

B nysu ruraniera ay1s mpeIBapuTesbHOo pas-
BemeHusT 00pastoB BHecty o 90 MKJI pacTBopa IS
peaBapuTeIbHOr0 paseenenuss ceiBopoTok (PITPC)
¥ 100aBuTh 1m0 10 MKJI IIeJIBHOrO 00paslia CHIBOPOT-
Ky (IL1a3MbI) KPOBH, TINATEJIFHO IlepeMeriarsb. Ilpm
pPAa3BeIeHNN CHIBOPOTKHU KPACHBIN IIBET JIOJIKEH W3-
MEHWTBCA Ha KeJIThIA. Ecim maMeHeHUs IiBera He
IIPOM30IILIO, AHAJIM3 00pA3Ila CHBIBOPOTKU MOSKET JATh
HeNpaBUWIBHBIH pedyJibrat. [1pu passeneHn rrasMel
IBET PACTBOPA B JIYHKE MEHSIETCS He3HAYNTEIIHHO.

IIpedsapumenvro paszeedernvie uccsiedyembie
00pA3UbL MOHCHO XPAHUMDb NPU Memnepamype om
18 00 25°C He bosee 3 u.

7.6. IlogroroBka KoHBIOTATA
Konwsrocam 20mos Kk ucnojib308aHUIO.
Heobxogumoe KoJHMYeCTBO KOHBIOTATa OTO-

OpaTh B YMCTHIN (PJIAKOH WJIM B IJIACTUKOBYIO BaH-
HOYKY JJIs peareHra.

OcraBmniica mociie mposemenus MDA pac-
TBOP KOHBIOTATa YTUJIM3UPOBATH (He Ciuéambs 60
PhHILaKOH € UCXOOHBILM KOHBI02AMOM).

Konwsoeam nocnie nepso2o eckpvimus (haako-
HO8 xparumo npu memnepamype om 2 0o 8°C 8 me-
YeHue 8ce20 cpoKa 200HOCmu Habopa.
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Tabauma 1

Pacxon kommmoneHTOB HAGOpa peareHToOB

[MpOMbIBOYHBLIN pacTBO
mgﬁg- KoHwbtorar, PacTsop ° ° P
e R
CTPUNOB ”Mn par, M"}_I :
1 1,0 1,0 2,0 no 50
2 2,0 2,0 4,0 no 100
3 3,0 3,0 6,0 no 150
4 4,0 4,0 8,0 no 200
5 50 5,0 10,0 no 250
6 6,0 6,0 12,0 no 300
7 7,0 7,0 14,0 no 350
8 8,0 8,0 16,0 0o 400
9 9,0 9,0 18,0 0o 450
10 10,0 10,0 20,0 0o 500
11 11,0 11,0 22,0 0o 550
12 12,0 12,0 24,0 no 600

B Tabiuie 1 npuBemen pacxom peareHra B 3a-
BHCHUMOCTHA OT KOJIMYEeCTBa I/ICHO.TH)3yeMBIX CTpI/IHOB.

7.7. llogroroska pacreopa

TeTPaAMETUJIOCH3UaUHA
Pacmeop TMBE 20mos K ucnosib308aHUIO.

Heobxommmoe xommdaectso pacteopa TMB oTo6-
paTh B YMCTBHIN (PJIAKOH WM B ILJIACTUKOBYIO BAH-
HOYKY IJIdA peareHra U IIOMeCTUThb B 3alllUIIIeHHOEe OT
CBETa MEeCTO.
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Ocrasmumiics mociie mpoenenuss DA pacr-
BOpP TeTPaMeTHJIOEH3UIWHA YTUJIU3UPOBATH (He
caaueamsv 60 (hSIAKOH C UCXOOHBLM PACMEOPOM
TMB).

Pacmeop TMB nocsie nepgoeo sckpbimus gia-
KOHO08 MONCHO XPAHUMb NPU memnepamype om 2 00
8°C 8 meueHue ace2o cpora 200Hocmu HAb6OPQ.

B rabimie 1 mpuBemen pacxon peareHra B 3a-
BHCHMOCTH OT KOJIMYECTBA MCIIOJIb3YEeMBIX CTPHUIIOB.

WckmrounTh BO3melcTBHE MIPSMOr0 CBeTa Ha
pacTBOp TeTpaMeTUJIOeH3UINHA.

Buumanmue! /[na paboms: ¢ pacmeopom TMB
Heo6x00UMO UCNOSIB308AMb MOJIbKO 00HOPA308ble
narxoneurnurxu. Ilocyoy, npeonasnauernmyio 014 pac-
meopa TMB, nenv3s ommbieamyv ¢ npumeHeHueMm
CUHMEeMUYECKUX MOULUX CcPeicms, NOCKOJIbKY
oadice ux caedvt 8edym K HEKOHMPOJIUDYEMOMY
orucnenuto TME 6 xo0e pearkuuu. ITocsie pabomot
nocyoy onosiocHymbv 8000, npomovimd 70% smuio-
8bLM CRUPIMOM U MULATNESILHO OMMbLMb OUCIMUTL-
JIUPOBAHHOL 8000L.

7.8. CTOH-peaI‘eHT T'OTOB K HCIIOJIb3OBAHUIO.

NMPOBELEHUNE NDA
7.9. Buecenne o0pasiios.
B ayury A-1 Buectu 100 MKJI IIOJIOMKUTEIHHO-
ro KoHTposbHoro oopasua (K1), B ayuxu B-1 u C-1
BHecTd 10 100 MKJI OTPUIIATEJIHLHOTO KOHTPOJILHOTO
obpasma (K).
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B ocranbubre myskn Baectr 1o 90 MKJI pacTBopa
1utst passenerust cbiBopoTok (PPC) u o 10 mwJt mpest-
BAPUTEJIBHO PAa3BEIEHHEBIX HCCIIEIyEeMBIX 00pAa3IIoB
CHIBOPOTKM (ILTA3MBbI) KpoBH (CM II. 7.5), mepemernaTs
murerupoBaHueM. JIJIs ITOBBIIIEHUA JOCTOBEPHOCTH
pe3yIbTaToB, HCCJIeIyeMble 00pasIibl PEKOMEH TYEeTCs
AHAJM3UPOBATH B JIyOJIsSX, UCHOIb3YS IS KAMKIOTO
o0paaiia 110 ABe JIYHKH.

Pacmeop onsa paszsederus cot8opomok nepeo
ynompebneruem 8CmpaxHymy!

7.10. OmpenesieHne TUTPA HCCIIEAYEeMBIX 00-
pasIioB.

Jlia ompemesieHus TUTpa B BBIABJIEHHBIX IIO-
JIOKUTEILHBIX 00pasiiax B JIyHKH MOPHU30HTAJIHLHOIO
psna A saectu 1o 180 mrsr PPC u o 20 Mt mpes-
BAPUTEJIbHO PAa3BEIeHHBIX MCCJIeIyeMbIX 00pa3IioB
CBIBOPOTOK (IJIa3MBI) KpoBH (CM II. 7.5), mepemeInarb
nunetupoBanueM. B nyuku psmoB B-H Bmectn 1m0
100 mxn PPC. Kamneiii obpaselrr THTpoBaTh, Iepe-
Hocsa mo 100 MKJT pacTBopa M3 JIYHOK IIPEIbIIYIIETO
psIa B JIyHKH mociemayioiero o A mo H, riarenbuao
nepeMelnuBas nuneruposanuem. Ilocite pacturpos-
KU U3 KaKI0H1 JIyHKH ITocseaHero psaaa H yaaimurts B
COCYI C Te3UH(PUITUPYIONM pactBopoM mo 100 Mk
pacrBopa, octasiisasa B JyHKax 1mo 100 mxii. Taxkum
00pasoM, B BEPTHUKAJILHBIX PANAX IIOJIYyYAIOTCS IIO-
cJIeloBaTe/IbHEIE 2-KpaTHBIE Pa3BedeHUs KCCIIEy-
eMbIX 00pasios B maTepBase or 1:100 mo 1:12800.

Brecernue 06pasu08 Heobxo0umo npou3sooumo
bvicmpo, 8 meuerue epemenus He bosee 10 mum.
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7.11. [LmaHIeT 3aKI€UTh IJIEHKOM U UWHKYOU-
poBaTh B TepMocTaTe B TedeHre 30 MUH IIpU TeMIIe-
patype (37+1)°C.

7.12. Ilo oxoHYaHUM WHKYOAIIMH CHSATH JIKII-
KYyI0 TUIEHKY U TIOMECTUTD ee B COCY/I C JIe3UHQUITH-
pytoruM pactBopoMm. C IIOMOIIBIO ITPOMBIBOYHOTO
YCTPOICTBA MPOMBITE JIVHKH ILJIAHIIETa 5 pas mpo-
MBIBOYHBIM pacTBOpoM (1. 7.3), uepeaysi aCIIUpPalIIio
U HeMeJJIEHHOe 3aIl0JTHeHUe JIYHOK KasKI0ro CTPH-
na. B kamnayro syaky BHOCUTH He MeHee 400 MKI
SKUJTKOCTU B IIpOIlecce KaskJOoTo ITUKJIA IIPOMBIBKH.
Bpemsa meskmy samosiHeHEeM U OLIOPOKHEHUEM JIY-
HOK J0JIKHO OBITH He MeHee 30 cex. Heobxooumo
000u8amMbCA NOJIHO20 ONOPOHCHEHUS JIYHOK NOCJe
Kaxc0020 ux 3anonHeHus. 11o OokOHIAHUYM TPOMBIB-
KM OCTATKH BJIATH W3 JIYHOK TIIATEJIHFHO YIAJIUTh,
TIOCTYKUBAs TEPEBEPHYTHIM ILJIAHIITETOM 10 (DHITHT-
poBaJIbHOM Oymare.

7.13. Buectu Bo Bce myskH 110 100 MKJI KOHBIO-
rara.

Jlna eHnecenuss KoMmwvlo2ZAMA UCNOJIL30BAMD
B8AHHOUKY 0I5 peacerma U 00HOPA308ble HAKOHEY-
HUKU, 8xX00AULue 8 cocmas Habopa.

7.14. IlnaHIner 3aKIeUTh IJIEHKON 1 HHKYOH-
poBaTh B TepmocTaTte B TeueHre 30 MUH IPU TeMIIe-
parype (37+1)°C.

7.15. Tlo oxoHYaHWM WHKyOAITUM ITPOMBITH
TJIaHINEeT KaK OIMCAaHOo B IT. 7.12.

7.16. Braectu Bo Bce syHKHu mo 100 MK pacrt-
BOpa TeTpaMeTUJIOeH3UIUHA.
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IInammer mHKyOMpPOBATH B 3AIUIIEHHOM OT
cBeTa MecCTe B TeueHUe 25 MHWH IIpU TeMIepaTrype
ot 18 1o 25°C.

Jlns eHeceHus pacmeopa mempamemusiber3u-
OUHQ UCNOTIL30BAMb BAHHOUKY OIS Pea2eHma 1 00HO-
PA308ble HAKOHEUHUK, 8X00sULLLE 8 COCIA8 HAOOPA.

7.17. BHecTu BO Bce JIyHKH C TOH K€ CKOPO-
CTBIO M B TOH K€ II0CJI€I0BATEJIFHOCTH, KaK 1 PaCT-
Bop TMB, mo 100 MK cTOII-peareHTa.

8. PETUCTPALMUA PE3YJIbTATOB

8.1. VamepuTh BEJHYMHY OIITUYECKOH ILJIOT-
HOCTH PacTBOPOB B JIYHKAX Ha CIeKTpodoToMeTpe
BEPTUKAJIBHOTO CKAHUPOBAHUS B JIBYXBOJHOBOM
pesxuMe: oCHOBHOM pmiabTp — 450 HM, pedeperc-
dmaeTp B quamasone 620—655 am. omyckaercs ua-
MepeHMe ONITHYECKON IIJIOTHOCTH IIPH JJIMHE BOJIHBI
450 uM (BBIBeIeHME CIIeKTpodoTOMeTpa Ha HyJIEBOH
YPOBEHB («OJIAHK») OCYIIECTBJIIATE II0 BO3LYXY).

Bpemst MeskIy oCTaHOBKOM peakIinul M W3Me-
peHreM OIITHYECKON IIJIOTHOCTH He JOJIMKHO IPEeBHI-
maThb 5 MUH.

9. YYET PE3YJIbTATOB PEAKLUU
9.1. Paccumrars cpemHume aprdMeTHUECKHe
3HAYEHUS OIITHYECKON ILJIOTHOCTH B JIYHKAX C OTPH-
ATeJIbHBIM KOHTPOJILHLIM 00pa3IioM, JJIS Kaskgoi
Haphl JIYHOK, COOEPKAIINX 00pasIibl HCCIEIYEeMbIX
CHIBOPOTOK (ILJIA3MBI) U II0CJIEI0BATEIbHBIE pa3Be-
JIEHUS WCCJIETYEeMBIX CBIBOPOTOK (I1J1a3MBbI) KPOBH.
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9.2. Ha ocHOBaHWM TOJIYY€HHBIX JAHHBIX BBI-
YHCIUTh JUATHOCTUYECKOE 3HAUEHWE OITUYIECKOM
miotHOCTH (Olljy) o dopmyre:

Org = Oy, (K7) +0,2,

rae OIl., (K7) — cpennee apudmerndeckoe 3HaueHHe
OIITHYECKOH IIJIOTHOCTH B JIYHKAX C OTPHUIIATEJIbHBEIM KOH-
TPOJIBHBIM o6pa3u0M, €eJl. OIIT. IIJIOTH.

9.3. OneHKa pe3yIbTaToB:

— cpeaHee 3HAYEHME ONTHYECKOM IILJIOTHOCTH
B JIVHKAX C OTPHUIATEIHHBIM KOHTPOJIBHBIM 00pas-
1IOM JIOJIKHO OBITEH He Oosree 0,25 e, OIIT. IJIOTH.;

— 3HaYeHHWe OITHYECKOHN IJIOTHOCTH B JIyHKE
C TIOJIOKUTEIbHBIM KOHTPOJIBHBIM 00pa3IOM JTOJIK-
HO OBITHL He MeHee 0,80 ef1. OIIT. ILJIOTH.

9.4. Tombko mpM COOJIOMEHUH IIOJIOMKEHUMA
m. 9.3 MOXKHO YYUTHIBATH PE3yJIbTAThI, ITOJIyYEH-
HbIE [JIs aHAJU3UPYEMBIX 00pPas3Il0oB CHIBOPOTKU
(y1a3MBI) KPOBU.

9.5. Peaysbrar aHa/m3a CUYUTAIOT IIOJIOKH-
teabHBIM, ecriu Oll g, > Ollyy.

Pesynbrarel aHanmsa cunTanT OTPUIIATEIIH-
HbIM, ecii Ollg, < OIlp,
rae: Ollyg, — cpemHee 3HAUEHME ONTUIECKOH IIJIOTHOCTH
aHaJIu3upyemoro o6pasua B JIYHKe, e/I. OIIT. IIJIOTH.

9.6. Turp amammsmpyemoro ooOpasiia CBIBO-
poTku (IJ1a3MbI) KPOBU — HAXOOJIbIIEE Pa3BeIeHIe
aHAJIU3UPyeMoro oopasiia, IIpu KOTOPOM €T0 OIITH-
YecKas ILIOTHOCTBH OOJIbIe JIOO paBHA BEJIMYMHE
TUATHOCTUYECKOr0 3HAYEHUSA OIITUYECKOM ILJIOTHO-
cru (Ollyg, > Ollyy).
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Jlrmarsos TOKCOKapo3 MOKET OBITH IIOCTABJIEH Y
0OJILHEBIX C TUTPOM AHTHUTEJI K aHTUI€HAM TOKCOKAp
1:800 u BrImIe U ¢ s03uHOPUIHEH Gostee 10%, u Tpu
HaJIMYUU XapaKTePHBIX KIMHUYECKUX IIPU3HAKOB.

I[Ipu turpax amrmren 1:100-1:400 m ypos-
He so3uHOpmInu 10 10% MOKHO IIPEIIoJI0KHTH
TJIa3HOM TOKCOKAP03 MJIN TOKCOKAPOHOCUTEJIHCTBO,
KOTOpOoe He 00s3aTeJbHO IIPUBOOUT K PA3BUTHIO
3aboseBaHusa. VcciemoBaume CHIBOPOTOK JIIOHEH C
OI03peHreM Ha TOKCOKAPOHOCHUTEJIBCTBO CJIEIYET
TOBTOPUTH Uepes 3 Mec.

10.YCNnoBuda XPAHEHUAUNPUMEHEHUA HABOPA

10.1. TpaucmoprupoBanme HaOOpa IOJIKHO
poBOAUTHCS Tpu Temieparype ot 2 mo 8°C. Jlorry-
CKAeTCsT TPAHCIIOPTUPOBAHKE IPU TEMIIEPATYPe 0
25°C me 6ostee 10 cyt. 3amopaskuBaHUe KOMIOHEH-
TOB Habopa He JOIIyCKaeTCs.

10.2. XpaHenwne Habopa B yIIAKOBKE IIPeIIPHU-
SITUSI-U3TOTOBUTEJIST JIOJIZKHO ITPOU3BOUTLCS TIPHU
temrmeparype ot 2 1o 8°C. 3amopasknBaHme KOMIIO-
HEHTOB Habopa He JI0IyCKaeTCs.

10.3. Cpor rommoctu Habopa peareHTOB —
12 Mmecs11eB €O JHS BBITIyCKA.

10.4. JIpobHoe mcmosib3oBaHMe HAO0pa MOKET
OBITh peaJIM30BAHO B TeUYEHWE BCEr0 CPOKA TOIHO-
ctu. B ciryuae qpobHOTO mMemosb3oBaHus Habopa:

— HEHCIIOJIb3OBAHHbIE CTPHUIIBI MOYKHO XPaHUTH B ILJIOT-
HO 3aKpBITOM ITaKeTe mpu Temmeparype ot 2 10 8°C B
TedeHHrne BCero Cpoxka roagHaoCcTu HaGopa;
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— IIOJIOYKUTEJIBHBIA 1 OTpI/IHaTeJ'IBHI)IIL/'I KOHTPOJIbHBIE 06-
paasiel, Koubiorar u pacrBop TMB mociie BeckpbITHS
(hIIaKOHOB MOKHO XPAHUTh B IJIOTHO 3aKPBITHIX (oJIa-
KoHax IIpu Temireparype ot 2 1o 8°C B TeueHUe BCero
CpOKa TOJHOCTH HAbOpa;

— 2b5-xpaTHBI KOHIEHTpAT ¢ocdaTHO-COJIeBOro Oy-
depHOro pacrBopa ¢ TBMHOM, PACTBOP JJIsI IIPEIBA-
PUTEJIBHOTO pPAa3BeIeHUs] CHIBOPOTOK, PACTBOP JIJIS
Pa3BeIeHUsA CHIBOPOTOK M CTOI-PEATEHT II0CJI€ BCKPBI-
s QPIIAKOHOB MOYKHO XPAHUTH B IIOTHO 3aKPBITHIX
dutakomax mpu temieparype or 2 g0 8°C B TeueHme
BCET0 CPOKA TOTHOCTH HAOODA,;

— IIPOMBIBOYHBIA PAcTBOP MOYKHO XPaHUTH IIPU TeMIIe-
parype ot 2 mo 8°C e Gosee 5 cyTOK.

10.5. Jlys mosrydyeHUsT HAOEKHBIX Pe3yJIbTa-

TOB HEOOXOJUMO CTPOroe COOJII0IeHrne NHCTPYKITUNA

[0 IIpUMEeHeHU0 Habopa.

10.6. ITpu mocranoBke MDA Hemb3a uCIoab30-

BaTh KOMIIOHEHTHI U3 HAOOPOB Pa3HBIX CEPUU WU

CMeIINBAaTh UX IIPU IPUTOTOBJIEHNUN PACTBOPOB, KPO-

Me wuecmermupmyueckux kKommoHeHToB (DCB-TX25,

CTOIT-peareHT, PACcTBOP JJIsS IIPeJBaPUTEIHLHOTO pas-

BEJIEHUS CBIBOPOTOK), KOTOPBHIE B3aMMO3aMEHSIEeMBI

BO Beex Habopax AO «Bekrop-Bec.

Henvzs ucnonvzosams peazenmot u3 Habopos
opyaux goupm-npoussooume.ietl.
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IIo Bompocam, kacamomuMcsa KadecTsa Hadopa
«Toxcorapa-IgG-UDA-BECT»,
cienyer obpamarbest B AO «Bexkrop-BECT»

II0 ajpecy:

630559, HoBocubupcras 001acTh,

Hosocubupckuii patioH,

u. Komsroso, a/a 121,

TeJ1. (383) 363-13-46,

E-mail: vbobtk@vector-best.ru
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OOMNOJIHUTEJNIbHAA NH®OPMALINA
ONs NOTPEBUTENEN

Habop mpemHasHaveHn i IIpodecCHOHAIb-
HOT'O IIPUMEHEHHUSI B KJIMHHUYECKON JIabopaTOpHOMI
IUATHOCTHUKE 00YUEHHBIM ITePCOHAIIOM.

TpeboBanuss 0e30IIACHOCTA K MEIUIIMHCKIM
naboparopusim puseners B 'OCT P 52905-2007.

Bce pearenTsr HabopoB, comepskalye B CBOEM
coCTaBe MAaTePHUAJIbl YeJIOBEUECKOTO ITPOUCXOMKIE-
HUSA, HHAKTABUPOBAHEI.

Anrturena k BUY-1,2 u Bupycy rematura C u
HBsAg orcyrerByior.

He npumensTs HaOOp peareHToB 110 Ha3HaYe-
HUIO TI0CJIe OKOHYAHUS CPOKA TOJHOCTH.

TpaHcIIOpTUpPOBAHNME HOJIMKHO IIPOBOLUTHCS
BCEMH BHUJAMM KPBITOIO TPAHCIOPTA B COOTBET-
CTBUU C IIPABUJIAMH TI€PEBO30K, TeMCTBYIOIIMMH Ha
TPAHCIIOPTE JAaHHOIO BUIA.

IIpn guHAaMHUYecKOM HAOIIOIEHUM IIAI[HEHTA
IIJISI TIOJIyUYeHUsI pe3yJIbTaTOB, aJeKBAaTHO OTpaka-
OIIUX W3MeHeHue KoHieHTpamuu 1gG & aHTure-
HAM TOKCOKap B KPOBHM, HEOOXOHUMO HCIIOJIb30BATD
Ha00OPBI peareHToB OTHOTO HAUMEHOBAHUS (0THOTO
IPeIIPUATHSI-U3TOTOBUTEJIS).

1. 'apauTuiinsie 06A3aTeIbCTBA
[IpousBoguTenb TrapaHTUPyeT COOTBETCTBUE
BBIIYCKAEMBIX H3eJIUN TPeOOBAHUAM HOPMATHB-
HOM ¥ TeXHUYECKOM! JOKYMEHTAITUN.
BesomacHocTs 1 KaUecTBO M3IeJIMSA TapaHTH-
PYIOTCS B TeUeHUe BCETO CPOKA TOIHOCTH.
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IIpomsBoguTesb oTBEUYAET 3a HEIOCTATKU HU3-
Jlenius, 3a WCKJIYeHWeM 1e)eKTOB, BO3IHUKIIUX
BCJIEICTBUE HAPYIIEHUs TPABUJI II0JIL30BAHUS, YC-
JIOBUH TPAHCIIOPTUPOBAHUS U XPAHEHU, JIML0O0 Jeii-
CTBUS TPETHUX JIUII, TUOO0 HEIIPEOTOTUMOM CHJIHI.

[TpomsBoguTes b 003yeTCsT 3a CBOM CUET 3aMe-
HUTDH U3JeJie, TeXHUYeCKre U (PYyHKIIMOHAIbHBIE
XapaKTepPUCTUKH (ITOTPeOUTEIbCKIEe CBOMCTBA) KO-
TOPOTO HE COOTBETCTBYIOT HOPMATUBHON U TEXHUYE-
CKOM JOKYMEHTAIINHU, €CJIU YKa3aHHbIe HeJIOCTATKU
SIBUJTUCH CJIEJICTBUEM CKPBITOTO JTepeKTa MaTepua-
JIOB MJIM HEKAYECTBEHHOTO M3TOTOBJIEHUS U3/ TeJIUS
IIPOU3BOIUTEIIEM.

2. OGecrneuenne 6€30MaACHOCTH IIE€PCOHAJIA
Obpairenue ¢ MaTepuaiaMu, KOHTAKTAPYIOIIAMI
C MCCIeyeMBIMU 00pa3IaMu

Marepuasibl, KOHTAKTUPYIOIIHE C HCCIIeIye-
MBIMH 00pasiiamu, cjeayerT Ie3nH(PUIIUPOBATh B
COOTBETCTBUM M. 4.7. HACTOAIIEH WHCTPYKIINH U CO-
riacao MY-287-113 «Metonuyeckre yKasaHUs TI0
ne3uH(pEKITNH, IIPEICTePUIN3AIUOHHON OYHNCTKE
W CTePUJIM3ATINY U3IeTUH MeIUITMHCKOTO Has3Ha-
yeHus» (yTB. JeMapTaMeHTOM T'OCCAHAIIHIHAI30pa
Munsnpasa PO or 30.12.1998).

[Topsior yTUIM3AIINYN UITH YHUUTOMKEHUST
KOMIIOHEHTOB Habopa
I[Ipu wmcmosb3oBarrm wHabopa o00pas3yTes
orxomel kyaccoB A, B m I', xortoprrie wiaccudu-
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IIAPYIOTCSI U YHUYTOMKAITCS (YTHUJIM3UPYIOTCS) B
coorserctuu ¢ CaulluH 2.1.7.2790-10 «Cauurap-
HO-3IIMIEeMHUOJIOTHYECKe TpeOoBaHus K olOpalie-
HUIO ¢ MEJUITUHCKUMHU OTXOHAMEIN.

3. OGecrnieuenue MOJy4YE€HUA ITPABUIBHBIX
pe3yIbTaToOR aHAIU3a

JlocToBepHOCTF W BOCHPOU3BOJUMOCTH
pe3yJIbTaTOB aHAJIN3a 3aBUCAT OT BHIMOJIHE-
HHUA CJEYIOUNX OCHOBHBIX MPABUJIL:

— wue nposogure IMA B mIpUCyTCTBAY HAPOB
KHUCJIOT, IIMeJIOYel, aJbJeru0B WJIH MBI, KOTO-
pble MOTYT MeHATH PepMEeHTATUBHYI0 aKTUBHOCTD
KOHBIOTATOB,;

— depMeHTATUBHAS PeaKIUs YYBCTBUTEb-
Ha K IPUCYTCTBUIO MOHOB METAJIJIOB, II09TOMY He
OIIyCKAfTe KOHTAKTOB KAKHUX-IU00 MeTaJlIu-
YECKUX IIPEJIMETOB C KOHBIOTATOM U PacTBOPOM
TMB;

— wmaberatiTe 3arpsi3HEHHUs KOMIIOHEHTOB HAa-
6opa MHUKPOOPTraHM3MAMU W XUMUYECKUMHU IIPU-
MeCSIMH, JJISI 9TOTO WCIOJIB3yHTe B paboTe YHUCTYIO
TIOCYZly W YMCTBIE OJTHOPA30Bble HAKOHEUHUKH JJIsS
KasKJ0T0 peareHTa, KOHTPOJI, 00pasIia;

— paboume TOBEPXHOCTHU CTOJIOB, 000pyI0Ba-
HUs ciieayer oopabateiBath 70% STHIIOBBIM CITHP-
ToM (HE JIOIYCKAEeTCS WCITOJIb30BAHME IIePEeKUCH
BOJZIOPO/1A, XJIOPCOAEPIKATIINX PACTBOPOB);

— HUKOT[A He HUCIOJIb3YHTe OHY U TY K€ €M-
KOCTB JIJIs KoH'bIoraTta u pactsopa TMB;
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— 1mepexn orbopom pacrsopa TMB u3 duraxona
HeOoOX0IMMO IIPOTEePEeTh KOHYC IIHUIIETKH (BHYTPEH-
HIOI0 ¥ BHEIIHIO IIOBEPXHOCTH) CHAYaJa IHC-
TUJITUPOBAHHOU Bomoi, a 3areM 70% OTHIIOBBIM
COUPTOM, TaK KaK MaJjieilee 3arpssHeHune IIniie-
TOK KOHBIOTATOM MOKET IIPUBECTH K KOHTAMMWHA-
IIMH BCET'O COMEPKIMOro pIaKoHa;

— eclaM JOIyIlleHa OIIMOKA IIPY BHECEHHN
aHAJIM3UPYEMBIX 00pAa3IoB, HEJb3s, OIOPOKHIB
9Ty JIYHKY, BHOCHUTH B Hee HOBBHIM o0pasell; Takas
JIyHKa Oparyercs.

KadyecTBO mpOMBIBKH JIyHOK ILJIAHIIETA
UrpaeT BASKHYIO POJIb JJIA MOJIyYeHUs IIpa-
BUJIBHBIX PE3YJIbTATOB AHAJIN3A:

— Jlna acumpanuy aHAJIU3UPYEeMBIX 00paas-
0B U IIOCJIENYIOIell ITPOMBIBKH PEKOMEHIyeTCs
WCIIOJIb30BATh ABTOMATHYECKOE WJIM PYdHOE IIPO-
MBIBOYHOE yCTPOUCTBO.

— He pomyckaiiTe BBICBIXaHHS JIYHOK ILJIaH-
Irera B IIepephIBe MEeKIy 3aBepIIeHneM IIPOMBIBKHI
U BHECEHHEM PeareHTOB.

— JloOmBayTech IIOJIHOIO 3aIlOJHEHHS M OIO-
POKHEHMs BCeX JIYHOK ILJIAHIIIeTa B IIPOIecce IIpo-
MmeiBKH. HemocraTouHast acumpaiivs $KHOKOCTH B
TIpoIiecce IPOMBIBKU MOYKET IIPUBECTU K ITOHMIKEHITIO
YyBCTBUTEJILHOCTH U CIIEIIM(PIYHOCTH AHAJIN3A.

— Cnenure 3a COCTOSHHEM IIPOMBIBOYHOI'O
yerporictBa — peryiaspuo (1 pas B Hemeso) obpa-
barpiBaliTe IIJIAHTU U eMKocTh 70% 3THIOBBIM
CITMPTOM.
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— Jla mpemoTBpalieHua 3aCOPEHUS UTJI IIPO-
MBIBOYHOI'0 YCTPOMCTBA B KOHIIE pabodero JHs 00sd-
3aTEJILHO BEIIIOJIHUTE IIPOLEAYPY OIMOJIACKUBAHUS
CHCTEeMBI IIOJAYN $KUIKOCTH IUCTUJLIMPOBAHHON
BOJIOM.

4. Onenxa aHajamuaa o Koagdunueury
IIO3UTHUBHOCTHU

PesynpraTel aHanmsa MOMKHO OLIEHUTD II0 KO-
apurmenty mosuruBHoctu (KII), paccumreiBas
oruotrernue OIl B myHKe ¢ McciieqyeMbIM 00pas3Iiom
orHocurenbHO Ol (1. 9.2).

Jlna pacuera koodpduiimeHTa TO3UTHBHOCTH
obpaarios, umeromux Ollys < 3,5 o.e., mucoab30-
BaTh POPMYJIY:

on
KnoGp, = 450 o6p. ,

Oonp
rae OlIlgsg opp. — OII oOpasnia, mosrydeHHas B JBYXBOJI-
HOBOM peskume 450/620-655 M (Wu TOJBKO ¢ (PUITHT-
pom 450 HM).

Jlis pacuera koadpduieHTa MO3UTUBHOCTH
obpaaztos, umeromux Olly59 > 3,5 o.e., ncmoab3o-
BaTb (POPMYJIy:

OlM405 o6p.

Mp

rae OlIlygs o5p. — OII 0Opasia, monydeHHas B ABYXBOJI-

HOoBOM peskumMe 405/620-655 HM (WM TOJIBKO ¢ (DUJILT-
pom 405 HM).

KMoep, = 3,2 X
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Pacuer KII 1emecooOpasHo IIPOBOOUTL IS
OIIEHKM KOHIIEHTPAIIUH CIIEITN(PUIECKUX aHTUTET B
HCCJIeTyeMbIX 00pasiiax U Mpu HAOJIIOIeHUH 34 13-
MeHeHueM KouienTpanuu [gG k aHTUreHam TOKCo-
Kap B JUHAMHKE B IIAPHBIX 00pasIiax CEIBOPOTOK.

OpueHTHPOBOYHOE COOTBETCTBHE KODPUITHEH-
Ta ITO3UTUBHOCTY ¥ TUTPA IIPUBEIEHO B TAbIuIle 2.

Pesynbrar amanmsa oTpuIaTeabHBIN, €CIU
OHOGp. < OHI[ (HH06p, <1).

Pesynbrar anasinsa ci1aboImoI0KUTENbHBIH,
ecru THTP obpasria 1:100 + 1:400 (1 < Kllgp, < 4,4).

Peaynbrar ananmnsa mosIOKUATEIBHBIN, €CIU
tuTp obpasna 1:800 u Bemmre (Kllyg, > 4,4).

5. JluarmocTuveckas 3HAYUMOCTbD
HOJIyY€HHBIX Pe3yJILTATOB

Boissienme mmmyHors100yIMHOB KJacca G
K aHTUTEHAM TOKCOKApP MOKeT OBITH MCIOJIb30BAa-
HO JJIST:

— JHMATHOCTHUKM TOKCOKAp03a y JIUIL C Xapak-
TEePHBIM KOMILJIEKCOM CHMITOMOB (ImmdaIeHomna-
THS, IemaTOMerajius, OPOHXWUT ¥ OpOHXHAJbHAS
acTMa HEeSICHOTO TeHe3a, ypTHUKapHas CBIIb) Ha
dore s03mHODMINY KPOBH W JIEHKEMOWIHON pe-
AKIINHU 303WHOMUIILHOTO THUIIA, XapaKTePHBIM JIIH-
mamamMHe3oM (reodparusi; BHUOBI AeSITEJILHOCTH,
IpeaIoIaramIe KOHTAKT ¢ 3eMJIeH);

— nuddepeHInaIbHOM JUATHOCTUKN TOKCO-
Kapo3a OT JPYTUX TeJI/bMHUHTO30B M 3a00JIeBaHMH,
COITPOBOKTAIOIINXCS BEIPAKEHHON 203MHO( I
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Tabnuma 2

OpueHTUPOBOYHOE COOTBETCTEHUE
rkoagpunuenra nosurusHoctu (KII)
U TUTPA UCCIIEYyEMOM CHIBOPOTKHU

3HayeHve Kn TuTp CbIBOPOTKM MHJ:Ey']f;Egm
1-1,4 1:100 CcnabononoXxuTenbHbIN
1,4-2,5 1:200 crnabononoXuTenbHbIn
2,5-4,4 1:400 CcnabononoXnTenbHbI
4,4-6,5 1:800 NONOXUTENbHbIN
6,5-9,0 1:1600 NONOXUTENbHbIN
9,0-11,0 1:3200 NONOXUTENbHbIN
11,0-11,8 1:6400 NMONOXNUTENbHbIN
11,8-12,5 1:12800 MONOXUTENbHbIN

— OII€HKHA 3(1)(1)6RTI/IBHOCTI/I JIedeHHrud TOKCO-

Kapoa3a;

—  JIUIEMHUOJIOTUIECKUX HUCCTETOBAHUI.

WNureprperaiuio pe3yabTaTOB aHAIU3A IIPO-
BOJIUT JIEYAIIIUU BPAU C YIETOM KIMHUYIECKUX IIPH-
3HAKOB, dMUJaHAMHE3a U JAHHBIX O CONEPIKAHUU
303MHO(UIIOB B KPOBU 00CJIETyEMBIX JIHII.
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6. Kparkas cxema nposenenusa MDA
JJist Habopa peareHToB
«Toxcorapa-IgG-UDA-BECT»
Hcnonwvzosamb mosbko nocjie 8 HUMAMeEIbHO20
03HAKOMJIEHUS C UHCmMpPYKUuel!

Buecru:

Nuxyouposars:
IIpombITE:

Buecru:
Nuxyouposars:
IIpomsbITh:

Buecru:

Nuxyouposars:
Buecru:
N3amepurs:

D-2752

mo 100 M K+ u K—;

mo 90 mea PPC u mo 10 mxx
IIPeBAPUTEILHO PA3BeIeHHBIX
aHAJIU3UPYEMBIX 00Pa3IIoB.

30 muH, 37°C.

TPOMBIBOYHEIM PACTBOPOM,
400 mxJI, 5 pas.

o 100 MK KOHBIOTaTa.
30 muH, 37°C.

POMBIBOYHBIM PACTBOPOM,
400 Mk, 5 pas.

mo 100 MKJI pacTBOpa TeTpame-
TUI0CH3UIMHA.

25 muH, 18-25°C, B TeMHOTE.
o 100 MKJI cTOmI-peareHTa.

OII opu 450 um / pedeperHcHas
OanHa BOJIHBI 620—655 HM.
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7. I'padpuaeckue cuMBOIIBI

i
m
M

Homep no katanory

H
[w)

MepguumHckoe
nsgenve ans
[NarHocTukw in vitro

<

Copepxumoro
[0CTaTO4YHO

ONs NpoBeAeHNst
N-KONMYECTBa TECTOB

>
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OOPOM MOZKHO IIOJIYIHUTH I10 TeJL.: (383) 363-35-56.
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1. HASBHAYEHMUE

1.1. HabGop pearenroB JlambOnus-auturesa-
NOA-BECT mnpennasmaven s wuMMyHOJEp-
MEHTHOT'0 BBISIBJICHUS MMMYHOTJIO0YJIMHOB
raaccoB A (IgA), M (IgM), G (IgG) x auTurenam
IIMOJINI B CHIBOPOTKeE (ILJIa3Me) KPOBH.

1.2. JIambamo3 — yacTo BCTpedaroIneecs Iia-
pasurapHoe 3abo0JIeBaHHE TOHKOTO KHIIEUHHUKA
yesnoBeka, BedeiBaemoe Ciardia lamblia — mpen-
craBuTesieM cemelicrBa Protozoe. Jlambiuum cy-
IIECTBYIOT B JIBYX OTAEJIbHBIX (popMax — IIMCTAX
(cratmueckast popma) m TpodosomTax (rrposiude-
paTuBHas dopMma).

1.3. 3apaskenne yesI0BeKAa IIPOUCXOTUT OPaJIh-
HBIM IIyTeM, IPHU MONAJaHUN [IUCT JIAMOJINHA B JKe-
JIyIOYHO-KHUIIeYHBIN TpakT. lcTOUHNK nHBa3um —
HEKUIISTYeHAasI TUTheBas BOJia, BOJIa BOJ0EMOB, He-
MBITBIE (PPYKTBI W OBOINU, I'PA3HBIE PYKHU U KOH-
TAKT C JIOMAITHUMHU KHUBOTHBIMH.

TpaguiimoHHO  OHATHOCTHKA  JIIMOJIHMO3a
HPOBOJUTCA MHUKPOCKOIIMYECKUM METOIO0M II0 00-
HAPYKEHHIO IUCT WK TPOJO30UTOB B 00paslax
eranmit man AyoqeHATBHOM COMEPIKIMOM.

JlommoTHUTeTBHBIM ~ METOIOM ~ JTUATHOCTUKH
JIIMOIM03a ABJIsIeTCST UMMYyHOQEpPMEeHTHBIN aHa-
3 (MDA), ocHOBaHHBIN HA 00HAPYKEHUN B KPO-
B MHBA3HUPOBAHHOIO AHTHUTEJI, CIEIIM(PUUHBIX K
aHTUTeHAM JISIMOJIHA.

OrpestesieHie IMMYHOTJIOOYJIMHOB PA3JIMIHBIX
KJIACCOB K aHTUT€HAM JISIMOJIHL 11eJ1ec000Pa3Ho JOII0JI-
HUTEJIHHO BKJTIOYATE B KOMILJIEKCHOE 00C/IeTOBAHIE JTe-
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Tel ¢ aJUIEPrUYeCKIMU CAMIITOMAMMY, IePMATHTAMU,
C TACTPOIYOIEHUTAMHU, a TAKIKEe YacTO OOJICIOIINX JIe-
Tei. ITO CIOCOOCTBYET O0JTee HAMEKHOMY BbHISBJICHHIO
JIAMOJIMO3HOM WHBA3KM, IIO3BOJISIET CBOEBPEMEHHO
MIPOBECTH CIIEIT(PIIECKOe JIeUeHNe 1 B ITOCIeTYIOIeM
OCYITIECTBUTH KOHTPOJIb €10 9K THBHOCTH.

1.4. HabGop paccumran Ha 1poseneHue 96 aHa-
JIN30B 00Pa3I0B CHIBOPOTKU (ILJIA3MBbI) KPOBH, BKJIIO-
vass KOHTPOJIM, WMJIN 12 He3aBHCHMBIX IIOCTAHOBOK
VDA 110 8 orpeesieHnii, BRIIOYAS KOHTPOJIH.

2. XAPAKTEPUCTUKA HABOPA
2.1. Ilpusnun metoma

Merton ompeneneHus CyMMAapHBIX aHTHATE K
aHTHUIeHaM JISIMOJHM IIpencTaBiisseT cobOM TBep-
nodasHeIl UMMYHO(EepMeHTHBIN awasma. Crerr-
UPUIECKUMH KOMIIOHEHTaAMH Habopa peareHTOB
SIBJISIIOTCS AHTUTEHBI JIIMOJINHM, MMMOOMJIN30BAH-
HBle B JIYHKAX IJIAHIIETOB, KOHBIOTAT MOHOKJIO-
HaapHBIX aHTHTea K IgA, IgM, IgG uemosera c
TIIePOKCUIA30U XpeHa, II0JIOKUTEJIbHBIN U OTPHUIA-
TeJIbHBIN KOHTPOJIBHEIE 00PAa3IIHL.

Ha mepBoit crammu amanmmsa mpu B3auMOJIei-
CTBUH WCCIIEAYEMBIX 00PA3IOB CHIBOPOTOK KPOBU B
JIYHKAX CTPUIIOB C UMMOOMTN30BAHHBIMU aHTUTEHAMU
JIAMOJIMI TIPOMCXOIUT CBASBIBAHHE CIICIIU(DUIECKIX
aHTUTEJI ¥ 00pa30BaHIE KOMILIEKCA «aHTUTeH—AHTH-
TeJIO» HA TIOBEPXHOCTH JIyHOK. llocie ynasnenus we-
CBSI3ABITTIXCST KOMITOHEHTOB CHIBOPOTKH U JI00ABJIEHUST
B JIYHKH IUIAHIIIETA KOHBIOTATA MOHOKJIOHAJIBHBIX
amrures K IgA, IgM, IgG denoBera ¢ mepokcumasomn
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XpeHa IIPOMCXOOUT BKJIOUYEHME (PepMEHTHON MeT-
KM B UMMYHHBIN Komiuiekc. [locie BTOpoit OTMBIBKH
KOJIMYECTBO CBSI3ABINIETOCS KOHBIOTATA OIIPEIesISioT
LIBETHOM peakIyell ¢ UCIOJIb30BAHMEM CyOcTpaTa IIe-
POKCHIA3EI — IIEPEKICH BOJOPOOAA M XPOMOreHa — Te-
TPaMETWIOEH3UOMHA. PeakIpio  OCTaHABJIMBAIOT
J00aBJIeHEM CTOI-PEAreHTa W H3MEPSIOT OIITHYe-
CKYIO TIJIOTHOCTEH PACTBOPOB B JIYHKAX IIPHU JIJIMEHE BOJI-
HBI 450 BM, pedeperc-BosHA B auamasoHe 620-655
HM; JOIIyCKaeTcs U3MepeHne IpU JJmHe BoJHBI 450
HM. VIHTEeHCHBHOCTH OKPAIMBAHUS IIPOIIOPIIMOHAI-
Ha KOHIIEHTPAITUHM CyMMAapPHBIX aHTUTEJ K AaHTUT€HAM
JIAMOJINM B aHAJIU3UPYEMOM 00pasiie ChIBOPOTKH.

2.2. Cocrae uabopa
B cocras Habopa Bxomar:

— miaHnrer pa30opHbi (12 BOCBMUJIYHOYHBIX CTPHUIIOB)
¢ IMMOOMJIM30BAHHBIMY HA BHYTPEHHEHN I0BEPXHOCTH
JIYVHOK aHTUTE€HAMH JITMOJIN#, TOTOBBIH JIJIs KCIIOJIb30-
BaHug — 1 1T

— TOJI0:RUTEJIHFHBIH KOHTPOJIBHEIH obpaserr (K1) Ha ocro-
Be MHAKTUBHUPOBAHHOM CHIBOPOTKHU KPOBU YEJIOBEKA,
comepsramuii [gA, IgM, IgG k anTurenam asaMOsIHiL,
TOTOBBIM JIJIS MCIIOJIb30BaHusa —1 uraxon (1,5 mu);

— OTpHUIATEIbHBIA KOHTPOJIBLHEIM obpaserr (K—) Ha ocwo-
Be MHAKTUBUPOBAHHOM CHIBOPOTKU KPOBU YEJIOBEKA, He
comeporarmuit IgA, IgM, IgG x anTurenam JsaMOJIHIL,
TOTOBBIH JIJISI MCIOJIB30BaHusA — 1 dostakoH (2,5 mu);

— KOHBIOraT MOHOKJIOHAJBHBEIX aHTuUTedx K IgA, IgM,
IgG desnoBeka ¢ mepoKCUAA30M XpeHA, KOHIIEHTPAT —
1 dmaron (1,5 mu);
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— pacTBOp JJIS IIPEIBAPUTEIHLHOI0 PA3BEJIEHUS ChIBOPO-
tok (PIIPC) — 1 drakon (10,0 m);

— pactBop mis passenenusa ceioporor (PPC) — 1 da-
KoH (12,0 mu);

— 25-xpaTHBIN KOHIIEHTpaT (hocdaTHo-coIeBoro 0ydep-
Horo pacrBopa ¢ TBuHOM (DCB-TX25) — 1 duraxon
(28,0 mu);

— cyoOcrpaTtuerit 0ydepusiit pactop (CBP) — 1 duraxon
(13,0 mu);

— rterpamerwibeHsuguH, koumnenrpar (TMB) — 1 duna-
xoH (1,0 mu);

— crom-pearesT (0,5 M cepHas KmcoTa), TOTOBBIA I
ucroab3oBanusa — 1 guraxon (12,0 mu).

Hab6op momosHuTe IbHO KOMILIEKTYeTCS:

— IUTeHKAMH JIJIs 3aKJIeMBAHNSA ILJIAHIIeTa — 2 IIT.;

— BAHHOYKAMM JIJIsI peareHTa — 2 IIIT.;

— HaKOHEYHHKAMU IJd nuneTtok Ha 5—200 MK — 16 1mT.

ITo cormacoBanmio ¢ mmoTpebUTEIEM TOITOJTHU-

TeJIbHO TI0CTABJISAETCH:

— IUIAHIIET JJIS IPeJBaAPUTEILHOTO Pa3BeleHnus ucciie-
JIyeMBIX 00pasios — 1 1miT.

3. AHAIIUTUYECKUE U OUATHOCTUYECKUE
XAPAKTEPUCTUKU
3.1. IlepexpecTHBle peaAKIIUK TIPU OIHUCTOP-
X03€, TOKCOKapo3e, IXMHOKOKKO03€e, TPUXUHEJIe3e,
ackapuio3e He BhIIBJIEHEL.

3.2. Cnenuduueckas akTUBHOCTD
YyBCTBUTEIBHOCTH BHIABJIEHUS MMMYHOIJIOOY-
muHOB KitaccoB A, M, G k auTUreHaM JIsaMOJINA — Co-
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OTBETCTBUE PE3yJIbTATOB BHIABJIEHUS Habopom IgA,
IgM, IgG & arTHUTeHaM JITMOJTHIT TPEOOBAHUSM CTAH-
maptHO#M maHenu mpemmpusTus (per. Ne 05-2-134),
arrecroBanuoit OBTK AO «Bexrop-Bect — cocras-
nser 100%: cpenHue apudMeTHYeCKHe 3HAYCHUS
OIITUYECKON TJIOTHOCTHU JJI Ka'KJION Haphl JIYHOK
C IIOJIOKUTEJIbHBIMU CHIBOPOTKAMHE 00JIbIle JI00
PaBHBI BeJIMYUHE JUATHOCTHYECKOTO 3HAYEHUS OIl-
TUYECKOU IIJIOTHOCTH.

CrermduIHOCTh BBISABJIEHUST MMMYHOIJIO0YJIH-
HOB KjaccoB A, M, G k¥ arTureHaM JIssMOJIMIA — CO-
OTBETCTBHE Pe3yJIbTATOB BHISBJIEHUS Habopom IgA,
IgM, IgG & anTHUreHaM JITMOJIHII TPEOOBAHUIM CTAH-
maptHoi maHenu mpemmpusaTus (per. No 05-2-134),
arrecroBanHoii OBTK AO «BexTtop-Bect™ — cocras-
nster 100%: cpexnHne apudMeTHYeCKHe 3HAYCHUS
OTITUYECKOM TIJIOTHOCTH JJIST KAsKIOM Maphl JIYHOK
C OTPHUITATESIEHBIMUA CHIBOPOTKAMM MEHBIIEe JIHOO
PaBHBI BeJIMYWHE JUATHOCTUYECKOTO 3HAYEHUS OIl-
TUYECKOH IIJIOTHOCTH, YMHOKeHHoro Ha 0,85.

3.3. Turp crammapTHOrO 00pa3IA IIPEIIPUS-
tuszt COII+ (per. Ne 05-2-17), arrecroBaruoro OBTH
AO «Bexrop-Becm, nomken 661Th He Meree 1:800.

4. MEPbI NPEAOCTOPOXHOCTHU

4.1. TloTeHIIMATBLHBIN PUCK ITPUMEHEHUST Ha-
6opa — ryracc 1 ('OCT P 51609-2000).

4.2, Bce KOMIIOHEHTHI HabOpa SBJISIOTCS He-
TokcuuubiMu. CTom-peareHT 00JIaaer pasapaska-
oM gericreueM. Vzberath pasOpLISTUBAHUS U
TONAJAHUA HA KOKY U CIu3ucThie. B ciydae momna-
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AHUS CTOI-peareHTa Ha KOKY U CJIU3UCThIe Heoo-
XOJMMO TIPOMBITEH TTOPAYKEHHBIN yIaCTOK OOIBIITIM
KOJIMYECTBOM IIPOTOYHOM BOIHI.

4.3.IIpu pabore c HabopoM ciregyeT codIIIaTh
«IIpaBuita ycrpoiicTBa, TEXHUKH 0€30ITaCHOCTH,
IIPOM3BOJICTBEHHON CAHUTAPUH, IIPOTHBOIIIHIEMHU-
YEeCKOTO PesKMMAa W JIMYHON TUTHeHBI TP paboTe B
naboparopusx (OTOeIeHHIX, OTIeJIaX) CAaHNTaPHO-
SMUAEMHUOJIOTHUECKUX YUPEKIeHUN crucTreMbr Mu-
mucrepcrBa 3sapasooxpanenus CCCP» (Mocksa,
1981 r.).

4.4. Tlpu pabore ¢ HabopoMm ciemyer Hase-
BAThb OJHOPA30BBEIE PE3WHOBHIE WJIN ILJIACTHKO-
BBIe TIepUYaATKM, TAK KaK B COCTaB HAOOpa BXOIST
KOMITOHEHTHI KPOBH YeJIOBEKa, KOTOpHIE CJIeIyeT
paccMaTpuBaTh KaK IMIOTEHIIMAJIBHO WHQUIIHPO-
BAHHBIE, CIIOCOOHBIE JIIUTEIFHOE BPEMsI COXPAHSATD
u nepemaBatb BUY, Bupyc rematura uiam 000
IPYToi BO30YIUTEIb BUPYCHBIX MH(EKIIIA.

4.5. Xummuueckas mocyaa u 00opyIoBaHue, Ko-
TOpPBIE UCIOJIBL3YIOTCS B pabore ¢ HAOOPOM, JOJIIKHBI
OBITh COOTBETCTBYIOIIMM 00pa3oM IIPOMAPKUPOBA-
HBI ¥ XPAHUTHCS OT/IEJIBHO.

4.6. Samperiaercst IpueM MHUIIH, UCII0JIb30Ba-
HIe KOCMETUYECKUX CPEJICTB U KypeHUe B IIOMeIle-
HUSAX, IPpeIHASHAYEHHBIX JJIA PA00ThI ¢ HA00paMU.

4.7. Jlnsa neswH@eKITUU TIOCYIbI U MaTepHh-
aJI0B, KOHTAKTUPOBABIIHUX C WCCJIEIYEeMBIMU U
KOHTPOJBHBIMU 00pasiamMu, PeKOMeHIyeM WC-
MOJIL30BATh JIE3WH(QUITUPYIOIIHE CPEeJCTBa, He
OKa3bIBAOIIIE HETATUBHOTO BO3IEHCTBUS Ha KaJe-
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ctBo DA, He comepskalliie aKTUBHBIA KHCJIOPO/I
¥ XJIOP, HAIpUMep, KOMOMHHPOBAHHBIE CPEICTBA
Ha ocHoBe YAC, coupToB, TPETHYHBIX AMUHOB.
Wcnmonp3oBanme Me3mHPUIIMPYOIIUX CPEICTB, CO-
Jepskaiux akTuBHBIN Kucaopox u xyop (HpOs,
JIEOXJIOP, XJIOPAMHUH), IIPUBOIUT K CEPHE3HOMY HC-
KasKeHUIO Pe3yJIbTaTOB.

5. ObOPYOOBAHUE U MATEPUANDI,
HEOBXOAUMBIE NMPU PABOTE C HABOPOM

— CIEKTPO(OTOMETp BEPTUKAJILHOIO CKAHWPOBAHMUI,
MO3BOJISIONINHI ITPOBOIUTHL H3MEPEHHUS OITHYECKOMN
IJIOTHOCTH PACTBOPOB B JIYHKAX CTPHUIIOB IIPU OCHOB-
HOM JIJTMHe BOJIHEI 450 HM U JIJIMHE BOJIHBI CPaBHEHUS
B nuama3one 620—655 HM; JOIIyCKaeTcs m3MepeHue
npu aJmHe BoaHBL 450 HM;

— TepMOCTaT, MOoAAepsKuBaImi Temieparypy 37+1°C;

—  XOJIONUJILHUK OBITOBO;

— TUIETKH II0JIyaBTOMAaTUYEeCKUe OJHOKAHAJILHEIE C TIe-
PEeMEeHHBIM 00BEMOM CO CMEHHBIMU HAKOHEUHUKAMU,
[I03BOJIAIOIIE OTOMPATh O0BEMBI JKUIKOCTHA OT 5 110
5000 MKJI, aTTeCTOBAHHBIE 110 3HAYEHUIO CPETHEH J03bI
¥ CXOJIMMOCTH Pe3yJIbTATOB MUIeTHPOBAHMST;

— TUIETKU II0JIyaBTOMAaTHYEeCKHEe MHOTOKAHAJBbHBIE CO
CMEHHBIMU HAKOHEUHHKAMU, II03BOJISAIOIINE OTOMPATD
00BbeMBl sxuAKOoCTer oT 5 MK 10 200 MKJ, aTTecto-
BaHHBIE TI0 3HAYEHUIO CpPeIHEeH JT03bI U CXOIUMOCTHU
pe3yIbTaTOB MUIIETUPOBAHMUS;

— TOPOMBIBOYHOE YCTPOMCTBO JJIS IIJIAHIIIETOB;

— MepYaTKU Pe3NHOBBIE MJIU IIJIACTUKOBEIE;

— Oymara QuIbTpoBaJIbHAs JIA00PATOPHAST;
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— (pJIaKOHBI BMECTUMOCTBIO 15 MJT;

— IMJIUHAP MEPHBIA 2-T0 KJacca TOYHOCTA BMECTHMO-
ctbio 1000 v,

— BOJIa OUCTUJIJINPOBAHHAT,

— JIe3UHQUITUPYIOIIUA PACTBOP.

6. AHAJTIUSUPYEMbBIE OBPA3LbI

6.1. Jlyis mpoBemeHusa aHa/iM3a He cjeayeT
WCII0JIb30BATh TE€MOJIM30BAHHY, MYTHYIO CHIBO-
POTKY KPOBH, a TaKKe CBIBOPOTKY, COAEPIKAIILYIO
a3uJ] HATPU.

6.2. OOpaarsl CHIBOPOTKM (IJTa3MBI) KPOBU
MOYKHO XpaHUTh Ipu TeMmieparype ot 2 1o 8°C we
Gosiee 5 cyTok muu Ipu Temieparype muHyc 20°C
(u amke) He Oostee 3 mec. Jlomyckaercest oTHOKpAT-
HOe 3aMOpaskUBAHMe-pa3MOPaKUBaAHNe 00Pa3IoB
ceIBOpoTEY KpoBu. [loce pasMopaskuBanus oopaas-
ITBI TIATEJIBHO IIePeMeIIaTh.

6.3. O6pasIibl CHIBOPOTEM (IIJTa3MBI) KPOBH, CO-
JepskaIire 0camoK, HeoOX0IUMO OUYUCTUTD ITEHTPH-
dyruposanuem mpu 5000—-10000 o6/MuH B TeueHme
5 muu npu Temieparype ot 18 mo 25°C.

7. NPOBEOEHUE AHATIU3A
MoaroTOBKA PEAFEHTOB
7.1. Ilepen pabGoToit n3BIeYbL HAOOP M3 XOJIO-
MUJIBHUKA, BCKPBITH YIIAKOBKY ¥ BBIIEPIKATH BCe
KOMITOHEHTHI TIpu TemIrepartype ot 18 mo 25°C B Te-
YyeHUe BpeMeHHu He MeHee 60 MITH.
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7.2. IlogroroBka mianmoiera

BCKpBITB IIaKeT C IIJIaHIIIeTOM BBEBIIIIe 3aMKa.
OcraBuTh Ha paMKe HeoO0X0OUMOe IJIS IPOBEIeHUI
aHaJim3a KOJIMYeCTBO CTPHUIIOB. OCTaBH_[I/IeCH Heunc-
OJIb30BAHHBIMU CTPUIILEI HEMEIJIEHHO IIOMECTUTH
BHOBGB B IIaKeT, YJAJIUTh U3 HEro BO3ayX U IIJIOTHO
3aKPBITh 3aMOK.

Heucnonvzosanrvie cmpunbt MOMCHO Xpa-
Hums npu memnepamype om 2 0o 8°C 8 meuerue
8ce20 cpora 200HOCmMU HAbOPQ.

7.3. Ilpurorosiienue padouero 6ydepHOro
pactrBopa
Buectu B MepHBIH ITUIHHADP HEOOX0IMMOE KO-
nnuectBo OCB-TX25 u 106aBUTEH COOTBETCTBYIOIIEE
KOJIMYECTBO JUCTUJIINPOBAHHON Bojibl. [Ipu BhIIIA-
JIEHUHW OCaJlKa COJIeM B KOHIIEHTpAaTe He0OXOIMMO
nporpetsb ero mnpu temieparype or 30 mo 40°C mo
TIOJTHOTO PACTBOPEHUS OCATKA.
B rabsuiie mpuBeneH pacxos peareHToB B 3a-
BUCUMOCTH OT KOJIMYECTBA UCIIOJIb3YEMbIX CTPUIIOB.
Ilpueomosnennwviii pabouuli OygepHoviii pac-
Meop MONHCHO XPAHUMD RPU memnepamype om 2 00
8°C He 6osiee 5 cymok.

7.4. Iloaroroska nmonaoskureasaoro (K1)
u orpurnareabHoro (K~) KoOHTponbHBIX
o0pa3smoB
KouTpospibie 00pasifsl TOTOBHI K MCIIOIH30BA-
Humw. [lepes ncrob3oBaHNEM BCTPAXHYTh.
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Konmponvhoie 0b6pasupt nocne nepeoco 6ckpoi-
UL PIIAKOHO8 MOHCHO XPAHUMb NPU MeMNepamype
om 2 0o 8°C 8 meuenue ace2o cpoka 200HOCMU HAOOPA.

7.5. lIlpenBapurenbpHOe pa3BeseHue
HuccJeayeMbIix 00pas3os

B nynrm nnaxmmera nyid mIpeaBapUTeIbHOTO
pas3BemeHus: 00pasioB BHecTu mo 90 MKJI pacTBo-
pa OJa IpeIBApUTEILHOrO0 PA3BEICHHUSA CBIBO-
porok (PIIPC) u mo6aBurs 1mo 10 MKJ IIeJIBHOIO
o0pasita ChHIBOPOTKM (IIJIA3MBI) KPOBH, TIIATEJb-
HO mepeMemiark. [Ipu 9ToM TeMHO-KPACHBINA I[BET
IOJISKeH M3MEHHUThCA Ha KeJITHIN. Keium mamene-
HUA 1BeTa He mnpousontno, MOA ganrOro obpas-
I1a MOKeT [aTh HelIPaBUJILHBIA pesynbrar. Ilpu
pasBeeHNN ILIa3MBl I[BET PACTBOpA B JIYHKE Me-
HseTCsS He3HAYNTEIbHO.

IIpenBapuTebHO pasdBeIeHHLIE UCCIEIyEeMbIe
00pasIlbl MOKHO XPAHUTL IPHU TeMIlepaTrype oT 18
1o 25°C ue Gosee 3 4.

7.6. [Ipurorossienue padodero pacreopa
KOH'BIOraTa

l'oroBuTCSA B OTIEIEHOM YHCTOM (PJIAKOHE MJIH
B IIJTACTUKOBOM BaHHOYKE JIJIS peareHTa U3 KOHIIeH-
TpaTa KoHblorara u pabouero 0ygepHoOro pacrasopa
He Oostee, ueM 3a 5—10 MUH 00 OKOHYAHUS IIEPBOK
HHKYOAIIIH.

Pabouuii pacmeop Kowwioeama MONCHO Xpa-
Hums npu memnepamype om 18 0o 25°C ne bosiee 3 u.
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Tabnauna pacxoga KOMIOHEHTOB HA0OpPa PeareHToB

qi, x | Pabouwnin pacteop PTae?O;'mfﬁngﬁ_p Pabounin bydep-
= 2 KOHblOraTa p HbIA pacTBop
3. 3uguHa
> S
S 22| L& = e S
IEsS| F® © . ® 3
Isa| S N -9 Qo 2
°565| 9z | s |LZcs| Fs |wzcs o
e 88 = 0= E 3= S = 0o= ==
=y} oz I oI 5
ST | ®¥e 2 2 =
1 0,1 1,0 0,05 1,0 2,0 no 50
2 0,2 2,0 0,10 2,0 4,0 fo 100
3 0,3 3,0 0,15 3,0 6,0 fo 150
4 0,4 4,0 0,20 4,0 8,0 no 200
5 0,5 5,0 0,25 5,0 10,0 | mo 250
6 0,6 6,0 0,30 6,0 12,0 | po 300
7 0,7 7,0 0,35 7,0 14,0 | po 350
8 0,8 8,0 0,40 8,0 16,0 | no 400
9 0,9 9,0 0,45 9,0 18,0 | mo 450
10 1,0 10,0 0,50 10,0 20,0 | mo 500
11 1,1 11,0 0,55 11,0 22,0 | po 550
12 1,2 12,0 0,60 12,0 24,0 | po 600

B rabsumme mpuBemeH pacxoj] peareHTOB
B 3aBUCHUMOCTH OT KOJIMYECTBA WCIIOJIb3yeMBbIX
CTPHUIIOB.

7.7. Ilpurorosiienue padouero pacresopa TMb
loToBuTCS B 0T/MEIBHOM YmcTOM (DIAKOHE HJTH

B INIACTHKOBOM BaHHOYKE JIdA peareHTa U3 KOH-
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nerrpara TMB u CBEP me Goinee, uem 3a 5—10 Mmun
10 OKOHYAHUA IIePBOI MHKYOAIINH.

Pabouuii pacmeop TMBE modcHO XpaHums
npu memnepamype om 18 do 25°C ne 6osee 3 u.

Heobxoanmo MCKII0OUUTD BO3OEHCTBHE IIPSAMO-
ro ceera Ha pactBop TMB.

B Ta6iuiie npuseneH pacxoi peareHToB B 3a-
BUCHMOCTH OT KOJIMYECTBA UCIIOIb3yEMbIX CTPUTIOB.

Buumanmue! /[na pabomut ¢ pacmseopom TMB
HeobX00uM0 UCNOJIb308AMb MOJIbKO 00HOPA308ble
naxorneurnuru. Ilocydy, npeoHa3HaueHHyI OJid
pacmeopa TMB, Henv3s ommbieams ¢ nPUMEHeHU -
eM CUHMEeMUYECKUX MOWUX CPEOCma, NOCKOJIb-
Ky oadice ux ciedbt 8e0ym K HeKOHMPOJIUDYEeMOMY
orucnenuto TME 6 xo0e pearkuuu. Ilocsie pabomut
nocyody onosiockymu 80001, npomvims 70% smuio-
BbLM CRUPMOM U MULAMESILHO OMMbLING OUCIUIL-
JUPOBAHHOLL 8000LL.

7.8. CTOH-peaI‘eHT T'OTOB K HCIIOJIB3OBAHUIO.

MPOBEOEHNE N®A

7.9. Buecenne KOHTPOJIBHBIX 00pa3ITOB.

B nyury A-1 Baectr 100 MEJI IIOJIOMKHTEILHO-
ro koHTpoJbHOro oopasna (K1). B myuxu B-1 u C-1
BHecTH 110 100 MKJI OTPHIIATETFHOTO KOHTPOJIEHOTO
obpasra (K7).

7.10. Bruecenue mcciieyeMbrx 00pasiioB CHIBO-
POTEM (ILJTa3MBI).

B ocranpubie myHru BHecTn mo 90 MKJ pacTt-
BOpa MJIsI pa3BeleHUus CBIBOPOTOK u 1o 10 MK
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IpeIBAPUTESBHO Pa3BeIeHHBIX HCCJIEIYEeMBIX 00-
paatos (. 7.5.), TIIaTeJIFHO IIepeMelIaTh.

J1J1s1 OBBITITEHUS JOCTOBEPHOCTH PE3yJILTATOB
wceJieyeMbie 00pasiibl PeKOMEH/IYeTCsT aHaJIH3H-
poBaTh B AyOJISAX, UCIOJIB3Y s JJIS KaskI0r0 00pasiia
IO JIBE JIyHKH.

Brecernue 06pas3u,08 Heobxo00umo npouseooums
bvicmpo, 8 meueHue epemenl He bosee 5—7 MUH.

7.10.1. Ompepesienre TUTPA WCCIIEIYEMBIX 00-
pasIioB.

[Ipu ompemeseHny TUTpPaA AHTHUTE] TECTHPO-
BaHUE KMCCJIeIYyEeMBIX 00pa3IloB IIPOU3BECTH B CEMU
TI0CJIE€TOBATEIbHBIX IBYKPATHBIX Pa3BEeIeHUSIX B
unarepsasie ot 1:100 mo 1:12800. B coorBercTByIO-
e JYHKW TOPU30HTAJIBHOTO psaga A BHECTH II0
180 M PPC u mmo 20 MKJI mpegBapuUTeIbHO Pas-
BeJIEHHBIX HCCJIeayeMbIX obpasiioB (. 7.5.), Tiia-
TeJILHO TIepeMeIaTh. B COOTBETCTBYIOIINE JTYHKNU
pamoB B-H Brecru mo 100 mxix PPC. Kaskmeiit 06-
paserr TUTpOBaTh, rreperocs mo 100 MKJT pacTBopa
U3 JIYHOK MPEeNbIAYIIero paaa B JIYHKH IIOCJIeY-
fomero ot A 1o H, TmtatespHo mepemernuBas mu-
nerupoBanuem. llocie pacTUTPOBKU M3 KAKIOHU
JYHEKHN IocjieqHero paga H ymanwurs B mesundwu-
upylomui pacteop mo 100 MKJI pacTBopa, ocTaB-
Jss B JiyHKax 1mo 100 MKJI.

7.11. Ilmanmnrer 3aKIenTh TIEHKON U WHKYOH-
poBath B Tedenre 30 MuH mpu Temieparype 37+1°C.

7.12. Ilo oxoHUYaHUN WHKYOAI[UM CHSATDH JIWII-
KYI0 IJTEHKY U TIOMECTUTD €€ B COCY/I C Te3UHPUIIH-
pyoimM pactBopoM. C IIOMOIIBI IIPOMBIBOYHOIO
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YCTPOMCTBA IIPOMBITE JIYHKH ILJIaHIIeTa 5 pas pado-
yuM OyepHBIM pacTBopoM (1. 7.3.), yepeays acIiu-
paruo U HeMe[JIeHHOe 3aTI0JTHEHHUE JIYHOK KasKI0TO
crpuma. B kasmayio JIyHKy BHOCHTD He MeHee 400 MKJT
SKUIKOCTH B IIPOIleCcce KasKIoro ITMKJIA ITPOMBIBKH.
Bpemsa mesxny samosiHeHmEeM B OIIOPOKHEHUEM JIY-
HOK J0JIKHO ObITH He MeHee 30 cex. Heobxooumo
006UB8aAMBCA NOJIHO20 ONOPONCHEHUS JIYHOK NOoCJie
Kaxc0020 yukaa npomviéku. Ilo oxoHUaHUM IIpoO-
MBIBKM OCTATKHW BJIATH W3 JIYHOK TIIATEJIBHO yiIa-
JIUTH, TIOCTYKUBAS II€PEBEPHYTHIM ILJIAHIIETOM II0
dbunpTpOoBaIEHOM Oymare.

7.13. Buecrtu Bo Bece JiyHku 1o 100 MK pabo-
Yero pacTBopa KOHbIoTaTa.

Jns enecenus paboueco pacmeopa KOHvI02A-
ma ucnosb308ams 8aAHHOUKY OJis peaceHma U 00-
HOPA308ble HAKOHEeUHUKL.

OcraBmuiica mocse mposenenuss MDA pa-
Ooumii pacTBOpP KOHBIOTaTa W3 (IaKoHA WU
IJIACTUKOBOM BAHHOYKHU YIOAJIUTH B COCYI C IEe3UH-
pHUIHPYIOITUM PACTBOPOM.

7.14. Ilinanmrer 3ak/JIenTh IJIEHKOM U WHKYOH-
poBaTth B Teuenue 30 muH pu Temieparype 37+1°C.

7.15. Ilo okoHvYaHMM BTOPOI MHKyOaIIMy yaa-
JIUTH CONEPIKUMOE JIVHOK U IIPOMBITH ILJIAHIIIET, KaK
yKa3aHo B II. 7.12.

7.16. Bruectu Bo Bece Jsiyaku 1mo 100 MK pabo-
vero pacteopa TMB (cm 1. 7.7.).

Jlns enecenus pabouezo pacmeopa TMB uc-
NOIL308AMb BAHHOUKY 018 Pea2eHma U 00HOPA30-
8ble HAKOHEUHUKU.

16 D-3552



IInammer mHKyOMpPOBATH B 3AIUIIEHHOM OT
cBeTa MecCTe B TeueHUe 25 MHWH IIpU TeMIlepaTrype
ot 18 mo 25°C.

Ocrapuniica mocie mposegenus MDA pa-
Oounit pacrsop TMB ymamuTh u3 CTEKJISTHHOTO
dIaKoHA MIIM ILJTACTUKOBOM BAHHOYKH B COCYI C
JIEe3UHQUIIHPYIONIAM PACTBOPOM.

7.17. BHecTu BO Bce JIyHKH C TOH K€ CKOPO-
CTBIO M B TOH JKe IIOCJIeI0BATEJILHOCTH, KaK 1 pac-
t8op TMB, 110 100 MKJI cTOII-pearesTa.

8. PETUCTPALUA PE3YJIbTATOB

8.1. MamepuTh BeMYMHY OIITHYECKOHN ILIOTHO-
CTH PACTBOPOB B JIYHKAX HA CIEKTPodoTOMEeTpe Bep-
THUKAJIBHOTO CKAHUPOBAHUS B JBYXBOJIHOBOM PESKUIME:
TIPY OCHOBHOM JIJTWHE BOJIHBI 450 HM ¥ JJIMHE BOJIHBI
cpaBHeHHUs B auara3oHe 620—655 Hwm; Jomyckaercs
u3MepeHue mpu AymHe BoJIHBI 450 HM (BBIBEIEHUE
creKkTpodoTOMeTpa HA HYJIEBOM YPOBEHD («OJIAHK)
OCYIIIECTBJIATE 110 BO3MyXy). MlamepeHue mmpoBoquTh He
03JHee 5 MUH I0CJIe OCTAHOBKIU PEAKIIHH.

9. YYET PE3YJNIbTATOB PEAKL WU

9.1. Paccumrars cpemHume apudMeTHUECKHE
3HAYEHUsS ONTHYECKOHN ILJIOTHOCTH B JIYHKAX C OT-
pHIaTeTbHBIM KOHTPOIbHBIM obpasmom (OIL., K7).

9.2. Cpennee suauenne OIl B myrrax ¢ K~ me
JIosskHO mpeBwImaTh 0,30 efr. omT. ILI.

Bnauenne OII B nyuke ¢ KT momxHo GBITH He
Mmenee, uem 0,80 en. omT. 11I.
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9.3. Tombko mpm COOJMIOIEHUH IIOJIOKEHUMA
m. 9.2. MOKHO YYUTHIBATH PE3yJbTATHI, ITOJIyYEeH-
HbIE JJIs aHAJU3UPYEMBIX 00pPAa3Il0OB CHIBOPOTKU
(y1a3MBI) KPOBU.

9.4. Ha ocHOBaHMYU TIOJIy4YeHHBIX JAHHBIX BHI-
YUCJIUTh JUATHOCTUYECKOE 3HAYEHWE OIMTUYECKOMN
miorHocTH (OIly).

Oy = OM,, K- +0,2

9.5. PesypTaT aHa/im3a CUUTAETCS IMOJIOMKH-
resbHBIM, eciu Oll,g, > OIjy.

Pesynbrar ananusa cunraercsa oTpUIATEIIb-
HbIM, ecia Ollyg, < 0,85 x Olljy.
rae Ollyg, — ONTHYECKAA IIJIOTHOCTD B JIYHKE C AHAJIH3H-
PYEMBIM 00pa3IoM CHIBOPOTKHU (I1JIa3MBbI) KPOBH.

Pesynbrar amanmnsa cumTaercsi COMHUTEIIb-
ubM, ecu 0,85 X OIly < Ollyg, < Ollj. Pexomen-
IyeTcs IMOBTOPHO IIPOBECTH MMMYHOQEPMEeHTHBIN
aHaJIM3 JAHHOr0 00paalia.

9.6. 3a THUTp TOJOKUTETBHON CBIBOPOTKHU
(m1a3Mbl) TPUHUMAKT ee HauOOoJbIllee pa3Bejie-

HUe, TP KOTOPOM ONITHYECKAs IJIOTHOCTH 00paasiia
OIl6p. > OIjy.

10. YCNNOBUA XPAHEHUA U SKCNITYATALUA
HABOPA
10.1. TpamcmoptupoBarnme HabOpa ITOJIKHO
IpPOBOIUTHCA Ipu Temmeparype or 2 mo 8°C. Homy-
CKaeTCs TPAHCIOPTUPOBAHUE IIPU TeMIIepaType JI0
25°C ue 6ostee 10 cyr. 3amopaskuBaHue KOMITOHEH-
TOB HA0OpA He JIOIIYyCKAeTC .
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10.2. HabGop peareHTOB JOKEH XPAHUTHCS B yTIa-
KOBKe IIpeIIpUATUA-U3TOTOBUTEIA IIPU TeMIlepaType
or 2 110 8°C B TeueHwme Bcero cpoxa roguHocTH (9 mec). 3a-
MOpasKMBaHIe KOMIIOHEHTOB HAbopa He JIOITyCKAeTCsI.

10.3. JIpoOHOe mcIIo/Ib30BaHMue Habopa MOMKET
OBITH peasIM30BAHO B T€UEHHE BCETO CPOKA TOIHO-
ctu Habopa:

— HEHWCITOJIb30BAHHBIE CTPUIIBI TIOCJIE TIEPBOTO BCKPBITHUS
Imaxera MOMKHO XPAHUTDH B 3aKPBITOM HA 3aMOK ITAKeTe
mpu Temmeparype ot 2 110 8°C B TedueHHe BCEro CpoKa
TOTHOCTH Habopa;

— 25-KpaTHBIA KOHIIEHTpaT hocdaTHO-coIeBoro 0ydepHo-
r0 pacTBopa C TBUHOM, CyOCTpaTHBIN Oyd)epHBINA pacT-
BOD, PACTBOP [IJIsT PA3BEIeHUs CBIBOPOTOK, PACTBOP IS
TIPEeIBAPUTEIHHOTO PA3BEIEHUs CBIBOPOTOK, KOHIIEHT-
paT KOHBIOraTa, KOHIIEHTPAT TeTPAMETHIOEH3UINHA U
CTOII-peareHT TI0CIe BCKPHITHS (PJIAKOHOB MOIKHO Xpa-
HWTH B IJIOTHO 3aKPBITHIX (DJIAKOHAX IIPY TeMIIepaType
or 2 1o 8°C B TeueHHe BCEro CpoKa roJHOCTH Habopa;

— TIOJIOYKUTEJIBHBIN U OTPUILATEJILHBIN KOHTPOJIbLHBIE 00-
PAas3Ibl MOKHO XPAHUTE IIpH TemiiepaTtype ot 2 1o 8°C
B Te4YeHUe BCEro CPOKA TOJHOCTU HAOO0pa;

— pabounii OydepHBIII PACTBOP MOYKHO XPAHUTH IIPU
Temmeparype oT 2 1o 8°C He Gosiee 5 CyTOK;

— paboumil pacTBOp KOHBIOraTa MOYKHO XPAHUTH MPHU

Temieparype ot 18 mo 25°C me Gosee 3 u;

pabourit pacTBOp TETPaMETMJIOCHIUINHA MOYKHO Xpa-

HUTH I1pu Temieparype ot 18 mo 25°C ue Gostee 3 u.
10.4. Jlnsa mosiydeHusT HaAeKHBIX Pe3yJIbTa-

TOB HEOOXOJUMO CTPOroe COOJI0/IeHIe WHCTPYKITUN

110 IIPUMEHEHU0 Habopa.
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10.5. ITpu mocrarnoBke MDA Hemb3a UCIOIB30-
BATh KOMIIOHEHTHI M3 HAOOPOB PA3HBIX CEPHUI WA
CMEIUBATE UX IIPU IIPUTOTOBJIEHUN PACTBOPOB, KPO-
Me Hecmemuduruecknx koMmoHeHTOB (DCB-Tx25,
CBP, PIIPC, crom-pearesr), KOTOpble B3auMO3aMe-
HszeMbI Bo Beex Habopax AO «Bexrop-Becm.

Henwvza ucnonvzosamov peazenmot uz Habopos
opyaux pupm-npoussooume.iet.

IIo Bompocam, kacamImuMCa Ka4yecTBa Habopa
«JIamonug-anrurena-UOA-BECT»,
obopamareca B AO «Bekrop-Becm»

o ajgpecy:

630559, HoBocubupckas obsracTh,
Hosocubupcrmit pation, . Konbiioso, a/s 121,
Te. (383) 336-73-46, 332-37-58,

test./dakce (383), 336-60-30, 332-67-52,
E-mail: vbobtk@vector-best.ru

OONONMHUTENbHAA NH®OPMALIUA
Onda NOTPEBUTENEN

Habop mpemnasmaven s mpodecCrOHAaIb-
HOTO IIPUMEHEHHUSI B KJIMHHUYECKON JIabopaTOpHOMI
UATHOCTUKE 00yUIEHHBIM ITePCOHAIIOM.

TpeboBanuss 0e30IIACHOCTH K MEIUIIMHCKIM
naboparopusim ipuseniers B 'OCT P 52905-2007.

Bce pearenTsr HabopoB, cogepskaliye B CBOEM
CcOoCTaBe MAaTepHUaJIbl YeJIOBEUECKOTO ITPOUCXOMKIE-
HUS, THAKTUBUPOBAHEL.

Anturena k BUY-1,2 u Bupycy renmatura C u
HBsAg orcyrcrBytor.
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He npumensaTs Habop peareHToB 110 HA3HaYe-
HUIO II0CJIe OKOHYAHUS CPOKA TOJHOCTI.

TpaHcImopTUpOBaHKE MOJMKHO IIPOBOIUTHCS
BCEMH BHUIAMHK KPBITONO TPAHCIIOPTA B COOTBET-
CTBUH C IIPABUJIAMHU II€PEBO30OK, JeHUCTBYIOIINMI Ha
TPAHCIIOPTE JAHHOIO BHIA.

[Ipyu muHamudyeckoM HaAOIIOIEHHN HAIlMEeHTa
IJIs IIOJIyYEeHHA pPe3yabTaToB, AaJeKBAaTHO OTpa-
SKAIOIIUX M3MEHEHMe KOHIIEHTPAIMH MMMYHOIJIO-
OysmaOB KjaccoB A, M u G B KpoBH, HEOOXOIUMO
HCII0JIb30BATh HAOOPEI peareHToB 0JHOI0 HANMEHO-
BaHUA (OHOTO HIPEIIPUATHAA-U3TOTOBUTEIS).

1. N'apauTuiiasie 06A3aTEeILCTBA

[IpousBoguTe b TapaHTUPYET COOTBETCTBHUE
BBIITYCKAEMBIX H3JeJIUi TpeOOBAaHUSIM HOPMATUB-
HOM M TEXHUYECKOH! JOKYMEHTAIINN.

BesomacuocTh M KauecTBO M3IeINsI TapaHTH-
PYIOTCSI B TeUEHHME BCETO CPOKA TOIHOCTH.

[TpomsBoguTes b OTBEUAET 38 HEIOCTATKU H3-
JleNnsI, 3a HUCKJIIYeHueM JTed)eKTOB, BO3HUKIIHX
BCJIEJICTBUE HAPYIIEHUS IIPABUJI ITOJIb30BAHUS, YC-
JIOBUI TPAHCIIOPTUPOBAHUS U XPAHEHMUS, JINOO0 JIeH-
CTBHS TPETHUX JIUII, JTUOO HEITPEOOTMMOM CHJIHI.

[TpomsBouress 00sI3yeTcs 3a CBOI cUeT 3amMe-
HUTH W3JeJIrie, TEXHUYECKHe W (PYHKITMOHAJILHEIE Xa-
PAKTEPHUCTUKHN (ITOTPeOUTEIECKIE CBOMCTBA) KOTOPOIO
HE COOTBETCTBYIOT HOPMATHMBHOM M TEXHMYECKOH JI0-
KYMEHTAIIAN, €CJTN YKA3aHHBIE HEeIOCTATKH SBUJIICDH
CJIEZICTBHIEM CKPBITOTO JIe(peKTa MaTepHAJIOB WJIN HeKa-
YECTBEHHOI'O MI3TOTOBJIEHUS U3/EJIHS TIPOMSBOIUTEIIEM.
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2. OGecneuenne 6e€30MaACHOCTH IIEPCOHAJIA
Obparenure ¢ MaTepuaIaMu, KOHTAKTHPYOITAMA
C HccJIeyeMBbIMU 00pas3aMu

Martepuasbl, KOHTAKTUPYOIIHE C HCCIIeIye-
MBIMH 00pasiiamMu, cjeayerT Ie3nHPUIIMPOBATH B
COOTBETCTBUM II. 4.7 HACTOAIEH WHCTPYKIIUHA U CO-
raacao MVY-287-113 «Meroguyeckre yKasaHUs 110
e3nH(EKITNHN, TIPeICTePUTUIATTNOHHON OUYUCTKE
U CTePWIN3AINH WU3eJIUA MeIUITMHCKOTO Ha3Ha-
yeHus» (YTB. JeIIapTaMEeHTOM TOCCAHAIIHUIHAI30Pa
Munsnpasa PO ot 30.12.1998).

Tlopsamor yTran3anny Win yHUUTOMKECHN
KOMIIOHEHTOB Habopa
[Tpu ncosrb3oBaHMy Habopa 00PA3YIOTCSI OTXO-
el KiaccoB A, B u I, koTopsre kiraccuduimpyores
U YHAUTOXRKAIOTCA (YTUIIU3UPYIOTCSA) B COOTBETCTBUL
¢ CamlluHom 2.1.7.2790-10 «CamurapHo-smusme-
MHOJIOTUYECKHE TPeOOBAHUA K OOpAIeHHIO C Me-
OUIMHCKUME oTxomamm». JlesuHpernumo HAO0POB
peareHToB cJjeayeT MOpoBoguTh mo MY 287-113
«MeTognueckue yKadaHUs M0 Je3UHQEKIINH, IIpe/I-
CTEPUIN3AIINOHHON OYNCTKE U CTEPUJIU3AINN HU3-
Oenuii MeIUITNHCKOTO HAa3HAYCHUSI).

3. OGecneuyeHne MOJIy4€HUA MPaBUIbHBIX
pe3yJibTaToB aHAJIMU3a
JlocTOBEpHOCTE W BOCIPOU3BOAMMOCTH
pe3yJIbTaTOB aHAJIN3a 3aBUCAT OT BBINOJIHE-
HHUA CJEYIONNX OCHOBHBIX MPAaBUJI:
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— He nposoaure MDA B mprcyTCTBIY APOB KIC-
JIOT, TIIEJIOUEH, aJIbIETHIO0B WJIH TIBLIH, KOTOPBIE MOT'YT
MEHATH (PEPMEHTATUBHYIO aKTUBHOCTh KOHBIOTATOB;

— depMeHTaTUBHASA PEAKINS UYBCTBUTEIbHA
K TIPUCYTCTBHUIO MOHOB METAJIJIOB, TIOdTOMY He J0-
MyCKalTe KOHTAKTOB KAKHX-JIMO0 METAJIJIMYECKHUX
IpeaMeToB ¢ KOHBIOTaTOM U PacTBOPOM CyOcTpara,

— wusberaiiTe 3arpsi3HeHUs] KOMIIOHEHTOB Ha-
bopa MHUKPOOPTraHM3MAMU W XUMUYECKUMHU IIPH-
MeCSIMH, JIJISI 9TOTO WUCIOJIB3yHTe B paboTe YHUCTYIO
TOCYJIy W YUCTBIE OJTHOPA30BbIe HAKOHEUHWKHU JJISI
KaskIoTO peareHTa, KOHTPOJIsI, 00pasIia;

— paboume ITOBEPXHOCTU CTOJIOB, 000pyIOBa-
HUus ciaenyer obpabareiBaTh 70% OTHIIOBBEIM CIIHP-
ToM (He JOILyCKAaeTCs WCIIOJIb30BAHUE IIePEeKUCH
BOZOPOZA, XJIOPCOIEPIKAIINX PACTBOPOB);

— HUKOT/JA He MUCIIOJIb3yHTe OIHY U TY JKe eM-
KOCTB JIJIs KOH'bIOTaTa u padbouero pacreopa TMB;

— 1uepen orbopom TMB u3 dgraxona Heobxo-
IrMO 00pabaThIBATh KOHYC ITUITETKH (BHYTPEHHIOH
W BHEIIHIKN m0BepxHOocTH) 70% 3TUIIOBBIM CITHp-
TOM, TAaK KaK MaJjeiIee 3arpsidHeHHe ITUIETOK
KOH'BIOTATOM MOJKET IIPUBECTH K KOHTAMUHAIIUU
Bcero comepsrumoro durakonos ¢ CBP u TMB;

— eCcay JIOIyINeHa OIIMOKa IIPpW BHECEHUU
aHaJIM3UPYEMBIX 00PA3IOB, HEJb3sI, OIOPOKHUB
9Ty JIYHKY, BHOCUTH B Hee HOBBIN 00paselr; Taras
JIyHKA Opakryercs.

KayecTBO mpomMbIBKH JIyHOK ILIaHIIETAa
UrpaeT BAJKHYIO POJIb JIS IOJIyYEeHHUs Ipa-
BUWJIBHBIX PE3yJIbTATOB aHAJIN3A:
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— Jlna acrmpaliuu aHAJIU3UPYEMBIX 00pas-
II0OB U TIOCJENYIOIIEeN ITPOMBIBKM PEKOMEHIyeTCS
HUCII0JIb30BATh ABTOMATHUYECKOE WU PYYHOE IIPO-
MBIBOYHOE YCTPOMUCTBO.

— He momyckatiTe BBICBIXaHUS JIYHOK IIJIaH-
mmeTa B IIepephIiBe MEeKIY 3aBEPIIeHNEM ITPOMBIBKHA
U BHECEHHWEM peareHTOB.

— JlobuBatiTech ITOJTHOTO 3ATIOJTHEHWSI W OIO-
pPOKHEHUs BCeX JIYHOK IIJIAHIIIeTa B IIPOIecce IIpo-
MbiBRU. HenmocraTouHas acmwmpaiius SKUJTKOCTHA B
IIpoITecce IIPOMBIBKY MOYKET IIPUBECTH K IIOHIKEHUIO
YyBCTBUTEJILHOCTH U CHEITMMPUIHOCTH aHAIM3A.

— Croemure 3a COCTOSTHHMEM IIPOMBIBOYHOTO
yerpoiicra — peryJisapHo (1 pas B Hemero) 00padaThl-
BayiTe nMuTaHru ¥ eMKoCcTH 70% 3THUIIOBBIM CIIPTOM.

— Jlya mpenoTBpaIeHust 3aCOpPeHus UTJI IIPpo-
MBIBOYHOTO YCTPOMCTBA B KOHIIE Pabouero qHs 00s-
3aTeJbHO BBITIOJTHUTE IIPOIENYPY OIIOJIAaCKMBAHUS
CHCTEeMBI IIOJaYM KUIKOCTH TUCTUJLIIMPOBAHHOMN
BOJIOM.

4. Ouenka anaausa 1mo xkodgdunueury
HO3UTHBHOCTH

PesynbraTer aHanmmsa MOMKHO OIEHUTH II0 KO-
appumenty mosutusHOcTH (KII), paccumreiBas
orrorrerue OIl B sryHEKe ¢ 00pasiiom marmesTa oT-
HocuTesbHO Olly. (mm. 9.4.).

Jliss pacuera koadpduIeHTa MO3UTUBHOCTH
obpaatos, umenrux Ollysy < 3,5 o.e., UCIOIB30-
BaThb (hopMyJIy:
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KMlosp. = Oly50 o6p. ’
ony,
rae Ollys0 o5p. — OII oOpasiia, moryyeHHAsA B OBYXBOJI-
HOBOM pesknme 450 / 620-655 uM (Mau TOJIBKO ¢ (prIb-
Tpom 450 HM).

Jlna pacuera roadpduIMeHTa ITO3UTUBHOCTH
obpaarioB, umeroriux Ollys0 > 3,5 o.e., uCII0Ib30-
BaTh (pOpMyIy:

KMlosp. = 3,2 % OnMys0 o6p. ’
ony
rae Ollygs opp- — OII 0bpasta, moyueHHas B JBYXBOJI-
uoBOM peskmme 405 / 620-655 HM (MIM TOJIBKO ¢ (DHIb-
Tpom 405 HM).

Pesynbrar anannsa moJIOsKUTEIBHBIN, €CIIN
Rl > 1, rae Ky, — KoadumenT mosuTuBHO-
CTH HCCJIeIyeMOT0 00pasiia.

Pesysnbrar ananmsa orpumaTesbHBIHN, €CJIA
KIl,gp. < 0,85.

Pesynbrar amanmsa COMHUTEIBHBIN, €CIIN
cooTBeTcTByPoIIee emy sHaueHue Kll, momamaer
B mHTepBaJs ot 0,85 mo 1,0.

Pacuer KII 1esecoobpasHo IIpoBOoguThL IJisd
OIIEHKM KOHIIEHTPAIIUM CIIEIN(PUIECKUX AHTUTEJI
B HCCJIeAyeMBIX 00pasiiax W IIpH HaOIIOIeHHN 34
M3MEHEHUEM KOHIICHTPAIIMKM CYMAPHBIX AHTHUTEJI K
aHTUreHaM JISMOJIMY B IMHAMHUKE B IIAPHBIX 00pas-
11aX CBIBOPOTOK.
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5. JluarHocruiyeckass SHAa4YNMOCTh
MOJIy4Y€HHBIX Pe3yJIbTATOR

JlssmOsimy  06MTAIOT B TPOKCHMAJIBHOM OT/Ie-
Jie TOHKOM KHIIKHU, II09TOMY JJIA JIAMOIMO3a Xa-
PAKTEPHO PA3BUTHE MECTHBIX HMMYHOJOIHUYECKUX
peaximii. OJHAKO M B CHIBOPOTKAX KPOBU MHBA3UPO-
BAHHBIX JIIMOJIMSMU JIIOJEH BBIABJISIIOTCS AHTUTENIA
K aHTUTeHAaM JIAMOJINH, OTHOCSIIINECS K PA3JTHIHBIM
KJIaccaM wmMMyHoOrIo0yJsmHoB. Ilokasano, uro 1mo-
aJaHue aHTUTeHOB JIAMOJINM B HeprdepuIecKyio
KPOBb YBEJIMYUBAETCS IIPU Pe30pOIUY CIIU3UCTON
000/IOUKH KHINEUHUKA, IIPOHUIAEMOCTb KOTOPOM,
KaK WM3BECTHO, BO3pacTaeT IIPW €e BOCITAJIeHUM.
B cBsiau ¢ oTMM BBISIBIIEHWE AHTHUTEN K aHTHUTE€HAM
JIAIMOJIM B CBIBOPOTKE KPOBH MOKET CBUIETEJIH-
CTBOBATH 0 HAJIMYHWU IIATOJIOTUYECKOT0 IIPOIIecca.
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6. Kparkas cxema nposenenusa MDA
OJisg Ha0opa peareHToB
«JIamonua-aaturena-UO®A-BECT»

Hcnonwzosams mosivko nocsie muw,ameJsibHoco
O3HAKOMJIEeHUA C uHcmpyicuueL"t!

Buecrn:

Nukyouposars:

IIpomsITh:

Buecrn:

Nuxkyouposats:

IIpompbITh:

Buecru:

Nuxyouposars:

Buaecrn:
N3amepurs:

D-3552

mo 100 mxx K+ u K—;

mo 90 mra PPC u mo 10 mixa
IPEeIBAPUTEILHO Pa3BEIeHHBIX
AHAJIU3UPYEMBIX 00pa3IIOB.

30 muH, 37°C.

pabourm OydhepHBIM PACTBOPOM,
400 Mk, 5 pas.

mo 100 mMKa pabouero pacrsopa
KOHBIOTATA.

30 muH, 37°C.

pabounm OydepHBIM PACTBOPOM,
400 mrJI, 5 pas.

mo 100 MK pabouero pacrsopa
TeTpaMeTHJIOCH3UINHA.

25 muH, 18-25°C, B TeMHOTE.
o 100 MKJI cTOmI-peareHTa.

OII opu 450 um / pedepercHas
nauHa BOoJIHBI 620—-655 HM.
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7. I'padpuaeckue cuMBOIIBI

i
m
M

Homep no katanory

H
o

MepguumHckoe
nsgenve ans
[NarHocTuku in vitro

<

Copepxumoro
[0CTaTo4YHO

ANS npoBeAeHns
N-Kornu4yecTBa TECTOB

B>

He cTtepunbHo

TemnepatypHbIf

A\

K VIHCTpyKUMK
no NPUMEHeHUIo

YYYY-MM

LOT
Kog naptum /1/ MaNasoH
[aTta
d Warotosutens ﬂ N3rOTOBEHUS
Obpatutecb
nonb3oBaTh AO ... K MIHCTPYKLMMN
Vcnonb3oBath 40 cTpy!
no NPUMEHEHNI0
OcTopoxHo!
O6patuTech yyyv-mm-op | arta B hopmare

loa-Mecsu-[eHb
loa-Mecsy

Koncynbramuio crnenuasiucra mo padore ¢ Ha-
0OpPOM MOKHO MOJIYIUTH I10 TeJL.: (383) 363-35-56.
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AKUMOHEPHOE OBLLIECTBO
«BEKTOP-BECT»

MexayHapogHbii ceptudmkat ISO 13485

Haw aagpec: 630117, HoBocnbupck-117, a/s 492
Ten./dakc: (383) 227-73-60 (MHOrokaHasnbHbIN)
Ten.: (383) 332-37-10, 332-37-58, 332-36-34,
332-67-49, 332-67-52
E-mail: vbmarket@vector-best.ru
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Clauss Fibrinogen 50
Instructions for use

INTENDED USE

For the quantitative determination of fibrinogen, based on the Clauss method, in human citrated plasma
on Helena Biosciences Europe AC-4, C-1, C-2, C-4 Coagulation Systems.

Clauss _Fibrinogen 50 is intended for the quantitative determination of fibrinogen in human plasma.
Clauss' developed a simple method for the quantitative determination of fibrinogen by measuring the
clotting time of dilute plasma after the addition of Thrombin (=30 NIH units/mL). This clot time is
proportional to the fibrinogen concentration. Levels of fibrinogen can increase as a result of inflammation,
pregnancy or oral contraceptive use®. Decreased levels can be found in certain states such as liver
disease and DIC. Congenital deficiencies include afibrinogenaemia (no detectable fibrinogen),
hypofibrinogenaemia (<1 mg/mL) and dysfibrinogenaemia (abnormal fibrinogen molecule).

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only - DO NOT INGEST. Wear gloves
when handling all kit components. Refer to the product safety data sheets for risk and safety phrases and
disposal information. Plasma products have been screened and found negative (unless otherwise stated
on the kit box or vial) for the presence of Hepatitis B Antigen (HbsAg) HIV 1 and 2 antibody and HCV
antibody; however they should be handled with the same precautions as a human plasma sample.

COMPOSITION
Component  Content

Description Preparation

Thrombin: 5 x 4 mL (REF 5556) Contains approximately ~ Reconstitute each vial with:
50 NIH/mL 5 x 2 mL (REF 5556H) 200 (REF 5556) / 100 4 mL (REF 5556)
(REF 5556H) units 2 mL (REF 5556H)
bovine thrombin with of purified water. Take care
stabilisers. when pipetting to avoid
contamination. Swirl gently and
allow to stand for 15 minutes.
Mix well immediatley before
use. Do not shake.
Fibrinogen 2 x 1 mL (REF 5556) Contains 1 mL of Reconstitute each vial with
Calibrator 1 x 1 mL (REF 5556H) lyophilised normal exactly 1 mL of purified water.
human plasma assayed  Swirl gently and allow to stand
for fibrinogen levels. for 10 minutes. Mix gently
before use. Do not shake.
Owren's 2 x 25 mL (REF 5556) Contains 25 mL of The buffer is ready for use as
Buffer 1 x 25 mL (REF 5556H) buffer which contains packaged.

barbital and sodium
chloride and sodium
azide as preservative.

Each kit contains instructions for use.
Each kit contains lot specific reference values insert.

ITEMS REQUIRED BUT NOT PROVIDED

Refer to the Instrument Operator Manual and/or application note for appropriate instructions. The
reagents contained in this kit are also available as separate items:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

STORAGE AND STABILITY
Unopened vials are stable until the given expiry date when stored under conditions indicated on the vial
or kit label.

Thrombin: 50 NIH/mL  Once reconstituted, the reagent is stable for 8 hours at *15 -*30°C, 1 week at
*2 -*8°C or 1 month at -20°C.
Fibrinogen Calibrator ~ Once reconstituted, the reagent is stable for 4 hours at 2 —*8°C.

Owren’s Buffer Store at *2 —8°C once opened.

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should be collected into 3.2% or
3.8% sodium citrate anticoagulant (1 part). Separate plasma after centrifugation at 1500 x g for
15 minutes. Plasma should be kept at *2 —*8°C or *18 —*24°C. Testing should be completed within
4 hours of sample collection, or plasma can be stored frozen at -20°C for 2 weeks or -70°C for 6 months.
Thaw quickly at *37°C prior to testing. Do not keep at *37°C for more than 5 minutes®.

PROCEDURE

Refer to the appropriate instrument Operator Manual for detailed instructions or contact Helena
Biosciences Europe for instrument specific application guides.

INTERPRETATION OF RESULTS
Expected values for fibrinogen in healthy adults are 150-350 mg/dL (1.5-3.5 g/L)"‘S.
LIMITATIONS

Heparin levels >0.6 units/mL and fibrinolytic degredation products >100 mg/mL may cause falsely low
fibrinogen quantitation. If values fall outside the standard curve values for the patient samples, re-assay
using an appropriate dilution to bring values into the standard range.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should
be tested prior to each batch of patient samples, to ensure satisfactory instrument and operator
performance. If controls do not perform as expected, patient results should be considered invalid. Helena
Biosciences Europe supply the following controls available for use with this product:

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA
REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in use. For
this reason each laboratory should establish its own normal range.

PERFORMANCE CHARACTERISTICS

Helena Biosciences Europe or their representatives have determined the following performance
characteristics as a guideline. Each laboratory should establish its own performance data. The Clauss
Fibrinogen assay is designed to give a linear calibration from 1.5 - 6.5 g/L.

Reproducibility

Intra-assay precision Inter-assay precision

Fibrinogen (g/L) n CV (%) Fibrinogen (g/L) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
REFERENCES

1. Clauss A (1957) Gerinnungsphysiologische Schnell-methode zur bestimmung des Fibrinogens,
Acta Haematol, 17:237-246

2. Shaw TS (1977) Assays for Fibrinogen and its Derivatives CRC, Crit. Rev. Clin. Lab. Sci,
8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays:
Approved Guideline, 5th edn. CLSI: H21-A5

4. Scully RE et al. (1980) Normal Reference Laboratory Values, New England Journal Medcine,
302(37):37-48.

5. Okuno T, Selenko V (1972) Plasma fibrinogen determination by automated thrombin time,
American Journal of Medical Technology, 38(6):196-201

Clauss Fibrinogen 50
Fiche technique

UTILISATION

Sert & la détermination quantitative du fibrinogene, selon la méthode de Clauss, dans le plasma humain
citraté avec les analyseurs de coagulation Helena Biosciences Europe AC-4, C-1, C-2, C-4.

Le kit de Fibrinogéne Clauss 50 est utilisé pour la détermination quantitative du fibrinogéne dans le
plasma humain. Clauss' a développé une méthode simple de détermination quantitative du fibrinogéne
en mesurant le temps de coagulation de plasma dilué aprés I'ajout de Thrombin (>30 unités NIH/mL). Ce
temps de coagulation est proportionnel & la concentration en fibrinogéne. Le taux de fibrinogéne peut
augmenter en raison d’une inflammation, d’une grossesse ou de la prise de contraceptifs oraux”. Des
taux diminués sont trouvés dans certaines pathologies comme une maladie du foie ou une CIVD.
L’afibrinogénémie (pas de fibrinogéne détectable), Ihypofibrinogénémie (<1 mg/mL) et la
dysfibrinogénémie (molécule de fibrinogéne anormale) sont des anomalies congénitales.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit sont & usage diagnostic in vitro uniquement - NE PAS INGERER. Porter des gants
pour la manipulation de tous les composants. Se reporter aux fiches de sécurité des composants du kit
pour la manipulation et I'élimination. Un dépistage des produits & base de plasma a été réalisé et a donné
un résultat négatif (sauf indication contraire sur la boite du kit ou sur le flacon) pour les antigénes de
I'hépatite B (AgHBSs), les anticorps anti VIH 1 et 2 et les anticorps anti VHC; il est malgré tout nécessaire
de les manipuler avec les mémes précautions que pour les échantillons de plasma humain.

Clauss Fibrinogen 50
Anleitung

ANWENDUNGSBEREICH

Fur die quantitative Bestimmung von Fibrinogen nach der Methode nach Clauss im menschlichen
Citratplasma auf den Helena Biosciences Europe AC-4, C-1, C-2, C-4 -Gerinnungssystemen.

Das Clauss Fibrinogen 50 dient der quantitativen Bestimmung von Fibrinogen im Humanplasma. Clauss'
entwickelte zur quantitativen Bestimmung von Fibrinogen eine einfache Methode, bei der die
Gerinnungszeit von verdinntem Plasma nach Zugabe von Thrombin gemessen wird
(>30 NIH Einheiten/mL). Diese Gerinnungszeit ist der Fibrinogen-Konzentration direkt proportional. Das
Fibrinogen kann durch Entziindung, Schwangerschaft oder Einnahme von oralen Verhiitungsmitteln
erhht sein®. Vermindert wird es durch Lebererkrankung und Verbrauchskoagulopathie. Angeborene
Mangelzustande  sind  insbesondere  Afibrinogendmie  (kein  nachweisbares  Fibrinogen),
Hypofibrinogenamie (<1 mg/mL) und Dysfibrinogenémie (abnormales Fibrinogenmolekdil).

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die Reagenzien dieses Kits sind nur zur in vitro Diagnostik bestimmt - NICHT EINNEHMEN. Beim
Umgang mit den Kit-Komponenten ist das Tragen von Handschuhen erforderlich. Siehe die
Sicherheitsdatenblatter mit Gefahrenhinweisen und Sicherheitsvorschldgen sowie Informationen zur
Entsorgung. Die Plasmaprodukte sind mit negativem Befund auf Hepatitis B Antigen (HBsAg), HIV-1 und
HIV-2 Antikérper und HCV-Antikérper getestet worden (wenn nicht auf Kit-Verpackung oder Flaschchen
anders bezeichnet). Sie sollten trotzdem mit derselben Vorsicht wie humane Plasmaproben behandelt
werden.

INHALT

COMPOSITION
Composant Contient Description Préparation
Thrombin: 5 x 4 mL (REF 5556) Chagque flacon contient Reconstituer chaque flacon
50 NIH/mL 5x2mL (REF 5556H)  environ 200 (REF 5556) /  avec:
100 (REF 5556H) unités 4 mL (REF 5556)
de Thrombin bovine 2 mL (REF 5556H)
additionnée de d'eau distillée. Faire attention
stabilisateurs. lors du pipetage pour éviter
toute contamination. Remuer
doucement et laisser reposer
15 minutes. Bien mélanger
juste avant utilisation. Ne pas
agiter.
Fibrinogen 2 x 1 mL (REF 5556) Chaque flacon contient Reconstituer chaque flacon
Calibrator 1 x 1 mL (REF 5556H) 1 mL de plasma humain avec exactement 1,0 mL
normal lyophilisé dosé d’eau distillée. Remuer
pour les taux de doucement et laisser reposer
fibrinogéne. 10 minutes. Mélanger
doucement avant utilisation.
Ne pas agiter.
Owren's 2 x 25 mL (REF 5556) Chagque flacon contient Le tampon est prét a I'emploi.
Buffer 1x 25 mL (REF 5556H) 25 mL de tampon

Komponente Inhalt

Beschreibung

Vorbereitung

Thrombin: 5 x 4 mL (REF 5556) Jedes Flaschchen enthalt Jedes Flaschchen mit:
50 NIH/mL 5x2mL (REF 5556H)  ca. 200 (REF 5556) / 100 4 mL (REF 5556)
(REF 5556H) Einheiten 2 mL (REF 5556H)
Rinder-Thrombin mit destilliertes Wasser.
Stabilisatoren. Kontamination beim
Pipettieren vermeiden.
Leicht schwenken und
15 Minuten stehen lassen.
Vor Gebrauch gut
mischen. Nicht schitteln.
Fibrinogen 2 x 1 mL (REF 5556) Jedes Flaschchen enthalt Jedes Flaschchen mit
Calibrator 1 x 1 mL (REF 5556H) 1 mL lyophilisiertes genau 1,0 mL destilliertem
normales Humanplasma mit ~ Wasser rekonstituieren.
bekanntem Fibrinogen- Leicht schwenken und
Gehal. 10 minuten stehen lassen.
Vor Gebrauch leicht
mischen. Nicht schiitteln.
Owren's 2 x 25 mL (REF 5556) Jede Flasche enthélt 25 mL  Der Puffer ist
Buffer 1x 25 mL (REF 5556H) Puffer aus Barbital- und gebrauchsfertig verpackt.

contenant du barbital et
du chlorure de sodium
additionné d’azide de
sodium comme
conservateur.

Chaque kit contient une fiche technique.

Chaque kit contient valeurs de référence spécifiques du lot.

MATERIELS NECESSAIRES NON FOURNIS

Se référer au manuel d'utilisation de I'instrument et/ou aux notes d’application pour avoir des instructions
appropriées. Les réactifs du kit sont aussi disponibles séparément:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

CONSERVATION ET STABILITE

Les flacons non ouverts sont stables jusqu’a la date de péremption indiquée s'ils sont conservés dans les
conditions indiquées sur I'étiquette du kit ou du flacon.

Thrombin: 50 NIH/mL  Une fois reconstitué, le réactif est stable 8 heures a température ambiante,
1 semaine entre *2 —=*8°C ou 1 mois & -20°C.

Fibrinogen Calibrator ~ Une fois reconstitué, le réactif est stable 4 heures entre *2 —=*8°C.

Owren’s Buffer Conserver entre *2—*8°C une fois ouvert.

PRELEVEMENTS DES ECHANTILLONS

Utiliser tout au long du prélévement du plastique ou du verre siliconé. Mélanger 9 volumes de sang et 1
volume de citrate de sodium a 3,2% ou 3,8%. Séparer le plasma aprés centrifugation & 1500 x g pendant
15 minutes. Conserver le plasma entre *2 —*8°C ou *18 —*24°C. L’analyse doit étre terminée dans les
4 heures suivant le prélevement de I'échantillon; sinon, il est possible de congeler le plasma 2 semaines
4 -20°C ou 6 mois & -70°C. Décongeler rapidement & *37°C avant de réaliser I'analyse. Ne pas laisser a
*37°C plus de 5 minutes®.

PROCEDURE

Consulter le manuel d'utilisation de linstrument approprié pour obtenir des instructions détaillées ou
contacter Helena Biosciences Europe pour obtenir des notes d'application spécifiques a l'instrument.

INTERPRETATION DES RESULTATS
Le taux prévu de fibrinogéne chez un adulte sain est de 150-350 mg/dL (1,5-3,5 g/L)4’5.
LIMITES

Des taux d’héparine >0,6 unités/mL et de produits de dégradation fibrinolytique >100 mg/mL peuvent
donner une quantification du fibrinogéne erronément basse. Si les valeurs de I'échantillon patient se
situent hors des valeurs de la courbe d’étalonnage, réaliser & nouveau I'analyse en utilisant la dilution
appropriée pour les amener dans la plage de I'étalon.

CONTROLE QUALITE

Chaque laboratoire doit établir un programme de contréle qualité. Les plasmas de contrdle, normaux et
anormaux, doivent étre testés avant chaque lot d’échantillons patients afin de s’assurer que l'instrument
et l'opérateur offrent des performances satisfaisantes. Si les contréles ne donnent pas les résultats
prévus, les résultats du patient doivent étre considérés comme non valables. Helena Biosciences Europe
distribue les controles suivants a utiliser avec ce produit:

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d’un laboratoire a I'autre suivant les techniques et les systemes
utilisés. C’est pour cette raison qu’il appartient & chaque laboratoire de déterminer sa propre plage
normale.

PERFORMANCES

Helena Biosciences Europe ou ses représentants ont déterminé & fitre indicatif les performances
suivantes. Chaque laboratoire doit établir ses propres données de performance. Le dosage du
fibrinogene est congu pour donner un étalonnage linéaire sur la plage 1,5 - 6,5 g/L.

Reproductibilité

Précision intra-série Précision inter-séries

Fibrinogéne (g/L) n CV (%) Fibrinogéne (g/L) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
REFERENCES

1. Clauss A (1957) Gerinnungsphysiologische Schnell-methode zur bestimmung des Fibrinogens,
Acta Haematol, 17:237-246

2. Shaw TS (1977) Assays for Fibrinogen and its Derivatives CRC, Crit. Rev. Clin. Lab. Sci,
8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays:
Approved Guideline, 5th edn. CLSI: H21-A5

4. Scully RE et al. (1980) Normal Reference Laboratory Values, New England Journal Medcine,
302(37):37-48.

5. Okuno T, Selenko V (1972) Plasma fibrinogen determination by automated thrombin time,
American Journal of Medical Technology, 38(6):196-201

Natriumchlorid mit
Natriumazid als
Konservierungsmittel.
Jedes Kit enthélt eine Gebrauchsanweisung.
Jedes Kit enthé&lt chargenspezifischen Referenzwerten.

NICHT MITGELIEFERTES, ABER BENOTIGTES MATERIAL

Zur Bedienung siehe Bedienungsanleitung des Gerats und/oder Anwenderhinweise. Die Reagenzien
dieses Kits sind auch einzeln erhéltlich:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

LAGERUNG UND HALTBARKEIT

Ungedffnete Flaschchen sind unter den auf Verpackung oder Flaschchen angegebenen
Lagerbedingungen bis zum aufgedruckten Verfallsdatum stabil.

Thrombin: Nach Rekonstitution ist das Reagenz 8 Stunden bei Raumtemperatur, 1 Woche bei
50 NIH/mL *2 —*8°C stabil oder 1 monate bei -20°C stabil.

Fibrinogen Rekonstituiert ist das Reagenz bei einer Temperatur von *2 —*8°C fiir 4 Stunden
Calibrator stabil.

Owren's Buffer Nach dem Offnen bei *2 —*8°C lagern.

PROBENENTNAHME UND VORBEREITUNG

Nur Plastik oder Silikonglas verwenden. Blut (9 Teile) sollte in 3,2% oder 3,8% Natriumcitrat als
Antikoagulanz (1 Teil) entnommen werden. 15 Minuten bei 1500 g zentrifugieren und Plasma
abpipettieren. Plasma bei *2 —*8 °C oder *18 —*24°C lagem. Plasma sollte innerhalb von 4 Stunden
verarbeitet oder tief gefroren bei -20°C fiir 2 Wochen oder -70°C fur 6 Monat gelagert werden. Vor dem
Testen schnell bei *37°C auftauen. Nicht langer als 5 Minuten bei *37°C belassen®.

VERFAHREN

Siehe die Bedienungsanleitung des entsprechenden Geréts fir genaue Anweisungen oder wenden Sie
sich an Helena Biosciences Europe flir spezielle anwendungstechnische Hinweise.

AUSWERTUNG DER ERGEBNISSE
Fibrinogen-Normalwerte bei gesunden Erwachsenen sind 150-350 mg/dL (1,5-3,5 g/L)4‘5.
EINSCHRANKUNGEN

Heparinwerte >0,6 Einheiten/mL und Fibrinolyse-Abbauprodukte >100 mg/mL kénnen falsch niedrige
Fibrinogen-Mengen ergeben. Liegen bei Patientenproben die Werte auBerhalb der Standardkurve, die
Proben erneut mit verdinntem Plasma testen, um die Werte in den Bereich der Standardkurve zu
bringen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitatskontrolle sorgen. Vor jeder Testreihe mit Patientenproben
mussen normale und pathologische Kontrollplasmen getestet werden, um eine zufrieden stellende
Gerateleistung und Bedienung zu gewahrleisten. Liegen die Kontrollen auBerhalb des Normbereichs,
sind die Patientenergebnisse nicht zu verwenden. In Verbindung mit diesem Produkt bietet Helena
Biosciences Europe die folgenden Kontrollen an:

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA
REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich
sein. Aus diesem Grund sollte jedes Labor seinen eigenen Normalwertbereich erstellen.

LEISTUNGSEIGENSCHAFTEN

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder in ihrem Auftrag als
Richtlinien ermittelt: Jede Labor muss seine eigenen Werte ermittein.
Der Fibrinogen-Test ist so konzipiert, dass sich eine lineare Kalibration von 1,5 — 6,5 g/L ergibt.

Reproduzierbarkeit

Intra-assay-Prazision Inter-assay-Prazision

Fibrinogen (g/L) n CV (%) Fibrinogen (g/L) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
REFERENZEN

1. Clauss A (1957) Gerinnungsphysiologische Schnell-methode zur bestimmung des Fibrinogens,
Acta Haematol, 17:237-246

2. Shaw TS (1977) Assays for Fibrinogen and its Derivatives CRC, Crit. Rev. Clin. Lab. Sci,
8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays:
Approved Guideline, 5th edn. CLSI: H21-A5

4. Scully RE et al. (1980) Normal Reference Laboratory Values, New England Journal Medcine,
302(37):37-48.

5. Okuno T, Selenko V (1972) Plasma fibrinogen determination by automated thrombin time,
American Journal of Medical Technology, 38(6):196-201



Clauss Fibrinogen 50 It
Istruzioni per I'uso

USO PREVISTO

Determinazione quantitativa del fibrinogeno secondo il metodo di Clauss presente nel plasma citrato
umano su sistemi di coagulazione Helena Biosciences Europe AC-4, C-1, C-2, C-4.

Il kit di Fibrinogeno Clauss 50 & stato formulato per la determinazione quantitativa del fibrinogeno in
plasma umano. Clauss' ha messo a punto un semplice metodo per la determinazione quantitativa del
fibrinogeno misurando il tempo di coagulazione del plasma diluito in seguito all’aggiunta di Thrombin
(>30 NIH unita/mL). Questo tempo di coagulazione & proporzionale alla concentrazione di fibrinogeno. |
livelli di fibrinogeno possono aumentare in seguito ad infiammazione, gravidanza o impiego di
contraccettivi orali®. Livelli ridotti di fibrinogeno sono riscontrabili in alcuni stati, come ad esempio le
patologie epatiche e la DIC. Tra le carenze congenite rientrano I'afibrinogenemia (assenza di fibrinogeno
rilevabile), I'ipofibrinogenemia (<1 mg/mL) e la disfibrinogenemia (molecola di fibrinogeno anomala).

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE.
Indossare guanti protettivi durante I'uso dei componenti del kit. Fare riferimento alle istruzioni del prodotto
per avvertenze su rischi e sicurezza ed informazioni sullo smaltimento dei componenti. | prodotti
plasmatici sono stati esaminati dando esito negativo (salvo diversamente indicato sulla confezione del kit
o sul flacone) relativamente alla presenza dell’antigene dell’epatite B (HbsAg), dell'anticorpo anti-HIV 1 e
2 e dell’anticorpo anti-HCV; questi prodotti devono tuttavia essere manipolati con le stesse misure
precauzionali adottate per un campione di plasma umano.

COMPOSIZIONE
Descrizione

Componente  Contiene Preparazione

Thrombin: 5 x 4 mL (REF 5556) Ogpni flacone contiene Ricostituire ogni flacone
50 NIH/mL 5 x 2 mL (REF 5556H) approssimativamente 200 con:
(REF 5556) / 100 (REF 4 mL (REF 5556)
5556H) unita di Thrombin 2 mL (REF 5556H)
bovina con stabilizzatori. di acqua distillate. Durante
il pipettaggio, prestare
attenzione ad evitare la
contaminazione. Agitare
delicatamente e lasciare
riposare per 15 minuti.
Miscelare bene
immediatamente prima
dell'uso. Non scuotere.
Fibrinogen 2 x 1 mL (REF 5556) Ogni flacone contiene 1 mL  Ricostituire ogni flacone

Calibrator 1 x 1 mL (REF 5556H) di plasma umano normale con esattamente 1,0 mL di
liofilizzato dosato per i acqua distillata. Agitare
livelli di fibrinogeno. delicatamente e lasciare

riposare per 10 minuti.
Miscelare delicatamente
prima dell'uso. Non
scuotere.

Il tampone & pronto all’'uso
cosi come viene fornito.

Owren's 2 x 25 mL (REF 5556) Ogni flacone contiene

Buffer 1 x 25 mL (REF 5556H) 25 mL di tampone
contenente barbital e sodio
cloruro con sodio azide
come conservante.

Ogni kit contiene un Istruzioni per I'uso.

Ogni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

Fare riferimento al manuale utente dello strumento e/o alla nota applicativa per conoscere le istruzioni
specifiche. Ireagenti contenuti in questo kit sono disponibili anche come materiale separato:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

CONSERVAZIONE E STABILITA

1 flaconi non aperti sono stabili fino alla data di scadenza indicata se conservati nelle condizioni riportate
sul flacone o sull'etichetta del kit.

Thrombin: 50 NIH/mL  Dopo la ricostituzione, il reagente & stabile per 8 ore a temperatura ambiente,
1 settimana a *2 —*8°C o per 1 mesi a -20°C.

Fibrinogen Calibrator ~ Dopo la ricostituzione, il reagente & stabile per 4 ore a *2 —*8°C.

Owren's Buffer Una volta aperto, conservare a *2 -*8°C.

RACCOLTA DEI CAMPIONI E PREPARAZIONE

Nel corso dell'intera procedura & necessario utilizzare plastica o vetro siliconizzato. Il sangue (9 parti)
deve essere raccolto in sodio citrato al 3,2% o al 3,8% come anticoagulante (1 parte). Separare il plasma
in seguito a centrifugazione a 1500 x g per 15 minuti. Il plasma deve essere conservato a "2 —*8°C o
*18 —*24°C. | test devono essere completati entro 4 ore dalla raccolta dei campioni; in alternativa, il
plasma puo essere conservato congelato a -20°C per 2 settimane o a -70°C per 6 mese. Decongelare
rapidamente a *37°C prima di eseguire i test. Non conservare a *37°C per oltre 5 minuti®.

PROCEDURA

Fare riferimento al manuale utente dello strumento appropriato per istruzioni dettagliate oppure contattare
Helena Biosciences Europe per le note applicative specifiche dello strumento.

INTERPRETAZIONE DEI RISULTATI
Nei soggetti adulti sani i valori previsti per il fibrinogeno sono di 150-350 mg/dL (1,5-3,5 g/L)“'S.
LIMITAZIONI

I livelli di eparina >0,6 unita/mL e i prodotti fibrinolitici di degradazione >100 mg/mL possono causare una
quantificazione del fibrinogeno falsamente bassa. Se i valori fuoriescono dai valori della curva standard
per i campioni dei pazienti, ripetere il dosaggio utilizzando una diluizione appropriata per portare i valori
all'interno del range standard.

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali
devono essere testati prima di ogni lotto di campioni di pazienti, per garantire un livello prestazionale
soddisfacente sia per quanto riguarda lo strumento che per l'operatore. Qualora i controlli non
funzionassero come previsto, i risultati relativi ai pazienti dovranno essere considerati non validi. Helena
Biosciences Europe mette a disposizione i seguenti controlli utilizzabili con questo prodotto:

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

VALORI DI RIFERIMENTO

| valori di riferimento possono variare da un laboratorio all’altro in funzione delle tecniche e dei sistemi in
uso. Per tale motivo ciascun laboratorio dovra elaborare un proprio range normale.

CARATTERISTICHE PRESTAZIONALI

Le caratteristiche prestazionali sotto riportate sono state determinate da Helena Biosciences Europe o
dai propri rappresentanti a titolo di linee guida. Ciascun laboratorio dovra pertanto elaborare i propri dati

prestazionali. Il dosaggio del fibrinogeno & stato studiato per fornire calibrazione lineare compresa tra
1,5-6,5 g/L.

Riproducibilita

Precisione intra-dosaggio Precisione tra i dosaggi

Fibrinogeno (g/L) n CV (%) Fibrinogeno (g/L) n CV (%)

1.24 5 4.88 1.02 10 6.17

3.01 5 3.58 3.62 10 3.75
RIFERIMENTI

1. Clauss A (1957) Gerinnungsphysiologische Schnell-methode zur bestimmung des Fibrinogens,
Acta Haematol, 17:237-246

2. Shaw TS (1977) Assays for Fibrinogen and its Derivatives CRC, Crit. Rev. Clin. Lab. Sci,
8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays:
Approved Guideline, 5th edn. CLSI: H21-A5

4. Scully RE et al. (1980) Normal Reference Laboratory Values, New England Journal Medcine,
302(37):37-48.

5. Okuno T, Selenko V (1972) Plasma fibrinogen determination by automated thrombin time,
American Journal of Medical Technology, 38(6):196-201

Clauss Fibrinogen 50 es
Instrucciones de uso

USO PREVISTO

La determinacién cuantitativa de fibrinégeno basada en el método Clauss del plasma humano citrado en
sistemas de coagulacion Helena Biosciences Europe AC-4, C-1, C-2, C-4.

El Kit de Fibrindgeno de Clauss 50 esta previsto para la determinacion cuantitativa del fibrinbgeno en el
plasma humano. Clauss' desarrolld un método simple para la determinacion cuantitativa de fibrinbgeno
midiendo el tiempo de coagulacion del plasma diluido después de la adicion de Thrombin
(>30 unidades NIH/mL). Este tiempo de coagulacién es proporcional a la concentracion de fibrindgeno.
Los niveles de fibrinc’:gzeno pueden aumentar como consecuencia de inflamacién, embarazo o uso de
anticonceptivos orales®. Pueden encontrarse niveles disminuidos en determinados estados como la
hepatopatia y la CID. Entre las deficiencias congénitas estan la afibrinogenemia (sin fibrindbgeno
detectable), la hipofibrinogenemia (<1 mg/mL) y la disfibrinogenemia (molécula de fibrinégeno anormal).

ADVERTENCIAS Y PRECAUCIONES

Los reactivos contenidos en este kit son solo para uso diagnéstico — NO SE DEBEN INGERIR. Usar
guantes para manejar todos los componentes del kit. Consultar la hoja con los datos de seguridad del
producto acerca de los riesgos, avisos de seguridad y consejos para su eliminacién. Los productos
plasmaticos se han sometido a pruebas y han resultado negativos (a menos que se indique otra cosa en
la caja del kit o en el vial) para la presencia de antigeno de la hepatitis B (HbsAg), anticuerpos de VIH 1y
2y anticuerpo del VHC; sin embargo, deben manipularse con las mismas precauciones que una muestra
de plasma humano.

COMPOSICION

Componente  Contiene Descripcion

Thrombin: 5 x 4 mL (REF 5556) Cada vial contiene

50 NIH/mL 5 x 2 mL (REF 5556H) aproximadamente 200
(REF 5556) / 100 (REF
5556H) unidades de
trombina bovina con
estabilizadores.

Preparacion

Reconstituya cada vial con:
4 mL (REF 5556)

2 mL (REF 5556H)

de agua purificada. Tener
cuidado al pipetear para
evitar la contaminacion.
Agitar suavemente y permitir
que repose durante

15 minutos. Mezclar bien
inmediatamente antes de
usar. No agitar.

Fibrinogen 2x 1 mL (REF 5556) Cada vial contiene 1,0 mL  Reconstituir cada vial con
Calibrator 1x 1 mL (REF 5556H)  de plasma humano exactamente 1,0 mL de agua
normal liofilizado destilada. Agitar suavemente
estudiado en cuanto a y permitir que repose
niveles de fibrinégeno. durante 10 minutos. Mezclar
suavemente antes de su
uso. No agitar.

El tamp6n viene envasado
listo para usar.

Owren's 2 x 25 mL (REF 5556) Cada frasco contiene

Buffer 1x 25 mL (REF 5556H) 25 mL de tamp6n con
barbital y cloruro sédico
con azida sédica como
conservante.

Cada kit contiene instrucciones de uso.

Cada kit contiene valores de referencia especificos insertados del lote.

ARTICULOS NECESARIOS NO SUMINISTRADOS

Consultese el Manual del Operador del Instrumento y/o la nota de aplicacion para instrucciones
adecuadas. Los reactivos contenidos en este kit estan también disponibles como articulos separados:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

ALMACENAJE Y ESTABILIDAD

Los viales no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las
condiciones indicadas en el vial o en la etiqueta del kit.

Thrombin: El reactivo reconstituido permanece estable durante 8 horas a temperatura

50 NIH/mL ambiente, 1 semana a *2 —*8°C 0 1 meses a -20°C.

Fibrinogen Una vez reconstituido, el reactivo permanece estable durante 4 horas a *2 —*8°C.
Calibrator

Owren's Buffer Conservar a *2 —*8°C una vez abierto.

RECOGIDA Y PREPARACION DE MUESTRAS

Debe usarse siempre plastico o vidrio siliconizado. Debe recogerse sangre (9 partes) en el
anticoagulante citrato sodico al 3,2% o al 3,8% (1 parte). Separar el plasma después de la centrifugacion
a 1500 x g durante 15 minutos. El plasma debe conservarse a *2 —*8°C o *18 —*24°C. Las pruebas
deberian terminarse en 4 horas desde la recogida de las muestras o el plasma puede conservarse
congelado a -20°C durante 2 semanas o 70°C durante 6 mes. Descongelar rapidamente a *37°C antes
de realizar la prueba. No conservar a *37°C durante méas de 5 minutos®.

PROCEDIMIENTO

Consulte el manual del usuario del instrumento adecuado para instrucciones detalladas o péngase en
contacto con Helena Biosciences Europe para notas de aplicacién especificas del instrumento.

INTERPRETACION DE RESULTADOS
Los valores esperados para el fibrinégeno en adultos sanos son de 150-350 mg/dL (1,5-3,5 g/L)A’s.
LIMITACIONES

Los niveles de heparina >0,6 unidades/mL y los productos de degradacion fibrinoliticos >100 mg/mL
pueden producir una cuantificacion falsamente baja del fibrinégeno. Si los valores caen fuera de los
valores de la curva estandar para las muestras de pacientes, vuelva a realizar la valoracién usando una
dilucién adecuada para llevar los valores al intervalo estandar.

CONTROL DE CALIDAD

Cada laboratorio debe establecer un programa de control de calidad. Los controles normales y
anormales deben estudiarse antes de cada lote de muestras del paciente, para asegurar un
funcionamiento adecuado del instrumento y el operador. Si los controles no se realizan como se
esperaba, los resultados del paciente deben considerarse invalidos. Helena Biosciences Europe
suministra los siguientes controles disponibles para usar con este producto:

REF 5301 Speciality Assay Control N
REF 5302 Speciality Assay Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas
usados. Por esta razon, cada laboratorio debe establecer su propio intervalo normal.
CARACTERISTICAS FUNCIONALES

Helena Biosciences Europeo sus representantes han determinado las siguientes caracteristicas de
rendimiento como directriz. Cada laboratorio debe establecer sus propios datos de rendimiento. La
valoracién del fibrinégeno esté disefiada para dar una calibracion lineal de 1,5 a 6,5 g/L.

Reproducibilidad

Precision intra-ensayo Precision inter-ensayo

Fibrinégeno (g/L) n CV (%) Fibrinégeno (g/L) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
REFERENCIAS

1. Clauss A (1957) Gerinnungsphysiologische Schnell-methode zur bestimmung des Fibrinogens,
Acta Haematol, 17:237-246

2. Shaw TS (1977) Assays for Fibrinogen and its Derivatives CRC, Crit. Rev. Clin. Lab. Sci,
8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays:
Approved Guideline, 5th edn. CLSI: H21-A5

4. Scully RE et al. (1980) Normal Reference Laboratory Values, New England Journal Medcine,
302(37):37-48.

5. Okuno T, Selenko V (1972) Plasma fibrinogen determination by automated thrombin time,
American Journal of Medical Technology, 38(6):196-201

TecTt-cuctema "OnpepneneHue pubpuHoreHa meToaom
Knaycca 50" ru
MHCTPYKLMA

NPUMEHEHUE

TecT-cuctema "Onpepnenexve coubpuHoreHa metoaom Knaycca 50" npeaHasHaveHa AnA NpoBeAeHWA
KONMYECTBEHHOTO  onpefeneHuA cubpuHoreHa no Knayccy B nnasme KpoBM YerioBeka Ha
KoarynomeTpax npou3soacTea komnauum Xenexa C-1/2/4/AC-4.

Tect-cuctema "Onpepnenenve cubpuHoreHa metogom Knaycca 50" npeaHasHaveHa AnA NpoBeAeHWA
KONMYECTBEHHOTO onpefeneHuA  ubpuHoreHa no Knayccy B nnasve KpoBM 4enoBeka Ha
KoaryriomeTpax. MeToa Knaycca' — MpocToil METOA KONMYECTBEHHOrO OnpedeneHnA (uGpUHOreHa,
OCHOBaHHbIA Ha M3MepeHWW BpeMeHn obpasoBaHWA crycTka. MeToa npoBoauTCcA B pas3BefeHHOW
nnasme nocne pAo6asneHvA TPoM6GuHOBOro peareHta (> 30 ME/mn). BpemAa obpasoBaHvA crycTka
MPONOPLMOHANBHO KOHLEHTPaLWM (PUBPUHOreHa. YpoBeHb (PMEPUHOrEHa MOXET yBENMYMBATLCA MPK
BOCMaNeHM, GEPEMEHHOCTI WM MPU MpUemMe MepopanbHbIX KOHTpauenTueos®. Huskiue 3HaueHua
MoryT HabnioaatbCA npu 3abonesaHnAx nedeHn u [BC. U3ameHeHue coaepxanua dubpuHoreHa B
nnasme rnoMoraeT AWarHOCTUKE BPOXAEHHbIX Ae(ULMTHBIX COCTOAHWIA, BKMOYaA athubpuHOreHeMmio
(nonHoe oTcyTCTBME (PUOPUHOrEHa), rUNOPUEPUHOrEHEMMIO (KOHLEHTpaumA hubpuHoreHa MeHee
1 Mr/Mn) n aucchmbprHoreHemMutio (CTPYKTYPHbIE HapylleHnA B Monekye hmbpuHoreHa).

NPEAYNPEXAEHWA N MPEAOCTOPOXXHOCTU

PeakTuBbI, coaepxalmeca B Habope, NpeaHasHaveHbl TONbKo ANA in-vitro pnarHoctvku. Mpu paboTte ¢
No6bIM M3 KOMMOHEHTOB Habopa NPUMEHATE COOTBETCTBYIOLLYIO 3aLMTHYIO OfleX Ay (0fHOPa3oBble
Pe3NHOBbIE UMM NNAcTUKoOBble nepyaTku U T.4.). O3HAKOMbTECH C WHCTPYKUMEn Mo Mepam
NpPefoCTOPOXHOCTU. TECTUPOBAHWE KOHTPOSbHOM NNa3Mbl (NMMGO peareHTa) Ha cofepXaHue aHTureHa
Bupyca renatuta B (HBsAg), aHtuten k HIV | v Il aHtuten u HCV gano oTpuuatenbHblii pesynsTtaT (3a
VCKIIIOYEHNEM, €CNIU MOCNEIHEE He yKasaHo Ha ynakoBke Unn (briakoHe), TeM He MeHee, Mpu paboTe ¢
Hel/HUM cneayeT cobnoaaTh TaKylo Xe OCTOPOXHOCTb, Kak 1 npu paboTte ¢ o6pasLiamm nnasmbl KposK
Yenoseka.

COCTAB PEATEHTOB

KomnoHeHTbl  CocTaB HaGopa Onucanune MpuroTtoBnexue
peareHToB
Tpom6uHOBbI 5 x 4 mn (KaT. Ne 5556) coaepxuT 200 eanHUL BHecTun BO chnakoH:

PearenT: 50 5 x 2 mn (Kat. Ne 5556H) (Kart. Ne 5556) /

ME/mn 100 epuHuy (KaT. Ne
5556H) 6biubero
TpombuHa co
cTabunusatopamu.

4.0 mn (Kat. Ne 5556) unm
2.0 mn (Kat. Ne 5556H)
[LVCTUNNMPOBAHHON
(AeVoHU3NpoBaHHOW
80/bl). OCTOPOXHO
nepewvelLaTh 1 0OCTaBUTb
Npy KOMHaTHOW
Temnepatype B TeueHue
15 muHyT. Mepen
MCnonb3oBaHNem etle pas
nepemewartb. He
BCTPAXUBATb.

Kanu6patop 2 x 1 mn (Kart. Ne 5556) Copepxut 1.0 Mn BHecTu Bo chnakoH 1.0 mn
DdubpuHoreHa 1 x 1 mn (Kat. Ne 5556H) NMOUIN3NPOBaHHON [AUCTUNNMPOBaHHON UK
HOpPMaribHOM Nnasmbl [IeNOHM3NPOBAHHO BOABI.
yenoseka, OcTOpOXHO NepemeluaTsb
aTTeCTOBaHHO Mo 1 0CTaBUTb Npn
YPOBHIO prGpUHOreHa. KOMHaTHOM Temnepartype
B TeyeHne 10 MUHyT.
Mepea ucnonb3oBaHnem
elle pas nepemewars. He

BCTPAXUBATb.

Bydep 2 x 25 mn (Kar. Ne 5556) DnakoH CoAepXUT [lononHuTenbHble

OypeHca 1 x 25 mn (Kat. Ne 5556H)  25.0 mn roToBoro k pasBeaeHuA He
MCNONb30BaHNI0 TpebyioTcA.

6ychepa, copepxaliero
HaTpuA xnopua n
HaTpuA a3ung B KavecTee
crabunusaTtopa

Kaxxablit Habop COAEPXKUT UHCTPYKLIMIO MO MPUMEHEHUIO.
MacnopT ¢ pechepeHCHbIMIU 3HAYEHNAMN.

TPEBYEMBbIE, HO HE MOCTABJIAEMbIE MATEPUAbI

ApanTauuu  peareHTOB K pasnnyHbiM - MpuGopam  AOCTYMHbI MO 3anpocy Y  OhuLManbHbIX
[LIMCTPUGLIOTOPOB U KOMMaHUM XeneHa. PeareHTbl, BXOAALME B HA60P MOTYT GbiTb 3aKa3aHbl OTAENbHO:
Kat. Ne 5374 TecT-cuctema "dubprHoreH no Knayccy (Tonbko TPOMGUHOBbIN peareHT)"

Kat. Ne 5378 TecT-cuctema "®ubpuHoreH no Knayccy (Tonbko TPOMBUHOBLIN peareHT)"

Kat. Ne 5379 Kanubpatop ¢pubpuHoreHa

Kart. Ne 5375 TecToBbiln peareHT "Bycep Oypexca"

XPAHEHME N CTABUJIbHOCTb

HeECKprTbIe q)ﬂaKOHbl XPaHATCA A0 UCTEeYeHMA CPOKa roAHOCTM B YCNOBUAX, YKa3aHHbIX Ha yNakoBKe
Wnn 3aTUKeTKe.

TpoM61HOBbI
PearenT: 50 ME/Mn

Mocne pacTBOPEHUA, TPOMOVHOBBIN peareHT CTabuneH B Te4eHne 7 AHel npu
*2 —*8°C, 8 yacos Ha 60pTy aHanusatopa npu *15 —"30°C u 1 Mecau npn
-20°C

Kanu6patop Mocne pacTBopeHuA, KannbpaTop CTabuneH B TedeHue 4 yacos npu *2 —*8°C
DdubpuHoreHa
Bydep OypeHca BeKpbiThiii hnakoH ¢ 6yepoM cneayeT xpaHuTs npu *2 —*8°C

CBOP N NPUIrOTOBJIEHUE OBPA3LIOB

[nA pa6oTbl cneayeT WCMONb30BaTb TOMbKO MNACTUKOBBLIE WM CUIIMKOHWPOBAHHBLIE CTEKMAHHbIE
npobupkun. Kposb 3abupaetcA B NPOBUPKY C LMTPATHLIM aHTUKoarynAHTom (3,2% unm 3,8% uutpat
HaTpuA) B cooTHoweHun 9 + 1. lMocne ueHTpuchbyrmposaHuA npu 1500 g, B TeyeHne 15 MUHYT
(ucronb3oBaHWe [APYrMX NapameTpoB [OMKHO MPOBEPATLCA nabopaTopueit), MOMyHYeHHYIo nnasmy
HEO6X0AMMO OTAENNTL OT (POPMEHHBIX INEMEHTOB KPOBY. nasmy cnefyeT XpaHuTb Npu Temnepatype
*2 —*8°C unmn *18 —*24°C. TecTuposaHme AOMKHO 6bITb NPOBEAEHO B TeyeHne 4 yacos nocne 3abopa
o6pasuoB, 1M60 NnasMy MOXHO OAHOKPaTHO 3aMOPO3WTb M XpaHUTb Mpu Temnepatype -20°C B
TeueHne 2 Hefenb unu npu -70°C B TeueHne 6 mecAueB. MNepen NPoOBEAEHWEM UCCNEAOBAHMA Nasmy
cneayeT 6bICTPO paamopoauTs npu *37°C. He aepxxatb nnaamy npu *37°C 6onee 5 MMHyTS.

NPOLUEAYPA BbINOJIHEHNA AHANIU3A

[OnAa nonyyeHns Gonee NOAPOGHON WHOPMALMM 06PATUTECH K WHCTPYKLMM HA aBTOMATUYECKWIA Ui
nonyaBTOMATUHECKUIA KoarynomeTp.

WHTEPMNPETALUWA PE3YNIbTATOB

CpepHuii ypoBeHb dubpuHOoreHa B MOMyNAUMM NPaKTUYECKU 3[0POBbIX NIOAEN HaxXOAUTCA MeXay
150-350 mr/an (1.5-3.5 r/n)™~.

OrPAHMYEHMA

Ha HU3KO NoXHble pe3ynbTaTbl KOHUEeHTpauun ¢ubpuHoreHa, nomnyyeHHbIe Ha KoarynomeTpe, MoXeT
BNWATb renapuH B KoHueHTpauwu >0.6 Ea/mn v MA® B KoHueHTpauwm >100 mr/mn. Ecnu 3HayvennAa
o6pasLoB MaUMEeHTOB BbLINAAAIOT 3a rpacuk CTaHOapTHOW KPUBOWA, TO TpebyeTcA AarnbHeillee
pasBefeHue obpasLa, 4Tobbl 3Ha4YeHVe nonagant B fiMHeHbI ananasoH ot 1,0 go 6,5 r/n.

KOHTPOJIb KAYECTBA

Kaxnpana naﬁopaTopMﬂ AOMXKHa YCTaHOBUTb MNporpamMmy KOHTPONA KayecTsa. I'Iepe/:l n3mepeHvem
Ka)KLlOPI napTum 06p83LlOB nauveHToB Heobxoanmo npoTecTMpoBaTb HOPMasnbHYO U NAaTONOrN4eCcKyto
nnasmy, 4Tobbl YAOCTOBEPUTLCA B YAOBNETBOPUTENLHOW paboTe obopyaosaHuA u onepatopa. Ecnn
KOHTPOsbHbIE WU3MEPEeHWA He COoBNafatoT C OXWAAeMbIMM 3HA4eHUAMU, TO U3MEepeHHble AaHHble
nauveHToB crneayet cuyYuTaTtb HEAOCTOBEPHbIMU. OMNaHuA Xenena pekomeHayeT cneaywoowme
KOHTPOJIbHbIE MaTepuarbl:

Kart. Ne 5301 KoHTponb KavecTBa cneumanbHble TeCTbl, HopMa

Kat. Ne 5302 KoHTponb KavecTBa cneuvanbHble TeCTbl, NaTONorvA
Kat. Ne 5186 KoHTponb kayecTBa, Hopma

Kat. No 5187 KoHTponb kavecTsa, yMEPEHHO BbIpaXXeHHaA NaTonorva
Kat. Ne 5183 KoHTponb Ka4ecTBa, BbICOKaA naronorna

PE®EPEHCHbIE 3HAYEHNA

PedpepeHcHble  3HAYeHMA MOryT BapbMpoBaTh MeXAy nabopaTopuAMM B 3aBUCUMOCTU  OT
MCNONb3yeMbIX METOAOB W KoarynomeTpos. o 3TOM NpuunMHE Kaxkaana naGopaTtopua AOMKHA
YCTaHOBUTH CBOW COBCTBEHHbIE 3HAYEHUA.

AHAJIUTUHECKUE XAPAKTEPUCTUKU

KomnaHuA XeneHa wnu €& AMCTPUGLIOTOPbI  OMPEAENunM  CredylolMe  OPUEHTUPOBOYHbIE
aHanuTuyeckue xapakTtepucTuku. Kaxaaa nabopatopua [OSKHA ONpeaenuts CBOW COGCTBEHHble
aHanuTMYecKne XapakTepucTuku. [Mpu MCMONb3oBaHWM PyyHOro MeToaa Gbinu  onpeneneHbl
cnepywolme KoaphuumeHTsl Bapuaumm (CV) v nuHelHocTb B amanasoHe ot 1,0 go 6,5 r/n (6e3
[IONONHUTENbHBIX Pa3BeAeHN NNasmbl).

BocnpoussoaumocTb

B npegenax aHanuTU4eckomn cepuu MeXAay pa3HbIMU aHaNnUTUYEeCKUMu cepuamMn
®ubpuHoreH (r/n) n CV (%) ®ubpuHoreH (r/n) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
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8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
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4. Scully RE et al. (1980) Normal Reference Laboratory Values, New England Journal Medcine,
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5. Okuno T, Selenko V (1972) Plasma fibrinogen determination by automated thrombin time,
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Declaration of Conformity helena

Biosciences Europe

HL-7- 0135 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5183 Routine Control SA 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0137 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7- 0138 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5187 Routine Control A 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/M /% Date: 31% October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % CM /% Date: 06 Aug 2015

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



& Nsal

Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2016

The National Standards Authority of Ireland certifies that:
Monobind Inc.

100 North Pointe Drive

Lake Forest, CA 92630

USA

has been assessed and deemed to comply with the
requirements of the above standard in respect of the scope of
operations given below:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls, and
Semi-Manual and Automated Washers and Analyzers.

Additional sites covered under this multi-site certification are listed on the
Annex (File No. MD19.4585)

Approved by: Approved by: % ZQQZ
Geraldine Larkin Caroline Dore Geraghty C
Chief Executive Officer Director of Medical Devices /

Head of Notified Body

Registration Number: MD19.4585
Certification Granted: May 18, 2010
Effective Date: September 25, 2019
Expiry Date: September 24, 2022

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800

GCT-25-07 Rev 2.0
Page 1 of 2



9 Nsal

Annex to Certificate Number: MD19.4585

Scope of Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls,
and Semi-Manual and Automated Washers and Analyzers.

Activity Location

Headquarters, Administration, Monobind Inc.

Design, Manufacturing, 100 North Pointe Drive

Distribution Lake Forest, CA 92630
USA

File No.: MD19.4585

Manufacturing, Distribution Monobind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
USA
File No.: MD19.4585/A

Verified by:
Operations Manager

GCT-25-07 Rev 2.0
Page 2 of 2



@ NSAI

Quality System Approval Certificate
In Vitro Diagnostic Medical Devices Directive 98/79/EC

The National Standards Authority of Ireland as a duly designated
Notified Body, (identification number 0050), for the purposes of the European Communities
(In Vitro Diagnostics Medical Devices) Regulations (S.I. No. 304 of 2001)

APPROVES THE QUALITY SYSTEM APPLIED BY

Monobind Inc.

100 North Pointe Drive
Lake Forest
CA 92630
USA

For the Product Family

Total and Free Prostate Specific Antigen (PSA and Free PSA) IVD, Kit,
chemiluminescent immunoassay (CLIA) and enzyme immunoassay
(ELISA) and control

GMDN Code: 54664, 54669

On the basis of examination under the requirements of Annex 1V, Section 3 of Directive 98/79/EC,
The use of the NSAI Notified Body identification number 0050 in conjunction with CE Marking of
Conformance for this product is hereby authorized.

Registration Number: 304.1006
Original Registration: 28 October 2011
Last Amended on: 10 July 2018
Remains valid until: 27 October 2022
&@% (jﬂ.ﬁ/m 4%4{/,’%/?
Signed:

Approved by:

Geraldine Larkin Approved by:

Chief Executive Officer, NSAI Susan Murphy

European Medical Device Operations Manager

This certificate remains valid on condition that the Approved Quality System is maintained in an adequate and efficacious manner.
Details of the current product range and operational locations included within the scope of this approval can be obtained from NSAI

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland.

Cert-120: ECQS (IVD) NL A4 (6)



Poccusi, 630559, Hosocnbupckas o6n., p.n. KonbLoso, Hay4Ho-nponssoacTBeHHast 30Ha, kopnyc 36, k. 211, AO «BekTop-Bect»

Ansa nucem: 630117, r. HoBocuGupck, a/a 492

MpuemnHas: Ten. (383)-227-60-30

www.vector-best.ru

vbobtk@vector-best.ru

MACMOPT Ne

1527-21

Tokcokapa-lgG-UDA-BECT

Ha6op peazeHmoe Ana uMMyHOGhEPMEHMHO20 @LISICNIGHUS] UMMYHO2106y1uHO6 I1acca G K aHmuzeHaM
moKcokap e cxlgopomke (rnasme) Kposu

D-2752

XpaHutb npu Temnepatype 2-8°C

TpaHcnopTupoBaTe Npu TemnepaTtype 2-8°C. JonyckaeTtcs
TpaHcnopTuposaHue npu Temnepatype o 25°C He 6onee 10

Homep cepuu 300

Oara narotosnenus 2021-05-13

[Hata Bblgaum nacnopta 2021-05-13

Cpok rogHocTu Habopos o  2022-05-13

CYTOK.
[ CocTtaB BHewHuh Bug Pe3-Tbl KOHTpONS
MnaHwet pa36opHbIit CTpunbl M3 Npo3paYHOro NnacTuka B pamke U3 CootBsetcTByeT
CBETNOro NonMaTuneHa
MonoxuTenbHeIM KOHTPONBHLIN obpasew (K+), [po3pauHas xu1aKocTb KpacHOro LBeTa CootBeTtcTByeT
WUHaKTUBUPOBAHHbIA
prwuaTeanbM KOHTpOrnbHEIN obpased (K-), Mpo3payHast XWAKOCTL XKEeNToro LiseTa CooTBetcTByeT
WHAKTUBUPOBAHHbI
KoHblorat MpospayHas k1AKOCTb CUHEro UBeTa CooTBeTcTBYET
25-KpaTHbIW KoHUEeHTpaT doctaTHo-coneBoro GygepHoro MpospauyHas GecLBeTHas XUBKOCTL; AONYCKaeTCs CooTeeTcTByeT
pacTBopa ¢ TBuHoM (PCB-Tx25) Hanu4ne HebonbLIOro ocaaka conewn,
pacTBOpSIIOLLErocs Npu HarpeBaHuK
Pacteop Ans pa3sefieHusi ceisopoTok (PPC) Mpo3apayHas XnaKocTb 3eNeHoro LBeTa CooTBeTCcTBYET
PacTtsop Ans npeaBapuTensHOro pasBegeHnst CbiIBOPOTOK MNpospayHas *1aKoCTb KpacHoro LBeTa CooTBeTcTBYET
(PNIPC)
Pactsop TeTpametun6eHanamHa (pactsop TMB) MpospayHas GecuBeTHas unu CBETMNO-XeNToro ugeTa CootBeTtcTBYyET
XMOKOCTb
Cron-peareHt MNpospayHas 6ecuBeTHas XMOKOCTb CooTtBercTBYET

lgG k aHTUreHam Tokcokap, %

MokasaTtennb Hopma Pe3-Tbl koHTRONA

CpepnHee 3HaveHue ONTUYECKOM MITOTHOCTMU B JIYHKAX ¢
MONOXWUTENbHLIM KOHTPONbHBIM 06pa3LoM, (450 HM-620 HMm), 0,8 2,435
efl. onT. nI., He MeHee
CpepnHee 3HayeHWe ONTUYECKOW NTOTHOCTHM B NyHKax co
cTaHAapTHbIM o6pasuomM npeanpusitust COM+, (450 HM- 620 0.8 3,202
HM), ed. ONT. fiN., He MeHee
CpepHee 3Ha4eHe onTU4eckoi NNOTHOCTU B NyHKaxX C
OTpUUATENBHBLIM KOHTPONbHLIM 06pasuoM, (450 HM-620 HM), 0,25 0,086
eg. ont. ni., He Bonee
TuTp cTtangapTHoro obpasua npegnpuatus COM+, He MeHee

p crannap pastia npsanp 1:800 1:6400
Cneuundunyeckas akTUBHOCTb: YyBCTBUTESILHOCTL BbISIBIEHUS

,, 100 100

lgG k aHTUreHam Tokcokap, %
Cneuunduyeckas akTMBHOCTb: CNEUMAUHHOCTL BbISIBNIEHNUS 100 100

CooTtBeTCTBYET TPe6OBAHMAM

TY 9398-395-23548172-2012
no ynakoske, MapKUpoBKe, KOMMNEKTHOCTU 1 MO NoKasaTensm
KayecTtBa

3aknyeHue:

Havanbhuk OBTK B.B. WAMPOB

B

N TEXHUYECKOIro
KOHTPOMA




Poccus, 630558, Hoeocubupckas o6n., p.n. Konbuoso, HayuHo-npon3BoacTBEHHas 30Ha, kopnyc 36, k. 211, AO «Bektop-Bect»

Ons nucem: 630117, r. HoBocuGupck, a/s 492

MpvemHasn: Ten. (383)-227-60-30,
dakc (383)-332-94-44

www.vector-best.ru
vbobtk@vector-best.ru

MACMOPT Ne

2775-20

Ackapuga-lgG-UDA-BECT

Ha6op peazenmoe dns uMMyHOhepMeHMHO20 @bIS8NICHUST UMMYHO025106yr1uHOE Knacca G Kk aHmuzeHaM
Ascaris lumbricoides e cbisopomue (nnaszme) kpoeu

D-3452

XpaHuTb npu TeMneparype 2-8°C

TpaHcnopTupoBaTh Npu Temnepartype 2—-8°C. [onyckaeTcs
TpaHcnopTMpoBaHue npu Temnepatype 4o 25°C He 6onee 10

Homep cepun 147

Lata uarotoenenuns 2020-08-14

Hara Bbigayu nacnopta 2020-08-14

Cpok rogHocTu Habopoe go 2021-08-14

CYTOK. ~
| Cocras BHewwHuii BUA | Pe3-ThbI KOHTpona
'MnaHweT pa3GopHbIit - CTpunkl U3 NPO3paYyHOro NIacTuka B paMke 13 CootBeTctByeT

CBETIOro NonuaTUreHa
MonoxuTenbHeI KOHTPONbHLIM o6pa3el (K+), Mpo3payHas *nuaKocTb KpacHoro LBeTa CooTBeTCTBYET
VHaKTMBUPOBAHHbBIA
OTpuuatenbHbId KOHTPONbHLIN 06pa3sel (K-), Mpo3payHas xnAKoCTb CBETNO-XKENTOro uBeTa CootBeTcTBYET
MHAKTUBUPOBAHHLIN
KoHwbtorat Mpo3payHas >XMAKOCTb CUHEro UuBeTa CootBeTcraYeT
25-KpaTHbiil KOHUEHTpaT pocdaTHo-coneBoro BypepHoro Mpo3payHas 6ecliBeTHas XMOKOCTb; AONYCKAETCs CooTBeTcTBYET
pactsopa ¢ TBuHOM (PCB-Tx25) Hanu4ue ocagka conen
PacTeop ansa npegsaputenbHOro paseegeHUsi CbiBOPOTOK MpospayHas XuaKocTb KPacHOTo uBeTa CoorBetcTBYET
(PAPC)
Pacteop ans paseegeHus cbisopoTok (PPC) [Mpo3apayHasi XMAKOCTb 3eNEHOro LBeTa CooTBeTcTBYET
Pacteop TeTpameTun6eHsvuamta (pactesop TMB) MpospayHan 6ecuBeTHas NNK CBETNO-XENTOro LBeTa CooTtseTcTBYET
XMOKOCTb
Cron-peareHt MpospayHasn HecuBeTHAs XUOKOCTb CooTBeTcTBYET

lumbricoides, %

Mokaszatenb Hopma Pe3-Tbl kOHTRONA
CpenHee 3Ha4eHVe ONTUYECKOW NNOTHOCTY B NYHKax ¢
NONOXUTENBHBIM KOHTPOMNBHLIM 06pasuom, (450 HM - 620 HM), 0,8 2,146
ed. onT. ni., He MeHee
CpegHee 3Ha4eHWe ONTUYECKON NITOTHOCTU B NyHKax C
OTPULIBTENMbHbLIM KOHTPONbHBIM 06Pa3LoM, (450 HM - 620 HMm), 0,25 0,097
eq. onT. nn., He 6onee
CpeaHee 3HayeHUe oNTUYECKOW NIOTHOCTU B NYHKaXx ¢
NOIOXUTENbHBIM CTaHAapTHLIM 06pasLom npeanpusitus, (450
HM - 620 HM), ed. OnT. nrn., He MeHee 08 2,589
:gT:er:g;ox(meanoro cTaHpapTHoro obpasua npeanpusiTus, 1:800 1:3200
YyBCTBUTENBLHOCTD BhisiBNEHUs IgG k aHTUreHam Ascaris
lumbricoides, % 100 100
Cneundu4HOCTb BhIsiBIieHns IgG k aHTUreHam Ascaris 100 100

3akntouenne: CoorBeTcTBYeT TpeGoBaHUAM
TY 9398-382-23548172-2012
1o ynakoBKe, MapKUpOBKe, KOMMIEKTHOCTU U Mo NokasaTensam

KayecTtea

HavansHnk OBTK B.B. LWANPOB

aTaEN
BHMCROTM-ECKOro

M TEXHWUYECKOTO
KOHTPONA




Poceuns, 630559, HosocuBupekas obn., p.n. KonbLoso, HayuHo-npov3BoACTBEHHAs 30Ha, Kopnyc 36, k. 211, AO «BekTtop-Bect»

[ns nucem: 630117, 1. HosocuGupck, a/a 492

Mpuemnas: Ten. (383)-227-60-30

www.vector-best.ru
vhobtk@vector-best.ru

MNACMOPT Ne 3008-21
Nam6nus-antutena-UOA-BECT

HaGop peazeHmog 0151 UMMYHOPEPMEHMHOZ0 8bISI8/IeHUs ummyHoano6ynuHxos knaccoe A, M, G K
anmuzeHam nam6aull 8 chisopomke (n1a3Me) kposu

D-3552

XpaHuTb npu TemnepaType 2-8°C

TpaHcnopTuposaTth Npu TeMnepaTtype 2-8°C. Qonyckaetcs
TpaHCrnopTvMpoBaHue Npu TemMnepartype Ao 25°C He Gonee 10

Homep cepiu 289

[ata warotosnexns 2021-08-18

[ata Bblgaun nacnopta 2021-08-18

Cpok rogHocTn Habopos Ao 2022-05-18

CYTOK.
Cocras BHewHWA BUA PeayneTatbl KOHTRONA
MnaHweT pas3bopHbIA CTpvnb! M3 NPO3PaYHOro NiacTuka B paMke n3 CooTeeTcTBYET
CBETIOro NonNuaTueHa
MonoXUTENbLHbIA KOHTPOMEHLIA obpasel (K+), Mpo3padHas XuAKOCTL KpacHoro useTa CootBeTCcTBYET
WHaKTUBMPOBaHHbIA
OTpuUaTENbHbBI KOHTPONbHLIN 06pasel (K-), Mpo3payHas }KMAKOCTb XeNToro UBeTa CooTBeTCcTBYET
WHaKTUBUPOBAHHbIN
KoHbloraT, KoHLUeHTpaT Mpo3paqHasn *WAKOCTb CUHEro LBeTa CooTeeTcTByeT
PacTeOp Ana NPeABapuTensHOMo passeeHus ChIBOPOTOK Mpo3padHas XnaKoCTb TEMHO-KPacHOro UBeTa CooTeeTcTayeT
(PNPC)
PacTeop Anst passeAeHus coisopotok (PPC) MpoapayHan KUaKOCTb 3eNeHoro LBeTa CooTBeTCTBYET
25-KpaTHbIi KOHLEHTPaT (hocchaTHO-CONEROro 6ydepHoro Mpo3pauHas BecuBeTHas XWUAKOCTb; AONYCKAETCA CooteeTCTBYET
pacTsopa ¢ TeuHoM (PCB-Tx25) Hanuuue HeGoNbLIOro 0CaaKa Conen, ncHe3aloLwero
npy HarpeBsaHun
| CybBeTpaTHbii BydhepHbin pacTeop (CEP) MpoapayHas GecuseTHan XWIKOCTb CooTtseTcTByeT
TeTpameTNNOeH3n4NH, KOHUEHTpaT (TMB) MpoapauHas GecupeTHas unu CBETNO-XENToro useTa CootseTtcTByeT
MKNAKOCTb
Cron-peareHt Mpo3apayHasn GecuBeTHAsA KMAKOCTb CooTeeTcTBYET

Mokasarenb

Hopma

Pe3ynbraTbl KOHTPOMSA

CpeqaHee 3Ha4eHe ONTUYECKOA NNOTHOCT B NyHKaX C
pacTBOPOM [iNA pa3BeAeHNs CbIBOPOTOK, (450 HM - 620 HMm),
eq. ont. nn., He 6onee

0,15

0,031

CpeqaHee 3HaueHKUe ONTUYECKON NIIOTHOCTY B NyHKax ¢
oTpMLaTENbHEIM KOHTPOMbHbLIM 0GPa3LOoM, (450 HM - 620 Hm),
eq. onT. nn., He bonee

0.30

0,069

CpeaHee 3HauYeHNe ONTUHECKON MNOTHOCTH B NlyHKax C
NONOXMTENLHBIM KOHTPOMBHLIM 06pasLoM, (450 Hm - 620 HM),
efl. ONT. NN., He MeHee

0,80

3443

CpenHee 3HaYeHWe ONTUYECKON NNOTHOCTM B NyHKaX €
NONOXWUTENEHBIM CTAHAAPTHBEIM 0OpasUoM NpeanpuUsATHA, (450
HM - 620 HM), eq. onT. nn., He MeHee

0,80

3,441

TWTP NONOXMTENEHOTO CTAHAAPTHOMO 0Gpasuia NPeAnpuUATUs,
He MeHee

1:800

1:1600

CneunhuiKoCTb BbIABNeHNs IgA, IgM, IgG k aHTUreHam
NSIMBAWA N0 CTAHAAPTHON NAHENK oTpuLaTenbHbIX 0GpasLos
npeanpuatus, %

100

100

UyBCTBMTENEHOCTE BhIABNEHNS 1A, IgM, 1gG Kk aHTUreHam
NAMBAUI MO CTAHAGPTHON NaHEeN NONOXUTENbHLIX 06pasLoB
npeanpuatua, %

100

100

3aknoHeHue:

no yrnakoBke, MapKupoBKe, KOMNNEKTHOCTU 1 N0 noKasaTensam
KavecTBa

HauanbHuk OBTK B.B. WANPOB

B

CooTBeTCTBYeT Tpe6GoBaHUAM
TY 9398-269-23548172-2011

fr, it
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9. |RecombiBest antipallidum-gG EUSA kit for determination of _nm to Treponema

D-1852
: mmw x:mm_m pallidum
.......... : 3 ?_.m +..~ nwmwvu umo R 3.. RecombiBest m.avm__aczf TELISA™ kit for nmﬁ::.:m».o: Q S,m_ m:mcoa_mm 3 " _“....mm.nm. S
" Fax 47 (383) 363 36 mm 17| total antibodies > I Treponema pallidam e, T s e
i 11 RecombiBest m:nvm___aca. ELISA kit for determination of _mz_ to ._.nm_vo:mam D-1858
“ligh . - jpaliidum = i
European authorized representative: Bioron GmbH, 12 RecombiBest antipallidum- ELISA (it for determination of total ‘antibodies to D857
Rheinhorststr. 18, D-67071 " itotal antibodies Treponema pallidum
Ludwigshafen, Germany. j ELISA kit for determination of 1gG to herpes simplex
tel’z +49 (0) 621 5720 915, feefieaiion.1.2 095 virus types 1 and 2 D-2152
: fax: +49 (0) 621 5720 916 K * ELISA kit for determination of IgM to sm.ﬂmm m_Bn_ox .
14, fVectoHSV - IgM virus types 1 and 2 D-2154
; ELISA kit for determination of IgG 6 human —_m_dmm i
15, |VectoHHV-8 - IgG vius type 8 D-2160
16_ | VECtaHHV.A - 196 ¢m:m> kit M: nm,m_.a_:m._o: of 19G to human :mimm R .
17 Ureaplasma urealyticum — ELISA kit for determination of 1gG to Ureaplasma D2254
~ {IgG-EIA-BEST urealyticum antigens
18 Ureaplasma urealyticum — EUSA kit for detemmination of 1gA to Ureaplasma D-2258
Date: 2013/04/12 Murat Khusainov " |ISA-EIA-BEST urealyticum anligens > =
General Director ZAO «Vector-Best» 19. |VectoParotitisHgG - ELISA kit for determination of IgG to parotitis virus D-2602
20. | VectoParotitis-igM - " | ELISA kit for determination of g to parotitis virus D-2604
2 ELISA kit for determination of IgG to toxocara
M.._. ,_.oxooﬁ_.:mw_uo.m_?mmmq antigens _u,.Nwa

; Onmmﬁ.:oﬁ:mmmmm — laG-ElA- ELISA kit for determination of 1gG to ou.m:._oqo:_mm_m ;
“ 5 BEST m:»ﬁm_..m D-2952

23. | Echinococcus-1gG-EIA-BEST

ELISA kit for determination of 1gG to Echinococcus| D-3356
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25. | Lamblia-antibodies-EIA-BEST W.Mb_mzwhmmoaam_wwa_:m»_% of 1gG. IgM and IgA to} - ¢y e B 19&
. . 48. |1gG total EIA-BEST ELISA kit for determination of concentration of total 28662
26. | Lamblia-IgM-EIA-BEST m_n_w> _a_» for detemination of _az_ to _.ma_u__m D-3554 : A 19G :
57, | LambiiaantigenmEIA-BEST | ELISA kit for determination of Lambtia anfigen "B-35%6 48. | IgM total-EIA-BEST il R
ji it Helicobacter pylofi-CagA- ELISA kit for detemnination of “total “ antibodies te |* : ELISA kit for determination of concentration of total S
28. | antigen-EIA-BEST CagA Helicobacter pylori D-3752 50. | 1gA total E1A-BEST IgA Rt
e ra ~|ELYSA kit for determination of 8:8:33: of . = ELISA kit for amﬁm_._é:m»_o: 3 -concentration of i
RSN 284 TSH-EIA-BEST ““Ithyroid=stimualating Hiornmione™ iy Xw.m.m...w - {Gammaclntedferon-EIA-BEST.. ~l garmma-ereron— - SIS LSRR, e =TI Sy
= i ELSA kit fordeterminationof - no_..om:n.mno: of -total T .I|......|.mEm>Jrn ~for—determination--of--concentration--of o ke —
30.| T3 toal-EIA-BEST tHiodothyromine 52. | Intedeukine4-EIA-BEST rterisnlcine-4 A8754
! i e ELISA kit for determination of concentration of total ELISA kit for determination of no:nhnemco: oa
31 | T4 0t EIABEST | thyroxine i = . i i 183, [Alpha-TNF-EIABEST 1 by imar necrosis factor .. ottt
" 3 ELISA kit for determination of antbody a ELISA kit for determination of concentration of
e SantiiR GEG BESTE concentration to thyroperoxidase GS069 54. | Alpha-interferonrEIA-BEST & e feron BTeE
el ELISA kit for determination of concentration of . ELISA kit for determination of concentration of}|.
: 33. | PAPP-A-EIA-BEST pregnancy-associated plasma protein A U.A._.mc 55. intarleukine-6-EIA-BEST Interdeukine 6 £-8768
.| Mycoplasma hominis-igG- EUSA kit for determination of 1gG to z_woov_mmq:m st | SR ¥ ~_|ELISA kit _for determination of concentration ~of{" ki SR
34 | pla-BEST hominis D-4352 56 | Intereukine-2-EIA-BEST | "iioiiine 2 ~ABIT2
Mycoplasma :o:.::_m-_u> -ElA- [ELISA kit for nmﬁ::.:m:o: of IgA to Z_waou_mwam B s T 1ELISA kit for nﬁm::.:m__o: oq Bsomzc.meo: oq
135 |gEST hominis Ulum.a 57. | Procalcitonin-EIA-BEST SrocakDnin A-9004
Mycoplasma pneumoniae- ELISA «it for determination of IgG to Mycoplasma EUISA kit for n&w::s.ﬂmo_.. of concentration of N= g
o 1gG-EIA-BEST. pneumoniae SR 58. | NTproBNP-EIA-BEST terminal prohormone of brairy natriuretic peptide A
1.7 |Mycoplasma pneumoniae- ELISA kit for determination of IgM to _s<ncu_mm5m : ELISA kit for determination of concentration of|] ..
37 {{gM-EIA-BEST pneumcniae D-4366 59. | Troponin |-EIA-BEST traponia | e HI00
e y ELISA kit for determination of 19G to ‘Crmean-
38. | Vectocrimean - CHF —19G | o010 hemorthagic fever virus D2
- ELISA kit for determination of igM to O:_.:mm:-
38. { Vectocrimean — CHF —IgM Congo hemorrhagic fever virus R0y
-BEST T | ELISA kit for determination of _copceptration. of s
40, | CEA-EIA-BEST carcinoembryonic antigen T=8454
ELISA kit for determinaton of concentration of
41. | AFP-EIA-BEST Alpha-Fetal Protein T-8456
: et ELISA kit for determination of concentration of
42. |CA-125-EIA-BEST e e T-8466
43. |CA 19.9-EIA-BEST _._mw.._w> kit for determination of concentration of CA 1-8470
biief BEX R ELISA kit for detemmination of concentration of
4a54CH 15 3 CIREST oncomarker CA 15-3 84w
2 T : ELISA kit for determination of concentration of
45 NSE-EIA-BEST neuron specific énclase T-8476
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