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Digitally signed by Dolgopol Iulian
Date: 2024.12.11 11:25:26 EET
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

TECO

MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH

DieselstralRe 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0

fax:+49—8773/?07 80-29

TO WHOM IT MAY CONCERN
To any governmental departments,
registration and/or trade offices in MOLDOVA

Distribution Authorisation Letter

This letter confirms that

Sanmedico

Mun. Chisinau

Str. Petricani 88/1 of. 10
Republica MOLDOVA

is the legal, exclusive and sole representative of TECO Medical Instruments Production + Trading
GmbH, Dieselstr. 1, 84088 Neufahrn NB, Germany, for the territory of MOLDOVA only for all TECO
products listed below. Sanmedico may participate in public and private tenders, providing sales to all TECO
customers in the territory. We as manufacturer certify that our warranty is duly passed to the purchaser
through Sanmedico for the price, delivery schedules and the specifications of the published literature,
catalogues and fully covering the commodities offered.

Sanmedico will provide the following information to TECO GmbH when so required in relation to its market

surveillance activities:

Reporting of incidents to TECO must take place within 3 working days
Serial number of the device, exact location of the device and the user.

Validity:
Termination:
Products:
¢ Coatron M1
o Coatron M2
o Coatron X Eco
¢ Coatron X Pro
e Coatron X Top
¢ Coatron A4
e Coatron A6
e Coatron A6 plus

January 1%, 2023 to December 31%, 2024

Confirmation ends automatically on Dec. 315 of 2024
and must be then renewed.

Semi-automated 1-channel Coagulometer (out of production)
Semi-automated 2-channel Coagulometer (out of production)
Semi-automated 1-channel Coagulometer

Semi-automated 2-channel Coagulometer

Semi-automated 4-channel Coagulometer

Fully automated Coagulometer, 4 optic channels

Fully automated Coagulometer, 6 optic channels

Fully automated Coagulometer, 6 optic channels

all instruments with complete accessory, consumables and spare parts

¢ Hemostasis Reagents

Complete product line

This document is signed in Neufahrn, Germany, on January 18%, 2023

TECO Medical Instruments Production+Trading GmbH




Bestehendes Zertifikat: 10 November 2022 Erstmalige Zulassung:
Dieses Zertifikat ist gultig bis: 9 November 2025 1SO 13485 - 10 November 2022
@,’ Zertifikat-Nr.: 10479696

Zertifikat

Hiermit wird bescheinigt, dass das Managementsystem von:

TECO Medical Instruments,
Production + Trading GmbH

Dieselstr. 1, 84088 Neufahrn, Deutschland

durch LRQA gepriift und bewertet wurde und den folgenden Normen entspricht:
ISO 13485:2016

Giiltigkeits-Nr.: ISO 13485 — 00038268

Das Managementsystem ist anwendbar fiir:

Konstruktion, Entwicklung, Herstellung, Lagerung und Vertrieb von Gerinnungsmessgeratenund in-vitro Diagnostik Reagenzien aus
den Bereichen der Hamostaseologie und Koagulation.
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Paul Graaf

Area Operations Manager, Europe 1 3
UKAS
Ausgestellt von: LRQA Limited e
0om

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA".
LRQA assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or
howsoever provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or
liability is exclusively on the terms and conditions set out in that contract.

Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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TECO

KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

Doc#200/08-2022

Hersteller / Manufacturer:

TECO Medical Instruments

Production + Trading GmbH

Adresse / Address:
Marktakteur / Actor ID SRN:

Dieselstrasse 1, 84088 Neufahrn, Germany
DE-MF-000022642 https://ec.europa.eu

Wir erklaren hier fiir die im Anhang A ( Seite 2 — 23 IVD Produkte) spezifizierten Produkte dass sie gemaR der Richtlinie fir In-
vitro-Diagnostika Medizinprodukte 98/79/EC klassifiziert sind als allgemeine IVD.

Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers i.V.m. Artikel 110 Abs.3 und Abs.4 der
Verordnung (EU) 2017/746 und des § 8 Abs.1 des Medizinprodukte-Durchfiihrungsgesetzes, in der jeweils geltenden

Fassung, ausgestellt.

Im Falle eigenmé&chtiger Veranderungen am Produkt oder der nicht bestimmungsgeméRen Verwendung verliert diese

Erklarung ihre Giiltigkeit.

We declare herewith for the products specified in Annex A ( page 2 - 23 IVD products) that they are classified as general IVD
according to the In Vitro Diagnostic Medical Devices Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of the manufacturer in according to article 110 para.3 and
para.4 of Regulation (EU) 217/746 and section 8 para.1 of the Medical Device Law Implementing Act.

In case of unauthorised modifications to the products or un-intended use, this declaration loses its validity.

Sie entsprechen den anwendbaren Anforderungen der Richtlinie:

Richtlinie 98/79/EG Uber In-vitro-Diagnostika
klassifiziert gemaf Artikel 9 als “alle anderen Produkte”

Die Qualitatssicherung entspricht den Anforderungen der
Richtlinie 98/79/EG Uber In-vitro-Diagnostika
fur diese Art von Produkten.

Der implementierte QM-Prozess entspricht der EN I1SO 13485:2021

Die vorstehende Konformitatserkldrung ist glltig fur alle Chargen
dieser Produkte, die nach dem Datum der Unterzeichnung in Verkehr
gebracht wurden.

Das Konformitatsbewertungsverfahren entspricht Anhang 11l
der Richtlinie 98/79/EG Uber In-vitro-Diagnostika
fir diese Art von Produkten.

Ort und Datum der Unterzeichnung:
Place and date of issue:

Neufahrn, 2022-08-31

They meet applicable requirements of:

Directive 98/79/EC on in-vitro-diagnostic medical devices
classified according to article 9 as ,all other products”

The Quality Assurance is in accordance with the requirements
of Directive 98/79/EC on in-vitro-diagnostic medical devices
for those kind of products.

The implemented QM Process complies with EN ISO 13485:2021
The above mentioned declaration of conformity is valid for all lots

of this product, which are distributed after the date of signature.

The conformity assessment procedure complies with Annex Il
of Directive 98/79/EC on in-vitro-diagnostic medical devices
for those kind of products.

©TECO Medical Instruments Production + Trading GmbH - Dieselstrasse 1 « 84088 Neufahrn i.NB « GERMANY

1(2)

Fon +49 8773 70780 00 - Fax +48 8773 70780 29 « info@teco-gmbh.com « www.teco-medical.com




TECO

Doc#200/08-2022

KONFORMITATSERKLARUNG — DECLARATION OF CONFORMITY
) Directive 98/79/EC Annex A
Ubrige Produkte — Reagenzien fiir In-vitro-Diagnostika
Other products — Reagents for in vitro diagnostic — general IVD

Pos. | Article No Tradename Unit Generic Device Term Er:;‘h:g\g?" Code
1 AD230-040 TEClat PT-S (Quick) 10x4ml PT-S Prothrombin time ( quick test ) gg:g_?f{f;al(?_ 16;{03)??539
2 A0230-100 | TEClot PT-S (Quick) 10x10ml PT-5 Prothrombin time ( quick test ) ;\fg;gi:}ozzoaﬁié;&iag
3 | A0260-050 | TEClot PT-B (Owren) 5x10ml PT-B Prothrombin time { quick test ) gg:g?fggsli %;;.giss
4 AD320-050 TEClot APTT-S 10x5ml APTT-S Activated partial thromboplastin time gﬁﬁg?:;g;;;;; ‘::ﬁ
5 | A0401-020 | TEClotTT 10¢2ml 7T Thrombin time / reptilase / batroxbin time gﬁ?j{?jﬁ %16!?5:988
6 A0511-020 | TEClotFIB 10x2mi FIB Fibrinogen assays (factor i) \évgiigiﬁogzgzigg?
7 | AD511-050 | TEClot FIB 10x5ml FIB Fibrinogen assays (factor i) g?;ﬁgﬁiﬁsﬁi{?g?
8 | 1010020 | TEChrom AT g:grxlr::]f;’:ga Antithrombin :fi}fgfgfggéjf 156
9 D2010-012 Red D-Dimer ::::: :_-t:;ion buffer D-Dimer :g};?zgﬁgag;z:ﬁ“
10 | D2020-005 | Blue D-Dimer LC e D-Dimer ggt?ggﬁgg?gogim
11 P8001-010 TECal N 10x1ml Calibration plasma for haemostasis 23?3:82(?0?;} Eé;f; ge
12 P8200-005 TECal DD 5x1lml Calibration plasma for haemostasis ;vgi(i?:];;}?; ;ésg? L
13 P6001-010 TEControl N 10x1ml Control plasma for haemostasis gggﬁiﬁ%ﬁ;ﬁf&sfo
14 P6101-010 TEControl A 10x1ml Control plasma for haemostasis :fg;gffsolzoiél?:gc
15 P6201-010 TEControl A Plus 10x1ml Control plasma for haemostasis ;‘fg%giﬁf;?iéfoiggo
16 P5001-010 TEClot Factor 1l 10x1ml Coagulation factor ii ( prothrombin ) ?Eigi?ig%%i‘(oi%ﬁf
17 | P5101-010 TEClot Factor V 10x1ml Coagulation factor v ;vg;gg\?zp%i%ggi%?:
18 | P5201-010 TEClot Factor VII 10xIml Coagulation factor vii E:igi?ﬁizsozsoi_%iﬁi
19 P5301-010 TEClot Factor VIl 10x1ml Coagulation factor wiii gg;gi?ﬁ E PZ;J;ﬂffgfg;?
20 P5401-010 TEClot Factor IX 10x1ml Coagulation factor ix o,
B-FAC-IX-P5401-0106C
21 | P5501-010 TEClot Factor X 10x1ml Coagulation factor x g?;gi? ngzs%ifoi%igg
22 P5601-010 TECIot Factor XI 10x1ml Coagulation factor xi :{2;2_3)322: ;gl{gfosi;
23 P5701-010 TEClot Factor Xl 10x1ml Coagulation factor xii gg;giﬁ.(;zsj#} i_iiig

(Recital 23 of Directive 88/79/EC on In Vitro Diagnostics Medical Devices) - Annex A - general VD

2(2)

©TECO Medical Instruments Production + Trading GmbH . Dieselstrasse 1 + 84088 Neufahrn i.NB + GERMANY

Fon +49 8773 70780 00 « Fax +49 8773 70780 29 . info@teco-gmbh.com » www.teco-medical.com




KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#100/07-2021

Wir /| We

TECO Medical Instruments Production and Trading GmbH
Name des Herstellers / Manufacturer's name
Dieselstrasse 1, 84088 Neufahrn, Germany
Anschrift /| Address

erklaren in alleiniger Verantwortung, dass die unten gelisteten IVD Zubehor Produkte:
declare under our own responsibility, that the IVD accessories products, listed below:

Doppelklvette / Double cuvette Ref. 19 000 02
EinzelkUvette / Single cuvette Ref. 20 000 02, 24 100 00
4-fach Klvette / Cuvette 4 pos/ea Ref. 80 521 10
6-fach Klvette / Cuvette 6 pos/ea Ref. 80 560 00
6-fach Klvette (micro) / Cuvette 6 pos/ea (micro) Ref. 80 570 00

allen anwendbaren Anforderungen folgender Richtlinien meet all applicable requirements of:
entsprechen:

1. Richtlinie 98/79/EG lber In-vitro Diagnostika und ihrem 1. Directive 98/79/EC on In-vitro diagnostic medical devices and
Zubehdr, klassifiziert gemaB Artikel 9 als: "alle anderen their accessorfes, classified according to article 9 as: 'all other
Produkte"- im Sinne von Zubehér zu In vitro Diagnostika products” — and in term of accessories for in vitro diagnostics

gemaR Artikel 1. according to artivel 1.

2. Richtlinie 2011/65/EU (RoHS III) 2. Directive 2011/65/EU (RoHS IIT)

Das QM-System des Herstellers ist zertifiziert nach: The QM-system of the manufacturer is certified for:
EN ISO 13485:2016 EN IS0 13485:2016
Konformitatsbewertungsverfahren gemag: Conformity assessment procedure according to:
Geman Anhang III der Richtlinie 98/79/EG According to Annex III of Directive 98/79/EC

Ort und Datum der Unterzeichnung: Neufahrn, 27.07.2021
Place and date of issue: Neufahrn, July 27, 2021




TECO

MEDICAL TNSTRUMENTS
PRODUCTION+TRADING GMEBH

DieselstralBe 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0

fax: +49-8773/707 80-29

Neufahrn, 26/04/2018

TO WHOM IT MAY CONCERN

We confirm that the instruments Coatron X Eco, Coatron X Pro and Coatron X Top
have a closed cuvette system. Cuvettes have to be purchased with voucher
identification code from TECO GmbH.
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MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH
DieselstraRe 1

D-84088 Neufahrn N,B,
fon:+49-8773/707 80-0

fax: +49-8773/707 80-29

CERTIFICATE

for:

Mr. Vitalie Goreacii

Company:

Sanmedico SRL
Str. Petricani 88/1, oficiul 10

Chisinau - Rep. Moldava MD-2059
MOLDOVA

have participated with success at the intensive fraining session:

Application and technical training for following instruments:

o Coatron X series

O 0 0 O

Supervisors:

Installation

Application

General use, also in combination with TECAM Software
Technical and After Sales Service

Mr. Chr. Hoetzl and Mrs. Wendy Guo

Place of Training: TECO - Germany

Date:

T )
2y
)

Christian |
General |

November 18th, 2019




TEClot PT-§
C€ [vo ] [rer

TECO

A0230-010, A0230-040, A0230-100,

Intended Use

This product is used for the determination of prothrombin time (PT) in plasma
according to Quick'2. The test is sensitive to the extrinsic pathway coagulation
factors I1,V,VII,X and fibrinogen and therefore used for oral anticoagulant therapy
with Vitamin-K inhibitors like Warfarin or Marcumar and also for the quantitative
determination of exfrinsic coagulation factors. The PT measures the exfrinsic
clotting time (factor VII activation) of test plasma after the addition PT reagent.

Contents & Determinations

Product TEClot PT-S TEClot PT-S TEClot PT-S

Cat.No. A0230-010 A0230-040 A0230-100

PT-S Reagent* 5x2 mL 10x4 mL 10x10 mL
Determinations

Coatron M** 200 Det. 800 Det. 2000 Det.

Coatron A4 100 Det. 400 Det. 1000 Det.

Coatron Aé 200 Det. 800 Det. 2000 Det.

*contains an extract of Rabbit brain with buffer, stabilizers and Calcium chloride.
**Micro method (75uL in total)

Preparation
Reconstitute with high purity water with the volume stated on the vial label.
[ A0230-010 A0230-040 [ A0230-100

2 mL 4mL [ 10 mL
Let stand at room temperature with occasional swirling for at least 15 min. Then
place reagent into instrument and let incubate for further 15 min. The reagent
sediments and must be swirled before each testing. On Coatron instruments, you
can use a mixing bar for this.

Storage & Stability
Unopened reagents are stable until the expiration date shown on the label stored
at 2°-8°C. Opened reagent:
[ 2-8°C [ 20-25°C [ 37°C |
| PT Reagent I 5 days I 36 hours | 8 hours |

Precautions

Avoid contact with skin and eyes. Wear suitable protective clothing. Dispose
components in compliance with local regulations for infectious material. Al components
are checked for HIV, HBV, HCV. However products from human blood should be
considered as potentially infectious.

Specimen collection and storage*

. Obtain venous blood by clean vein puncture.

. Immediately mix 9 parts blood with 1 part 3.2% sodium citrate (0.105M) and mix well
. Centrifuge the specimen atf 1500g for 10 min. (platelet < 10000/uL)

. Separate plasma after centrifugation and store in plastic or siiconised glass tube.

. Use plasma within 4 hours, otherwise store frozen and thaw just prior fo use.

ORWN P

Stability of plasma: 4h at 18-26°C  8hat2-8° 30d at-20°C  émat-70°C

Expected Results
Typical seconds:
Normal range:

11-18sec
70-130% 0.85-1.15INR

However results are influenced by instruments, technique, calibration etc. Each
laboratory is recommended to establish its own range on the specific instrument used.

Standardisation and Calibration
The PT result is expressed as seconds or activity (% Quick) or INR (International
Normalised Ratio).

INR results:

were calculated from normal time and ISl value (international sensitivity index). First
is obtained by running fresh plasma from a pool of healthy individuals. The ISl value
is stated in the LOT specific certificate of analysis.

Patient PT)”‘

INR = (7
Normal PT

Activity % (Quick) result:

were calcaluted from a calibration curve, which is prepared from reference

plasma (e.g. TECAL N) and dilutions in saline solution like 0.9% NaClz or TECLOT IBS

buffer. At least three or more calibration points are recommended. The calibration

curve must be confirmed with control plasma in normal and abnormal range.

% of normal 100%* 50% 25% 12,5%**

diluted in saline not dil. 1+1 1+3 1+7

Procedure

A. Automated Method: Coatron A
Prothrombin A4 A6 A4 | A6 a4 | A6

Time
PAT | Patient | 50ul | CP1 | 25ul | CP1 Incubation Os SENS 2
IBS .
BUF Buffer opl P39 [ Opl | P79 Maxtime 120s POINTS 4
CLR - opl - opl - Unit 251 MIX No
DP - opl P00 | Oul | POO Method Coag Clean 0 0
RO - oul | Poo | oul | POO Math log XY Multi 1|3
R1 - ol P00 | Oul | POO CT-Mech No S-Corr 0%
R2 PT 100pl | P25 | 50ul | P46 Deadtime 7s T-Corr 30% - 4s
Reagent

B. Manual Method: Coatron M system
1. Incubate PTreagent at 37°C for at least 10 minutes
2. Pipette 25 pl of sample info a test cuvette. Incubate at 37°C for 1-2 minutes.
3. Add 50 pl of PT reagent (37°C) and simultaneously start test.
4. Record the clotting time in seconds.

For other instrument, please refer to your instrument manual for more detailed
instrument specific instructions.

Symbol keys

* The median of at least 21 healthy individuals is defined as 100%,>
**12.5% dilution may cause “+++" results in same cases, because the level of
fiorinogen is too high diluted for optical detection.

Quality Control

TEControl or other commercial control plasma should be used for reliable quality
confrol of performance at a frequency in accordance with good laboratory
practice (GLP). TEControl can be frozen one time after reconstitution. 120-150 pl
stored in closed polypropylen tubes at -20°C is stable for 30 days

Limitations
Great care must be taken to minimize variations which may occur by seemingly
insignificant factors.
A. Specimen Collection. AVOID:
1. Use only plastic tubes or siliconised glass.
2. Delayed mixing of blood with anticoagulant.
3. Contamination with tissue thromboplastin.
4. Improper ratio of anticoagulant with blood.
5. Hemolyzed, icteric or lipemic samples may interfere optical systems
B. Laboratory Techniques
1. Perform tests at 37°C.
2. Use only high purity water.
3. Optimum pH is 7.0-7.5.
4.18I value is not constant within the first 30 min after reconstitution.
5. Reagent sediments and must be swirled before each testing.

Performance Characteristics
Typical performance on instrument Coatron M4

Precision: CV% (within run) CV% (infer-runs)
Normal control <30 <50
Abnormal control <30 <50
Warranty

This product is warranted to perform in accordance with its labelling and literature.
TECO disclaims any implied warranty of merchantability or fitness for any other
purpose, and in no event will TECO be liable for any consequential damages
arising out of aforesaid express warranty.

References

1. Quick, AJ., The Hemorrhagic Diseases and the Physiology of Hemostasis.
Charles C. Thomas: Springfield, IL. 1942.

2. Quick, A.J., Hemorrhagic Diseases. Lea and Febiger: Philadelphia. 1957.

3. Miale, J.B., Laboratory Medicine-Hematology, 4th Edition. C.V. Mosby: St. Louis.
1972.

4. National Committee for Clinical Laboratory Standards: Guidelines for the
Standardized Collection, Transport and Preparation of Blood Specimens for
Coagulation Testing and Performance of Coagulation Assays.

5. Besselaar A M H P van den, Lewis SM, Mannucci P n Poller L. 1993. Status of
present and candidate International Reference Preparations (IRP) of
thromboplastin for prothrombin time. Thromb Hemostas 69; 85

6. Besselaar A M H P van den. 1991. The significance of the International
Normalized Ratio (INR) for oral anticoagulant therapy. H17CC 3; 146153.
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TEClot FIB
C€ [ o | [rer

TECO

A0501-010, A0501-025, A0O511-020, A0511-050

Intended Use

The TEClot FIB is intended for the quantitative determination of fibrinogen in
human plasma according to method developed by Clauss.!- Levels of fibrinogen
can increase as a result of inflammation, pregnancy or oral confraceptive use2
Decreased levels can be found in certain states such as liver disease
and DIC. Congenital deficiencies include afibrinogenaemia (no detectable
fiorinogen), hypofibrinogenaemia (<1 mg/ml) and dysfiorinogenaemia
(abnormall fibrinogen molecule).

Contents & Preparation

B. Manual Method: Coatron M
1. Preparation of Standard, Control and Patient Dilutions

Standard Dilution Plasma 1BS Buffer
1:5 200pL Standard 800uL
1:10 500pL 1:5 STD 500uL
1:20 500pL 1:10 STD 500uL
1:40 500pL 1:20 STD 500uL
Patient or Control 100pL Plasma 900uL

Product TEClot FIB TEClot FIB TEClot FIB TEClot FIB
Kit-10 Kit-25

Cat.No. A0501-010 A0501-025 A0511-020 A0511-050

Thrombin Reagent [ 5x2 mL 5x5 mL 10x2 mL 10x5 mL

IBS Buffer 1x125 mL 1x125 mL - -

TECal Normal 1x1 mL Ix1 mL - -

TEControl A 1x1 mL 1x1 mL - -

Determinations

Coatron M* 400 Det. 1000 Det. 800 Det. 2000 Det.
Coatron A4 200 Det. 500 Det. 400 Det. 1000 Det.
Coatron Aé 200 Det. 500 Det. 400 Det. 1000 Det.

*Micro method (75uL in total)

1. Thrombin Reagent:
Contains bovine thrombin (~80NIH) with stabilizers
REF: AO501-010/A0511-020: Reconstitute with 2mL purified water
REF: A0501-025/A0511-050: Reconstitute with 5mL purified water

2. IBS Buffer: Ready to use. Contains Imidazole buffered saline
3. TECal Normal: Reconstitute with 1 mL purified water.

Contains citrated human plasma. &
4. TEControl A: Reconstitute with 1 mL purified water. d

Contains citrated human plasma.

Swirl gently after reconstitution and allow standing for 15 minutes at room
temperature. Mix well before use. Do not shake.

Storage & Stability
Unopened reagents are stable until the expiration date shown on the label stored
at 2°-8°C. Opened reagent:

- 2-8°C 15-25°C 37°C
*
Thrombin Reagent 12 days 5days 24 hours
2-8°C 15-25°C -20°C
TEControl or Plasma 3 hours 4 hours 30 days

* Reagent must be protected from UV-light and evaporation

Precautions

Avoid contact with skin and eyes. Wear suitable protective clothing. Dispose
components in compliance with local regulations for infectious material.

All components are checked for HIV, HBV, HCV. However products from human blood
should be considered as potentially infectious.

Specimen collection and storage?

2. Pipette 50 pl diluted standard or patient plasma (1:10) into a test cuvette. Prewarm
at 37°C for 1-2 minutes.

3. Add 25 pl Thrombin reagent and simultaneously start test.

For other instrument, please refer to your instrument manual for more detailed

instrument specific instructions.

Calibration

TECal Normal or other commercially prepared plasma standard in which
Fibrinogen has been determined should be used as reference (200-300mg/dL).
Plot the clotting time obtained with each of the FIB standard dilutions on the y-axis
against the concentration of FIB (mg/dL) on the x-axis using log-log graph paper.
The line of best fit should be determined by linear regression analysis. The
fiorinogen in plasma samples can be determined by interpolation from the
calibration curve.

Expected Results

Typical normal results are 180-450 mg/dL*S. However results are influenced by the
method of clot detection and can vary from laboratory to laboratory. Each laboratory
is recommended to establish its own nomal range on the specific instrument used.

Quality Control

TEControl or other commercial control plasma should be used for reliable quality
control of performance at a frequency in accordance with good laboratory
practice (GLP). ). TEControl can be frozen one time after reconstitution. 120-150 pl
stored in closed polypropylen tubes at -20°C s stable for 30 days

Limitations
A. Specimen Collection. AVOID:
1. Use only plastic tubes or siliconised glass.
2. Delayed mixing of blood with anticoagulant.
3. Contamination with fissue thromboplastin.
4. Improper ratio of anticoagulant with blood.
5. Hemolyzed, icteric or lipemic samples may interfer optical systems
B. Laboratory Techniques
1. Perform tests at 37°C.
2. Use only high purity water.
3. Optimum pH is 7.0-7.5.

Performance Characteristics

Precision: CV% (within run) CV% (inter-runs)
Normal control <50 <50
Abnormal control <50 <10.0

(Typical performance on instrument Coatron M4)

Warranty

L. Obtain venous blood by clean vein puncture. _ ) This product is warranted to perform in accordance with its labelling and
2. Immediately mix 9 parts blood with 1 part 3.2% sodium cifrate (0.105M) and mix well literature. TECO disclaims any implied warranty of merchantability or fitness for
3. Centrifuge the specimen at 15009 for 10 min. (platelet <10000/uL) any other purpose, and in no event will TECO be liable for any consequential
4. Separate plasma after centrifugation and store in plastic or siiconised glass tube. damages arising out of aforesaid express warranty.
5. Use plasma within 4 hours, otherwise store frozen and thaw just prior to use.
References
Procedure 1. Clauss, A., Gerinnungsphysiologische Schnellmethode zur
A. Automated Method. Coatron A bestimmung des Fibrinogens. Acta Haematol., 1957, 17: 237-246.
Fibrinogen Ad A6 A4 | A6 A4 | A6 2. Shaw, TS. Assays for Fibrinogen and its Derivatives, CRC Crit. Rev. Clin. Lab.
- - Sci., 1977, 8:145-192.
PAT | Patient | 10ul | CP1 | 10l | CP1 Incubation 0s SENS 0 3. National Committee for the National Laboratory (NCCLS) Standards:
BUF | 1BS Buffer | 90l | P39 | 90ul | P79 Maxtime 120s POINTS 4 CoI[ecﬁon transport and prepcroﬁon_of blood specimens for coagulation
testing and performance of coagulation assays. Document H21-A2, vol. 11,
CLR - opl - opl - Unit 769 MIX No No. 23, 1991.
= _ ol | Poo | oul | Poo —— Coag — 1] 3 4. ?;ggyég;é;fglii\lgormm Reference Laboratory Values, N. Eng. J. Med.,
RO - oul | POO | oul | POO Math log XY Multi 1|1 5.  Okuno, T. and Selenko, V., Amer. J. Med. Tech., 1972, 38(6) : 196-201.
R1 - Oul | POO | Oul | POO CT-Mech Yes S-Corr 0%
R2 | Fibrinogen | 50ul | P29 | 50ul | P49 Deadtime 3s T-Corr 0%
Symbols key:
. In Vitro . . - Catalogue Consult accompanying
E Expiry date I IvD I Diagnostica &’]} Biological hazard E Number DII documents
X‘— Store at 2-8°C C € EU conformity H Manufacturer I LOT | Lot. Number Authorized Representative
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TEClot FIB
C€ [ o | [rer

TECO

A0501-010, A0501-025, A0O511-020, A0511-050

Verwendungszweck

TEClot FIB wird zur quantitativen Bestimmung von Fibrinogen im menschlichen
Plasma nach einer von Clauss' entwickelten Methode verwendet. Der
Fibrinogenpegel kann auf Grund von Entzindungen, Schwangerschaft und
dem  Gebrauch von Ovulationshemmern ansteigen?. Geringere
Konzentrationen kénnen bei verschiedenen Krankheiten wie Leberversagen
und DIC auftreten. Angeborene Defizite beinhalten Afibrinogendmie (kein

auffindbares Fibrinogen), Hypofibrigondmie (<Tmg/ml) und
Dysfibrinogendmie (abnormale Fibrinogenmolekile).
Inhalte und Vorbereitungen
Produkt TEClot FIB | TEClot FIB | TEClot FIB TEClot FIB
Kit-10 Kit-25
Kat. Nr. A0501-010 A0501-025 A0511-020 A0511-050
Thrombin Reagenz | 5x2 mL 5x5 mL 10x2 mL 10x5 mL
IBS Puffer 1x125 mL 1x125 mL - -
TECal Normal 1x1 mL 1x1 mL - -
TEConfrol A 1x1 mL 1x1 mL - -
Bestimmungen
Coatron M* 400 Det. 1000 Det. 800 Det. 2000 Det.
Coatron A4 200 Det. 500 Det. 400 Det. 1000 Det.
Coatron Aé 200 Det. 500 Det. 400 Det. 1000 Det.

*Mikromethode (75uL insgesamt)

1. Thrombin Reagenz:
Enthdlt Rinderthrombin (~80 NIH) mit Stabilisatoren.
REF: A0501-010/A0511-020: mit 2ml hochreinem Wasser anlésen
REF: A0501-025/A0511-050: mit 5ml hochreinem Wasser anlésen

2. IBS Puffer: gebrauchsfertig, 125ml

Enthalt gepufferte Natriumchlorid Lésung, pH 7,3-7.4
3. TECal Normal: Mit Tml hochreinem Wasser anlésen

Enthalt mit Zitrat versetztes menschliches Plasma.
4. TEControl A:

Mit Tml hochreinem Wasser anlésen
Enthdalt mit Zitrat versetztes menschliches Plasma. 7]
Nach der Anlésung vorsichtig leicht schwenken und bei Raumtemperatur 15
Minuten stehen lassen. Vor Gebrauch gut mischen. Nicht schitteln.

Lagerung und Stabilitat
Ungedffnete Reagenzien sind bei Lagerung zwischen 2-8°C bis zum auf dem
Etikett angegebenen Verfallsdatum haltbar. Gedffnete Reagenzien:

Thrombin Reagenz* 2-8°C 15-25°C 37°C
° 12 days 5 days 24 5td

2-8°C 15-25°C -20°C

TEControl oder Plasma 8 5id Tsia 05

* Reagenz muss vor UV-Licht und Verdunstung geschitzt werden.

VorsichtsmaBnahme

Haut- & Augenkontakt vermeiden. Abfdlle gemdaB lokaler Richtlinien fUr infektidse
Materialien entsorgen. Alle Bestandteile wurden auf HIV, HBV und HCV getestet.
Trotzdem muUssen Produkte aus menschlichem Blut immer als potentiell infektios
behandelt werden.

Probenentnahme und Lagerung 3
1. Venoses Blut mittels Venenpunktur unter sauberen Bedingungen entnehmen.

B. Manvelle Methode: Coatron M

1. Vorbereitung von Standard-, Kontroll- und Patientenlésungen

Standardlésung Plasma IBS Puffer
1:5 200yl Standard 800uL
1:10 500pL 1:5 STD 500pL
1:20 500pL 1:10 STD 500uL
1:40 500pL 1:20 STD 500uL
Patient oder Kontrolle 100pL Plasma 900uL
2. 50ul verdUnntes Standard- oder Patientenplasma (1:10) in eine KUvette pipettieren.
Bei 37°C fUr 1-2 Minuten erwdrmen
3. 25ul Thrombinreagenz hinzufUgen und gleichzeitig Test starten.

Wenn Sie ein anderes Gerdt verwenden, lesen Sie bitte fUr genauere Informationen die
entsprechende Gerdteanleitung.

Kalibrierung

TECal Normal oder anderes kommerzielles Standardplasma, mit bekanntem
Fibrinogengehalt, sollte als Referenz (200-300 mg/dl) verwendet werden. Geben Sie
die Gerinnungszeit jeder FIB Standard Losung auf der Y- Achse gegen die FIB
Konzentration (mg/dl) auf der X- Achse an. Verwenden Sie Milimeterpapier. Die
Reihe der besten Ergebnisse sollte durch lineare Regressionsanalyse bestimmt
werden. Fibrinogen in den Plasmaproben kann durch Interpolation der
Kalibrierungskurve bestimmt werden.

Erwartete Ergebnisse

Typische normale Ergebnisse sind 180-450mg/dl“5. Die Ergebnisse sind jedoch von der
Methode, wie die Gerinnungszeit bestimmt wird, abhdngig und kénnen von Labor zu
Labor varieren. Jedem Labor wird empfohlen, seinen

eigenen normalen Ergebnisbereich auf dem verwendeten Instrument zu erstellen.

Qualitatskontrolle

TEControl oder anderes kommerzielles Kontrollplasma sollte, um eine gute Qualitat
sicherzustellen, in regelmdBigen Absténden entsprechend Laborrichtlinien gemessen
werden. in regelmd&Bigen Absténden entsprechend Laborrichtlinien gemessen
werden. TEConfrol kann einmalig wieder eingefroren werden. HierfUr 120-150uL in
einem verschlieBbaren polypropylen GefaB bei -20°C aufbewahren und innerhalb
der ndchsten 30 Tage verwenden.

Beschrankungen
A. Probenvorbereitung. Achten Sie auf:
1. nur Plastikréhrehen oder silikonisiertes Glas verwenden
2. verzégertes Mischen von Blut mit Antikoagulanz vermeiden
3. Kontaminierung mit Gewebethromboplastin vermeiden
4. falsches Verhdltnis von Antikoagulanz und Blut vermeiden
5. Hdmolytische lipdmische oder ikterische Proben kdnnen optfische Systeme stéren

B. Labortechniken
1. Tests bei 37°C durchfGhren
2. nur hochreines Wasser verwenden
3. der optimale pH Wert ist 7,0-7.5

Leistungsdaten

Prazision: VK% (Einzellauf) VK% (Mehrfachlauf)
Normale Kontrolle <50 <50
Abnomale Kontrolle <50 <10.0

(Typische Leistung beim Gerat Coatron M4)

2. Sofort 9 Teile Blut mit einem Teil 3,2% Natriumzitrat (0,105M) gut mischen.
3. Probe bei 1500g 10 Minuten lang zentrifugieren (Thrombozyten <10000ul) Garantie
4. Plasma nach der Zentrifugierung entfemen und in einem Rohrchen aus Plastik oder Es wird garantiert, dass die Wirkungsweise dieses Produktes den Angaben auf der
siikonisierten Glas aufoewahren. Packung und in der Produktliteratur entspricht. TECO haftet weder fir die
5. Plasma innerhalb von 4 Stunden verwenden, andemfalls gefroren lagem und kurz Verk&uflichkeit oder Eignung dieses Produktes fir irgendwelche andere Zwecke
vor Gebrauch auftauen. noch fUr irgendwelche Folgeschdden, die sich aus der vorstehenden, expliziten
Garantie ergeben.
Verfahren
A. Automatenmethode: Coatron A Referenzen
Fibrinogen Ad A6 A4 | A6 A4 | A6 1. Clauss, A., Gerinnungsphysiologische Schnellmethode zur bestimmung
- - des Fibrinogens. Acta Haematol., 1957, 17: 237-246.
PAT | Patient | 10ul | CP1 | 10l | CP1 Incubation 0s SENS 0 2. Shaw, T.S. Assays for Fibrinogen and its Derivatives, CRC Crit. Rev. Clin. Lab. Sci.,
BUF | IBS Buffer | 90ul | P39 | 90ul | P79 Maxtime 120s POINTS 4 197.7’ 8 ]457]92: . .
3. National Committee for the National Laboratory (NCCLS) Standards: Collection
CLR - oul - oul - Unit 769 MIX No transport and preparation of blood specimens for coagulation testing and
. performance of coagulation assays. Document H21-A2, vol. 11, No. 23, 1991.
Rl Oul | POO | Oul | POO tsdied) Coag Gen | 4. Scully, RE. et al., Normal Reference Laboratory Values, N. Eng. J. Med.,
RO - oul | POO | oul | POO Math log XY Multi 1|1 1980, 302(37) : 37-48.
5. Okuno, T. and Selenko, V., Amer. J. Med. Tech., 1972, 38(6) : 196-201.
R1 - oul | POO | Oul | POO CT-Mech Yes S-Corr 0%
R2 | Fibrinogen | 50ul | P29 | 50ul | P49 Deadtime 3s T-Corr 0%
Erkl&rung der Symbole:
In-Vitro Biologische - Katalog- . .
E Verfallsdatum I IVD I Diagnostik & Gefahr E Nummer DI] Begleitpapiere beachten
X‘— Bei 2-8°C lagern c € EU Konformit&t H Hersteller I LOT | Lot. - Nummer ec | mer Bevollmdchtigter
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TEClot FIB

C€

IVD REF

TECO

A0501-010, A0501-025, A0O511-020, A0511-050

Revisions-Ubersicht:

Rev. |am Anderung durch Glltig far Freigabe am Freigabe durch
1 5.4.11 WG Technoclone FIB
Beschreibung: New box insert for Technoclone FIB.
2 21.12.11 CB | Technoclone FIB | 211211 | CH
Beschreibung: Neue Stabilitdtsangaben. Die Vorgaben wurden dem Technoclone Stability Test
9 Report ,TC6E0C.01 vom 5.5.2010 entnommen.
3 11.11.13 CB | Technoclone FIB | |
Beschreibuna: - Protokoll fir A4+A6
9 - Stabilitatsdaten neu
4 16.10.17 AR | Technoclone FIB | 161017 | CH
Technoclone Puffer (A0591-090) wird ersetzt durch IBS (A0590-125)
Beschreibung: (wegen deutlicher Messunterschiede bei Coatron A und X Serie)
Werteermittlung fur das CoA erfolgt ebenso mit IBS (A0590-125)
5 23.01.18 VG | Technoclone FIB |  23.01.18 | VG
Beschreibung: Neue Stabilitdtsangaben von Technoclone vom Thrombin Reagent.
Rev.5  01/2018 @ TECO GmbH, Dieselstr. 1, 84088 Neufahm NB Germany




24 100 00 Single Cuvettes - 500
24 200 00 Single Cuvettes - 5000

TECO

Information of use

The Cuvette as general laboratory article is suitable to hold
a reaction mixture for use in optical analyzers which are used
in laboratories for in vitro diagnostic tests.

The cuvettes are ready for immediate use. They have
unlimited shelf life if stored at 0 - 50°C.

Content
Product Single Cuvettes Single Cuvettes
Cat.No. 24 100 00 24 200 00
Content 500 pcs (500 det.) 5000 pcs (5000 det.)

The Cuvettes can be used with Coatron X Analyzers.

For application with semi-automated Coagulation System
Coatron X, each box contains a voucher label with a VIN
and PIN code to generate a ticket on the web-based
registration page (www.teco-reg.com).

The ticket information (VIN/PIN) must be entered for the
respective device to release the number of tests for this
device only. The (VIN/PIN) can only be used once per unit.

Precautions and waste information

The Cuvette should only be used once in analyzers. To
prevent contamination (sample/reagent), it is advised to
avoid contact with skin and eyes. Suitable protective clothing
and gloves are recommended.

Please also note the disposal of components in accordance with
local regulations for infectious material.

Material: pure, clear Polystyrol (PS)
Maximum volume should be less than ~ 500uL
Minimum volume: 75 pL

Dimensions max.: @11,5 mm x 24 mm

Rev2 07/2022

24100 00

Example Picture of the package — 500 Single Cuvettes

Packaging:

1. Log Bag, Dim.: (mm) 165 x 295 x 0,05, Mat.: LDPE;
2. Card Box, Dim.: (mm) 252 x 104 x 65

3. Paper Sleeve with Identification and Information

Voucher

VIN: 71101 XXXXX
PIN: 19823 78881

Single Cuvettes

500

Example of Voucher — 500 Single Cuvettes/Pack

24200 00
Example Picture of the package — 5000 Single Cuvettes

Packaging:

1. Log Bag, Dim.: (mm) 600 x 400 x 0,05, Mat.: LDPE;
2. Card Box, Dim.: (mm) 400 x 250 x 150

3. Label with Identification and Information

Voucher

VIN: 71200 XXXXX
PIN: 19823 78881

Single Cuvettes

5000

Example of Voucher — 5000 Single Cuvettes/Pack

TECO Medical Instruments Production +Trading GmbH, Dieselstr. 1, 84088 Neufahrn NB Germany



24 100 00 Single Cuvettes - 500
24 200 00 Single Cuvettes - 5000

TECO

Gebrauchsinformation

Die Kuvette als allgemeiner Laborartikel eignet sich zur
Aufnahme eines Reaktionsgemisches zur Verwendung in
optischen Analysegeraten, welche in Laboren flr in-vitro-
diagnostische Tests verwendet werden.

Die Kivetten sind sofort einsatzbereit. Sie sind unbegrenzt
haltbar, wenn sie bei 0 - 50°C gelagert werden.

Inhalt

Produkt Einzelkivette Einzelkivette

Kat. Nr. 24 100 00 24 200 00

Inhalt (Stck.) 500 (500 Tests) |5000 (5000 Tests)

Die Kivetten kénnen mit dem halb-automatischen
Coagulations System Coatron X verwendet werden.

Dazu enthalt jede Packung ein Voucher-Etikett mit einem
VIN- und PIN-Code, um ein Ticket auf der webbasierten
Registrierungsseite zu generieren (www.teco-reg.com).

Die Ticketinformationen (VIN/PIN) missen fiir das jeweilige
Gerat eingegeben werden, um die Anzahl der Tests fiir
dieses Gerat freizugeben. Die (VIN/PIN) kann nur einmal pro
Einheit verwendet werden.

VorsichtsmafRnahmen und Entsorgungshinweise

Die Kiivette sollte nur einmal im Analysegerat verwendet
werden. Um eine Kontamination (Probe/Reagenz) zu
vermeiden, ist es ratsam, den Kontakt mit Haut und Augen
zu vermeiden. Es werden geeignete Schutzkleidung und
Handschuhe empfohlen.

Bitte beachten Sie auch die Entsorgung der Komponenten
in Ubereinstimmung mit den értlichen Vorschriften fiir
infektidses Material.

Material: klares Polystyrol (PS)
maximales Volumen: nicht tber ~ 500uL
ninimales Volumen: : 75 pL

max. Abmessungen: @11,5 mm x 24 mm

Rev2 07/2022

24100 00

Beispielbild — Packung mit 500 Einzelklvetten

Verpackung:

1. Beutel, MaRe: (mm) 165 x 295 x 0,05, Mat.: LDPE;
2. Karton, MaRke: (mm) 252 x 104 x 65

3. Papierhille mit Beschreibung und Informationen

Voucher

VIN: 71101 XXXXX
PIN: 19823 78881

Single Cuvettes

500

Beispiel des Voucher — 500 Einzelkuvetten/Pack

24 200 00
Beispielbild — Packung mit 5000 Einzelkivetten

Verpackung:

1. Beutel, MaBe: (mm) 600 x 400 x 0,05, Mat.: LDPE;
2. Karton, Mafte: (mm) 400 x 250 x 150

3. Label mit Artikelbeschreibung und Informationen

Voucher

VIN: 71200 XXXXX
PIN: 19823 78881

Single Cuvettes

5000

Beispiel des Voucher — 5000 Einzelkivetten/Pack

TECO Medical Instruments Production +Trading GmbH, Dieselstr. 1, 84088 Neufahrn NB Germany



TEControl N TECO

C€ [wp ] [rer] Peoo1-010

Intended Use
Use as a normal control for following coagulation tests:

PT, APTT, Thrombintime, Fibrinogen,
Antithrombin and D-Dimer

Contents
10 x TmL freeze dried citrate-anticoagulated human plasma

Preparation

Reconstitute individual vials with 1,0 ml distilled water. Allow
to stand at room temperature, with occasional swirling, for 15
min before use. Be certain all particulate matter is well
dissolved.

PT whole blood (TEClot PT-B): Reconstitute individual vials with

1,7 ml distilled water.

Storage & Stability
Unopened vials are stable until the expiration date shown on
the label stored at 2°-8°C.

Dissolved plasma change analytic levels below 10% if stored

as following:
-20°C 2-8°C 20-25°C
1 month 8 hours 4 hours

Dissolved plasma can be refrozen only one time in aliquots
(120-150pL). Stored at -20°C in closed polypropylene tubes,
the aliquots must be used within 30 days.

Precautions

This product contains substance from human origin!

Avoid contact with skin and eyes. Wear suitable protective
clothing. Dispose components in compliance with local
regulations for infectious material. Al components are checked
for HIV, HBV and HCV. However products from human blood
should be considered as potentially infectious.

Expected Results
Refer to "Certificate of Analysis”.

Warranty

This product is warranted to perform in accordance with its
labelling and literature. TECO disclaims any implied warranty
of merchantability or fitness for any other purpose, and in no
event will TECO be liable for any consequential damages
arising out of aforesaid express warranty.

Symbols key:
. In Vitro . ) - Catalogue Consult accompanying
E Expiry date I IvD I Diagnostica & Biological hazard E Number DII documents
,_,{("’smre at 2-8°C C € EU conformity H Manufacturer I LOT | Lot. Number Authorized Representative

Rev.2 07/2022 H TECO Medical Instruents Production + Trading GmbH, Dieselstr. 1, 84088 Neufahrn i.NB Germany



TEControl N

TECO

q

IVD REF [ P6001-010

Verwendungszweck
Als normale Kontrolle fUr folgende Gerinnungstests verwenden:

PT, APTT, Thrombinzeit, Fibrinogen,
Antithrombin und D-Dimer

Inhalt
10 x ImL gefriergetrocknetes mit
gerinnungshemmendes Humanplasma

Zitrat  versetztes

Vorbereitung
Die einzelnen FHd&schchen mit 1,0ml destiliertem Wasser
anlésen.  Fldschchen bei Raumtemperatur bis  zur
Anwendung unfer gelegentlichen Verwirbeln 15 Minuten
lang stehen lassen. Stellen Sie sicher, dass alle Partikel gut
aufgeldst sind.

Vollblut PT (TEClot PT-B): einzelne Fldschchen mit 1,7ml
destilliertem Wasser anldsen.

Lagerung und Stabilitat
Ungedffnete FiGdschchen sind bei Lagerung zwischen 2-8°C
zum bis auf dem Efikett angegebenen Verfallsdatum haltbar.

Gelostes Plasma verédndern die analytischen Levels unter 10%
wenn wie folgt gelagert:
-20°C 2-8°C

1 Monat 8 Stunden

20-25°C
4 Stunden

Gelbstes Plasma kann einmalig wiedereingefroren werden.
Die Aliquots (120-150uL) sind 30 Tage haltbar, wenn sie in
polypropylen Gef@Ben bei -20°C aufbewahrt werden.

VorsichtsmaBnahmen

Dieses Produkt enthdlt Substanzen humanen Ursprungs!

Haut- und Augenkontakt vermeiden. Angemessene
Schutzkleidung tragen. Abfdlle laut lokaler Regelungen fUr
infektidse Materialien entsorgen. Alle Bestandteile wurden
auf HIV, HBV und HCV getestet. Trotzdem mussen Produkte
aus menschlichem Blut immer als pofentiell infektids
angesehen werden.

Erwartete Ergebnisse
Lesen Sie das Analysenzertifikat

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produkts
den Angaben auf der Packung und in der Produkiliteratur
entspricht. TECO haftet weder fur die Verkauflichkeit oder
Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgesch&den, die sich aus der
vorstehenden, expliziten Garantie ergeben.

Erkl&rung der Symbole:

In-Vitro Biologische - . .
E Verfallsdatum I IVD I Diagnostik & Gefar E Katalog-Nummer l:[i] Begleitpapiere beachten
_,l" Bei 2-8°C lagemn C € EU Konformitéit H Hersteller I LOT | Lot. - Nummer Bevollmdachtigter

Rev.2

07/2022

ul
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TEControl A TECO

C€ [wo ] [rer] per01-010

Intended Use
Use as an abnormal control for following coagulation tests:

PT, APTT, Thrombintime, Fibrinogen,
Antithrombin and D-Dimer

Contents
10 x 1mL freeze dried citrate-anficoagulated human plasma

Preparation

Reconstitute individual vials with 1,0 ml distilled water. Allow
to stand at room temperature, with occasional swirling, for 15
min before use. Be certain all particulate matter is well
dissolved.

PT whole blood (TEClot PT-B): Reconstitute individual vials with

1,7 ml distilled water.

Storage & Stability
Unopened vials are stable until the expiration date shown on
the label stored at 2°-8°C.

Dissolved plasma change analytic levels below 10% if stored

as following:
-20 °C 2-8 °C 20-25°C
1 month 8 hours 4 hours

Dissolved plasma can be refrozen only one fime in aliquots
(120-150pL). Stored at -20°C in closed polypropylene tubes,
the aliquots must be used within 30 days.

Precautions

This product contains substance from human origin!

Avoid contfact with skin and eyes. Wear suitable protective
clothing. Dispose components in compliance with local
regulations for infectious material. Al components are checked
for HIV, HBV and HCV. However products from human blood
should be considered as potentially infectious.

Expected Results
Refer to “Certificate of Analysis”.

Warranty

This product is warranted to perform in accordance with its
labelling and literature. TECO disclaims any implied warranty
of merchantability or fitness for any other purpose, and in no
event will TECO be liable for any consequential damages
arising out of aforesaid express warranty.

Symbols key:
. In Vitro . . - Catalogue Consult accompanying
E Expiry date I IVD I Diagnostica (ﬁb Biological hazard E Number DII documents
,_stmre at 2-8°C c € EU conformity H Manufacturer I LOT | Lot. Number Authorized Representative
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TEControl A TECO

C€ [wo ] [rer] per01-010

Verwendungszweck
Als abnormale Kontrolle fur folgende Gerinnungstests verwenden:

PT, APTT, Thrombinzeit, Fibrinogen,
Antithrombin und D-Dimer

Inhalt
10 x ImL gefriergefrocknetes mit Zitrat versetztes
gerinnungshemmendes Humanplasma

Vorbereitung
Die einzelnen Fdaschchen mit 1,0ml destiliertem Wasser
anlésen.  Fldschchen bei  Raumtemperatur  bis  zur
Anwendung unter gelegentlichen Verwirbeln 15 Minuten
lang stehen lassen. Stellen Sie sicher, dass alle Partikel gut
aufgeldst sind.

Vollblut PT (TEClot PT-B): einzelne Fl&dschchen mit 1,7ml
destilliertem Wasser anldsen.

Lagerung und Stabilitat
Ungedffnete Fldschchen sind bei Lagerung zwischen 2-8°C
zum bis auf dem Etikett angegebenen Verfallsdatum haltbar.

Gelbostes Plasma verdndern die analytischen Levels unter 10%
wenn wie folgt gelagert:

-20 °C 2-8 °C 20-25°C

1 Monat 8 Stunden 4 Stunden

Gelbstes Plasma kann einmalig wiedereingefroren werden.
Die Aliquots (120-150uL) sind 30 Tage haltbar, wenn sie in
polypropylen GefdBen bei -20°C aufbewahrt werden.

VorsichtsmaBnahmen

Dieses Produkt enthdlt Substanzen humanen Ursprungs!

Haut- und Augenkontakt vermeiden. Angemessene
Schutzkleidung tragen. Abfdélle laut lokaler Regelungen fir
infektidse Materialien entsorgen. Alle Bestandteile wurden
auf HIV, HBV und HCV getestet. Trofzdem missen Produkte
aus menschlichem Blut immer als potentiell infekfids
angesehen werden.

Erwartete Ergebnisse
Lesen Sie das Analysenzertifikat

Garantie

Es wird garantiert, dass die Wirkungsweise dieses Produkts
den Angaben auf der Packung und in der Produkiliteratur
entspricht. TECO haftet weder fur die Verkauflichkeit oder
Eignung dieses Produktes fUr irgendwelche andere Zwecke
noch fUr irgendwelche Folgeschdden, die sich aus der
vorstehenden, expliziten Garantie ergeben.

ErklGrung der Symbole:
In-Vitro Biologische Katalog- Begleitpapiere
E Verfallsdatum Diagnostik (ﬁb Gefahr Nummer EE beachten

r Bei 2-8°C ( € EU Konformitét H Hersteller LOT Lot. — Nummer Bevolmdchtigter

lagern
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Zhejiang Orient Gene Biotech Co.,LTD

STATEMENT

We, Zhejiang Orient Gene Biotech Co., Ltd , having a registered office at 3787#, East Yangguang
Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China assign SRL SANMEDICO having a
registered office at A. Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as non-exclusive
authorized representative for Orient Gene Brand product in correspondence with the conditions of
directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical deviceS"éii"fﬁé;7’fT"eﬁ*§gory of the Republic of Moldova.

4’* s
.)

jvali;d’ from M

This Statement letter w1]§{ tgﬁ

General Manager:

Date:2024/3/22 &

Mtk WL N T 22 75 BB Al AR BH O KB AR B 3787 5
Add: 3787#, East Yangguang Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China
L1 Tel:+86-572-5226111 f& K Fax: +86-572-5226222 4% P.C.:313300
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

Product Service

Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.

3787#, East Yangguang Avenue, Dipu Street Aniji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

L. ENISO 13405 A8

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution
of In Vitro Diagnostic Reagent and Instrument for the
Detection of Drugs of Abuse, Fertility, Infectious
Diseases, Oncology, Biochemistry, Cardiac Diseases,
Allergic Disease based on Rapid Test, PCR and Liquid
Biochip Method.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 092305 0001 Rev. 01

Report No.: SH2198802
Valid from: 2022-04-11
Valid until: 2024-03-16

c@s'(—\/

Date, 2022-04-11 Christoph Dicks
Head of Certification/Notified Body

un s ®
Page 1 of 2 TOV

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

=)

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 313300
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

** *** Benannt durch/Designated b

~<

Zentralstelle der Lander

i!Lé * fir Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko *4‘.7* ZLG-BS-245.10.07

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

www.zlg.de

Product Service

No. V7 092378 0009 Rev. 00

Manufacturer: Healgen Scientific Limited

Liability Company
3818 Fuqua Street
Houston TX 77047

USA

Product: Screening test for Hepatitis C marker

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the
devices conforms to the requirements of this Directive. All applicable requirements of the testing and
certification regulation of TUV SUD Group have to be complied with. For details and certificate validity
see: www.tuvsud.com/ps-cert?g=cert:V7 092378 0009 Rev. 00

Report No.: 713234651
Valid from: 2022-04-22
Valid until: 2025-05-26

Date, 2022-04-22 c
'@f(—\_/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

** *j’\(* Benannt durch/Designated by

Zentralstelle der Lander

* |4 | fir Gesundheitsschutz
% = * bei Arzneimitteln und
* Medizinprodukten

Ko *** ZLG-BS-245.10.07

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

www.zlg.de

=)

Product Service

No. V7 092378 0009 Rev. 00

Model(s): HCV Hepatitis C Virus Rapid Test

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Aniji,
313300 Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

Parameters: Model Name: Model No.:

HCV Hepatitis C Virus Rapid Test
(Serum / Plasma) (Cassette) GCHCV-302a

HCV Hepatitis C Virus Rapid Test
(Whole Blood /Serum / Plasma) (Cassette) GCHCV-402a

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



3818 Fuqua street e
Houston, TX 77047, USA \X

= @
Tel: +2723 733 8088 e HEALGEN
Fax: +1713 733 8848 \ e
Web: www.Healgen.com N
E-mail: sales@healgen.com CE-DOC-H003

Ver.1.7

EC Declaration of Conformity
In accordance with Directive 98/79/EC

Legal Manufacturer: Healgen Scientific Limited Liability Company
Legal Manufacturer Address: 3818 Fuqua Street, Houston, TX 77047, USA.

Declares, that the products
Product Name and Model(s)

Orient Gene HCV Hepatitis C Virus Rapid Test
(Serum/Plasma) (Cassette) GCHCV-302a
Orient Gene HCV Hepatitis C Virus Rapid Test
(Whole blood/Serum/Plasma)(Cassette) GCHCV-402a

EDMA Code: 15 70 02 02

Classification: Annex Il List A
Conformity assessment route:  Annex IV (Full Quality Assurance)

Compliance of the designated product with the Directive 98/79/EC has been assessed and
certified by the Notified Body

Notified Body: TUV SUD Product Service GmbH

Notified Body Address: Munich Branch Ridlerstral3e 65 80339 Miinchen Germany

EC Certificate No.: V1 092378 0004 Rev. 02 Valid until: 2025-05-26

EC Design-Examination Certificate No.: V7 092378 0009 Rev. 00 Valid until: 2025-05-26

It bears the mark

CE 0123

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative Name: QARAD b.v.b.a.

EC Representative Address: Cipalstraat 3, B-2440 Geel, Belgium

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the directive
98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Signature; J 7
Name of authorized signatory: Joyce Pang

Position held in the company: Vice-President
Date: 2022.4.22


http://www.healgen.com/
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EC Declaration of Conformity

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

Troponin | Rapid Test Cassette (Whole Blood/Serum/Plasma) GDTRO-402a

Troponin | Rapid Test Cassette (Whole Blood/Serum/Plasma) GDTRO-402b

Classification: Other
Conformity assessment route:  Annex |l (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: Shanghai International Holding Corp. GmbH (Europe)

EC Representative’s Address: Eiffestrasse 80, 20537 Hamburg, Germany

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Date Signed: August 11, 2020
/77 « [ of

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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Zhejiang Orient Gene Biotech Co., LTD

CERTIFICATE OF ANALYSIS
Product Name: HBsAg Rapid Test (Whole blood/Serum/Plasma) (Cassette)
Purchase NO.: 2024-IEU010#
Lot NO.: 2401182
Quantity: 4000pcs
Expiration Date: 2025.12

CONTROLS SPECIFICATION | TEST RESULT CONCLUSION
) ) ) ) MPass
Negative Specimens Negative Negative )
oFail
o o Pass
Ing/ml Positive Positive ‘
oFail
o o MPass
2ng/ml Positive Positive )
Positive oFail
Specimens MPass
3ng/ml Positive Positive .
oFail
o o MPass
Sng/ml Positive Positive )
oFail

Pass:All results meet QC standard.
oFail

Test by: ﬁ/ éé/\ QC Supervisor: /{%‘ﬂ /ﬁa/\wi%)

Date:2024.01.24 Date:2024.01.24



Hepatitis B Surface Antigen Rapid Test Cassette
(Whole blood/Serum/Plasma)

INTENDED USE

The Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) is a lateral flow
chromatographic immunoassay for the qualitative detection of Hepatitis B surface antigen (HBsAgQ) in
human whole blood, serum or plasma. It is intended to be used as a. screening test and as an aid in the
diagnosis of infection with Hepatitis B virus (HBV). Any reactive specimen with the HBsAg Rapid Test
Cassette must be confirmed with alternative testing method(s) and clinical findings.

INTRODUCTION

Viral hepatitis is a systemic disease primarily involving the liver. Most cases of acute viral hepatitis are
caused by Hepatitis A virus, Hepatitis B virus (HBV) or Hepatitis C virus. The complex antigen found on the
surface of HBV is called HBsAg. The presence of HBsAg in serum or plasma is an indication of an active
Hepatitis B infection, either acute or chronic. In a typical Hepatitis B infection, HBsAg will be detected 2 to 4
weeks before the ALT level becomes abnormal and 3 to 5 weeks before symptoms or jaundice develop.
HBsAg has four principal subtypes: adw, ayw, adr and ayr. Because of antigenic heterogeneity of the
determinant, there are 10 major serotypes of Hepatitis B virus. The HBsAg Test Cassette (Whole
Blood/Serum/Plasma) is a rapid test to qualitatively detect the presence of HBsAg in whole blood, serum
or plasma specimens. The test utilizes a combination of double monoclonal antibodies to selectively detect
elevated levels of HBsAg in whole blood, serum or plasma.

PRINCIPLE

The Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) is a lateral flow
chromatographic immunoassay based on the principle of the double antibody-sandwich technique. The
membrane is pre-coated with anti-HBsAg antibodies on the test line region of the test. During testing,
Hepatitis B Surface Antigen in the whole blood, serum or plasma specimen reacts with the particle coated
with anti-HBsAg antibody. The mixture migrates upward on the membrane, chromatographically by
capillary action to react with anti-HBsAg antibodies on the membrane and generate a colored line. The
presence of this colored line in the test region indicates a positive result, while its absence indicates a
negative result. To serve as a procedural control, a colored line will always appear in the control line region
indicating that the proper volume of specimen has been added and membrane wicking has occurred.

PRODUCT CONTENTS

The Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) containing anti-HBsAg
antibodies particles and anti-HBsAg antibodies coated on the membrane.

MATERIALS SUPPLIED

Test cassette Dropper Buffer Package insert

MATERIAL REQUIRED BUT NOT PROVIDED

Specimen collection containers

Lancets (for fingerstick whole blood only)

Centrifuge (for plasma only)

Timer

. Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only)

STORAGE AND STABILITY

The kit can be stored at room temperature or refrigerated (2-30°C). The test device is stable through the
expiration date printed on the sealed pouch. The test cassette must remain in the sealed pouch until
use. DO NOT FREEZE. Do not use beyond the expiration date.

WARNINGS AND PRECAUTIONS

. For professional In Vitro diagnostic use only. Do not use after expiration date.

Warning: the reagents in this kit contain sodium azide which may react with lead or copper plumbing to
form potentially explosive metal azides. When disposing of such reagents, always flush with large
volumes of water to prevent azide build-up.
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Do not use it if the tube/pouch is damaged or broken.

Test is for single use only. Do not re-use under any circumstances.

Handle all specimens as if they contain infectious agents. Observe established precautions against

microbiological hazards throughout testing and follow the standard procedures for proper disposal of

specimens.

6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.

7. Humidity and temperature can adversely affect results.

8. Do not perform the test in a room with strong air flow, i.e. electric fan or strong air-conditioning.

SPECIMEN COLLECTION AND PREPARATION

1. Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed
using whole blood (from venipuncture or fingerstick), serum or plasma.

2. To collect Fingerstick Whole Blood specimens:

e Wash the patient's hand with soap and warm water or clean with an alcohol swab. Allow to dry.

e Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip of the
middle or ring finger.

e Puncture the skin with a new sterile lancet for each person. Wipe away the first sign of blood.

e Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture site.

e Add the Fingerstick Whole Blood specimen to the test cassette by using a capillary tube:

e Touch the end of the capillary tube to the blood until filled to approximately 50uL. Avoid air bubbles.
e Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the whole blood
into the specimen well (S) of the test cassette.

e Add the Fingerstick Whole Blood specimen to the test cassette by using hanging drops:

e Position the patient's finger so that the drop of blood is just above the specimen well (S) of the test
cassette.

e Allow 2 hanging drops of fingerstick whole blood to fall into the center of specimen well (S) on the test
cassette, or move the patient's finger so that the hanging drop touches the center of the specimen well (S).
Avoid touching the finger directly to the specimen well (S).

3. Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear,
non-hemolyzed specimens.

4. Testing should be performed immediately after specimen collection. Do not leave the specimens at
room temperature for prolonged periods. Serum and plasma specimens may be stored at 2-8°C for up
to 3 days. For long term storage, specimens should be kept below -20°C. Whole blood collected by
venipuncture should be stored at 2-8°C if the test is to be run within 2 days of collection. Do not freeze
whole blood specimens. Whole blood collected by fingerstick should be tested immediately.

5. Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed
and mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.

6. If specimens are to be shipped, they should be packed in compliance with local regulations covering
the transportation of etiologic agents.

TEST PROCEDURE

Allow test cassette, specimen, buffer and/or controls to equilibrate to room temperature (15-30°C)

prior to testing.

1. Remove the test cassette from the foil pouch and use it as soon as possible. Best results will be
obtained if the assay is performed within one hour.

2. Place the test cassette on a clean and level surface.

For Serum or Plasma Specimens: Hold the dropper vertically and transfer 2-3 drops of serum or plasma

(approximately 60-90uL) to the specimen well (S) of the test cassette. See illustration below.

For Venipuncture Whole Blood Specimens: Hold the dropper vertically and transfer 2 drops of

venipuncture whole blood (approximately 50uL) to the specimen well (S) of the test cassette, then add 1

drop of buffer (approximately 40 pL) and start the timer. See illustration below.

For Fingerstick Whole Blood Specimens: Allow 2 hanging drops of fingerstick whole blood

(approximately 50 pL) to fall into the center of the specimen well (S) on the test cassette, then add 1 drop

of buffer (approximately 40 pL) and start the timer. See illustration below.

3. Wait for the red line(s) to appear. The result should be read in 15 minutes. Do not interpret the result
after 15 minutes

apw



INTERPRETATION OF RESULTS

POSITIVE: Two distinct red lines appear. One line should be in the control region (C) and another line
should be in the test region (T).

NEGATIVE: One red line appears in the control region (C). No apparent red or pink line appears in the test
region (T).

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are
the most likely reasons for control line failure. Review the procedure and repeat the test with a new test
Cassette. If the problem persists discontinue using the test kit immediately and contact your local
distributor

QUALITY CONTROL

A procedural control is included in the test. A red line appearing in the control region (C) is the internal
procedural control. It confirms sufficient specimen volume and correct procedural technique. Control
standards are not supplied with this kit; however, it is recommended that positive and negative controls be
tested as a good laboratory practice to confirm the test procedure and to verify proper test performance.

LIMITATIONS

1. Though the Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) is a
reliable screening assay, it should not be used as a sole criterion for diagnosis of HBV infection.

The HBsAg Rapid Test Cassette is limited to the qualitative detection of HBsAg in human whole blood,
serum or plasma. The intensity of the test band does not have linear correlation with HBsAg titer in the
specimen.

A negative test result does not preclude the possibility of exposure to or infection with HBV. Infection
through recent exposure (seroconversion) to HBV may not be detectable.

A negative result can occur if the quantity of HBsAg present in the specimen is below the detection
limits of the assay (lower thanl ng/mL), or the HBsAg that are detected are not present during the
stage of disease in which a sample is collected.

Interference due to heterophile antibodies, Rheumatoid Factors and other nonanalyte substances in
patient's serum, capable of binding antibodies multivalently and providing erroneous analyte detection
in immunoassays, has been reported in various studies. Both laboratory professionals and clinicians
must be vigilant to this possibility of antibody interference. Results that appear to be internally
inconsistent or incompatible with the clinical presentation should invoke suspicion of the presence of
an endogenous artifact and lead to appropriate in vitro investigative action.

This kit is intended ONLY for testing of individual samples. Do not use it for testing of cadaver samples,
saliva, urine or other body fluids, or pooled (mixed) blood.

As with all diagnostic tests, a definitive clinical diagnosis should not be based on the result of a single
test, but should only be made by the physician after all clinical and laboratory findings have been
evaluated.
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PERFORMANCE CHARACTERISTICS
Sensitivity:
The Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested with a
sensitivity panel ranging from 0 to 300 ng/mL. All 10 HBsAg subtypes produced positive results on the
Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma). The test can detect 5ng/mL
of HBsAg in 10 minutes, and 1 ng/mL of HBsAg in 15 minutes.
Specificity:
Antibodies used for the Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma)
were developed against whole Hepatitis B antigen isolated from Hepatitis B virus. Specificity of the Hepatitis
B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) was also tested with laboratory
strains of Hepatitis A and Hepatitis C. They all yielded negative results.

Hepatitis B Surface Antigen Rapid Test Cassette (Whole Blood/Serum/Plasma) vs. EIA test

Method EIA
— - Total Results
Hepatitis B Surface Antigen Results Positive Negative
Rapid Test Cassette (Whole Positive 345 5 350
Blood/Serum/Plasma) Negative 2 080 082
Total Results 347 985 1332

Relative sensitivity: 99.4%
Relative specificity 99.5%
Accuracy: 99.5%

REFERENCE

1. Blumberg, B. S. The Discovery of Australian Antigen and its relation to viral hepatitis. Vitro. 1971; 7:
223

Catalogue No:GCHBsg-402a

Effective Date: 2023-08-22
B20137-05



HCYV Hepatitis C Virus Rapid Test
(Whole blood/Serum/Plasma)(Cassette)

GCHCV-402a

INTENDED USE

The HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) is a sandwich lateral flow chromatographic immunoassay for
the qualitative detection of antibodies (IgG, IgM, and IgA) to Hepatitis C virus (HCV) in human whole blood, serum or plasma. It is intended
to be used as a screening test and as an aid in the diagnosis of infection with HCV. Any reactive specimen with the HCV Hepatitis C Virus Rapid
Test Cassette must be confirmed with alternative testing method(s) and clinical findings.

INTRODUCTION

Hepatitis C Virus (HCV) is a small, enveloped, positive-sense, single-stranded RNA virus. Antibody to HCV is found in over 80% of patients
with well-documented non-A, non-B hepatitis. Conventional methods fail to isolate the virus in cell culture or visualize it by electron
microscope. Cloning the viral genome has made it possible to develop serologic assays that use recombinant antigens (1, 2). Compared to the
first generation HCV EIAs using single recombinant antigen, multiple antigens using recombinant protein and/or synthetic peptides have been
added in new serologic tests to avoid nonspecific cross-reactivity and to increase the sensitivity of the HCV antibody tests (3, 4). HCV Hepatitis
C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) is a rapid test to qualitatively detect the presence of antibody to HCV in a whole
blood, serum or plasma specimen. The test utilizes a combination of recombinant antigen to selectively detect elevated levels of HCV
antibodies in whole blood, serum or plasma.

C€ o123

PRINCIPLE

The HCV Hepatitis C Virus Rapid Test Cassette is a lateral flow chromatographic immunoassay based on the principle of the double
antigen—sandwich technique. The test Cassette consists of: 1) a burgundy colored conjugate pad containing HCV antigens conjugated with
colloidal gold (HCV Ag conjugates) and rabbit [gG-gold conjugates, 2) a nitrocellulose membrane Cassette containing a test band (T band) and
a control band (C band). The T band is pre-coated with non-conjugated HCV antigens, and the C band is pre-coated with goat anti-rabbit IgG.
‘When an adequate volume of test specimen is dispensed into the sample well of the Cassette, the specimen migrates by capillary action across
the Cassette. The antibodies: either the IgG, the IgM, or the IgA, to HCV if present in the specimen will bind to the HCV Ag conjugates. The
immunocomplex is then captured on the membrane by the precoated HCV antigens, forming a burgundy colored T band, indicating a HCV Ab
positive test result. Absence of the T band suggests a negative result. The test contains an internal control (C band) which should exhibit a
burgundy colored band of the immunocomplex of goat anti-rabbit IgG and rabbit IgG-gold conjugate regardless the presence of any antibodies
to HCV. Otherwise, the test result is invalid and the specimen must be retested with another Cassette.

PRODUCT CONTENTS

HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) containing HCV antigen (HCV antigen includes core, NS3, NS4
and NS5 segment) coated particles and HCV antigen (HCV recombinant antigen includes core, NS3, NS4 and NS5 segment) coated on the
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MATERIALS SUPPLIED

1. 25 sealed pouches each containing a test cassette, a pipette dropper and a desiccant

(Test Cassette T band is pre-coated with non-conjugated HCV antigens, and the C band is pre-coated with goat anti-rabbit IgG on the
nitrocellulose and coupled to colloidal gold on label pad)

2. 1 Package insert

3. 1 Buffer (4 mL) (Casein-salt: 1%, NaCl: 0.9%, @ Warning: 0.5% NaN;
Na:HPO.: 0.286%, NaNs: 0.5%) Harmful if swallowed; Harmful to aquatic life with long
Warning lasting effects
Prevention

Wash face, hands and any exposed skin thoroughly after
handling Wear protective gloves/protective clothing/eye
protection/face protection

Do not breathe dust/fume/gas/mist/vapors/spray

Do not eat, drink or smoke when using this product

Avoid release to the environment.

Response

IF SWALLOWED: rinse mouth. Do NOT induce vomiting.
Get medical attention/advice if you feel unwell

MATERIAL REQUIRED BUT NOT PROVIDED

1. Specimen collection containers 2. Sterile lancets (for fingerstick whole blood only)
3. Centrifuge (for plasma only) 4. Timer
5. Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only)

STORAGE AND STABILITY

The kit can be stored at room temperature or refrigerated (2-30°C). The test Cassette is stable through the expiration date printed on the sealed
pouch. The test Cassette must remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.

WARNINGS AND PRECAUTIONS

1. For professional in vitro diagnostic use only. Do not use after expiration date.

2. Warning: the reagents in this kit contain sodium azide which may react with lead or copper plumbing to form potentially explosive metal
azides. When disposing of such reagents, always flush with large volumes of water to prevent azide build-up.

3. Do not use it if the tube/pouch is damaged or broken.

4. Test is for single use only. Do not re-use under any circumstances.

5. Handle all specimens as if they contain infectious agents. Observe established precautions against microbiological hazards throughout
testing and follow the standard procedures for proper disposal of specimens.

6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are assayed.

7. Humidity and temperature can adversely affect results.

8. Do not perform the test in a room with strong air flow, ie. an electric fan or strong airconditioning.

SPECIMEN COLLECTION

1. The HCV Hepatitis C Virus Rapid Test (Whole Blood/Serum/Plasma) (Cassette) can be performed using whole blood (from venipuncture
and fingerstick), serum or plasma.
2. For venipuncture whole blood and plasma: K:-EDTA, Sodium Heparin, Sodium citrate Sterile, and Lithium heparin should be used as the
anticoagulant. Other anticoagulants have not been tested and may give incorrect results.
3. To collect Fingerstick Whole Blood specimens:

» Wash the patient’s hand with soap and warm water or clean with an alcohol wipe . Allow to dry.

* Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip of the middle or ring finger.

* Puncture the skin with a new sterile lancet for each person. Wipe away the first sign of blood.

* Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture site.

* Add the Fingerstick Whole Blood specimen to the test device by using a capillary tube:

» Touch the end of the capillary tube to the blood until filled to approximately 60 uL. Avoid air bubbles.

« Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the whole blood into the specimen well (S) of the test
device.

* Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear, nonhemolyzed specimens.
4. Testing should be performed immediately after specimen collection. Do not leave the specimens at room temperature for prolonged periods.
Serum and plasma specimens may be stored at 2-8°C for up to 3 days and may be stored at -20°C for 6 months. Whole blood collected by
venipuncture should be stored at 2-8°C if the test is to be run within 2 days of collection. Do not freeze whole blood specimens. Whole blood
collected by fingerstick should be tested immediately.
5. Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed and mixed well prior to testing.
Specimens should not be frozen and thawed repeatedly.
6. If specimens are to be shipped, they should be packed in compliance with usual regulations for transportation of etiological agents.

TEST PROCEDURE

Allow test cassette, specimen, buffer and/or controls to equilibrate to room temperature (15-30°C) prior to testing.

1. Remove the test Cassette from the foil pouch and use it as soon as possible. Best results will be obtained if the assay is performed within one
hour.

2. Place the test Cassette on a clean and level surface.

For Serum or Plasma Specimens: Hold the dropper vertically and transfer 1 drop of serum or plasma (approximately 30 pL) to the specimen
well (S) of the test Cassette, then add 1 drop of buffer (approximately 40 pL) and start the timer. See illustration below.

For Venipuncture Whole Blood Specimens: Hold the dropper vertically and transfer 2 drops of venipuncture whole blood (approximately 60
pL) to the specimen well (S) of the test Cassette, then add 1 drop of buffer (approximately 40 pL) and start the timer. See illustration below.
For Fingerstick Whole Blood specimens: To use a capillary tube: Fill the capillary tube and transfer approximately 60 uL of fingerstick whole
blood specimen to the specimen well (S) of the test device, then add 1 drops of buffer (approximately 40 puL) and start the timer. See illustration
below.

3. Wait for the red line(s) to appear. The result should be read at 15 minutes. Do not interpret the result after 30 minutes.

1 Drop of 2 Drops of Venipurcture 60 pl of Fingerstick
Serum/Plasma Whole Blood Whole Blood

Drop of Buffer % Drop of Buffer .

71 Drop of Buffer

BISEHEBEISHEREIEH

HCV
c c c c c
» » HY U HU-
0 Positive Negative Invalid



INTERPRETATION OF RESULTS

(Please refer to the illustration above)

Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored line should be in the test line
region (T).

Negative: One colored line appears in the control line region (C). No line appears in the test line region (T).

Invalid: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are the most likely reasons for control
line failure. Review the procedure and repeat the test with a new test Cassette. If the problem persists, discontinue using the test kit immediately
and contact your local distributor.

QUALITY CONTROL

A procedural control is included in the test. A red line appearing in the control region (C) is the internal procedural control. It confirms sufficient
specimen volume and correct procedural technique. Control standards are not supplied with this test. However, it is recommended that positive
and negative controls are sourced from a local competent authority and tested as a good laboratory practice, to confirm the test procedure and
verify the test performance.

LIMITATIONS

1. The HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) is for in vitro diagnostic use only. This test should be used
for the detection of antibodies to HCV in whole blood, serum or plasma specimen.

2. The HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) will only indicate the presence of antibodies to HCV in the
specimen and should not be used as the sole criteria for the diagnosis of Hepatitis C viral infection.

3. As with all diagnostic tests, all results must be considered with other clinical information available to the physician.

4. If the test result is negative and clinical symptoms persist, additional follow-up testing using other clinical methods is recommended. A
negative result at any time does not preclude the possibility of Hepatitis C Virus infection.

5. A negative result can occur if the quantity of the antibodies to HCV present in the specimen is below the detection limits of the assay, or the
antibodies that are detected are not present during the stage of disease in which a sample is collected.

6. Some specimens containing unusually high titer of heterophile antibodies or rheumatoid factor may affect expected results.

7. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the results of a single test, but should only be made by the
physician after all clinical and laboratory findings have been evaluated.

8. Results should not be used to determine the genotype of HCV infections.

9. Due to possible cross reactivity, the appearance of lines in T line does not necessarily indicate co-infection from IgG, IgM or IgA, nor can it
identify the serotype.

10. The recommended anticoagulants are K:-EDTA, Sodium Heparin, Sodium citrate Sterile and Lithium heparin for venous whole blood. Other
anticoagulants have not been evaluated with this test.

PERFORMANCE CHARACTERISTICS
Relative Sensitivity

A total of 506 HCV positive specimens were tested using the HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) and a
commercially available test (Table 1). The relative sensitivity of the test is >99.9% (95% confidence interval: 99.27% — 100%).
Table 1: Sensitivity of HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette)

8 HCV9046 5 Positive from 69 days since first bleed
9 HCV6229 8 Positive from 17 days since first bleed
10 HCV10041 3 Positive from 6 days since first bleed

11 HCV9041 8 Positive from 62 days since first bleed
12 HCV9045 8 Positive from 37 days since first bleed
13 HCV6222 3 Positive from 40 days since first bleed
14 HCV6224 8 Positive from 19 days since first bleed
15 HCV6227 7 Positive from 75 days since first bleed
16 HCV6228 12 Positive from 31 days since first bleed
17 HCV10071 7 Positive from 84 days since first bleed
18 HCV6220 6 Positive from 18 days since first bleed
19 HCV10185 5 Positive from 130 days since first bleed
20 HCV10235 5 Positive from 96 days since first bleed
21 HCVe6215 4 Positive from 20 days since first bleed
22 HCV9042 6 Positive from 8 days since first bleed

23 HCV9058 5 Positive from 10 days since first bleed
24 HCV9094 5 Positive from 9 days since first bleed

25 HCV9095 5 Positive from 10 days since first bleed
26 HCV9055 11 Positive from 65 days since first bleed
27 HCV9054 10 Positive from 72 days since first bleed
28 HCV9044 6 Positive from 21 days since first bleed
29 HCV10165 9 Positive from 19 days since first bleed
30 HCV6226 12 Positive from 39 days since first bleed

Relative Specificity
A total of HCV 1259 negative specimens were tested using the HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) and
a commercially available test (Table 2). The relative specificity of the test is >99.9% (95% confidence interval: 99.71% — 100%).
Table 2: Specificity of the HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette)

Number of Negative by Negative by
Population Specimens Tested Specimens Tested HCYV Hepatitis C Virus Commercially
P Rapid Test Available Test
Clinical Negative Serum/plasma 202 202/202 (100%) 202/202 (100%)
Potentially cross-reacting Serum/Plasma 30 30/30 (100%) 30/30 (100%)
Unselected Donors Serum 1000 1000/1000 (100%) 1000/1000 (100%)
Inhibition Panel Serum 27 27/27 (100%) 27/27 (100%)
Total 1259 1259/1259 (100%) 1259/1259 (100%)

‘Whole Blood vs. Serum vs. Plasma

Total 25 clinical negative samples (whole blood, serum, plasma) have been collected from patients in local hospital. The whole blood collected
and separated into three tubes. One was stored as whole blood. One was collected into tube for plasma, one was collected into tube for serum
(Table 3). There is a very good correlation of results between whole blood, serum, and plasma with HCV negative samples.

Table 3: A Comparison of HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) Specificity in negative Whole
Blood and Paired Serum and Plasma Specimens

Number of Positive by Positive by
Population Specimen Type Specimens Tested HCYV Hepatitis C Virus Commercially
P Rapid Test Available Test
Anti-HCV (any genotype) plasma 329 329/329 (100%) 329/329 (100%)
Anti-HCV (any genotype) Serum 26 26/26 (100%) 26/26 (100%)
Anti-HCV ( genotype 1,2, 3,4 o o
(non-subtype A), 4, 5, 6) Serum/Plasma 151 151/151 (100%) 151/151 (100%)
Total 506 506/506 (100%) 506/506 (100%)
30 Serocoversion panels have been done and details of the 30 seroconversion are in the table below.
No. Panel Specimens No. Results
1 PHV907 7 Positive from 0 days since first bleed
2 PHV908 13 Positive from 3 days since first bleed
3 PHV206(M) 25 /
4 PHV911(M) 5 Positive from 3 days since first bleed
5 PHVI19 7 Positive from 28 days since first bleed
6 PHV920 10, No. 2 can’t be got because ofout of stock from the vendor Positive from 16 days since first bleed
7 HCV9047 10 Positive from 28 days since first bleed

Specimen Type Number of Specimens Tested Negative by HCV Ab
Serum 25 25/25 (100%)
Plasma 25 25/25 (100%)

Whole blood 25 25/25 (100%)
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A total of 25 positive specimens (whole blood, serum, plasma) were tested using the HCV Hepatitis C Virus Rapid Test (Whole
blood/Serum/Plasma)(Cassette) (Table 4). There is a very good correlation of results between whole blood and paired plasma with HCV
positive samples.

Table 4: A Comparison of HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) Specificity in positive Whole
Blood and Paired Serum and Plasma Specimens.

Specimen Type Number of Specimens Tested Positive by HCV Ab
Serum 25 25/25 (100%)
Plasma 25 25/25 (100%)

Whole blood 25 25/25 (100%)
Intra Assay

Within-run precision has been determined by using 20 replicates of four specimens: a negative, a low positive, medium positive and a high
positive. The negative, low positive, medium positive and high positive values were correctly identified >99% of the time.

Inter-Assay
Between-run precision has been determined by 5 independent assays on the same four specimens: a negative, a low positive, medium positive
and a high positive. Three different lots of the HCV Hepatitis C Virus Rapid Test (Whole blood/Serum/Plasma)(Cassette) have been tested
using negative, low positive, medium positive and high positive specimens. The specimens were correctly identified >99% of the time.

Cross Reactivity
No cross-reactivity was observed when samples positive for other diseases such as HIV, Syphilis, Infectious Mononucleosis, HBV, Rheumatoid
Factor, HAMA, Hyper IgG, Hyper IgM, anti-HAV, anti-HSV2, anti-HEV, anti- EBV and anti-CMV were tested.

Interfering Substances

No interference was observed in samples with high concentrations of Uric acid,Ascorbic Acid, Hemoglobin, Gentistic Acid, Acetaminnophen,
Oxalic Acid, Albumin, Caffein, Bilirubin, EDTA, Aspirin and Methanol.

Analytes Conc Analytes Conc
Control 0 Control 0

Uric acid 0.15 mg/mL Albumin 20 mg/mL
Ascorbic Acid 0.2 mg/mL Caffein 0.2 mg/mL
Hemoglobin 5.0 mg/mL Bilirubin 0.3 mg/mL
Gentistic Acid 0.2 mg/mL EDTA 0.2 mg/mL
Acetaminnophen 1.0 mg/mL Aspirin 0.2 mg/mL

Oxalic Acid 0.2 mg/mL Methanol 1.0%
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Troponin I
Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma)
Package Insert

A rapid visual immunoassay for the qualitative presumptive detection of cardiac Troponin I in human whole blood, serum, or plasma specimens.
For professional in vitro diagnostic use only.

INTENDED USE

The Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid visual immunoassay for the qualitative presumptive detection of
cardiac Troponin I in human whole blood, serum, or plasma specimens. This kit is intended to be used as an aid in the diagnosis of myocardial
infarction (MI).

SUMMARY

Cardiac Troponin I (¢Tnl) is a protein found in cardiac muscle with a molecular weight of 22.5 kDa.! Troponin I is part of a three subunit complex
comprising of Troponin T and Troponin C. Along with tropomyosin, this structural complex forms the main component that regulates the calcium
sensitive ATPase activity of actomyosin in striated skeletal and cardiac muscle.? After cardiac injury occurs, Troponin I is released into the blood
4-6 hours after the onset of pain. The release pattern of cTnl is similar to CK-MB, but while CK-MB levels return to normal after 72 hours,
Troponin I remains elevated for 6-10 days, thus providing for a longer window of detection for cardiac injury. The high specificity of c¢Tnl
measurements for the identification of myocardial damage has been demonstrated in conditions such as the perioperative period, after marathon
runs, and blunt chest trauma.? ¢Tnl release has also been documented in cardiac conditions other than acute myocardial infarction (AMI) such as
unstable angina, congestive heart failure, and ischemic damage due to coronary artery bypass surgery.* Because of its high specificity and
sensitivity in the myocardial tissue, Troponin I has recently become the most preferred biomarker for myocardial infarction.®

PRINCIPLE

The Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been designed to detect cardiac Troponin I through visual interpretation of
color development in the strip. The membrane was immobilized with anti-cTnl antibodies on the test region. During the test, the specimen is
allowed to react with colored anti-cTnl antibodies colloidal gold conjugates, which were precoated on the sample pad of the test. The mixture then
moves on the membrane by a capillary action, and interact with reagents on the membrane. If there were enough cTnl in specimens, a colored
band will form at the test region of the membrane.

Presence of this colored band indicates a positive result, while its absence indicates a negative result. Appearance of a colored band at the control
region serves as a procedural control. This indicates that proper volume of specimen has been added and membrane wicking has occurred.
PRECAUTIONS

1. For professional in vitro diagnostic use only.

2. Warning: the reagents in this kit contain sodium azide which may react with lead or copper plumbing to form potentially explosive metal azides.

When disposing of such reagents, always flush with large volumes of water to prevent azide build-up.

3. Do not use it if the tube/pouch is damaged or broken.

4. Test is for single use only. Do not re- use under any circumstances.

5. Handle all specimens as if they contain infectious agents. Observe established standard procedure for proper disposal of specimens

6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are assay.

7. Humidity and temperature can adversely affect results.

STORAGE AND STABILITY

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C. If stored at 2°C-8°C, ensure that the test device is
brought to room temperature before opening. The test is not stable out off the expiration date printed on the sealed pouch. Do not freeze the kit or
expose the kit over 30°C.

SPECIMEN COLLECTION AND PREPARATION

o The Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is intended only for use with human whole blood, serum, or plasma specimens.
® Only clear, non-hemolyzed specimens are recommended for use with this test.

e Serum or plasma should be separated with soonest possible opportunity to avoid hemolysis.

e Perform the testing immediately after the specimen collection. Do not leave the specimens at room temperature for prolonged periods.
Specimens may be stored at 2-8°C for up to 3 days. For long term storage, specimens should be kept below -20°C.

® Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed and mixed well prior to testing. Avoid
repeated freezing and thawing of specimens.

e Pack the specimens in compliance with applicable regulations for transportation of etiological agents, in case they need to be shipped.

e Icteric, lipemic, hemolysed, heat treated and contaminated sera may cause erroneous results.

o There is a slight possibility that some whole blood specimens with very high viscosity or which have been stored for more than 2 days may not
run properly on the test device. Repeat the test with a serum or plasma specimen from the same patient using a new test device.

Materials Provided

1. Test cassettes  2.Disposable Droppers
Materials Required But Not Provided

1. Specimen collection containers ~ 2.Centrifuge (for plasma only)

3. Clock or Timer

DIRECTIONS FOR USE

Allow test device, specimen, buffer and/or controls to equilibrate to room

temperature (15-30°C) prior to testing.

1. Remove the test from its sealed pouch, and place it on a clean, level surface. Label the device with patient or control identification. To obtain a
best result, the assay should be performed within one hour.

2. Transfer 2-3 drops of serum or plasma to the specimen well(S) of the device with a disposable pipette provided in the kit, and then start the
timer.

OR

Transfer 4 drops of whole blood specimen to the specimen well(S) of the device with a disposable pipette provided in the kit, and then start the
timer.

OR

3. Package insert

Allow 4 hanging drops of fingerstick whole blood specimen to fall into the center of the specimen well (S) of the device, and then start the timer.
Avoid trapping air bubbles in the specimen well (S), and do not drop any solution in observation window.As the test begins to work, you will see
color move across the membrane.

2. Wait for the colored band(s) to appear. The result should be read at 15 minutes. Do not interpret the result after 20 minutes.

2~3 Drops of Serum or Plasma 4 Drops of Venous Whole Blood

4 Drops of Fingerstick
Whole Blood

» c c c c c
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Positive Negative Invalid

INTERPRETATION OF RESULTS

(Please refer to the illustration above)

POSITIVE:Two colored bands appear on the membrane. One band appears in the control region (C) and another band appears in the test region (T).
NEGATIVE:Only one colored band appears in the control region (C). No apparent colored band appears in the test region (T).

INVALID:Control band fails to appear. Results from any test which has not produced a control band at the specified reading time must be
discarded.

Please review the procedure and repeat with a new test. If the problem persists, discontinue using the kit immediately and contact your local
distributor.

NOTE: Insufficient specimen volume, incorrect operation procedure, or performing expired tests are the most likely reasons for control band
failure.

QUALITY CONTROL

Internal procedural controls are included in the test. A colored band appearing in the control region (C) is considered an internal positive
procedural control. It confirms sufficient specimen volume and correct procedural technique.

External controls are not supplied with this kit. It is recommended that positive and negative controls be tested as a good laboratory practice to
confirm the test procedure and to verify proper test performance.

LIMITATIONS

1. The Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is for professional in vitro diagnostic use, and should be used for the
qualitative detection of cardiac Troponin I only. There is no meaning attributed to linen color intensity or width.

2. The Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence of Troponin I in the specimen and should not
be used as the sole criteria for the diagnosis of tuberculosis.

3. If the test result is negative and clinical symptoms persist, additional testing using other clinical methods is recommended. The test cannot
detect less than 0.5 ng/mL of cTnl in specimens. Thus, a negative result does not at anytime rule out the existence of Troponin I in blood, because
the antibodies may be absent or below the minimum detection level of the test.

4. Like with all diagnostic tests, a confirmed diagnosis should only be made by a physician after all clinical and laboratory findings have been
evaluated.

5. Some specimens containing unusually high titers of heterophile antibodies or rheumatoid factor (RF) may affect expected results. Even if the
test results are positive, further clinical evaluation should be considered with other clinical information available to the physician.
PERFORMANCE CHARACTERISTICS

Table: Troponin I Rapid Test vs. EIA

Method Tropof]in I Rapid Test CaS§ette Total
Positive Negative Results
EIA Positiye 138 2 140
Negative 1 315 316
Total Results 139 317 456

Relative Sensitivity: 98.6% (94.9%-99.8%)*
Overall Agreement: 99.3% (98.1%-99.9%)*
BIBLIOGRAPHY

1. Adams, et al. Biochemical markers of myocardial injury, Immunoassay Circulation 88:750-763, 1993.
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4. Hossein-Nia M, et al. Cardiac troponin I release in heart transplantation. Ann. Thorac.Surg. 61: 227, 1996.
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36(3):959, 2000.

Relative Specificity: 99.7% (98.3%-99.9%)*
*95% Confidence Interval
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Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: 86-25-68568508 Email: overseas@getein.com.cn Web: www.getein.com

Document No.: GP-GMSQ-2023121301

Letter of Authorization

To whom it may concern,
We, Getein Biotech, Inc. (No.9 Bofu Road, Luhe District, Nanjing, 211505, China), hereby authorize
Sanmedico SRL (Address: Republic of Moldova, Chisinau, MD-2059, Petricani street, 88/1, office 10

) as our official and non-exclusive distributor for registration, promoting, selling, distributing and providing
after-sale services of under-mentioned product in the territory of Moldova only:

FIA8000 Quantitative Immunoassay Analyzer and Reagents

Getein1100 Immunofluorescence Quantitative Analyzer and Reagents
Getein1160 Immunofluorescence Quantitative Analyzer and Reagents
Getein 1600 Immunofluorescence Quantitative Analyzer and Reagents

Sanmedico SRL will comply with the laws and regulations of the countries and regions where they are located
in and where they are selling mentioned product.

Sanmedico SRL will carry out marketing efforts to fulfill service and maintenance for above mentioned
products and will provide with users benefits of having a local stock of above mentioned products and on-
time delivery with every order, supported by a local service in local language.

This authorization starts from 1%t Jan, 2024 and will be valid to 31th, December, 2024 .

Getein Biotech, Inc. has the right to terminate the authorization before validity and will inform Sanmedico
SRL with 10 days in advance.
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Authority Person Name: Steven Zhou
Authority Person Position: Regional Manager

Date: 2023.12.13
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that:  Getein Biotech, Inc.

No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505

China

Holds Certificate No: MD 728432
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and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the

following scope:

Please see scope page.

For and on behalf of BSI:
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Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2020-05-29
Latest Revision Date: 2023-04-26
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..making excellence a habit”

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+728432&ReIssueDate=26%2f04%2f2023&Template=cnen

Certificate No: MD 728432

Registered Scope:

Design & Development, Manufacture and Distribution of Chemiluminescence Immunoassay, Biochemistry
Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), PCR Assay and Colloidal Gold self-testing Assay to detect infectious disease. Design &
Development, Manufacture and Distribution of Analyzers in use of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry
Chemistry Assay), PCR Assay to detect infectious disease, Immunofluorescence self-testing Assay to detect
dyslipidemia disease, Blood Coagulation Assay to detect thrombotic disease.
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Original Registration Date: 2020-05-29 Effective Date: 2023-07-26
Latest Revision Date: 2023-04-26 Expiry Date: 2026-07-25
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
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Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands

A Member of the BSI Group of Companies.
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Certificate No: MD 728432

Location

Registered Activities

Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing

Jiangsu

211505

China
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Design & Development, Manufacture and Distribution of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
and Colloidal Gold self-testing Assay to detect infectious
disease. Design & Development, Manufacture and
Distribution of Analyzers in use of Chemiluminescence
Immunoassay, Biochemistry Assay, Point of Care Assay
(including Colloidal Gold Assay, Immunofluorescence Assay,
Dry Chemistry Assay), PCR Assay to detect infectious disease,
Immunofluorescence self-testing Assay to detect dyslipidemia
disease, Blood Coagulation Assay to detect thrombotic
disease.
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Getein Biotech, Inc.
No. 6 KeFeng Road
Jiangbei New District
Nanjing
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Original Registration Date: 2020-05-29
Latest Revision Date: 2023-04-26

Manufacture of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal
Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), Colloidal Gold self-testing Assay to detect infectious
disease. Manufacture of Analyzers in use of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
to detect infectious disease, Immunofluorescence self-testing
Assay to detect dyslipidemia disease, Blood Coagulation
Assay to detect thrombotic disease.
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Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+728432&ReIssueDate=26%2f04%2f2023&Template=cnen
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g EC Declaration of Conformity
according to Directive 98/79/EC, on in vitro diagnostic medical devices 4l
‘{1;’ Ref. N0.:20220513-B03 | | Ig,
B¢ Manufacturer Getein Biotech, Inc. (8%
;?;: (Name, Address) No. 9 Bofu Road, Luhe District, Nanjing, 211505, China | Egz
% 4
:’.’ Atthorized CMC MedicaI.DevIces & Drugs S.L. . ?:;‘;f
R Representative Add: C/ Horacio Lengo N° 18, CP 29006, Malaga, Spain |
.:f‘f:.' (Name, Address) i Egi
gf; | No. Product Name ::%:
& &
:g: 1 FIA 8000 Quantitative Immunoassay Analyzer | :;.:'
':3:' i 2 Cardiac Troponin I Fast Test Kit ' \'#'
& g 3 One Step Test for ¢Tal (Colloidal Gold) | %
:% { | 4 One Step Test for NT-proBNP (Colloidal Gold) . f",;g
& 5 One Step Test for hs-CRP+CRP (Colloidal Gold) [
R | 6 One Step Test for NT-proBNP/cTnl (Colloidal Gold) |5
8 7 One Step Test for CK-MB/cTnl/Myo (Colloidal Gold) 128
B 8 One Step Test for D-Dimer (Colloidal Gold) | g’
- 9 One Step Test for PCT (Colloidal Gold) 1~
* 10 One Step Test for CysC (Colloidal Gold) |3
a 3 One Step Test for mAlb (Colloidal Gold) | l5¢]
ke 12 One Step Test for NGAL (Colloidal Gold) 1485
-EZE. 13 One Step Test for B2-MG (Colloidal Gold) LY.
- ) 14 One Step Test for HbA 1¢ (Colloidal Gold) é
o erioManIEt L || 1 One Step Test for H-FABP (Colloidal Gold) ¥
,2, 16 One Step Test for PCT/CRP (Colloidal Gold) E*i “
:*5‘-: 17 One Step Test for CK-MB/cTnl/H-FABP (Colloidal Gold) I
{;‘;:- 18 One Step Test for HCG+B (Colloidal Gold)
:.ﬂ.: 19 One Step Test for CK-MB (Colloidal Gold)
& 20 One Step Test for CK-MB/cTnl (Colloidal Gold)
%, 21 One Step Test for T3 (Colloidal Gold)
o 22 One Step Test for T4 (Colloidal Gold)

One Step Test for TSH (Colloidal Gold)

One Step Test for Scr (Colloidal Gold)

One Step Test for PLGF (Colloidal Gold)
One Step Test for HCY (Colloidal Gold)
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27 One Step Test for Anti-CCP (Colloidal Gold)

28 One Step Test for 25-OH-VD (Colloidal Gold)

29 One Step Test for Lp-PLA2 (Colloidal Gold)
' 30 One Step Test for FOB (Colloidal Gold)
:@E 31 One Step Test for H. pylori /[FOB (Colloidal Gold)
% | 32 One Step Test for SAA (Colloidal Gold)
: 33 One Step Test for H. pylori (Colloidal Gold)
:::*,,:. . 34 One Step Test for PRL (Colloidal Gold)
%’ 35 One Step Test for AFP (Colloidal Gold)
:ﬁ: 36 One Step Test for CEA (Colloidal Gold)
b 37 Cardiac Troponin I Fast Test Kit Qualitative 2
‘2’ 38 cTnl Rapid Test (Colloidal Gold Assay) *
.:;ig 39 Dengue NS1 Ag Rapid Test (Colloidal Gold Assay) | : ”3
.:?f; : 40 Dengue IgG/IgM Combo Rapid Test (Colloidal Gold Assay) I ;‘e;‘l
e"“‘: | 41 Dengue NS1 Ag-IgG/IgM Combo Rapid Test (Colloidal Gold Assay) : @;
EgE I 42 Malaria P.f/P.v Ag Rapid Test (Colloidal Gold Assay) “:I‘ié::'
'%;f | 43 Malaria P.f/Pan Ag Rapid Test (Colloidal Gold Assay) . :‘.,;;f
: 44 Malaria P.f Ag Rapid Test (Colloidal Gold Assay) | ’:
yg | 45 HSV-1 IgG/IgM Rapid Test (Colloidal Gold Assay) : ¥
® 46 HSV-II IgG/IgM Rapid Test (Colloidal Gold Assay) | @
,Egz : | 47 Influenza A/B Rapid Test (Colloidal Gold Assay) | Eé::'
%: ! 3 48 Strep A Rapid Test (Colloidal Gold Assay) . ‘-é;f
:;;- 49 Strep B Rapid Test (Colloidal Gold Assay) | .:;3
¥ | 50 RSV/Influenza A/B Combo Rapid Test (Colloidal Gold Assay) =
| 51 RSV Rapid Test (Colloidal Gold Assay) : 3*:
;”5; 52 Dengue IgG/IgM Rapid Test | ;ﬁ’.l
:4;3 53 Dengue NS1 Ag-1gG/IgM Rapid Test |
;%:-‘ 1 54 Dengue NS1 Ag Rapid Test i
2! | | 55 Influenza A/B Rapid Test !
| | 56 HSV-1 1gG/IgM Rapid Test |y
= | 57 HSV-II [gG/IgM Rapid Test 14
el 58 Malaria P.f Ag Rapid Test [
'_t' 59 Malaria P.f/P.v Ag Rapid Test i
-xg | 60 Malaria P.f/Pan Ag Rapid Test |
‘% I 61 RSV/Influenza A/B Rapid Test
’I‘g* : 62 RSV Rapid Test |

" $ 63 Strep A Rapid Test
iy 64 Strep B Rapid Test
Classification Other device (according to Annex Il of the directive 98/79/EC)
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< 8 Annex IIl of the 98/79/EC
. assessment route |
9 Applicable EN 13612:2002 EN ISO 14971:2019  EN 1SO15223-1:2016 o
250 coordination ENISO 18113-1:2011  EN SO 18113-2:2011  EN ISO 18113-3:2011 s
% | standards EN ISO 23640:2015 EN ISO 13485:2016 SO 780:2015 ' _i;;,
EN 61326-2-6:2006 IEC 61326-1:2013 15
:u EN 61010-2-101:2002  IEC 61010-1:2010 &
e | |gas
& s
;E;-,:,‘ Signatory representative declares herein the above-mentioned device meets the basic requirements i f.j!fi
-:2; of the European Parliament and the Council's in vitro diagnostic medical devices directive: 98/79/EC ; i*’.l
%, Annex I. ':",
c:;- This declaration of conformity is based on European Parliament and the Council's 98/79/EC directive ' %E;'
A Annex lIl. The compiled technical file and quality system document according to 98/79/EC directive |
:gz Annex |1l are testified and the quality system certificate has issued by BSI Group The Netherlands B. | w
’;b’*‘ V. The manufacturer is exclusively responsible for the declaration of conformity. | -3}23
& General Manager  Enben Su ]
52| — | 4]
& : LS5 h
'?i':é.; [ Van) " 3 E{.* y L { -’iﬁ‘;
B 2%, Mo, 2032 il I
= J =y 1
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Reference Code: GP-DT-018-07-19

CERTIFICATE -

Getein DBictech
hereby certifies
Mr. Vitalie Goreacii
from Sanmedico SRL.

Completion of Getein Products Technical and Operational Training
& Qualification of After-sales Service

EREOMERhARLA
GETEIN BIOTECH, I NC.
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One Step Test for
D-Dimer
(Colloidal Gold)

User Manual

Cat.# CG1006

IINTENDED USE

One Step Test for D-Dimer (Colloidal Gold) is intended for in
vitro quantitative determination of D-Dimer in plasma or whole
blood. The test is used as an aid in the assessment and
evaluation of patients suspected of deep-vein thrombosis or
pulmonary embolism.

SUMMARY

Deep-vein thrombosis is a common condition, with a lifetime
cumulative incidence of 2 to 5 percent. Untreated deep-vein
thrombosis can result in pulmonary embolism, a potentially
fatal outcome. Anticoagulant therapy reduces both morbidity
and mortality from venous thromboembolism, and early
diagnosis is therefore important. Accurate diagnosis of
deep-vein thrombosis minimizes the risk of thromboembolic
complications and averts the exposure of patients without
thrombosis to the risks of anticoagulant therapy.

D-Dimer is a marker of endogenous fibrinolysis and should
therefore be detectable in patients with deep-vein thrombosis.
In recent years, an increasing number of studies have shown
the D-Dimer assay has a high negative predictive value and
D-Dimer is a sensitive but nonspecific marker of deep-vein
thrombosis. Negative D-Dimer can exclude deep-vein
thrombosis and pulmonary embolism.

PRINCIPLE

The test uses an anti-human D-Dimer monoclonal antibody
conjugated with colloidal gold and another anti-human
D-Dimer monoclonal antibody coated on the test line. After the

sample has been applied to the test strip, the gold-labelled
anti-human D-Dimer monoclonal antibody binds with the
D-Dimer in sample and forms a marked antigen-antibody
complex. This complex moves to the test card detection zone
by capillary action. Then marked antigen-antibody complex is
captured on the test line by the anti-human D-Dimer monoclonal
antibody resulting in a purplish red streak appears on the test
line. The color intensity of the test line increases in proportion
to the amount of D-Dimer in sample.

Then insert test card into FIA8000 Quantitative Immunoassay
Analyzer (hereinafter referred to as FIA8000), the concentration
of D-Dimer in sample will be measured and displayed on the
screen. The value will be stored in FIA8000 and available for
downloading. The result can be easily transmitted to the
laboratory or hospital information system.

CONTENTS

Akit contains:
1. Getein D-Dimer test card in a sealed pouch with desiccant

.......................................................................... 25
2. Disposable pipet ................................................... 25
3. USEE MANUA ++++w-rrrrrrreeeeeeminrreeeeessiisrreeeeessannnns 1
£ SD GAIG ++vvreeeeeeeennrrrere e 1
5. Sample dilU@Nt -««++-seeeesreresiii 25

A test card consists of:

A plastic shell and a reagent strip which is composed of a
sample pad, a colloidal gold pad (coated with a gold-labelled
anti-human D-Dimer monoclonal antibody), nitrocellulose
membrane (the test line is coated with another anti-human
D-Dimer monoclonal antibody, and the control line is coated
with rabbit anti-mouse 1gG antibody), absorbent paper and
liner.

Sample diluent composition:

Phosphate buffered saline, proteins, detergent, preservative,
stabilizer.

Note: Do not mix or interchange different batches of kits.

APPLICABLE DEVICE

FIA8000 Quantitative Inmunoassay Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card within 1 hour once the foil pouch is opened.
Store the sample diluent at 0~30°C with a valid period of 24
months.

Store the sample diluent at 2~8°C for better results.

PRECAUTIONS

. For in vitro diagnostic use only.

. For professional use only.

. Do not use the kit beyond the expiration date.

. Do not use the test card if the foil pouch is damaged.

Do not open pouches until ready to perform the test.

. Do not reuse the test card.

Do not reuse the pipet.

. Handle all specimens as potentially infectious. Proper
handling and disposal methods should be followed in
accordance with local regulations.

9. Carefully read and follow user manual to ensure proper test

performance.

©NOUTAWN

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for
should be used as the anticoagulant for
plasma and whole blood. Samples should be free of
hemolysis.
2. Suggest using plasma for better results.
If testing will be delayed, plasma sample may be stored up
to 3 days at 2~8°C or stored at -20°C for 1 months before
testing (whole blood sample may be stored up to 3 days at
2~8C).
Refrigerated or frozen sample should reach room temperature
and be homogeneous before testing. Avoid multiple freeze-
thaw cycles.
Do not use heat-inactivated samples.
6. SAMPLE VOLUME:

I

El

o

TEST PROCEDURE

1. Collect specimens according to user manual.



N

. Test card, sample and reagent should be brought to room
temperature before testing.

. Confirm SD card lot No. in accordance with test kit lot No..
Perform “QC (SD)” calibration when necessary (Details
refer to 8.2.1 of FIA8000 User Manual).

4. On the main interface of FIA8000, press "ENT" button to
enter testing interface.

. Remove the test card from the sealed pouch immediately

before use. Label the test card with patient or control

identification.

Put the test card on a clean table, horizontally placed.

Using sample transfer pipette, deliver of sample into

one tube of sample diluent, mix gently and thoroughly. Then

drop 120 pl (or 4 drops of sample when using disposable
pipet) of sample mixture into the sample port on the test card.

8. Insert the test card into FIA8000

and press "ENT" button after reaction time is elapsed. The

result will be shown on the screen and printed automatically.

w

(S

N o

Notes:

1. It is required to perform “QC (SD)” calibration when using a
new batch of kits.

2. It is suggested to calibrate once for one batch of kits.

3. Make sure the test card insertion is correct and complete.

TEST RESULTS

Valid: When a purplish-red band appears at the control area
(C), use FIA8000 to analyze the test card and get the result.
Invalid: If no colored band appears in the control area (C), the
test result is invalid. The test should be repeated and if the
same situation happened again, please stop using this batch
of products and contact your supplier.

EXPECTED VALUE

The expected normal value for D-Dimer was determined by
testing samples from 500 apparently healthy individuals. The
95" percentile of the concentration for D-Dimer is 0.5 mg/L.
(The probability that value of a normal person below 0.5 mg/L
is 95%.)

It is recommended that each laboratory establish its own
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS

Measuring Range 0.1~10.0 mg/L
Lower Detection Limit <0.1 mg/L
Within-Run Precision (n=10) <10%
Between-Run Precision <15%
Recovery 99%

Method Comparison:

The assay was compared with SIEMENS CA-7000 and its
matching D-Dimer test kits with 200 plasma samples (60
positive samples and 140 negative samples). The correlation
coefficient (r) for D-Dimer is 0.978.

LIMITATIONS

1. As with all diagnostic tests, a definitive clinical diagnosis
should not be made based on the result of a single test. The
test results should be interpreted considering all other test
results and clinical information such as clinical signs and
symptoms.

2. Samples containing interferents such as rheumatoid factor,
human anti-mouse antibody and heterophile antibody may
influence the results. In this case, results of this test should
be used in conjunction with clinical findings and other tests.
The table below listed the maximum allowance of these
potential interferents.

Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 5g/lL 25g/L 0.1g/L
REFERENCES

N

. Sarig G, Klil-Drori AJ, Chap-Marshak D, Brenner B, Drugan
A. Activation of coagulation in amniotic fluid during normal
human pregnancy.Thromb Res. 2011 Apr 18.

2. Roldan V, Marin F, Muifia B, Torregrosa JM, Hernandez-
Romero D, Valdés M, Vicente V, Lip GY. Plasma von
Willebrand Factor Levels Are an Independent Risk Factor
for Adverse Events Including Mortality and Major Bleeding
in Anticoagulated Atrial Fibrillation Patients. J Am Coll
Cardiol. 2011 Apr 11.

3. Sakamoto K, Yamamoto Y, Okamatsu H, Okabe M. D-dimer

is helpful for differentiating acute aortic dissection and acute

pulmonary embolism from acute myocardial infarction.
Hellenic J Cardiol. 2011 Mar-Apr; 52(2):123~127.

4. EN ISO 18113-1:2009 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
1: Terms, definitions and general requirements.

5. EN ISO 18113-2:2009 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
2: In vitro diagnostic reagents for professional use (ISO
18113-2:2009).

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on One Step
Test for D-Dimer (Colloidal Gold) are the most common ones
appearing on medical devices and their packaging. They are
explained in more details in the European Standard EN
980:2008 and International Standard ISO 15223-1:2007.

Key to symbols used

“ Manufacturer g

® Do not reuse &I
Consult instructions | (LOT

E:E] for use

/ﬂ/ Temperature limitation IVD
Authorized representative

W Sufficient for [Ec IREP]| in the European Community

c E CE mark @

Thank you for purchasing One Step Test for D-Dimer (Colloidal
Gold). Please read this user manual carefully before operating
to ensure proper use.

Expiration date

Date of manufacture

Batch code

In vitro diagnostic
medical device

Do not use if package
is damaged

Version: WCG05-DL-S-01

Getein Biotech, Inc.
Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: +86-25-68568508
Fax: +86-25-68568500
E-mail: tech@getein.com.cn
overseas@getein.com.cn
Website: www.bio-GP.com.cn



EKVITESTLAB LLC Velyka Vasylkivska St. 114

03150 Kyiv, Ukraine

Tel. 0-800-31-89-87

e-mail: info@equitest.com.ua
www.equitest.com.ua

STATEMENT

We, EKVITESTLAB LLC, having a registered office at Velyka Vasylkivska
street 114, Kyiv, 03150, Ukraine assign SRL SANMEDICO having a registered
office at A. Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as
authorized representative in correspondence with the conditions of directive
98/79/EEC.

We declare that the company mentioned above is authorized to register,

notify, renew or modify the registration of medical devices on the territory of the
Republic of Moldova.

Date: 03 January 2024

Signature:



mailto:info@equitest.com.ua

YKPATHCbKWNIA
I IHCTUTYT
CTAHAAPTIB

Cepmudghixam

Certificate

Ne Q1M 804 255 C1

Cucrema ynpaBniHHs SKiCTIO BUPOGHHKA!
Quality management sysiem of manufacturer

TosapucTpo 3 06Mexkeno10 BinnosinaabHicTIo

«EKBITECTJIAB»
«EKVITESTLAB» Limited Liability Company

Micrie3Haxo ke s I0pHAHYHOT 0COOH: BYJI. Benka Bacunskisenka 114, M. Kuis, 03150, Ykpaina
Location of the legal entity: 114 Velyka Vasylkivska St., Kyiv, 03150, Ukraine
®akTHuHe Miclesnaxomkenus: Yipaina, 03057, m. Kuis. npocnekT bepecreiicekuii 60/2
Actual location: 60/2 Beresteysky Avenue, Kyiv, 03057, Ukraine

BiJIMOBIIa€ BUMOTAM:
meets the requirements of

ACTY EN ISO 13485:2018
Bupo6u mexnuni. Cucremu ynpasainus sikicrio,
Bumoru moso peryaosanus
(EN ISO 13485:2016, IDT; ISO 13485:2016, IDT
Medical devices — Quality management systems —
Requirements for regulatory purposes)

Cdepa 3acrocyBanus:
Scope
[TpoextyBanus, pospodia, BHPOOHHUTBO, 30epiranus Ta peaizauis IDA-nadopis

A AIaTHOCTHKH in Vitro
Design, development, production, storage and sale of ELISA kits for in vitro diagnostics

Ceprudixar Bunanuii TOB «Ykpaincbkuit [rcturyt Crangaprisy, MicLe3HaxomKeHHS: Oynumnox 1,
Byuus Onexcannpisceka, micto Kuis, 03062, Ykpaina.
Arecrat akpenurauii HAAY Bix 30 uepsHa 2020 poky No 80141,
Certificate is issued by LLC Ukrainian Standards Institution: building 1, Oleksandrivska street, Kyiv, 03062, Ukraine.
Accreditation certificate registered on June 30, 2020 No. 80141

Pienns No:  255-000 5 Hifichuii 3:  01.04.2024
Decision Na.: — Effective date;

Hata Bupaui: 01.04.2024 g "o\ Hikcuuii no: 31.03.2027
Issue date: : AR o\

Expiry date;

Haranis CTEIIAHKIBCHKA
Natalia STEPANKIVSKA

80141 Ceprudiikar qnmimii 3a ymosn NPOBE/EHHA WWOPIMHOTO HAMMAAOBOIO ayAHTY.
: il HHHHICTb cepThdikary HEOOXiNHO nepesipiTH Ha oiuifinomy BeG-caiiTi
¥ z CHCTEM A
Cepragirauis SR www.usi.biz.ua a6o 3a Teneonom; +38-050- 818-7-333
MEHEIKMEHTY Certificate is valid if the annual surveillance audit has been conducied
The validity of the certificate shall be checked on the afficial websue
www.ustbiz.aa or by el : © 38-050- 818-7-333

Cmopinka | 3 |



belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

E.A.R.-CERTIFICAT

(ART 10.3 of the Directive 98/79/EC on In Vitro Diagnostic)

REF. NO. : RP 2901-2021
ORDER NO. : DK 2491-2021

DATE: 11/01/2022

MANUFACTURER:  gqyTESTLAB LLC FACILITIES: EKVITESTLAB LLC

Velyka Vasylkivska street, 114 Peremohy Avenue, 60/2
03150, Kyiv, Ukraine 03057, Kyiv, Ukraine

PRODUCT Please See Annex A - List of Devices (13 Devices, 2 Pages)
CATEGORIES:

MODELS: Please See Annex A - List of Devices (13 Devices, 2 Pages)

The European Authorized Representative Center Obelis s.a. declares that the aforementioned manufacturer

has fulfilled the essential requirement of appointing a European Authorized Representative in accordance

with article 10.3 of the Directive 98/79/EC and to the terms and conditions set out in the agreement entered into force

on 1st May 2021.*

1 .29 7 736G S4 . F B
Il.+35 /e 2y

Mr. G. Elkayam CEO
Obelis sa

Obelis European Authorized Representative Center is a member of the European Association of
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in accordance

to the profession of a European Authorized Representative.

*This certificate is not a confirmation of product notification nor an approval to place products on the market.
**This certificate will become void automatically upon termination of the EAR agreement.

Registered Address: Bd. Général Wahis 53-1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B—1200 Brussels - Belgium
T: +32(0)2 7325954 | F: + 32 (0) 2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net

V3 — ID: 00453116 — 22/02/2019

*This is not a CE mark and is only provided
as a template for informational purposes.




ANNEX to IVDD EAR Certificate

Manufacturer: Ekvitestlab LLC

Country: Ukraine

Order No.: DK 2491-2021

Reference No.: RP 2901-2021

# EMDN / Gener;:%dévice name Commercial Intended us \ Class
(including BASIC UDI) | Name of device \
1 52133 EQUI Ascaris El-601 ELISA kit for the qualitative detection of IgG Class | (Others)
lumbricoides IgG antibodies to Ascaris lumbricoides
2 63005 EQUI Opisthorchis EI-602 ELISA kit for the qualitative detection of IgG Class | (Others)
felineus IgG antibodies to Opisthorchis felineus
3 52418 EQUI Toxocara canis | EI-603 ELISA kit for the qualitative detection of IgG Class | (Others)
IgG antibodies to Toxocara canis
4 52464 EQUI anti-Trichinella | EI-605 ELISA kit for the qualitative detection of Class | (Others)
spiralis antibodies to Trichinella spiralis
5 52464 EQUI anti-Trichinella | EI-605 ELISA kit for the qualitative detection of Class | (Others)
spiralis antibodies to Trichinella spiralis
6 62915 EQUI anti-Lamblia EI-606 ELISA kit for the qualitative detection of Class | (Others)
antibodies to Giardia lamblia (intestinalis)
7 48281 EQUI HAV IgM El-031 ELISA kit for the qualitative detection of IgM | Class I (Others)
antibodies to hepatitis A virus
8 51021 EQUI anti- EI-501 ELISA kit for the qualitative detection of total | Class I (Others)
Helicobacter antibodies to Helicobacter pylori
9 51008 EQUI Helicobacter EI-502 ELISA kit for the qualitative and Class | (Others)
IgG semiquantitative detection of IgG antibodies
to CagA protein of Helicobacter pylori
10 [ 51012 EQUI Helicobacter EI-504 ELISA kit for the qualitative detection of IgM | Class | (Others)

Page 1 of 2

Attachments - ANNEX to IVDR EAR Certificate =V1 19/05/2021 — 1D: 00331821



IgM

antibodies to CagA protein of Helicobacter
pylori

swift

antibodies to nucleoprotein and spike
antigens of SARS-CoV-2 virus

11 64800 EQUI SARS-CoV-2 El-165 ELISA kit for the qualitative detection of IgM | Class | (Others)
IgM swift antibodies to nucleoprotein and spike
antigens of SARS-CoV-2 virus
12 64830 EQUI SARS-CoV-2 IgA | EI-166 ELISA kit for the qualitative detection of IgA Class | (Others)
swift antibodies to nucleoprotein and spike
antigens of SARS-CoV-2 virus
13 64824 EQUI SARS-CoV-2 IgG | EI-167 ELISA kit for the qualitative detection of IgG Class | (Others)

Date: 11 January 2022

CEO Of Obelis

Gideon Elkayam

d(Jan 14,2022 12:10 GMT+1)
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e
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Obeliss.a.- C
R
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https://obelis.eu1.documents.adobe.com/verifier?tx=CBJCHBCAABAAF6PPvQ9gQeLk_IWNvTtQC5_mu8nVy7f9

Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150, tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua, web-site: www.equitest.com.ua

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

EQUI anti-Lamblia - ELISA kit for the qualitative detection of antibodies to
Giardia lamblia (intestinalis), REF EI-606

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex Ill (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Ill section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.
Our current Quality System is formatted to international standards:

e 1SO 13485:2016 «Medical devices — Quality management systems — Requirements
for regulatory purposes»
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Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150, tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua, web-site: www.equitest.com.ua

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

EQUI Ascaris lumbricoides IgG - ELISA kit for the qualitative detection of IgG
antibodies to Ascaris lumbricoides, REF EI-601

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex Ill (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Ill section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.
Our current Quality System is formatted to international standards:

e 1SO 13485:2016 «Medical devices — Quality management systems — Requirements
for regulatory purposes»
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RESPONSIBLE PERSON’S name: Anna Yurchuk
Position: Director
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Obelis s.a.
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B-1030 Brussels, Belgium

Phone: 32.2.732.59.54

Fax: 32.2.732.60.03

E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEO)

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
Page 2 of 2


mailto:info@equitest.com.ua

Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150, tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua, web-site: www.equitest.com.ua

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

EQUI Toxocara canis IgG - ELISA kit for the qualitative detection of IgG antibodies to
Toxocara canis, REF EI-603

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex Ill (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Ill section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.
Our current Quality System is formatted to international standards:

e 1SO 13485:2016 «Medical devices — Quality management systems — Requirements
for regulatory purposes»
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anti-Lamblia

NDA-Habop OonAa Ka4ecCTBEHHOro OoHapy»xXeHus
aHTuTen K Giardia lamblia (intestinalis)

NHCTPYKUMSA NO NPUMEHEHIO

o) e s, & CE






EQUI anti-Lamblia

NOA-Habop ans Ka4eCcTBEHHOrO OOHAPYKEHUST aHTUTEN
K Giardia lamblia (intestinalis)

1. HASBHAYEHUE

NPA-Habop «EQUI anti-Lamblia» npegHasHadeH pAns  KavyeCcTBEHHOrO
obHapyxeHus anTuten k Giardia lamblia (intestinalis) B cblBOpOTke Unu nnasme
KpOBM 4Yenoseka MeTOAOM WMMyHodepMeHTHoro aHanusda (UPA) c uenbio
anarHocTukn nsambnuosa. lNMpouedypa aHanumsa paccyvMTaHa kak And pyyYyHow
NMOCTAHOBKM C aBTOMaTM4YeCKUMM NUNeTkaMmu U cTaHgapTHbIM 06opyaoBaHueM,
Tak 1 aBTOMaTU4ECKOro UMMYHOEPMEHTHOrO aHanmM3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: getun, BnagernbLbl AOMALLIHNX XUBOTHbIX, CEMbCKUE XUTENW,
OaYvyHUKN.

MpumeHeHune: VIOA-Habop NpuMeHAeTCa B KMUHUYECKUX ONArHOCTUYECKUX
nabopatopusix U ApYyrux yuypexaeHusx, pabortawwmx B obnactu in Vvitro
ONarHOCTUKMN.

2. KMIMHUNYECKOE 3HAYEHMUE

Jlambnnos  (rmapguos) cuuTaeTcsd  OOHMM M3 pacrpOCTPaHEHHbIX
napasuMtmyeckux 3aboneBaHMIi TOHKOTO KWWEeYHMKa B Mupe. OTa WUHdekums
SIBMSIETCA OCHOBHOM NPUYMHON OCTPOI U XPOHMYECKOW Anapen, ocobeHHo cpeau
JeTen. 3Tmonornyecknm areHTom nambnunosa asnaetca Giardia lamblia, Takxe
Ha3biBaemas Giardia intestinalis vnn Giardia duodenalis.

Giardia lamblia — 39TO OLHOKINETOYHbIE >XIYTUKOBbIE Camble TMpPOCTble,
napasuTupyoLme B KULLEYHMKE YeroBeka N HEKOTOPbIX APYTrMX MIIEKOMUTAOLLNX.
B ’KM3HEHHOM LMKMAe napas3uToB 4YepenywTcs [ABe CTaguun: yCTONYMBbIE
K BO3OEWCTBMIO BHELIHUX YCMNOBUKA LUCTbl WU BeretatMBHas dopma —
Tpodo30ouThl. 3apaxxeHne NPOUCXOAWUT MpWU MonagaHuM LUCT B KeNyLOYHO-
KULLEYHbIN TpakKT YenoBeka. McnbiTaB AenNCTBUE XENYAOYHOMW KUCIOTbI, LUCThI
B ABEHaAUaTMMNEepCTHOM KULLIKe MpeBpalialTcd B Tpodo30MThbl, KOTOpPbIE U
napasvTuMpylT B BEpPXHMX OTAenax TOHKOro kuweyvHuka. OHM BnuTbIBaAKOT
nuTaTenbHble BellecTBa W3 MpocBeTa KULWKW, ONOKMpYHT MPUCTEHKOBOE
nuLLeBapeHne 1 HapyLaKT OBUraTENbHY aKTUBHOCTb KULLIEYHUKA.

MHduumpoBaHne YenoBeka NponcxoanT pekanibHO-oparnbHbIM NyTEM Yepes
3apaXeHHble LMcTaMm NpoayKTbl MUTaHUSA, BOAY, FPsi3Hble pyku 1 T.4. K yenoseky
nambnuu MoryT nonacTb UM OT MHAULMPOBAHHBLIX Kowek, cobak, JoMaluHero
ckota. Ocoboe pacnpocTpaHeHne nsamb6nno3 npuobpeTaeT B pPernoHax c
nnoxmMm cobngeHnem caHnTapHbix HOpM. Kpome Toro, nepegava ot YenoBeka kK
YenoBeKy 4YacTo HabnaaeTcs B AOLWKOIbHbIX YYPEXOEHUSAX.

Bo mMHoOrmx cnyyasx wHBa3va nambnum npoTekaeT 6e3  KIMHUYECKUX
nposiBrieHnin. B npoTMBHOM crnyyae nepBble CUMNTOMbI NAMBIMO3a NOSBASIOTCS
yepesd 1-3 Hegenu nocre 3apaxeHus. Yalle OHW NPOSABNSAKOTCA Cnasmamu,
B3OQyTMEM XMBOTA, TOLIHOTOW M AMapeen, 4To MpMBOAMT K Aervapataumm u
notepe Beca. OcTpasa dopma 3aboneBaHus MOXeT ANUTbCA OO OBYX Hedernb
N 3aKkaH4MBaTbCH BbI3AOPOBMNEHNEM 0e3 [OMONHUTENBbHOrO IeYEHUs WUnu
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nepexoantb B XpoHM4Yeckyr. [Npu AnvtenbHOCTM MHBa3um Gonee 2 mecsues
pa3BMBaETCSA XPOHUYECKUI NAMOIMO3, 000CTPEHNE KIMHUYECKNX MPOSIBIIEHWNA
(Onapest) HocuT uuMKNn4Yeckuin xapakTtep. [lapasutupoBaHue Giardia lamblia
MOXEeT MNPMBECTU K CUHOPOMY Mamnbabcopbuwn, Mpu KOTOPOM HapyluaeTcs
BCacblBaHWe YrNeBOAOB U XUPOB, a Takke 0OMeH ButamuHos B12, A n C.

[nsa koHTponsa pa3BuTusa 3aboneBaHnsa U TSXKECTU KITMHUYECKUX NPOSIBIIEHNIA
OonblIOe 3HAYeHME UMEKT WMMYHHBI OTBET Ha MHBA3WK W HEUMMYHHbIE
dakTopbl. B apaavkaumm Bo30yamMTenst NpMHMMAlOT ydYacTue U ryMmoparsbHbIf, 1
KNEeTOYHbIN UMMYHUTET, POSib KOTOPbIX 4O CUX NOP ABMASETCHA NPegMETOM Hay4HbIX
nccnegosanun. Kpome Toro, 6narogaps 3awuTHbIM MeXaHu3mamM oopMupyeTcs
YacTMYHas CTOMKOCTb K MOBTOPHOMY 3apaKeHUIo.

Kak npaBuno, pnns puarHoctmku nambnvosa npoBOAAT  BbiiBNEHUE
TPOGO30UTOB U LMCT NAMONuUA B AyoAeHanbHOM COAepXMMOM U kane. [lpu
XPOHMYECKOM TeyeHun 3aboneBaHusi LMCTbl BbIOENSAKTCA NEPUOONYECKN,
3TO crefyeT yuuTbiBaTb U NPOBOAWTL OOMOMHUTENbHbIE aHanuabl PerynspHo
B TEYEHWEe HEeCKONbKMX Hepdenb. [pyrum MeTogom AuarHoctvku nsmbnuosa
aBnseTca obHapyxeHue aHTureHoB Giardia lamblia B dekanuax. Bmecte ¢
TEM CepoguarHocTMKa C BbISIBIIEHMEM CNeUUUYECKMX aHTUTEN K aHTUreHam
nambnun ABNSETCA BaXKHbIM 3TanOM OLEHKM UMMYHHOrO OTBETa MaLMEHTOB.
BbisiBneHne cneuyudmyecknx IgM aHTMTEn nNO3BOMSIET rOBOpPUTbL 006 OCTpOMN
ctagumn nambnuosa. OgHako BbisiBrieHne cneumdudecknx 1gG n IgA aHTuTen
cnefyeT UHTEpPNpeTUpoBaTb C OCTOPOXHOCTBID: B HEKOTOPbLIX PErMoHax OHU
COXPaHSTCS ONUTENBHO NOCNe MHMULMPOBAHUSA, B TO BPEMS KaK B APYrUx Ux
YPOBEHb CHUXXaEeTCs Nocrne apaankaumm Bo3byantens.

3. NIPUHUWIM AHAJIU3A

BoisiBneHune cneumdudeckux k Giardia lamblia aHtuten B UPA-Habope «EQUI
anti-Lamblia» ocHoBaHO Ha npuHUMNe «Henpsmoroy» TBepaodasHoro NOA B
OBYX3TanHon WHkybaumu. B nyHkax nnaHweTta 3acopbupoBaHbl OYULLEHHbIE
aHTureHol Giardia lamblia. Bo Bpems nepBoro atana wWHkybauuu nccnegyembix
obpasyoB B nyHkax nnaHweta W®OA cneuucunyeckne aHtutena k Giardia
lamblia, ecrnv OHM MPUCYTCTBYIOT B 0BpasLax, CBA3bIBAlOTCA C aHTUreHaMu Ha
TBepaon ase. JIlyHKM OTMbIBAlOTCSA ONS yAaneHUss HecBA3aHHbIX aHTUTen,
OCTalTCH TOMbKO cneunmdudeckne KOMMMeKCbl aHTureH-aHtuteno. [locne
aToro gobaBnsdeTcd CMeCb aHTMBUAHLIX KOHbloratoB (aHTU-IgG mn aHTu-IgA)
MOHOKIOHanbHbIX aHTUTEN C MNepoKCUAAa30W XpeHa, KOTopble CBA3bIBaOTCA
C MMMYHHbIMW KOMMMekcamun Ha TBepaon ¢ase. HecBs3aHHble KOMMOHEHTHI
yaansaoTca npu oTMbiBaHUU. KOMMNNEKCbl aHTUreH-aHTUTeNno obHapyXuBawTca
nytem pgobaBneHns pactBopa XxpomoreHa 3,3,5,5-TeTpameTvunbeH3nanHa
(TMB) c¢ nepekucbto Bopopopa. lMocne 30-MUHYTHOM WHKYGauum peakums
ocTaHaBnuBaeTcsa gobasneHnem cton-pacteopa. Ontuyeckas nnotHocTb (ON)
B NyHKax onpeensercsa Ha cnekTpodoTomeTpe npu AnvHe BorHbl 450/620-695
nm. IHTEHCUBHOCTb XEeNTOW OKpackn NpornopumoHarnsHa KONM4eCcTBY aHTUTEN B
obpasue.
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4. MATEPUAIIbI N OBOPYOOBAHUE

4.1. CoctaB Habopa

MnaHweT NDA
B kaxpom nyHKe nnaHweTta 3acopbupoBaHbl
1x96 OYMLIEHHble aHTureHbl Giardia lamblia. JlyHKM MOXHO
NYHOK otgendatb. [locne nepBOro  OTKPBITUA  XpaHuTe
Hencnonb3oBaHHbIE  CTPWUMbI B YNakoBKe  Mpwu
Temnepartype 2-8°C He 6onee 6 mecsueB.
MoO3UTUBHbLIN KOHTPOJb
1x0,35 ml PacTteop KOHBHIMPOBAHHbIX CI'IeLI,I/Iq)I/IL-IeCKIfIX
MOHOKITOHaINbHbIX @HTUTEN C KOHCEPBAHTOM (PO30BbIN).
XpaHutb npu Temnepatype 2-8°C
HeraTuBHbIN KOHTPOJIb

HeratuBHass  cbiBOpOTKa  KpoOBM  4YenoBeka C
NTROL .
[CONTROL] - Tx4,2ml KOHCEpPBaHTOM (KenTbin). XpaHuTb Npu TemnepaType
2-8°C

PacTtBop Ans pasBeaeHusi CbiIBOPOTOK
BydepHbIi  pacTBOp €  9KCTPaKTOM  MOJIOKa,
[EeTepreHToOM M KOHCepBaHTOM ((PMONeToBbIN). XpaHUTb
npu Temnepartype 2-8°C
PacTBOp KOHBIOrara (roToB K UCMOJIb30BaHUIO)
BydepHbIi pacTBOp MOHOKMOHanNbHbIX aHTuten k 1gG
1x13ml u IgA YenoBeka, KOHBIOIMPOBAHHLIX C MEPOKCUAA30W
XpeHa, co cTabunu3atopaMM U  KOHCEPBAHTOM
(3eneHbint). XpaHuTb npu Temnepartype 2-8°C
PactBop TMbB (roToB K UCNOJIb30BaHUIO)
1x13ml PactBop TMB, H,0,, cTabunusatop, KOHCepBaHT
(6ecuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C
PactBop ans npombiBkn TWEEN (20x kOHLeHTpaT)
20-KpaTHbIN KOHUEHTpaT docdatHoro Oydepa ¢
TeBnHOM-20 (6GecuBeTHbIn). PasBecTtn pacTtBop And
npombiBkn TWEEN (20x) 1:20 guctunnmpoBaHHON
UM OEeVOoHU3MPOBAHHOW BOAOW (Hanpumep, 5 Mn
KOHUeHTpaTa + 95 mn Boabl Ans 8 nyHOK) nepej
ucnonb3oBaHnem. Pas3baBneHHbIi pacTBOpP XpaHWUTb
npu Temnepartype 2-8°C He Gonee 7 cyTok

[DIL[SAMPLE 1x 11 ml

[TWEEN[WASH[20x] 1 x 50 ml

CTon-pacTBOp (rOTOB K UCNOJIb30BaHUIO)
SOLN|STOP 1x13ml  Pacteop 0,5 mol H,SO, (6ecupeTHbIn). XpaHnuTb npu
Temnepartype 2-8°C
B cocTtaB Habopa BXogsT: knevkaa nneHka (2 wr.), cxema BHeceHus o6pasuos
(1 WT.), IUCT KOHTPOSbHbBIX UCMBITAHUIA Y MHCTPYKLUWS NO MPUMEHEHMIO.

4.2. NlononHuTenbHbIE peakTUBLI, MaTepuanbl 1 o6opygoBaHue

ABTOMaTMyeckme NnneTkn nepemeHHoro oobema Ha 10—1000 pl n HakoOHEYHMKM
K HMM, MepHas nabopaTopHas nocyga (10—-1000 ml), genoHuanpoBaHHas
Unu OuUCTUNnMpoBaHHas BoAa, Tepmollenkep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMaTUYECKUA WUNU MNOflyaBTOMaTUYECKUA MpOMbIBaTENb MNaHLIETOB
(Bowep), cnektpodoTomeTp (puaep) Ana MukponnaHwetoB Ha 450/620-695
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NmM, COOTBETCTBYIOLLME KOHTEMHEPBI ANA OTXO4OB MOTEHLMANBHO 3apa)KeHHOro
maTtepuana, Tanmep, ubTpoBasnbHasi 6ymara, of4HOpa3oBble HeonyapPeHHbIe
nepyaTku, Ae3nHpuLMpytoLine cpeacTsa.

5. MIPEAOCTEPEXEHUE U TEXHUKA BE3OIMNACHOCTHU

5.1. MpepocTtepexeHue

lNeped nposedeHuem aHau3a 8HUMameIbHO 03HaKOMbMmeCh C UHCMpyKyuel
no npumeHeHur. [JocmosepHocmb pesynbmama 3agucum om 4YemKoz2o
credoeaHusi npoyedype aHausa.

—He ucnonb3ynte KommnoHeHTbl WN®PA-HabGopa nocrne OKOHYaHWs Ccpoka
ro4HOCTU;

— He ncnonb3ynTe BO BpeMS aHanusa v He CMeLLMBanNTe KOMMNOHEHTbI pa3HblX
cepuii, KOMMOHEHTbI N3 HabOPOB pa3HbIX HO30MOMUIN UMM peareHTbl ApYrux
npoussoauTenen B codetaHumn ¢ Habopom «EQUI anti-Lambliax;

— He 3amopaxmBarte NPA-Habop UM ero KOMMNOHEHTbI;

—nocne MWCnorib30BaHUS peareHTa 3akpbiBalTe KaxAabli nakoH CBOEeW
KPbILLKOW;

— BO BPeMS MPOMbIBAHUSA KOHTPOMNMPYNTE HANOSTHEHME U NOSTHYI0 acnupawmio
pacTBopa 13 fyHOK;

— Kaxabl pa3 MCMNoMb3yhTe HOBbIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
00pasL 0B NN peareHToB.;

—un3berante nonagaHus NpPsIMbIX COJIHEYHbIX Jy4yen Ha peareHTbl NPA-

Habopa;
[OoMmkKeH ObiTb 6GecuBeTHbIM nepen ucnonb3oBaHMeM. Ecnu
pacTBOp OKpalleH B CMHUI UMW XENTbIN LUBET, ero Herb3s UCnofnb3oBaTb.
M3berante koHTakTa C meTtannaMmm UM MoHaMu MeTarnnos.
Ona paboTbl UCMOMb3yNTE TOSMbKO YMCTYH, TLATENbHO BbIMOMOCKAHHYHO
ONCTUNNNPOBAHHONW BOOOW Nocyay;

— He UCMONb3yNTe peareHThl, LBeT KOTOPbIX HE COOTBETCTBYET yKazaHHOMY B
nyHkTe 4.1;

— HM B KOEM Cily4ae He UCNonb3ynTe OA4HY M TY Xe nocyay Ans "
[SOLN[TMB];

— He NpoBOAUTE BU3yaribHbIN yYeT pe3ynbTaTtoB aHanm3a (6e3 ncnonb3oBaHus
puaepa);

— gononHuTensHoe obopygoBaHMe, Haxosleecss B HENOCPenCcTBEHHOM
KOHTaKkTe Cc OMOMNorm4yeckum martepuanom WM KOMMOHeHTamu Habopa,
CUMTaeTCs 3arpsi3HEHHBIM U HYXXAAETCs B O4ULLIEHMM 1 0be33apaXKmBaHuy;

— VI®A-Habop npegHasHadeH ana 96 aHanm3oB. KoOMMNOHeHTbI nocne
MCMONb30BaHUA M OCTATKM HEUCMNONb30BaHHbLIX KOMMOHEHTOB [OJSIXHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHuka 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONbKO Ans nabopaTopHOro
npodeccrMoHanbHOro MNpUMEHeHUa B jn  Vitro AuarHocTuke u MOryT
NCronb30BaTbCA TONLKO KBaNM@UUMPOBaHHbLIM NEPCOHarnom,;
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— MOCTaHOBKY aHanusa NpoBOAUTb TOMIbKO B OOHOPA30BbIX HEOMyOpeHbIX
nepyaTkax u 3aWMTHbIX OYKaXx;

—He pJonyckaeTtcs MpMHMMAaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAeHNs TeCTa;

— He NMNeTnpoBaTb PacTBOPbI PTOM;

— koHTponu dA-Habopa «EQUI anti-Lamblia» npoTecTupoBaHbl 1 NpU3HaHbI
HeraTuBHbIMM Ha HBsAg n aHtutena k BUY1/2, BI'C, Treponema pallidum,
OAHaKo obpallaTbCs C KOHTPONbamMu U nccnegyemoiMu obpasuamvu cnegyet
Kak C NOTeHUManbHO ONacHbIM MHMEKLMOHHBIM MaTepuanom;

— HEeKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLEeHTpauum
BpedHbIX BELLECTB M MOTyT Bbi3BaTb pa3gpa)KeHue KOXWM U CIU3UCTbIX.
MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] 1 [SOLN[CONJ| Ha cnunaucTblie unm
KOXy HeobxoOuMMO HEMEAJIEHHO MPOMbITb MOpa)keHHOEe MecTo GonbLuMm
KOnmMyecTBOM BOAbI;

— B crnyyae pasbpbl3rBaHus pacTBOPOB, HE COAEPXKAaLLNX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3MHPULMPYIOLUM CPeacTBOM,
3aTeM BbITEPETb Aocyxa hunbTpoBanbHou 6ymaron. B npoTuBHOM criyyae
KMCMOTY CHayana HyXHO HenTpanu3oBaTb pacTtBopoMm 6ukapboHaTa
HaTpws, a 3aTeM BbITEPETb MOBEPXHOCTb, KakK OMMCAHO BbILLE.

5.3. MlHakTUBaUuMA 1 yTunusaums oTxonoB
—XnAKkme oTxogbl HeobXoOUMMO WHAKTUBMPOBATb, HaMpMMeEp, PacTBOPOM
nepekucn Boaopoaa B KOHEYHOW KOHueHTpauun 6% B TeyeHue 3 4yacos
npu KOMHATHOW TemnepaTtype WM rMnoxnopuTOM HaTpusa B KOHEYHOW
KOHueHTpauun 5% B TevyeHne 30 MUHYT uUnuM OpYyrumu paspeLleHHbIMU
4es3nHpuumpyroLwmnMm cpeacTaamuy;
— TBepAble 0TX0Abl CrieayeT UHAKTMBMPOBAaTb NyTEM aBTOKNABUPOBaHUS Npu
TemnepaType cTepunusaumm He MeHbLle 132°C;
— He aBTOKNaBUPYMTE pacTBOpPbI, COAepXKalLlue a3ng HaTpus Unm runoxnopuT
HaTpus;
— YyTUNU3aLMio MHaKTUBMPOBAHHbLIX OTXOAOB NPOBOAUTH B COOTBETCTBUU C
OenCTBYIOLWNM HauMOHarbHbIM 3aKOHO4ATENbCTBOM.

6. XPAHEHVE U TPAHCINMOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTU, YKa3aHHOro Ha 3TUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetcsa oOfHoOpas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbilwe 23°C B TeYeHne aByX CyTOK.

7. PEKOMEHOALIUM NO OTBOPY, TPAHCITIOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTEpPUIbHYO Npobupky. Mpobupka
JomkHa  ObiTb  NpoMapkupoBaHa C  yKa3aHWEM  UOEHTUMKALNOHHBLIX
OaHHbIX nauueHTa u gatbl oTbopa obpasua. LlenbHylo KpoBb [0 OTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepatype 2-8°C, He gonyckas

3aMopaxunBaHuA.
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CbIBOPOTKY MNU nnasmy KPOBU MOXHO XpaHUTb npu Temnepatype 2-8°C He
6onee 3 cyTok. [lonyckaeTcs 6onee NpoAomKMTENbHOE XpaHEHNE 3aMOPOXXEHHOMN
cbiBOpoTkM npu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpasLubl
nepen MCnonb30BaHUEM CrielyeT pa3mMopo3uTb U BblAepXKaTb MPU KOMHATHOM
TemnepaTtype B TeudeHnme 30 mMuHyT. [locne pasmopaxuBaHus obpasubl
cnepyeT nepemellartb Ans AOCTUXEHUS OOHOPOOHOCTU. M3berate NOBTOPHOrO
3aMopaxuBaHus-oTTanBaHus uccrnegyembix obpasuoB. B cnyvyae noMyTHeHUs
CbIBOPOTKM (MNN Nna3mMbl) OCBOOOXOAKTCA OT HEpPaCTBOPEHHbLIX BKIHOYEHUNA
ueHTpudyrnposaHmem npu 3000 o6/muH B TedeHne 10-15 muHyT. He cnepyet
ncnonb3oBaTb 06pasubl CbIBOPOTOK C BblpaXXEHHOW NUMUAEMUEN, FEMOSIN30M, a
Takxe 6akTepuarnbHbIM NPOPOCTOM.

OO6pasubl  CbIBOPOTOK  TpaHCMoOpTMpPOBaTb B TEPMOU3ONSALMNOHHBIX
KOHTenHepax. [Jns1 9TOro 3akpbiTble NPOMapPKNUPOBaHHbIE NPOOMPKN HEOOX0ANMO
NMOMECTUTb B MONMITUINEHOBLIV NAKET, NIOTHO 3aneyvartaTb M NOSIOXUTb B LLEHTPE
TEPMOKOHTENHepa. 3aMOpOXeHHble XnajareHTbl MOMOXUTb Ha [HO BAOIb
BOOKOBbIX CTEHOK TEPMOKOHTEMHEPA U HaKpbITb UMW 006pa3Lbl CbIBOPOTOK.

8. MOAIrOTOBKA PEAEHTOB
lMpumeyvaHue: lNeped ucnonb3osaHuem 8bidepxxume ece KOMnoHeHmMbl NOA-
Habopa npu komMHamHou memnepamype 18-25°C e meueHue 30 muHym!

8.1. MoarotoBka nnaHweTta UDA

Ona npegynpexaeHns KOHAEHcauuu BoAbl B JIYHKax OTKpblBanTe
TONbKO nocrne Bbigepxusanms 30 MUHYT Npu KOMHATHOW TemnepaType.
PackponTe BakyyMHYK ynakoOBKYy, OTAENUTE HEOOXOAMMOE KONMYECTBO FYyHOK,
a ocTanbHOe cpasy Xe TwaTeNbHO ynakynTe C BnaronornoTutenem n xpaHute
NMOTHO 3akpbITbIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nnaHweTta obecneynBaeT ero cTabunbHOCTb B
TeyeHue 6 mecsaLeB.

8.2. MpuroTtoBneHne NPoMbLIBOYHOIo pacTBopa

[na npuroToBneHns NpoMbIBOYHOMO pacTBopa passeauTe [TWEEN[WASH[20x]1:20
(1+19) ANCTUNNMPOBAHHOW NN ENOHU3NPOBAHHON BOAOW, MOTOM NepemMeLlanTe.
Hanpumep, 5 ml koHueHTpaTa + 95 ml BoAbl, Yero 4ocTaTo4vHO Ans 8 nyHok. Npu
HanM4MM KpUCTanmioB B KOHLEHTpaTe pacTBopa AN MPOMbIBaHWSA MporpenTe
dnakoH npu Temnepatype 37°C g0 MOMNHOro pactBopeHus kpuctannos (15-20
MUHYT). Pa3BegeHHbIN pacTBOpP MOXHO XpaHuTb npu Temnepatype 2-8°C He
bonee 7 cyTok.

9. MPOLUEAYPA AHAJIN3A
9.1. MoaroToBbTE HEOOXOOMMOE KONMYECTBO JTYHOK AN aHanuaa (4etbipe NyHKU
ANS KOHTpOnen N HeobXxo4MMOE KONMYECTBO ANS Uccrnegyembix obpasLos),
BCTaBbTE MX B pamky nnaHweta VDA, JlyHKM c KOHTponsMun obsizaTenbHO
BKIlOUaNTE B KaXkayto NOCTAaHOBKY aHanmaa.
9.2.3anonHuTe cxeMy BHeceHMs 0b6pa3LoB.

9.3.MpurotoBbTE pacTBOpP AN NPOMbIBAHUSA B COOTBETCTBUM C MYHKTOM 8.2.
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9.4.BHecuTe BO BCe nyHKKU nnaHweTa no 80 pl SAMPLE].

9.5.BHecuTe B nyHkn no 20 yl kKoHTponen n nccnegyemMbix 06pasyos.:
— B NyHKy A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyembie obpasupl.
[Mpy BHECEHUWN NMPOUCXOAUT M3MEHEHME LBeTa pacTBopa ¢ hUONeToBOro
Ha cuHuN. OCTOPOXHO NUNETUPYWTE CMECb B JIyHKaX, He [ornyckas
neHoobpasoBaHus.

9.6.3aknenTe CTpUMbl KNENKOW MIEHKON N UHKYOupynte B TedyeHne 30 MUHYT
npu Temnepatype 37°C.

9.7. o okoHYaHWM MHKYBaLUM akkypaTHO CHUMMUTE KIENKYI0 MAEHKY U MpOMOnTe
NYHKM NATb pa3 C UCMONb30BaHWEM aBTOMAaTMYECKOro NMpoMbiBaTENs unm
8-kaHanbHOWM NMNETKM crieayowmm obpasom:

— yoanuTe CoAepXMMOe NYHOK B KOHTENHEP ANS XKUOKUX OTXOAOB;

— HanomHWTe INyHKM CcTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHM1s, OCTaBbTE HE MeHee, YeM Ha 30 CeKyHp;

— acnupupymnTte pacTBop u3 nyHok. OcTaToyHbIi 06bem pacTBopa nocrne
KaXkJoro atana acnupauumn JOSMKeH coCcTaBnsaTb He Bonblie 5 p;

— NOBTOPUTE NpoLeaypy NPOMbIBaHUSA eLle NATb pas;

— nocne nocnegHen acnupauny n3dasbTechb OT NULLHEN BNaru, NocTykneBas
nnaHweTom no unsTpoBanbHon Bymare.

9.8.BHecute B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HAKPONTE HOBOW KIEMNKOW
NNeHKon 1 uHKybupyrte B TedeHne 30 mmuHyT npu 37°C.

9.9.To okoOHYaHUN NHKYDaL MM akKypaTHO CHUMUTE KIeNKyo NeHKY U NpOMOoKTe
NYHKN NATb pas, Kak onvcaHo B NyHKTe 9.7.

9.10.BHecute B nyHkn no 100 pl [SOLN[TMB], HE KacasdCb OHa WU CTEHOK NYyHOK
nnaHwerTa.

9.11. NHkybupynTe cTpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTe Npu KOMHaTHOM
TemnepaTtype 18-25°C. He ncnonb3ynTe KNenkyo nNieHKy Ha JaHHOM 3Tane.

9.12.BHecute B nyHkm cTpunoe no 100 ul ONsi OCTaHOBKM
depMeHTaTMBHOW peakLmn, NpnaepXKmBasach TON Xe nocneaoBaTenbHOCTH,
YTO U NPV BHECEHMU [SOLN]TMB]. Bo BpeMsi BHECEHUS MPOUCXOAUT USMEHEHUNE
LBeTa pacTBopa C ronyboro Ha XenTbli, B TYHKax C Npo3payHbiM pacTBOPOM
HEe3HauYUTENTIbHO MEHSETCS OTTEHOK.

9.13. amepbTe Ha puaepe Ol1 B kaxgow nyHke npwu gnuvHe BonHbl 450/620-
695 nm B TeyeHue 5 MUHYT Nocrne OCTaHOBKWM peakuuwn. [lJo npoBeaeHUs
namepeHus ybeautecb B YMCTOTE BHELUHEW MNOBEPXHOCTU OHA NYHOK U
OTCYTCTBUM My3bIPbKOB.

Yuyem pesynbmamos aHasnu3a MOXHO po8ooums 8 0OHO80/THO8OM PeXuMe
rpu dnuHe 8osiHbI 450 nm, 8 3mom cry4ae ocmagbme s1yHKYy 01151 ycmaHO81eHUs
6r1aHKa (8 makyo JIyHKY Hecume moJibKO [SOLN[TMB] U [SOLN[STOP ).
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10. YYET PE3YJIbTATOB U UX MHTEPMPETALUA

10.1. YueT pe3ynbTaToB aHanu3a
Paccuutate cpegHee 3HadeHue Ol HeratuBHoro KoHtpons (Nc), ypoBeHb
rpaHunyHoro 3HadveHus (Cut off - CO) n nHgekc nosntnsHocTy obpasua (IP

Nc = (Nc1 + Nc2 + Nc3)/3; CO =Nc + 0,25
IP =0D /CO, rae OD

sample sample

10.2. KoHTpOnb 4OCTOBEPHOCTU pe3ynbTaToOB aHanu3a
[aHHble TecTa cunTaloTCA LOCTOBEPHBLIMU, ECITM OHU OTBEYAOT CreayLUM
TpeboBaHUAM:

onz1,0
O < 0,150

_ _ roe Ncn — Ol kaxgoro
Nc x 0,5<Ncn < Nc x 2,0 nosTopa NG

Ecrm opHo 13 sHaveHuin Ol HeraTMBHOMO KOHTPOSSA BbIXOAMT 3a npenesibl
yKa3aHHOro Bbllle WHTepBana, ero otbpacbiBaloT M paccumTbiBaloT Nc no
ocTanbHbiM 3HaveHuam OIF1 HeraTMBHOro KoHTpons. Ecnu 6Gomnee opgHoro
3HayeHust Ol HeraTMBHOrO KOHTPOSSI HE OTBEYAET yKa3aHHbIM TpeboBaHMsM, TO
TECT CYUMTAETCHA HEKOPPEKTHBIM 1 TPebyeT NOBTOPHOIO NPOBEAEHMS.

sample)'

— OI o63pasua

sample

10.3. UHTepnpeTauua pesynbLTaTtoB

P, 0> 11 MONOXWUTENbHbIN
09<IP_ <11 HEOMNPEAENEHHLIN®
P, .<09 OTPULATEbHbI/

sample

*

HeonpeneneHHble o6pasubl pekoMeHAyeTcs uccnefoBaTb MOBTOPHO
B OBYyX IyHkax Habopa W®PA. Ecnn pesynbtaThl cHOBa OyaoyT B npepenax
HeonpeaeneHHbIX, criegyeT NpoBeCcTn O0TOOP M aHanu3 HoBoro obpasua yepes
2-4 Hepenun. B cnyyae noBTOPHOro nonyyeHus HeonpedeneHHbIX pe3ynbTaToB
Takune obpasLbl cuMTaTh OTpULATENbHBIMMU.

11. XAPAKTEPUCTUKU TECTA

11.1. AHanNUTUYeCcKne xapakTepucTukun

MpeunsnoHHOCTb
Bocnipouszsodumocmsb pe3ynbmamoes 8 ripedesiax 00HOU MOCmMaHO8KU aHasu3sa
(Intra assay repeatability)

KoadppuumenT Bapuaumm (CV) ana ABYX CbIBOPOTOK C pasHbiM YPOBHEM
crneumduryeckux aHTUTEN oueHnBanu B 32 noBTopax ogHon cepum MOA-Habopos.

Ne cbiBOpOTKM OI'ICp IPCp CV, %
14L 0,679 2,47 6,5
16L 0,490 1,79 6,6
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Bocrnipoussodumocms pe3ynbmamos MexOy pa3HbIMU MocmaHo8KkaMu aHanu3a
(Inter assay reproducibility)

KoadbpmumnenT Bapuaumm (CV) ana ABYX CbIBOPOTOK C Pas3HbiM YPOBHEM
cneunduryecknx aHTUTEN oueHMBanuM B TevyeHMe 3 gHel B 3 mocTaHOBKax
aHanusa, No 8 NOBTOPOB B KaXXAOM aHanunse.

Ne cbIBOpOTKM OI"Icp P, CV, %
14L 0,670 2,39 5,55
16L 0,463 1,65 7,06

AHanuTtnyeckas cneundpuyHocTb

Ha pesynbraT aHanusa He BnusieTr Hanuuve B obpasue 6GunupybuHa B
KoHueHTpauumn go 0,21 mg/ml (361,8 pymol/l), remornobuHa B KOHLUEHTpauuun o
10 mg/ml v TpurnuuepmaoB B koHUeHTpauun go 10 mg/ml (11,3 mmol/l).

11.2. AnarHocTnyeckne xapakTepucTuKu

WccnepoBaHve xapakTepucTMKk MeToda MO CPaBHEHWUIO C  aHanornyHbIM
Kommepyeckum VIOA-Habopom NpoBOAMIOCH Ha BbIDOPKE OXapakTePU30BaHHbIX
CbIBOPOTOK, LeneBon rpynne geter u Bbibopke AOHOPOB. OTHOCUTENbHYHO
yyBcTBUTENBLHOCTE W®PA-HabopoB «EQUI anti-Lamblia» onpegenann Ha
BblOOpke M3 23 06pa3uoB CbIBOPOTOK KPOBMW, KOTOpble OblM MpOBEpEeHbl Ha
Hannune aHTuten Kk Giardia lamblia n oxapakTepn3oBaHbl Kak NOMOXUTEeNbHbIE
B koMmep4eckom VIDA-Habope. Bce cbiBOpoTKM Takxke Obinu onpegeneHbl Kak
nonoxutensHole B Habopax «EQUI anti-Lamblia», a 3HauuT oTHOcuTenbHas
yyBcTBUTENBLHOCTL cocTaensetr 100%. [Ona Beibopkn mn3 148 CbIBOPOTOK
OeTel, MPOBEPEHHbIX W OXapakTePM30BaHHbIX B KOMMEPYECKMX aHarorax,
oTHocuTenbHas cneundunyHoctb MPA-Habopos «EQUI anti-Lamblia» cocTtaBuna
92,86%, npoueHT coBnageHus — 93,24%. o aHanorM4Homy npuHUMNY Ans
BblOOpkM 13 238 00pa3uoB ChIBOPOTOK KPOBW [OHOPOB OTHOCUTENbHas
cneunduyHocTb coctaBnana 97%, a npoueHT coBnageHus — 96,64%.

12. OrPAHNYEHUE AHAJIU3A

OkoH4YaTernbHbIM AnarHo3 He MOXeT BbITb YCTaHOBMEH TONbKO Ha OCHOBAHUU
pe3ynsTatoB CEpofiorM4YecKkoro TecTa, Crnefyetr YuYuTbiBaTb KIMHUYECKUe
nposiBrieHnst 3aborneBaHns U [aHHble nabopaTopHbIX UCCRefoBaHun (Takue
Kak pesyrnbTaTbl BbISIBIIEHUS LUUCT B doekarnbHblX npobax unu Tpodo3ouToB B
Oyo[eHanbHOM COAEPXMMOM; pesynbratbl ObHapyxeHus aHTureHa Giardia
lamblia B pekanusx).

Henb3a NONMHOCTLIO UCKMNIOYUTL NEpPeKpecTHble peakuuMm C aHTuTenamm K
aHTUreHam Apyrux napasmTos.

Cneumnduyeckne aHtutena Giardia lamblia moryT He NPOABNATLCSA Y AeTeEN CO
CTOVKUM M ONUTENBbHBLIM NAMBIMO30M.

CnepyeT 3ameTuTb, UTO aHTMTena knacca lgG k Giardia lamblia moryT
AnuTernbHo nposaBnsaTbes B UPA, aaxke nocne ycnewHo NnpoBeAEeHHOro neYvyeHus.
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13. TPYAHOCTU, KOTOPbLIE MOI'YT BO3HUKHYTb MNPU
NMPOBEOEHUN UDA
| CnocobbI pelwieHus

Bo3mMoXxHble NpUYnHBbI
Bbicokuli ¢poH 8 nnyHKax ece20 niaHwema
OumncTuTb NpoMbIBaTENDb M NPOMONTE

€ro B COOTBETCTBUMN C VIHCprKLl,VIeVI

3arpsisHeHHOro NpomblBaTens

Mcnonb3oBaTb OUYULLEHHYIO
Huskoe kayecTBO nnn
BOAY C yAENbHbIM COMPOTUBIEHNEM

3arpsisHeHHasi Boga
P A >10 MQ - cm
Vcnonb3oBaHue nnoxo VMcnonb3oBaTb XMMUYECKN YUCTYHO
NOMbITOM NocyAabl nocyay
He vncnonb3oBaTb
Mcnonb3oBaHne MOKLWNX
Oe3nHmumpyoLme cpeacTea,
CpefcTB, coAepKallumnx Xnop
cogepxatime xnop
VMcnonb3oBaHue 3arpsi3HeHHbIX Vcnonb3oBaTh TONMbKO HOBbIE
HaKOHEYHUKOB HaKOHEYHUKN
YBenuyeHne BpeMeHu Cobnitogatb pexxum nHkyoauum
WHKYyOaL M1 unm nameHeHune B COOTBETCTBUM C MHCTPYKLMEN NO
TeMMnepaTypHOro pexuma NPYMEHEHNIO
Bbicokuli ¢poH 8 omOesibHbIX psidax
Pacteop TMB cneayet BHOCUTb
[MoBTOpHOE BHeceHue pacTBopa TMb P Ay
OOWH pas
3arpsi3HeHune koHyca MpOYUCTUTL NUNETKY U OCTOPOXHO
aBTOMaTUYECKOM NMUMNETKM 6
pacTBOPOM KOHbloraTa Habupatb X1AKOCTb
[MpouncTnTb KaHan NpomMbIBaTens,

3arpsisHeHne ogHoro n3
KaHanoB NpomMblBaTens NpPOMbITb BOLLEP
lMosty4yeHHoe 3Ha4YeHue Ol nonoxxumesibHO20

KOHMPOJIsi HUXe yCmaHo8/1eHHOU 2paHuybl
HenpaBunbHO NpUroToBreH Unn MNosTopHO nposectn DA aHanus,
He BHECEH OAWNH 13 peareHToB 0o6paTunTb BHMMaHMe Ha
(pacTBOp KOHBIOraTa UNM pacTeop NpPaBWUibHOCTb BHECEHUST 9TUX
TMB) peareHToB
MpoBoANTL MHKYGaLMio B

CokpalueHo BpeMsi MHKy6auum Ha
COOTBETCTBUM C
OOHOM 13 3TanoB N
WHCTPYKLMEN NO NPUMEHEHNIO

NHmeHcueHOCMb OKpackKu JIyHOK He coomeemcmeayem
nonyyeHHoU onmu4Yeckol njiomHocmu
Bbicokas BepoATHOCTb cMeleHns |  poBepuTb KOPPEKTHOCTL paboThl

OonNTUYEecKoro ny4ya pvaepa
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14. TEXHUWYECKAA NOMOLUb U OBCNY>XXUBAHUE KITMEHTOB
B cnyyae BO3HUMKHOBEHUSA TEXHUYECKUX Mnpobnem Heobxoammo
0bpaTnTbCA K NPOM3BOAUTENIO.
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MpounsBoguTenb

YNonHoMo4YeHHbIN NpeacTaBuTenb Ha TeppuTtopun EC

MepauuunHckoe nsgenve ons AMarHoCcTUKK in vitro

Homep no kaTtanory

[ata narotosneHns

L EEHE

Vcnonb3oBaTtb 00

-
o

(o] Koa napTtum

TemnepaTypHOe orpaHuyeHve

CopepXut goctatovHo ans (n-) ucnbiTaHum

MpepnocTepexeHne, 03HAKOMUTBLCS C COMPOBOAMTENbHBIMU
OOKyMeHTaMu
HectepunbHo

O3HakoMMeHNe C MHCTPYKLUMEN NO NPUMEHEHUIO

Bepeub OT NPsAIMbIX CONMHEYHbIX fy4Yen
XpaHuTb B CyXOM MecTe

3HaK COOTBETCTBUS TEXHUYECKUM pernaMmeHTam

NP EH PP A~

3Hak cooTBeTCTBMUS TpeboBaHnsaMm 6esonacHocTn EC
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CXEMA NMPOBEOEHNA AHAJTU3A

Bblgepxatb peareHTbl 30 min npu temnepatype 18-25°C

B nyHku nnaHweTta BHecTn no 80 ul [DIL[SAMPLE

(dpnonetoBbIn LBET)

BHectn no 20 pl koHTponen n nccnegyembix 06pasLioB B TyHKK:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],
E1 1 B ocTanbHble NyHKU - Uccneayemble obpasubl
(NponcxoauT n3MeHeHue LiBeTa ¢ MONIETOBOrO Ha CUHUI)

3aknenTb CTpUMbI MIEHKOW, MHKY6MpoBaTb 30 min npu Temnepatype 37°C

MpombITh NyHKM 5 pa3 npurotoBreHHbIM 1:20 (1+19) NpOMbIBHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpunos BHecTn no 100 pl [SOLN]CONJ

(3eneHsbIn UBeT)
3akneunTb CTpuUMbl NEeHKOW, MHKYOupoBaTb 30 min npu Temnepatype 37°C

[MpombITb NyHKM 5 pa3 npurotoBneHHbiM 1:20 (1+19) NpoOMbIBHBEIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHku ctpunos BHecTy no 100 pl [SOLN

MHkyBnpoBaTb Ha npoTsikeHun 30 min B TeMHOTe Npu
Temnepartype 18-25°C

B nyHku ctpunos BHecTn no 100 pl [SOLN[STOP

(NpoucxoauT M3MeHeHWe LBEeTa C ronyGoro Ha XenThii)

M3mepuTb onTnyeckyto nnoTHocTb (Or1) Ha cnekTpodoTomeTpe npu
450/620-695 nm

YYET PE3YJIbTATOB AHAJIU3A

NC = (Nc1 + Nc2 + Nc3)/3;

Cco = Nc + 0,25;
IP. =0D_ /CO

sample sample

Nc - CpeaHee sHaueHune Ol 3-x
CO - YpoBeHb rpaHnyHoro 3HaveHus (Cut off)

IPsample - Hpekc no3ntnBHocTn obpasua
MHTEPMNPETALUUA PE3YJIbTATOB
1P g > 11 MONOXUTENBHbLIV
<1,1 | HEOMPELENEHHbLIN

09=<IP_ 1o

IP <09 OTPULLATENLHLIN

sample
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Ascaris
lumbricoides IgG

NDA-Habop ANnAa Ka4eCTBEHHOro OOHapyXeHUA aHTUTen
knacca lgG k Ascaris lumbricoides

NHCTPYKUMSA NO NPUMEHEHIO
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EQUI Ascaris lumbricoides IgG
NOA-Habop ansa ka4ecTBEHHOro 0bHapyKeHUst aHTuTen
knacca IgG k Ascaris lumbricoides

1. HASBHAYEHMUE

NDA-Habop «EQUI Ascaris lumbricoides IgG» npegHasHavyeH pgns
KauyeCcTBEHHOro obHapyeHusi aHTuten knacca IgG k Ascaris lumbricoides
B CbIBOPOTKE WM MMas3Me KpOBM YerioBeka MeTogoM MMMYHOEPMEHTHOrO
aHanusa (NPA) c uenbio OuarHocTMkM ackapugosa. [lpouegypa aHanusa
paccyvMTaHa kak Afis pyYHOW MOCTaHOBKM C aBTOMATUYECKMMW NMUNeTkamy u
CTaHAapTHbIM O0OOpydoBaHMEM, Tak U aBTOMaTU4eCKOro MMMYHO(EPMEHTHOIO
aHanusaTopa «OTKpbITOro» Tuna.

LleneBas rpynna: getu, gepeBeHckue obutatenu, JadyHuKu.

MpumeHeHune: VPA-Habop nNpuMeHsieTca B KITMHUYECKUX ONArHOCTUYECKUX
nabopaTtopusix U APYrux yuypexaeHusix, paboTtawwmx B obnactu in Vvitro
ONarHOCTUKMN.

2. KMIMHNYECKOE 3HAYEHUE

Ascaris lumbricoides <BnsieTca napasuMTOM 4YerioBeKka, Bbl3blBalOLWMUM
ackapuao3 — OAWH M3 Hauboree pacnpocTpaHEeHHbIX FeflbMUHTO30B B MUpE.
Mo HekoTopbIM oOuUeHkaM, Ha 3emre HacuyuTbiBaeTcs Oonee Munnvapga
MHULMPOBAHHbIX ackapuaamu.

Ackapuga uJenoBeuveckass — 93TO Kpyrnbli 4YepBb M3 Tuna Nematoda,
napasvTUpyLWnn B TOHKOM KULIEYHUKE YerloBeKka, KOTOPbIA U sBRsieTCS
€ro €eOMHCTBEHHbIM X03siMHOM. Anua Ascaris lumbricoides BblaenawTCs B
OKpY>XaloLLylo cpefly C Kanom 3apaxeHHoro 4yernoBseka. B Tennonm BnaxHow
noyBe BHYTPU WL, pa3BUBAOTCS NIMYMHKN ackapuz, No3ToMy siila npuobpeTatoT
WHBA3WOHHOCTb TOMbKO MoOcCfne nepuoda co3peBaHusa (2-3 Hegenu npwu
TemnepaType 25-30°C, npu Gonee HU3KMX TemnepaTypax MpoLecc 3aHumaeT
b6onbLue BpeMeHw). lNMocne 3apa)xeHus B KALLEYHMKE YeoBeKa NTIMUYNHKM BIXOASAT
13 gL, nonagatoT B KPOBEHOCHOE PYCIO 1 C TEYEHMEM KPOBU MUTPUPYIOT B EeYEHb
n nerkue. N3 nerkux NMYMHKMA OBUrat0TCS K IMOTKe, rae NOBTOPHO 3arnaTbiBatoTCs
1 BNOCNEACTBUM NONajaloT CHOBA B TOHKUI KULWIEYHUK. Tam cnycTsa 2-3 mecsua
N3 NMYNHOK Pa3BUBAOTCS B3POCTble ackapuabl, COCOOHbIE K pa3MHOXEHUIO.

MepepatoTcs renbMUHTLI (bekanbHO-opanbHbeIM NyTEM MpU MpornaTbiBaHum
3penbix auy Ascaris lumbricoides ¢ 3arpsi3HEHHbIMW MOYBaMW OBOLLAMM,
dpyKTamu, BOLAOW, a Takxe 4vepes rpsasHble PyKu nocrne KOHTakTa C 3eMIien.
Ackapuo3 yCnoBHO pasfensioT Ha PaHHIo cTaguio (Murpauusi NIMYUHOK) Y
Nno3aHo0 (NapasnTupoBaHue B3pOCHbiX 0COOel B KMLeYHUKe). B 6onblunMHCTBE
chnyyaeB MHBa3us npotekaeT 6eccumMnToMHoO. [lepBMYHOE HEZOMOraHne MoOXeT
HabngaTbCs yXXe Yepes HECKONbKO AHEN Mocne 3apaXkeH s 1 COMpPOBOXAATLCS
cnabocTbo, 60Mblo B XUBOTE, TOLWHOTOW. Murpaumsi MMYNHOK B NErkMe MOXeT
NPosIBNATLCS Xpunamu W Kawnem. WMHTeHcMBHas WHBA3UA B HEKOTOPbIX
cnyyasix MOXeT MNPUBOAUTbL K MHEBMOHUM W nopaxeHuo nedeHu. OpgHako
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Hanbonee pacnpocTpaHeHHbIM CMMMNTOMOM paHHEero ackapugosa SBhsoTCS
anneprnyeckme peakumm n3-3a pasBuTus rmnepyyBCTBUTENBHOCTU K MPOAyKTam
KU3HEeOeATeNnbHOCTU NMUYNHOK.

KnuHnyeckumn nposiBNeHnsIMKM No3gHen cTagun  SBNSIOTCS  CHUXKEHUe
anneTtuTa, 6onn B XMBOTe, pBOTA, AMapes, 3anopbl. MaccuBHas ackapugHas
NHBa3ns MOXET NPUBOAUTL K 3aKyMOpKe KULWEeYHUKa KIyOKOM refibMUHTOB UIK
NpopbIBYy CTEHOK C pa3BUTMEM nepuToHuTa. MNpu nonagaHum ackapuga B gpyrue
OpraHbl MOTyT BO3HMKHYTb OCITOXXHEHUS, TAKUE KaK renaTtuT, XONaHruT, naHkpeaTut
n paxe acdukcus. MNMpn ackapnpgose nHoraa HabnwopaTcs HeBponornyeckune
paccTpoicTBa: TrOfoBHble 060nv, pasgpaXuTeNnbHOCTb, HapyLleHWe CHa,
paccesitHHOCTb U T.A. VIHTeHcuMBHasi nHBasnss 6e3 CBOEBPEMEHHOIO JleYeHus
MOXET NMPUBECTU K CMEPTU, OCOBEHHO y MNajLlero Bo3pacrTa.

Ewe Ha paHHel cTagun pa3BuBaeTCs CUNbHBLIN UMMYHHBIN OTBET Ha MHBA3UIO
Ascaris lumbricoides, BKMoYaoLLMA U KNETOYHbIA, N FyMOpanbHbIl UMMYHUTET.
AHTUreHbl NUYUHOK ackapuz CTUMYMMPYIOT CeKpeuuo  cneundgurnyeckmx
MMMYHOTrNobyNMHOB BCEX KfaccoB, OAHaKko Oonblle BO3pacTaeT YpPOBEHb
cneundurdeckux n obwmx Ige-aHtnten. MIHTEHCMBHOCTb UMMYHHOTO OTBETA (B
TOM Yucne poct TUTpoB IgG aHTUTEN) KOPPENMPYET C MAaCCOBOCTbLIO MHBA3UN.

[na guarHocTuku ackapmgosa Yallle BCero Mcrnonb3yoT napasvuTonormyeckoe
nccriegoBaHue Kana Ha Hanuume NUYUHOK U sinl ackapua. Ha paHHen ctagum
WHBa3nWM [OMOSTHUTENbHO WCMONb3YKT PEHTIEHONOrMYeckoe WuccregoBaHue
nerkmx. Takxe B KOMMNIEKC MCCnegoBaHUA BXOAUT OOLWMI aHanm3 KpoBu (Npu
ackapuzose pasBrBaeTCs 303MHOUNNSA) U BbISIBITEHNE CbIBOPOTOYHbLIX aHTUTEN K
aHTureHam Ascaris lumbricoides. Hannune cneumdnyecknx aHtuten Kk ackapmaam
MOXeT CBMAETENbCTBOBaTb 00 MHBa3uuM 06e3 KIUHUYECKUX MNPOSIBIIEHUA U B
KOMMnekce ¢ ApYrMMU ONArHOCTUYECKMMU MHCTPYMEHTaMM MO3BONSieT HavaTb
Tepanuio 40 NOosIBIEHNS OCIOXHEHWIA.

3. NIPUHUMN AHATIU3A

O6HapyxeHue aHtuten knacca lgG k Ascaris lumbricoides B Habope NPA «EQUI
Ascaris lumbricoides IgG» 6a3npyeTcs Ha npuHUUNe «HenpsiMoro» TBEPA0EA3HOro
VDA B aByxaTanHon nHkybauun. B nyHkax nnaHweTa 3acopbrvpoBaHbl aHTUTEHbI
Ascaris lumbricoides. Bo Bpems nepBoro stana uWHKybaumm wuccnegyembix
obpasyoB B nyHkax nnaHweta W®A cneunduueckne aHtuTtena Ascaris
lumbricoides, ecnn oHN NPUCYTCTBYIOT B 0OpasLax, CBA3bIBAOTCA C aHTUreHaMu
Ha TBepaown dase. JlyHkM OTMbIBAOTCS ANSA yaaneHust HeCBA3aHHbIX aHTUTen,
0CTalTCs TONMbKO crneunduyeckne KOMNIeKcbl aHTUreH-aHTuTeno. MNocne atoro
pobaBnsieTcst KOHblraT aHTUMBMAOBLIX aHTU-IgG MOHOKMOHAmMbHbIX aHTUTEN
C MepoKcuaason XpeHa, KOTOpbIA CBA3bIBAETCA C MMMYHHbIMU KOMMIEKCaMu
Ha TBepaon ¢ase. HecBsizaHHble KOMMOHEHTbI YAANSKTCA NPU OTMbIBAHUW.
Komnnekcbl aHTUreH-aHTuTeno obHapyxueatTcs nytem gobasneHus pacteopa
xpomoreHa 3,3,5,5-tetpameTunderHsngmHa (TMB) ¢ nepekucbio Bogopona.
Mocne 30-MuMHYTHOM WHKYGaLuMM peakumsa OCTaHaBnMBaeTca AobaBrneHnem
cton-pactBopa. OnTtudeckas nnotHocTb (Of1) B nyHkax onpegensietca Ha
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cnekTpodoToMeTpe nNpu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTb XXENTON
OKpacku nponopLuMoHarnbHa KonM4ecTBy aHTUTen B obpasue.

4. MATEPUAIIbI N OBOPYOOBAHUE

4.1. CoctaB Habopa

1x96
NYHOK

STRIPS

CONTROL] +] 1x0,25 ml

CONTROLJ -] 1x0,6ml
DILISAMPLE 1x13 ml

N 1x13 ml

%) %)

2 2

zZ

= 0O

= F
—

1x13 ml

[TWEEN[WASH[20x] 1 x 50 ml

SOLN|STOP 1x13 ml

MnaHweTt UPA

B kaxgon nyHke nnaHwieTa 3acopbupoBaHbl aHTUTEHbI
Ascaris lumbricoides. JIyHKM MOXHO oTAensaTb. [Mocne
nepBoro OTKPbITUA XPaHWTE HEUCMONb30BaHHbIE
CTpunbl B ynakoBke npu TemnepaTtype 2-8°C He Gornee
6 mecsueB

Mo3UTUBHbLIN KOHTPOIb

PacTtBop KOHBIOITMPOBAHHbIX cneumdpu4eckmx
MOHOKITOHAamNbHbIX ~ aHTUTEN  C  KOHCEpPBaHTOM
(po3oBbiit). XpaHuTb Npu Temnepatype 2-8°C
HeraTuBHbIN KOHTPOJb

HeratuBHas  cbiBOpOTKa  KpOBW  4YeroBeka C
KOHCEpBaHTOM (KenTbin). XpaHuTb Npu TemnepaType
2-8°C

PacTBop Ans pasBefeHusi CbIBOPOTOK

BydepHbii  pacTBOp € 3KCTPaAKTOM  MOJIOKa,
OETEepreHTOM M KOHCEpPBAHTOM  (KOPUYHEBBIN).
XpaHutb npu Temnepatype 2-8°C

PacTBOp KOHBIOraTa (roToB K MCNOJIb30BaHUIO)
BydepHbIi pacTBOp MOHOKINOHanNbHbLIX aHTuTen Kk 1IgG
YernoBeka, KOHbIIMPOBAHHBIN C NEPOKCUAA30M XpPeHa,
co cTabwunusatopamum U KOHCEPBAHTOM (3eMeHbIN).
XpaHutb npu Temnepatype 2-8°C

PactBop TMB (roToB K UICNOJIb30BaHUIO)

Pacteop TMB, H,O,, crabunusatop, KOHCepBaHT
(6ecuBeTHbIN). XpaHuTb npu Temnepartype 2-8°C
PacTtBop ansa npombiBkn TWEEN (20x kOHUeHTparT)
20-KkpaTHbIN KOHUEeHTpaT docdaTtHoro 6Gydepa c
TBuHoM-20 (BecuBeTHbIN). PasBectn pactBop Ans
npomMbiBkn TWEEN (20x) 1:20 AucTtunnvMpoBaHHOM
UNU OEVOHU3NPOBAHHOW Bodow (Hanpumep, 5 wmn
KOHUeHTpaTa + 95 mn BoAbl Anst 8 NyHOK) nepen
ucnonb3oBaHuem. PasbaBneHHbIi pacTBOp XpaHUTb
npu Temnepatype 2-8°C He Gonee 7 cyToK

Cton-pacTBOp (rOTOB K UCNOJIb30BaHUIO)
Pacteop 0,5 mol H,SO, (6ecuBeTHbIn). XpaHuTb npw
Temnepatype 2-8°C

B cocTtaB Habopa BXogsT: Knenkaa nneHka (2 wr.), cxemMa BHeceHus o6pasuos
(1 WT.), IUCT KOHTPOJIbHbBIX UCMBITAHUIA Y MHCTPYKLUMS MO MPUMEHEHMIO.

4.2. NlononHuTenbHbIEe peakTUBbLI, MaTepuanbl 1 o6opyfoBaHue
ABTOMaTMyeckme NnneTkn nepemeHHoro oobema Ha 10—1000 pl  HakoHEYHMKM
K HMM, MepHas nabopaTopHas nocyga (10-1000 ml), genoHuanpoBaHHas
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UM OuCTUNNMpOBaAHHAA BoAa, Tepmolwenkep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMATMYECKMA WX MOSlyaBTOMATMYECKUA MPOMbIBATENb MNAHLIETOB
(Bowep), crnekTtpodoTomeTp (puaep) oNa MuKponnaHweToB Ha 450/620-695
NmM, COOTBETCTBYHOLLME KOHTEMHEPDI AN OTXOA0B NOTEHUMANbHO 3apa)XeHHOro
mMaTepuana, Tanmep, unbTpoBanbHas Gymara, ogHOpPa3oBble HEOMNyApPEHHbIE
nepyaTtku, Ae3nHduumpyowme cpeacTaa.

5. MIPEAOCTEPEXEHUE U TEXHUKA BE3OIMNACHOCTHU

5.1. NMpepocTepexeHue

lNeped nposedeHuem aHanu3da 8HUMamerbHO 03HaKoOMbmecChk C UHCMpyKyuel
no npumeHeHur. [JocmogepHocmb pe3ynbmama 3asucum Oom 4Yemkozao
criedosaHus npoyedype aHausa.

—He ucnonb3ynte KomnoHeHTbl WN®A-Habopa nocrne OKOHYaHWsA Ccpoka
rogHoCTW;

— He UCnonb3ynTe BO BpeMs aHanv3a v He CMeLLMBanTe KOMMOHEHTbI pa3HbIX
cepuii, KOMMOHEHTbI N3 HabopOB pa3HbIX HO30MOMUIN UM peareHTbl APYrux
npoussoauTenen B codetaHmm ¢ Habopom «EQUI Ascaris lumbricoides
1gG»;

— He 3amopaxuante OA-Habop nnm ero KOMNOHEHTHI;

—rocne MCNonb30BaHUSA peareHTa 3akpbiBanTe KaxAbl hrnakoH cBoen
KPbILLKOW;

— BO BpPEMS NPOMbIBaHWSI KOHTPONMPYWTE HAaMOMHEHME 1 NOJTHYIO acnupauuio
pacTBopa 13 NyHOK;

— KaXxgbl pa3 MCMNOSb3yNTE HOBbIA HAKOHEYHUK MUMETKU ONA BHECEHUs
o6pasyoB nnm peareHToB;

—ungberante nonagaHMsa NPsSMbIX COMHEYHbIX fNyyYen Ha peareHTbl VIOA-
Habopa;

—[SOLN[TMB] pomkeH ObiTb GecuBeTHbIM Mepen ucnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHWIA UMW XeNTbl LUBET, ero Henb3st UCNonb30BaTh.
M3beranite KOHTakTa C MeTannamuM WnM MoHaMu MeTannos.
[Onsa paboTbl MCNOMb3yNTE TOMBKO YUCTYH, TLIATENbHO BbIMNOMIOCKAHHYHO
OVNCTUNNNPOBAHHON BOOOW Nocyay;

— He NCMNoNb3ynTe peareHTbl, UBET KOTOPbIX HE COOTBETCTBYET YKa3aHHOMY B
nyHkTe 4.1;

— HUW B KOEM CIlydae He UCMOoMb3ynTe OA4HY U Ty Xe nocyay Ans 7
[SOLN[TMB;

— HEe NPOBOAMTE BU3yarbHbIN yYeT pe3dynbraToB aHanmnsa (6es ncnonb3oBaHus
puaepa);

— gononHutensHoe obopygoBaHMe, Haxogslieecss B HenocpencTBEHHOM
KOHTakTe Cc Oumonormyeckum martepuanom WM KOMMNOHeHTamu Habopa,
CUMTaeTCs 3arpsi3HEeHHbIM U HYXXAAeTCs B O4ULLEeHMU 1 obe33aparkmBaHuy;

— VDA-Habop npepgHasHaveH ana 96 aHanusoB. KomnoHeHTbl nocne
MCNONb30BaHWss U OCTaTKM HEUCNOSib30BaHHbIX KOMMOHEHTOB LOSTXKHbI
ObITb YTUNN3NPOBAHDI.
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5.2. TexHuka 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONbKO Ans nabopaTopHOro
npodeccrMoHanbHOro MNpUMEHeHUa B N Vitro AuarHoctuke u MoOryT
NCNoNb30BaTbCs TONbKO KBanNnnMuunpoBaHHbIM MEPCOHANoM;

— MOCTaHOBKY aHanusa NpoBOAUTb TOMIbKO B OOHOPA30BbIX HEOMyOpeHbIX
nepyaTKkax u 3aWMTHbIX OYKaXx;

—He pJonyckaeTtcs MpMHMMAaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAeHNs TeCTa;

— He NMNeTnpoBaTb PacTBOPbI PTOM;

— koHTponu dA-Habopa «EQUI Ascaris lumbricoides IgG» npoTecTupoBaHbl
N Npu3HaHbl HeraTueBHbiMU Ha HBsAg n aHTutena k BUY1/2, BI'C, Treponema
pallidum, ogHako obpaLLaTbCs C KOHTPONbaMu U UCccregyemMbiMm obpasuamm
cnegyeT Kak ¢ NoTeHUManbHO onacHbIM MHEKLMOHHBIM MaTeprarnom;

— HEeKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLEeHTpauum
BpedHbIX BELLECTB M MOTyT Bbi3BaTb pa3gpa)keHue KOXWM U CIU3UCTbIX.
MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] n [SOLN[CONJ| Ha crnuaucTble unm
KOXXy HeobxoguMMO HEMEAJIEHHO MPOMbITb MOpPa)KeHHOEe MecTo GonbLuM
KOnmMyecTBOM BOAbI;

— B criyyae pasbpbl3rBaHus pacTBOPOB, HE COAEPXKaLLNX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3MHPUUMPYIOLUM CPeacTBOM,
3aTeM BbITEPETb Aocyxa hunbTpoBanbHou 6ymaron. B npoTuBHOM criyyae
KMCMOTY CHavana HyXHO HenTpanu3oBaTb pacTtBopom 6ukapboHaTa
HaTpws, a 3aTeM BbITEPETb MOBEPXHOCTb, KaK OMMCAaHO BbILLE.

5.3. UHakTUBaUMA 1 yTunusaums oTxonoB

—XnAkme oTxofbl HeobXoOUMMO WHAKTUBMPOBATb, HaMpMMeEp, PacTBOPOM
nepekucn Boaopoda B KOHEYHOW KOHueHTpauun 6% B TeyeHue 3 4yacos
npu KOMHATHOW TemnepaTtype WM rMnoxnopuTOM HaTpusa B KOHEYHOW
KOHueHTpauun 5% B TevyeHne 30 MUHYT uUnnM Opyrumu paspeLleHHbIMU
Aes3nHpuumpyroLwmnMm cpeactaamuy;

— TBepAble 0TX0Abl CrieayeT UHAKTMBMPOBAaTb NyTEM aBTOKNaBUPOBaHUS Npu
TemnepaType cTepunusaumm He MeHbLle 132°C;

— He aBTOKNaBUPYMTE pacTBOpPbI, COAepXKaLlue a3ng HaTpus Unm runoxnopuT
HaTpus;

— YTUNM3auni0 MHaKTUBUPOBAHHbLIX OTXOA0B MPOBOAMTbL B COOTBETCTBUU C
OEeNCTBYOLWNM HaLuMOHarbHbIM 3aKOHO4ATENbCTBOM.

6. XPAHEHUE U TPAHCITOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTM, YKa3aHHOro Ha 3TUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetcsa oOfHopas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbiwe 23°C B TeYeHNe aByX CYTOK.
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7. PEKOMEHOALIUU MO OTBOPY, TPAHCITOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb HeobxoaoMmo oTOMpaTb U3 BEHbl B CTEPUITbHYIO Npobupky. MNMpobupka
OOMmkHa OblTb  MpoMapkMpoBaHa C  yKasaHWMeM  UOEHTUUKALNOHHbIX
OaHHbIX naumMeHTa u gaTbl oT6opa obpasua. LlenbHyto KpoBb A0 oTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepartype 2-8°C, He gonyckas
3aMopakuBaHusl.

CbIBOPOTKY MK nfasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
6onee 3 cyTok. [lJonyckaeTcsi bonee NnpoAoIKNTENBHOE XPaHEHWE 3aMOPOXXEHHON
cbiBOpOTkM npu Temnepatype -20°C wunu -70°C. 33amopoxeHHble obpa3sLbl
nepen MCNonb30BaHWEM CreAyeT pasMopo3vTb U BblaepkaTb Npyv KOMHATHOM
Temnepatype B TeudeHne 30 wmuHyT. [locne pasmopaxuBaHus ob6pasubl
crnegyeT nepemMellatb Ans JOCTUXKEHUS OAHOpPOAHOCTU. 36eraTtb NOBTOPHOrO
3aMopaxKuBaHUsA-oTTanBaHUs uccregyemMbix ob6pasuoB. B crniyyae nomyTHeHuUs
CbIBOPOTKM (MnM nria3mbl) 0CBOGOXAAKTCSH OT HEPACTBOPEHHbIX BKITHOUYEHUN
ueHTpudyrnposanHnem npu 3000 o6/mMunH B TedeHue 10-15 muHyT. He cneayet
ncnonb3oBaTtb 00pasLbl CIBOPOTOK C BbIpaXXeHHOW NMNuaeMmneit, reMmosnin3om, a
Takxe 6akTepumanbHbIM MPOPOCTOM.

O6pa3subl  CbIBOPOTOK  TpaHCMOPTMPOBATb B TEPMOU3OMALNOHHBIX
KOHTelHepax. [1ns 3Toro 3akpbiTble MPOMapKUpOBaHHbIE NPOOMPKN HEOBXOAMMO
NMOMECTUTb B MNONMSTUIEHOBbIV NaKeT, NIIOTHO 3aneyvaTtaTth U NOSIOXUTb B LIEHTPpe
TEPMOKOHTelHepa. 3aMOpPOXEHHbIE XnafdareHTbl MNOMOXWTb Ha AHO BAOIb
OOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMUK 06pasLbl CbIBOPOTOK.

8. NOAIrOTOBKA PEANEHTOB
lNMpumeyaHue: lNeped ucnonb3o8aHuem 8bldepXXxume 8ce KOMMNOHEHMbI MDA-
Habopa npu komMHamHou memnepamype 18-25°C ¢ meueHue 30 muHym!

8.1. NMoarotoBka nnaHweTta UDA

Ona npegynpexaeHus KOHAEHCauun BOAbl B JyHKax OTKpbiBanTe
TONbKO nocre BbigepxusaHms 30 MUHYT NpU KOMHATHOW TeMnepaType.
PackponTe BakyyMHYyK ynakoBKY, OTAenuTe HeobXooMMoe KONMMYEeCTBO JTYHOK,
a ocTanbHOe cpasy e TWaTeNbHO YNakyuTe C BNaronornoTUTenem n xpaHute
NMIOTHO 3akpbITbIMKM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
yNakoBaHHOro Takmm obpasom nraHweTta obecneynBaeT ero cTtabunbHOCTb B
TeyeHue 6 mecaues:

8.2. MpuroTtoBneHne NPoOoMbLIBOYHOIO pacTtBopa

[N NpUroToBReHns NPOMbIBOYHOMO pacTeopa passeamTe[TWEEN[WASH[20x]1:20
(1+19) UCTUNNNMPOBAHHOM UNN AENOHN3NPOBAHHOW BOAOMW, NOTOM NepemMeLlanTe.
Hanpumep, 5 ml koHueHTpaTa + 95 ml Boabl, Yero AoctaTtoyHo Ang 8 nyHok. [Npwu
HanuM4MyM KpUCTanmnoB B KOHLEHTpaTe pacTBopa AN MpOMbIBaHUSA MporpenTe
dnakoH npu Temnepatype 37°C 00 NONHOro pacTBopeHus kpuctannos (15-20
MUHYT). Pa3BegeHHbI pacTBOpP MOXHO XpaHuTb npu Temnepatype 2-8°C He
Bornee 7 cyTOK.
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9. MPOLEEAYPA AHAJTIU3A
9.1.MoaroToBbTE HEOOXOANMOE KONTMYECTBO NYHOK A5t aHanu3a (YeTbipe NyHKK
OJ151 KOHTPOen 1 HeobxXxoaMMOoe KONMYECTBO AN1sl uccriefyembix 06pasLoB),
BCTaBbTE MX B pamMmky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenbHO
BKJIHOYAMTE B KAXOY NOCTaHOBKY aHanmaa.

9.2.3anonHunTe cxeMy BHeceHus obpasLoB.
9.3.MMpurotoBbTE pacTBOp A5t NPOMbIBaHUSI B COOTBETCTBUN C MYHKTOM 8.2.
9.4.BHecuTe BO BCe nyHKU nnaHweTa no 90 pl SAMPLE],

9.5.BHecuTe B nyHKM no 10 ul koHTponen n nccnegyembix 06pa3uoB.:
— B NyHKy A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyemble obpasupl.
[Mpy BHECEHMM MPOUCXOAUT M3MEHEHWE LBeTa pacTBOpa C KOPUYHEBOrO
Ha cuHMN. OCTOPOXHO NUNETUPYNTE CMECb B JIyHKaxX, He [ornyckas
neHoobpasoBaHus.

9.6.3aknenTe CTpUNbl KNEWNKOW MIEHKON N UHKYOupynte B TedyeHne 30 MUHYT
npu Temnepatype 37°C.

9.7. o okoHYaHWM MHKYBaLUM akKkypaTHO CHUMMUTE KIENKYI0 MAEHKY U MPOMONTe
NYHKW NATb pa3 C UCMONb30BaHWEM aBTOMAaTMYECKOro NMpoMbiBaTeNs uUnm
8-kaHanbHOW NMNETKM criegyowmm obpasom:

— yoanuTe CoAepXMMOe NTYHOK B KOHTENHEP ANS XKUOKUX OTXOAOB;

— HanomHWTe INyHKM cTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHUs, OCTaBbTE HE MeHee, YeM Ha 30 CeKyHp;

— acnvpupymnTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
Kak4oro atana acnmpauum JOJBKEH COCTaBnATb He 6onblue 5 l;

— NOBTOPUTE NpoLeaypy NPOMbIBaHUSA eLle NATb pas;

— rocne nocrnegHen acnupaunn n3baebTechb OT NULLIHEN BRarun, NOCTyKnBas
nnaHweTom no unsTpoBanbHon Bymare.

9.8.BHecuTe B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HAKPONTE HOBOW KITEMNKOW
NNeHKon 1 uHKybupyrTte B TedeHne 30 muHyT npu 37°C.

9.9.To okOHYaHUN NHKYDaL MM akKkypaTHO CHUMUTE KIeNKyo NEeHKY U NpOMOoKTe
NYHKN NATb pas, Kak onvcaHo B NyHKTe 9.7.

9.10.BHecute B nyHkn no 100 pl [SOLN[TMB], HE KacasdCb OHa WU CTEHOK NYHOK
nnaHwera.

9.11. NHkybupynTte cTpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTe Npu KOMHaTHOMN
TemnepaTtype 18-25°C. He ncnonb3ynTe KNenkyo nieHKy Ha JaHHOM aTane.

9.12.BHecute B nyHkm cTpunoe no 100 ul ONsi OCTaHOBKM
depMeHTaTMBHOWN peakLmn, NpuaepXKmBasach TON Xe nocneaoBaTenbHOCTH,
YTO U NPV BHECEHMU [SOLN]TMB]. Bo BpeMsi BHECEHUS MPOUCXOAUT USMEHEHUNE
LBeTa pacTBopa C ronyboro Ha XenTbli, B TYHKax C Npo3payHbiM pacTBOPOM
HEe3HauYnTENbHO MEHSIETCS OTTEHOK.
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9.13. NamepbTe Ha pugepe Ol B KaxOon nyHKe npu AnvHe BosHbl 450/620-
695 nm B TeuyeHne 5 MMHYT Nocne OCTaHOBKM peakuuu. [Jo npoBegeHus
n3MmepeHus ybegutecb B UYMCTOTE BHELUHEN MOBEPXHOCTU LHA JYHOK W
OTCYTCTBUU Ny3bIPbKOB.

Yyem pesynbmamoe aHanu3a MOXHO rnpo8odume 8 0OHOB8O/THOBOM PEXUME
rpu OnuHe 80siHbI 450 nm, 8 smom criyyae ocmasbme f1yHKy 07151 ycmaHO8eHUs
bnaHka (8 makyto fyHKYy Hecume moJsibKo [SOLN[TMB] U [SOLNISTOP ).

10. YYET PE3YJNIbTATOB U UX UHTEPNPETALUA

10.1. YyeT pe3ynbTaTtoB aHanusa

Paccuntatb cpefdHee 3Hadenue Ol HeraTmsHOro koHtponsi (Nc), ypoBeHb
rpaHunyHoro 3HayeHus (Cut off - CO) n nHgekc nosantneHoctTy obpasua (IP

Nc = (Nc1 + Nc2 + Nc3)/3; CO=Nc +0,3
IP =0D /CO, roe ODsampIe — OIl obpasua

sample sample

sample)'

10.2. KOHTpONb AOCTOBEPHOCTU pe3ynbTaToB aHanu3a
[laHHble TecTa cunTaloTCA OCTOBEPHbLIMU, ECNIU OHU OTBEYAKT CIeAyHLmM
TpeboBaHUAM:
CONTROL[+] OIT=1,0
CONTROL[-] OMN<0,150
_ _ rae Ncn — Ol kaxagoro
CONTROL[ -] < <
Nc x 0,5<Ncn<Nc x 2,0 nosTopa Nc
Ecnn ogHo n3 3HauveHuin Ol HeraTMBHOIO KOHTPOSS BbIXOAMT 3a npegersibl
yKa3aHHOro Bbllle WHTepBana, ero otbpackiBaioT M paccumTbiBaloT Nc no
ocTanbHbiM 3HaveHuam OIF1 HeraTMBHOro koHTpons. Ecnu 6Gonee opgHoro
3HayeHust Ol HeraTMBHOrO KOHTPOMS HE OTBeYaeT yKka3aHHbIM TpeboBaHMsM, TO
TECT CYUMTAETCHA HEKOPPEKTHBIM 1 TpebyeT NOBTOPHOro NPOBEAEHMS.

10.3. UHTepnpeTauma pe3ynbLTaToB

P> 11 NONOXWUTENbHbIN
09<IP, <11 HEOMNPEAENEHHbI/*
P, <09 OTPULATEbHbI

sample

*

HeonpeneneHHble o6pasubl pekoMeHAyeTcs uccnenoBaTb MOBTOPHO
B ABYX IyHKax Habopa M®A. Ecnu pesynbraTtel CHoBa OyayT B npegenax
HeonpeaeneHHbIX, criegyeT NPoBeCcTU OTOOP M aHanu3 HoBoro obpasua yYepes
2-4 Hepenu. B cnyyae noBTOPHOro NoslyyeHus HeonpeaereHHbIX pe3ynbLTaToB
Takune obpasLbl cuMTaTh OTPULLATENBHBIMU.

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTUYeCcKne xapakTepucTukun
MpeunsnoHHOCTb
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Bocnipouszsodumocme pe3ynbmamos 8 ripedesiax 00HOU MocmaHO8KU aHasusa
(Intra assay repeatability)

KoadbpmumnenT Bapmauum (CV) ana Tpoux CbIBOPOTOK C pasHbIM YPOBHEM
cneunduyecknx aHTuTen oueHnBanm B 24 nostopax ogHown cepun NPA-Habopos.

Ne cbIBOpOTKM OI"Icp P, CV, %
547 0,504 1,43 2,9
671 0,753 213 3,6
413 1,165 3,30 3,1

Bocnpouszsodumocms pe3yribmamog Mexoy pa3HbIMU ocmaHosKkaMu aHanusa
(Inter assay reproducibility)

KoadppmumenT Bapmauum (CV) ana Tpoux CbIBOPOTOK C pasHbIM YPOBHEM
cneunduyecknx aHTUTen oueHuBanu B TedyeHue 4 gHel B 4 nOCTaHOBKax
aHarnuaa, no 8 NOBTOPOB B KaXXAOM aHanmse.

Ne cbiIBOpOTKM OI'ICp IPCp CV, %
547 0,534 1,55 5,0
671 0,750 217 4,6
413 1,159 3,36 3,6

AHanuTnyeckas cneunmdpuyHoCTb

Ha pesynbrat aHanu3a He Bnusetr Hanuuve B obpasue 6GunupybuHa B
KoHueHTpauum go 0,21 mg/ml (361,8 pmol/l), remornobuHa B KOHUEHTpauMm 4o
10 mg/ml v Tpurnnuepmaos B koHueHTpauum go 10 mg/ml (11,3 mmol/ ).

11.2. AnarHoctnyeckne xapakTepucTuKu

[Ona onpepeneHnst KIMHUYECKOW YYBCTBUTENBHOCTM M CNELUPUYHOCTM
HabopoB NI®A «EQUI Ascaris lumbricoides IgG» ucnonb3oBanu 55 obpasuos
CbIBOPOTOK, TMOJTYyYEHHbIX OT MNAUWEHTOB C KIMHUYECKAMW CUMMTOMaMWU,
XapakTepHbIMU AN ackapugosa, u 60 obpasuoB CbIBOPOTOK nauueHToB 6e3
KIMUHUYECKUX MPOSABNEHUN (CepoHeraTMBHbIX MO OTHOWeEHU K Ascaris lum).
KnuHnyeckaa 4vyectBuTEnbHOCTb VPA-HabopoB «EQUI Ascaris lumbricoides
IgG» cocTtaBnsna 94,55%, a knuHnyeckasa cneumdumnyHocTb — 93,3%.

NccnepoBaHne xapakTepucTMk MeToga Mo CPaBHEHWUIO C  aHanornyHbIM
Kommep4yeckum Habopom MDA npoBogunu Ha ueneson rpynne geten (160
00pa3sLoB) 1 BbIbOpke AOHOPOB (346 06pas3LoB). [1ns BbIGOPKM CbIBOPOTOK AETEN
Oblna onpegeneHa oTHocuTenbHas cneunduyHocTb WVIDOA-Habopos «EQUI
Ascaris lumbricoides IgG» Ha ypoBHe 97,92%, a NnpoueHT coBnageHus cocTaBun
95,51%. Ona BblIbopkM 0OpasLiOB CbIBOPOTOK KPOBU LOHOPOB OTHOCUTESbHAS
YyBCTBUTENbHOCTL cocTaBnsna 89,74%, oTHocuTenbHast cneunuyHoCTb —
96,30%, a npoueHT coBnageHunst — 95,47%.

12. OrPAHUNYEHUE AHAJIN3A

MonoxutenbHbli pesynbtat B PA-Habope «EQUI Ascaris lumbricoides
IgG» aBnsieTca CBMAETENbLCTBOM HanuuMs y naumeHTa aHtuten knacca lgG,
cneundudeckux Kk Ascaris lumbricoides. Hanuuve aHTMTEn 3TOro knacca y
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HOBOpO)KﬂeHHbIX
lumbricoides.

HEe 4BndeTCcA

noaTBeEPXXAeHNEM

MHBa3un Ascaris

HeonpepeneHHble pesynbtaTbl MOTyT CBMAETENbCTBOBATbL 00 MHBa3UU

Ascaris lumbricoides B aHamMmHe3e.

HeratuBHbin pesynbtat B VI®A-Habope EQUI

Ascaris lumbricoides

IgG cBupeTenbcTByeT 06 OTCYTCTBMM B uccrneayeMom obpasue aHTuTen,
cneunduyeckunx Kk Ascaris lumbricoides, nnn KOHUEHTpaUUsa cneunuyeckmx
aHTUTEN HUXe Npedena YyBCTBUTESTbHOCTY aHanmsa.

OKkOHYaTenNbHbIN OMarHo3 He MOXET OblTb YCTAHOBMEH TONMbKO MCX0As U3
pes3ynbTaTtoB ceponornyeckoro TecTa. [Npu onpegeneHnn guarHosa cnegyer
yunTbiBaTh pes3ynbTaTbl KOMMfekca nabopaTopHbIX U MHCTPYMEHTalbHbIX
nccrnegoBaHui, a Takxe KIMHUYeckMe nposiBrneHunsa 3aboneBaHus. Henbas
NMOSTHOCTBIO UCKITIOYNTL NEpPEKPECTHbIE peakumn C aHTUTenaMmmn K aHTUureHam

OpYyrnx renibMMHTOB.

13. TPYAHOCTU, KOTOPbIE MOI'YT BO3HUKHYTb MNPU

NMPOBEAEHUN NDA

Bo3MOXHble NPUYUHDbI

Cnoco06bI pelweHus

Bbicokuli ¢poH 8 nnyHKax ecez20 nnaHwema

3arpﬂ3HeHHOFO npomMbiBaTend

Ounctutb npomMbliBaTElb U ﬂpOMOVITe
€ro B COOTBETCTBUN C VIHCprKLIMeIZ

Hwu3koe ka4yecTBO Unn
3arpsisHeHHas Boga

Mcnonb3oBaTb OYMLLEHHYIO
BOAY C yOenbHbIM COMPOTUBIIEHNEM

=210 MQ - cm
VMcnonb3oBaHme nnoxo Vicnonb3oBaTh XUMUYECKM YNCTYHO
NOMbITOV NOCYAbl nocyay

Vicnonb3oBaHne MoKLLMX
CpeacTB, coagepXallnx Xmnop

He ucnonb3oBarb
Oe3VHULMpyoLLne cpeacTsa,
codepxatiue xnop

Vicnonb3oBaHue 3arpsa3HEHHbIX
HaKOHEe4YHNKOB

Vicnonb3oBaTb TOMbKO HOBbIE
HaKOHEYHUKN

YBenunyeHue BpeMeHu
WHKyBaLmn unm nameHeHune
TemnepaTypHOro pexumma

Cobntogatb pexunm nHkybaumm
B COOTBETCTBUM C MHCTPYKLMEN MO
NPYMEHEHNIO

Bbicokuli poH 8 omdesibHbIX psidax

MoBTOpPHOE BHECeHMe pacTBopa TMb

Pactsop TMB cnegyet BHOCUTb
OOVH pas

3arpsisHeHue KoHyca
aBTOMaTMYECKOMN NUMETKN
pacTBOPOM KOHblOraTa

MpOYNMCTUTL MUNETKY N OCTOPOXKHO
HabupaTb XNOKOCTb
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3anH3HeHI/Ie OOHOTo "3
KaHaJ10B NpoMbIBaTENA

npO‘-IVICTl/ITb KaHal npomMbiBatend,
NPOMbITb BOLLEP

lMostyyeHHoe 3Ha4YeHue Ol nonoxxumesibHO20
KOHMPOJISi HUXX€ yCmaHOo8JIeHHOU 2paHuybl

Henpasmano npUroToBI1EH UINMAN
He BHeCeH OOUH 13 peareHToB

(pacTBOp KOHbIOraTa UNU pacTeop

TMB)

MosTopHO npoBectn VDA aHanus,
obpatnTb BHUMaHME Ha
NpPaBUITbHOCTbL BHECEHMUST 3TUX
peareHToB

CokpalleHo BpeMsi MHKybauum Ha

OOHOM M3 3Tanos

MpoBoanTb NHKYGaLMio B
COOTBETCTBUU C
WHCTPYKLMEN MO NPUMEHEHUIO

NHmeHcueHOCMBb OKpacku JIyHOK He coomeemcmeayem
nosiy4eHHoU onmu4Yeckou niomH{Hocmu

Bbicokas BEPOATHOCTb
cMelweHnAa onTn4ecKoro ry4a

MpoBepPUTbL KOPPEKTHOCTL PaboThI
pvaepa

14. TEXHUYECKASA NOMOLLb U OBCNYXWUBAHUE KIIMEHTOB
B cnyyae BO3HVMKHOBEHMWSI TEXHUYECKUX MpoGreM Heobxoammo

06paTI/ITbCF| K npon3BoanTersto.
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MpounsBoguTensb

YNONHOMOY€EHHbIN NpeacTaBuTenb Ha Tepputopun EC

MeaunuunHckoe nsgenue ans AUarHocTUKK in vitro

Homep no katanory

[ata nsrotosneHus

L EEHE

Mcnonb3oBaTtb 40

LO

=

Koa naptun
TemnepaTtypHoe orpaHuyeHune

CopepXut gocTatovyHo Ans (N-) UCnblTaHum

MpepocTepexeHne, 03HAKOMUTLCA C COMPOBOAMUTENbHBIMU
OOKyMeHTaMu
HecTepunbHo

H P> <~

O3HakoMIeHne ¢ MHCTPYKLMEN N0 NPUMEHEHNIO

\
A

@ h

Bepeyb OT NPAMbBIX COMHEYHbIX Ny4Yen
XpaHuTb B CYyXOM MecTe

3HaK COOTBETCTBUS TEXHNYECKUM pernaMmeHTam

e}
m

3Hak cooTBeTCTBMS TpeboBaHnsaM GesonacHocTn EC
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CXEMA NPOBEOEHNA AHAITU3A

BolgepxaTb peareHTsl 30 min npu temnepartype 18-25°C

B nyHku nnaHweTta BHecTn no 90 ul [DIL[SAMPLE

(KOpUYHEeBLIN LBET)

BHecTtun no 10 pl koHTponen n nccnegyemMbix 06pasLIOB B NyHKK:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],
E1 v B ocTanbHble NYHKU - UccrieqyemMble o6pasbl
(MPOUCXOAUT U3MEHEHME LIBETA C KOPUYHEBOTO Ha CUHUIA)

3aknenTtb CTPUMbI MIEHKOW, MHKyO6upoBaTtb 30 min npu Temnepatype 37°C

[MpombITh nyHKM 5 pa3 npurotoBrieHHbIM 1:20 (1+19) NpOMbIBHBIM pacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpunos BHecTn no 100 pl

(3eneHbIn uBeT)
3aknenTb CTpUMbI MEHKOW, MHKYO6MpoBaTb 30 min npu Temnepatype 37°C

[MpombITh NyHKN 5 pa3 npurotoBneHHbIM 1:20 (1+19) NpoMbIBHBIM pacTBOPOM
TWEEN (300 ul B niyHKy)

B nyHku cTpunos BHecTy no 100 pl [SOLN

MHkybupoBaTtb Ha npoTskeHun 30 min B TeMHOTE npu
Temnepartype 18-25°C

B nyHkn ctpyunos BHecTn no 100 pl [SOLN]STOP

(nponcxoguT n3MeHeHue LBeTa C roniyboro Ha XXenTblin)

M3ameputb onTuyeckyto nnotHocTb (Ol1) Ha cnekTpodoToMeTpe npu
450/620-695 nm

YYET PE3YJIIbTATOB AHAJIN3A
Nc = (Nc1 + Nc2 + Nc3)/3;

co=Nc +0,3;
IP. =0D_ /CO

sample sample

Nc - CpeaHee 3HaueHue Ol 3-x [CONTROL[ -]
CO - YpoBeHb rpaHnyHoro 3HaveHus (Cut off)
1P - MHpekc no3ntnBHocTu obpasua

sample

MHTEPMNPETALUA PE3YJIbTATOB
P> 1.1 MONOXUTESbHBbI
09<IP_ . <11 | HEOMPEAENEHHbIN

P <0,9 OTPULLATENLHLIN

sample




Toxocara canis IgG

NDA-Habop Ana Ka4ecCTBEHHOro OoHapy»XeHus
aHTuTen knacca IgG k Toxocara canis

NHCTpYKLMS NO NPpUMEHEeHNIo
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EQUI Toxocara canis IgG

NOA-Habop ansa ka4ecTBEHHOro 0bHapyKeHUst aHTuTen
knacca IgG k Toxocara canis

1. HASBHAYEHMUE

NdA-Habop «EQUI Toxocara canis IgG» npegHasHadeH Onsi KAYECTBEHHOrO
obHapyeHunsa aHtuten knacca IgG k Toxocara canis B CbIBOPOTKE UMK Nnasme
KpOBM 4enioBeka MeTogoM WMMMyHodepMmeHTHoro aHanusa (MDA) ¢ uenbto
ONarHoCTUKKM TOKcokapo3a. [pouenypa aHanusa paccuyuTaHa Kak gnsg pyyYHon
NMOCTAHOBKM C aBTOMaTM4eCKUMM NUNeTkaMmy U cTaHgapTHbIM 000pyaoBaHueEM,
Tak 1 aBTOMaTU4ECKOro MMMYHO(EPMEHTHOIO aHanmM3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: getu, BnagernbLbl AOMALLIHNX XXUBOTHbIX, CEMbCKNE XUTEMN,
Oa4vHMKK, NECHUKKN, BETEPUHAPphI.

MpumeHeHune: VPA-Habop nNpuMeHsieTca B KITMHUYECKUX ONArHOCTUYECKUX
nabopaTtopusix U APYrux yuypexaeHusix, paboTtawwmx B obnactu in Vvitro
ONarHOCTUKMN.

2. KIMHUWYECKOE 3HAYEHUE

Tokcokapo3 — pacnpocTpaHeHHoe 3aboneBaHue, Bbi3abiIBaeMO€e refibMUHTaMu
pooa Toxocara v nepefaBaeMoe YenoBeKy OT XMBOTHbIX. PacnpocTpaHeH
TOKCOKapo3 Mo BCeMy 3eMHOMYy Lapy, O[HaKO u4alle BCTpevaeTcs B
HebnarononyyHblX permoHax € MAOXUMU TUTMEHMYECKUMM ycroBusmu. B
HekoTopbIx panoHax go 90% weHkoB U 0o 10% B3pocnbiXx JoMallHUX cobak
3apaXkeHbl TOKCOKapaMu. Puck 3apaxeHus Bbllle AN BRagenbueB Kollek
N cobak u OgeTen Yepes Urpbl B NecoyvHuUax WU Ha nnouiagkax, 3arps3HeHHbIX
dekanmamm XNBOTHbIX.

Tokcokapbl — 3TO Kpyrible YepBu, OTHocALWmMecs k Tuny Nematoda. lNMatonoruun y
YenoBekKa BbI3bIBaOT BOCHOBHOM Toxocara canis, nopaatoLime npeacrtaButenem
cemencTBacobaubunx, pexxe — Toxocara cati, N(penMyLLeCTBEHHO NapasnUTUPYLLNX
y Kowaybux. B opraHMame MHOUUNPOBAHHbBIX XUBOTHbLIX B3POCIble TOKCOKaphbl
pocTuratT pa3mepoB 5-15 cM, 34ech e NPONCXoaUT UX NONTOBOE Pa3MHOXEHUE.
CaMky renbMUHTOB OTKnagbiBatoT okono 200 TeicaY AuL B CYTKWU, KOTOpPbIE
BbIAENSIOTCS BO BHELUHIOW Cpefy C Karom, rae npu 6naronpusTHbIX YCIOBUSAX
yepe3 HECKONbKO Heaernb CO3peBaHUS B MOYBE CTAHOBATCS WMHBA3MOHHbLIMU
— BHYTPU HUX pas3BMBaeTCs NuMyuMHKa. B opraHmamax napaTeHu4eckux Xo3sieB
(MbILWKX, NTUUBI, KOPOBbI, CBMHbLW W T.M.) NPOXOOUT Pa3BUTUE FUYUHKN Oe3
pPa3MHOXEHUs, NP HEONaronpuATHLIX YCNOBUSAX NUYUHKU WHKaMNCynupytTcs
N MOTYT COXPaHsiTb XM3HECNOCOBHOCTb AnuTtenbHoe Bpems (4o 10 net). OHu
TakXe MOryT CIY>XUTb UICTOYHUKOM UHBA3UM.

3apaxeHne 4eroBeka MNPoOUCXOOUT ekarnbHO-OpanbHbiM MyTeM nNpu
npornaTtbiBaHUN 3penbiXx auy Toxocara canis € 3arpsi3HEHHbIMW MoYBaMuU
oBollamu, dpyKTamu, sirogamu, Tps3HbIMU pykamu unm notpebneHnem msca
napaTeHNYecKnx Xo3sieB. B TOHKOM KULLEYHMKE NIUYUHKM BbIXOOAT U3 oboroyek
N MPOHUKAIKT Yepe3d CTEeHKU KULLOK B KPOBEHOCHOE pycrio. C KpPOBbIO NUUYUHKK
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MUTPUPYIOT B APyrne opraHbl U TKaHW: NeYeHun, nerkne, Mblwubl, rmasa, LHC u
T.4. Y BOMbLIMHCTBA UHPMLMPOBAHHBIX TOKCOKApO3 npotekaeT 6ecCMmMnTOMHO.
KnunHnyeckne nposiBneHus atoro 3aboneBaHusi CBA3aHbl C MECTOM MUrpaumm
MINYNHOK 1 3aBUCAT OT MHTEHCUBHOCTM MHBA3MW U BO3pacTa xo3sunHa. BeigensioT
BUCUEparibHbIM CUHAPOM larva migrans npu nopaxeHun nuymHkamn Toxocara
canis BHYTPEHHMX OPraHoOB M rMa3HOro TOKCOKapo3a, Npu KOTOPOM NMPOUCXOAUT
nopaxeHuernasauspuTtensHoroHepsa. CMMATOMbI BUCLIEPanbHOMO TOKCOKapo3a:
nuxopapgka, yctanocTtb, 60Mnu B XMBOTE, aHOPEKCUS, renatoMeranus, Kawernb u
npoyee. B Tsxenbix criydyasx MOXeT pasBMBaTbCHA CepAaeyHasd n gbixaTenbHas
HeJoOCTaTOYHOCTb. M3-3a CUMBHOrO MUMMYHHOFO OTBETa Ha aHTUreHbl NIUYMHOK
pas3BMBalTCS peakLm rmnepyyBCTBUTENbHOCTU HEMEONEHHOIO 1 3aMeAJIEHHOTO
Tuna. l(paHynomaTos npu rna3HoOM TOKCOKapo3e MOXeT MPMBOAUTb K OTCIIOEHMIO
ceTyaTKu 1 noTepe 3peHus.

[OnarHocTmka TOKCOKapo3a OCIOXHEeHa OTCyTCTBUMEM  cneunduvecKknx
nposiBNeHnn 3aboneBaHns gaxke Npu MHTEHCUBHOM uMHBa3uu. Kpome ToOro,
YernoBeK SBMSETCA MPOMEXYTOYHbIM XO3AMHOM Toxocara canis n He BbigenseT
napasvToOB BO BHELLHIOK CPeAy, a NloKanm3aumio JIMYNHOK B OTAEMbHbIX OpraHax
CNOXHO onpefenuTb HEeWHBa3MBHbIMM MeTogamu. B aHanuse kpoBu MoOXeT
HabngaTbCa 903MHOMUNNSA, OQHAKO ANSA BbIABNEHNS TOKCOKapo3a Yalle BCero
NCMONb3YKTCA Ceporiormyeckne TecTbl (peakuuss MMMyHOMNHopeCcLEeHLMM,
NOA n uMMyHOGNOTUHIr). BbiBneHne cneuynduyecknx aHTUTen Knacca
IgG k aHTUreHam nuuuHOK Toxocara canis MOXeT cBuUOeTenbcTBOBaTb 06
nMerLencs nunm nepeHeceHHom nHBasun. BelCoknn TUTp aHTuTen knacca IgE
Takxe sIBMseTcs NPU3HaKOM akTMBHOrO MHBAa3WOHHOrO npouecca. OgHako ong
NMOCTaHOBKM AMarHo3a MCMNomb3yT COBOKYMHOCTb KIIMHUYECKNX MPOSIBIIEHWI 1
nabopaTopHbIX MoKasaTenen.

3. NIPUHUWNIM AHAJTTU3A

BbisiBneHne aHtuTen knacca IgG k Toxocara canis B UPA-Habope «EQUI
Toxocara canis IgG» 6a3npyeTcsa Ha NpUHUMMNE HEMPSAMOro» TBepaodasHoro
VDA B aByxaTanHomn nHkybauun. B nyHkax nnaHweTa 3acopOnpoBaHbl aHTUTEHbI
nnynHok Toxocara canis. Bo Bpemsi nepBoro atana mHkybauumn nccnenyembix
obpa3uoB B nyHkax nnaHweta NPA cneumdudeckne aHtutena kK Toxocara
canis, ecrnv OHW MPUCYTCTBYIOT B 0Opasuax, CBA3bIBAIOTCA C aHTUreHamu Ha
TBepgon dase. JIyHKM OTMbIBAKOTCS ONs yOaneHWst HeCBA3aHHbIX aHTUTEN,
OCTalTCHA TOMbKO crneumduryeckmne KOMMNIeKCbl aHTUreH-aHtuTeno. MNocne atoro
nobaBnseTca KOHbKraTt aHTUBWMAOBBLIX aHTM-IgG MOHOKMOHamnbHbIX aAHTUTEN
C NEepoKCcuOa3on XpeHa, KOTOPbIN CBA3LIBAETCS C MMMYHHBIMW KOMMSEKCaMM
Ha TBeppon (ase. HecBsi3zaHHble KOMMOHEHTbI YOAnSAlTCA MpU OTMbIBAHMUM.
Komnnekcbl aHTUreH-aHTMTENO 00HapyXunBatTcs nyTem gobaBneHus pacTBopa
xpomoreHa 3,3’,5,5-TetpametuntbensnguHa (TMB) ¢ nepekucbio BogopoAa.
Mocne 30-MUHYTHOM WHKYyGaLMKM peakuusi ocTaHaBNuBaeTcsl [obaBneHuem
cton-pactBopa. OnTuyeckas nnotHocTb (Of1) B nyHKax onpegenseTca Ha
cnekTpodoToMeTpe nNpu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTbL XXENTOMN
OKpacku nponopLmMoHarnbHa KonM4ecTBy aHTUTeN B obpasLe.
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4. MATEPUAIIbl N OBOPYOOBAHUE

4.1. CoctaB Habopa

MnaHwet NOA
B nyHkax nnaHweTta 3acopbupoBaHbl aHTUreHbI
1x96 NuYnHoK Toxocara canis. JIyHKM MOXHO OTAenATb.
NYHOK lMocnenepBOroOTKPbITUAXPAHUTE HENCNONb30BaHHbIE
CTpuvnbl B ynakoBke npu temnepaTtype 2-8°C He 6onee

6 mecsaueB
MO3UTUBHbLIN KOHTPOIb
PacTBop KOHBIOTMPOBaHHbIX cneunguyecknx

1x0,25 ml

MOHOKITOHamnbHbIX ~ @HTUTeNn C  KOHCEepBaHTOM
(po3soBbint). XpaHuTb Npu Temnepatype 2-8°C

HeraTuBHbI KOHTPOIb
HeraTvBHasi  CbIBOpOTKa KpOBWM  YerioBeka C

[CONTROL] - 1x0.6ml KOHCEPBaHTOM (KenTbil). XpaHuUTb Npu Temnepartype
2-8°C
PacTBOp ons pa3BeaeHusi CbIBOPOTOK

DILSAMPL 1% 13 ml BydepHbii  pacTBOp C  SKCTPAKTOM  MOOKa,

DIL OeTepreHTOM U KOHCEePBAHTOM (KOPUYHEBLIN). XpaHUTb

npu Temnepatype 2-8°C

PacTBOp KOHblOrata (rotoB K MCMOJIb30BaHUIO)

BydepHbIi pacTBOp MOHOKIOHamNbHbIX aHTuTen K 1IgG
1x13ml  YenoBeka, KOHbIOIMPOBAHHbII C NEPOKCUAA30I XpPeHa,

co crtabunusatopamu M KOHCEPBAHTOM (3€reHbli).

XpaHuTb Npu Temnepartype 2-8°C

PacTtBop TMbB (roToB K UICNOJIb30BaHUIO)
1x13ml Pacteop TMB, H,0, cTaGunusaTop, KOHCEpBaHT
(6ecuBeTHbIN). XpaHuTb Nnpu Temnepartype 2-8°C
PactBop ans npombiBkn TWEEN (20x koHUeHTpaT)
20-KkpaTHbIN KOHLUEeHTpaT docdaTHoro Oydepa ¢
TenHOM-20 (6ecuBeTHbi). Pa3BecTn pacTtBop Ans
npombiBkn TWEEN (20x) 1:20 guctunnmpoBaHHON
UM OEVOHU3NPOBAHHOW BOAOW (Hampumep, 5 Mn
KOHUeHTpaTa + 95 mMn Bogbl Ans 8 nyHoK) nepen
ncnonb3oBaHuem. PasbaBneHHbIi pacTBOpP XpaHWUTb
npu Temnepatype 2-8°C He Gonee 7 cyToK

[TWEEN[WASH[20x] 1 x 50 ml

Cton-pacTBop (roToB K UCNONb30BaHMUIO)
SOLN|STOP 1x13ml  Pacteop 0,5 mol H,SO, (6ecuBeTHblit). XpaHuTts npu
Temnepartype 2-8°C
B cocTtaB Habopa BXogsaT: kKnenkaa nneHka (2 wr.), cxema BHeceHns o6pasuos
(1 WT.), IUCT KOHTPOJbHbBIX UCMBITAHUIA Y MHCTPYKLUWS NO MPUMEHEHMIO.

4.2. NlononHuTenbHbIEe peakTUBbLI, MaTepuarnbl 1 o6opyfoBaHue

ABTOMaTMyeckme NnneTkn nepemeHHoro oobema Ha 10—1000 pl n HakoHEYHMKM
K HMM, MepHas nabopaTopHas nocyga (10—-1000 ml), genoHuanpoBaHHas
Unu OuCTUNnMpoBaHHas BoAa, Tepmollenkep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMaTMYECKUA WUNU MNOflyaBTOMaTUYECKUA MpOMbIBaTENb MNaHLIETOB
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(Bowep), crnekTtpodoTomeTp (puaep) oNa MuKponnaHweToB Ha 450/620-695
NmM, COOTBETCTBYHOLLME KOHTEMHEPDI AN OTXOA0B NOTEHUMANbHO 3apa)XeHHOro
mMaTepuana, Tanmep, unbTpoBanbHas Gymara, ogHOpPa3oBble HEOMNyApPEHHbIE
nepyaTtku, Ae3nHduumpyowme cpeacTaa.

5. MIPEAOCTEPEXEHUE U TEXHUKA BE3OIMNACHOCTHU

5.1. NMpepocTepexeHue

lNeped nposedeHuem aHanu3a BHUMamesibHO 03HaKOMbMmecCh C UHCMpyKuueu
no npumeHeHur. [JocmogepHocmb pe3ynbmama 3asucum om 4Yemkozao
credoesaHusi npoyedype aHausa.

—He uncnonb3ynte KomnoHeHTbl WN®PA-HabGopa nocrne OKOHYaHWs Ccpoka
rogHoCTW;

— He UCnonb3yinTe BO BpeMs aHanm3a v He CMeLLVBanTe KOMMNOHEHTbI Pa3HbIX
cepuii, KOMMOHEHTbI N3 HabopOB pa3HbIX HO30MOTUIN UMM peareHTbl APYruxX
npounsBoguTenen B coyetaHum c Habopom «EQUI Toxocara canis IgGy;

— He 3amopaxmBarnte NPA-Habop MM ero KOMMNOHEHTbI;

—rocne WCnonb30oBaHWA peareHTa 3akpblBaWTe KaxAabl ¢nakoH CBOEW
KPbILUKOMW;

— BO BpPeMS NPOMbIBaHWSI KOHTPONMPYWTE HAMOMHEHME Y NOJTHYIO acnupauuio
pacTBopa 13 NTYHOK;

—Kaxabl pa3 MCMNoNb3yhTe HOBLIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
o6pa3suyoB UM peareHToB;

—un3berante nonagaHus MNpPsIMbIX COSIHEYHbIX Jflyyen Ha peareHTbl NPA-
Habopa;

OormkeH ObiTb OecuBeTHbIM nepen ucrnonb3oBaHuem. Ecnu
pacTBOp OKpalleH B CUHWWA UMW XeNTbl LUBET, €ro Henb3si MCNoMb30BaTh.
M3beraiiTe KOHTakTa C MeTannamu UnM MNOHaMW MeTarnsos.
Ona paboTbl UCMOMb3yNTe TOSMbKO YMCTYH, TLATENbHO BbIMOMOCKAHHYHO
OUCTUNMPOBaHHOW BOAOW NOCYAY;

— He NCMNoNb3ynTe peareHTbl, UBET KOTOPbIX HE COOTBETCTBYET YKa3aHHOMY B
nyHkTe 4.1;

— HU B KOEM Crly4ae He UCMNOoMb3ynTe OA4HY U TY Xe nocyay Ans "
[SOLN[TMB;

— He NpoBOAUTE BU3yaribHbIV yYeT pe3ynbTaTtoB aHanm3a (6e3 ncnonb3oBaHus
puaepa);

— gononHutensHoe obopygoBaHMe, Haxogsleecs B HenocpencTBEHHOM
KOHTakTe Cc Oumonormyeckum martepvanom WM KOMMOHeHTamu Habopa,
CUMTaeTCcs 3arpsi3HEeHHbIM U HYXXAAeTCs B O4ULLEHMM 1 0be33apaKmBaHuy;

— V®A-Habop npepHasHadeH ana 96 aHanm3oB. KOMMNOHEHTbI mnocne
NCNONb30BaHUsE W OCTaTKM HEUCNOSIb30BAHHbIX KOMMOHEHTOB LOSTXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHunka 6e3onacHocTu
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—BCe peareHTbl Habopa npegHasHayeHbl TONMbKO Ans nabopaTopHOro
npodeccrMoHanbHOro MNpUMEHeHUa B N Vitro AuarHocTuke u MOryT
NCNoNb30BaTbCs TONbKO KBannguunpoBaHHbIM MEPCOHANoM;

— MOCTaHOBKY aHanusa NpoBOAUTb TOMIbKO B OLHOPA30BbIX HEOMyOpeHbIX
nepyaTKkax u 3aWMTHbIX OYKaXx;

—He pJonyckaeTtcs MpMHMMAaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAeHNs TeCTa;

— He NMNeTnpoBaTb PacTBOPbI PTOM;

— koHTponn NPA-Habopa «EQUI Toxocara canis IgG» npoTtecTtupoBaHbl 1
Nnpu3HaHbl HeraTuBHbIMK Ha HBsAg n aHtutena k BUY1/2, BI'C, Treponema
pallidum, ogHako obpaLLaTbCs C KOHTPONbaMu U UCccregyemMbiMm obpasuamm
cnegyeT Kak ¢ NoTeHUManbHO onacHbIM MHEKLMOHHBIM MaTepurarnom;

— HEeKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLEeHTpauum
BpedHbIX BELLECTB M MOTyT Bbi3BaTb pa3gpa)keHue KOXW U CIU3UCTbIX.
MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] 1 [SOLN[CONJ| Ha cnunaucTblie unm
KOXy HeobxoOuMMO HEMEAJIEHHO MPOMbITb MOpaXkeHHOEe MecTo GonbLuMm
KOnmMyecTBOM BOAbI;

— B crnyyae pasbpbl3rBaHus pacTBOPOB, HE COAEPXKAaLLNX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3MHPULMPYIOLUM CPeacTBOM,
3aTeM BbITEPETb Aocyxa hunbTpoBanbHou 6ymaron. B npoTuBHOM criyyae
KMCMOTY CHayana HyXHO HenTpanu3oBaTb pacTtBopoMm 6ukapboHaTa
HaTpws, a 3aTeM BbITEPETb MOBEPXHOCTb, KakK OMMCAHO BbILLE.

5.3. MlHakTUBaUuMA u yTunusaums oTxogoB
—XnAKkme oTxogbl HeobXoOUMMO WHAKTMBMPOBATb, HaMpMMeEp, PacTBOPOM
nepekucn Boaopoda B KOHEYHOW KOHueHTpauun 6% B TeyeHue 3 4acos
npu KOMHATHOW TemnepaTtype WM rMnoxnopuTOM HaTpusa B KOHEYHOW
KOHueHTpauun 5% B TevyeHne 30 MUHYT uUnuM OpYyrumu paspeLleHHbIMU
4e3nHpuumpyroLwnMm cpeacTaamuy;
— TBepAble 0TX0Abl CrieayeT UHAKTMBMPOBAaTb NyTEM aBTOKNABUPOBaHUS Npu
TemnepaType cTepunusaumm He MeHbLle 132°C;
— He aBTOKNaBUPYMTE pacTBOpPbI, COAepXKaLlue a3ng HaTpus Unm runoxnopuT
HaTpus;
— YyTUNU3aLMIi0 MHaKTUBMPOBAHHbLIX OTXOA4OB NPOBOAUTL B COOTBETCTBUU C
OeNCcTBYOLWNM HaLuMOHarbHbIM 3aKOHO4ATENbCTBOM.

6. XPAHEHVE U TPAHCINMOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTU, YKa3aHHOro Ha 3TUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetcsa oOfHopas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbilwe 23°C B TeYEeHNe aByX CYTOK.

7. PEKOMEHOALUWMU MO OTBOPY, TPAHCINMOPTUPOBKE U
XPAHEHUIO OBPA3LIOB
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KpoBb HeobxogMmo oTOmpaTtb M3 BEHbl B CTEPUITbHYIO Npobupky. MNMpobupka
JOMmkHa OblTb  MpoMapkMpoBaHa C  yKasaHWeM  UOEHTUUKALNOHHbIX
OaHHbIX naumMeHTa u gatbl oT6opa obpasua. LlenbHyto KpoBb [0 oTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepartype 2-8°C, He gonyckas
3aMopakuBaHusl.

CbIBOpPOTKY MK nnasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
6onee 3 cyTok. [JonyckaeTcsi 6onee NnpoAoKNTENBHOE XPaHEHWE 3aMOPOXXEHHON
cbiBOpOTkM npu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpa3sLbl
nepen MCNonb30BaHWEM CreAyeT pa3mMopo3vTb U BblaepXkaTb Npyv KOMHATHOM
TemnepaTtype B TedeHme 30 mMuHyT. [locrne pasmopaxmBaHuss oOpasubl
crnegyeT nepemMellatb Ans JOCTUXKEHUS oAHOpoAHOCTU. 36eraTtb NOBTOPHOroO
3aMopaXKuBaHUsA-oTTanBaHUs muccregyemMbix obpasuoB. B crniyyae nomyTHeHuUs
CbIBOPOTKM (MnM nria3mbl) 0CBOGOXAAKTCSA OT HEPACTBOPEHHbIX BKITHOYEHUN
ueHTpudyrnposanHnem npu 3000 o6/mMnH B TedeHue 10-15 muHyT. He cnepyet
ncnonb3oBaTb 0OpasLbl CbIBOPOTOK C BbIPaXXEHHOW NUNUAEMUEN, reMosin3om, a
Takxe 6akTepumanbHbIM MPOPOCTOM.

O6Gpa3ubl  CbIBOPOTOK  TpaHCMOPTMPOBATb B TEPMOU3OMALNOHHBIX
KOHTelHepax. [1ns 3Toro 3akpbiTble MPOMapKUpPOBaHHbIE NPOOMPKN HEOBXOAMMO
NMOMECTUTb B MNONMSTUIEHOBbIV NaKeT, NIIOTHO 3aneyvaTtaTthb U NOSIOXUTb B LIEHTPpe
TEPMOKOHTelHepa. 3aMOpPOXeHHbIe XnadareHTbl MOMOXWTb Ha AHO BAOIb
OOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMUK 06pasubl CbIBOPOTOK.

8. NOAIrOTOBKA PEATEHTOB
lNMpumeyaHue: lNeped ucnonb3osaHuem 8bidepXxume ece KOMnoHeHmMbI MDA-
Habopa npu kKoMmHamHou memnepamype 18-25°C 8 me4yeHue 30 mMuHym!

8.1. MoarotoBka nnaHweTta UDA
Ona npegynpexaeHust KOHAEHcauuW BOAbl B JyHKax OTKpbiBaWTe

TONbKO nocre BbigepxusaHms 30 MUHYT NpU KOMHATHOW TeMnepaType.
PackponTe BakyyMHYK ynakoBKY, OTAenuTe HeobXo4MMoe KONMMYEeCTBO JYHOK,
a ocTanbHOe cpasy Xe TWaTeNbHO YNakyuTe C BNaronornoTuTenem n xpaHute
NMOTHO 3akKpbITbiIMM Ha 3amok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nrnaHweTta obecneynBaeT ero cTtabunbHOCTb B
TeyeHne 6 mecaues:

8.2. MpuroTtoBneHne NPoMbLIBOYHOIo pacTteBopa

[nanpuroToBneHns NnpoMbIBOYHOTO pacTBOpa pas3seaute TWEEN[WASH[20x]1:20
(1+19) AUCTUNNNMPOBAHHOM UNN AENOHN3NPOBAHHOW BOAOMW, NOTOM NepemMeLlanTe.
Hanpumep, 5 ml koHueHTpaTa + 95 ml Boabl, Yero A4octaTtoyHo Ang 8 nyHok. MNpwu
HanMuMM KpUCTamnmnoB B KOHLEHTpaTe pacTBopa ANS NPOMbIBaHUsS Mnporpente
dnakoH npu Temnepatype 37°C 00 NONHOro pacTBopeHus kpuctannos (15-20
MUHYT). Pa3BegeHHbI pacTBOpP MOXHO XpaHuTb npu Temnepatype 2-8°C He
Bonee 7 cyToOK.
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9. MPOLEEAYPA AHAJTIU3A
9.1.MoarotoBbTE HEOOXOANMOE KONTMYECTBO NYHOK AN1st aHanu3a (YeTbipe NyHKK
OJ151 KOHTPOen 1 HeobxXxoaMMOoe KONMYECTBO AN1sl uccriefyembix 06pasLoB),
BCTaBbTE MX B pamMmky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenbHO
BKJIHOYANTE B KAXOY NOCTaHOBKY aHanmaa.

9.2.3anonHunTe cxeMy BHeceHus obpasLoB.
9.3.MMpurotoBbTE pacTBOp A5t NPOMbIBaHUSI B COOTBETCTBUN C MYHKTOM 8.2.
9.4.BHecuTe BO BCe nyHKU nnaHweTa no 90 pl SAMPLE],

9.5.BHecuTe B nyHKM no 10 ul koHTponen n nccnegyembix 06pa3uoB.:
— B NyHKy A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyemble obpasupl.
[Mpy BHECEHMM MPOUCXOAUT M3MEHEHWE LBeTa pacTBOpa C KOPUYHEBOrO
Ha cuHMN. OCTOPOXHO NUNETUPYNTE CMECb B JIyHKaxX, He [ornyckas
neHoobpasoBaHusl.

9.6.3aknenTe CTpUNbl KNEWNKOW MIEHKON N UHKYOupynte B TedyeHne 30 MUHYT
npu Temnepatype 37°C.

9.7. o okoHYaHWM MHKYBaLUM akKkypaTHO CHUMMUTE KIENKYI0 MAEHKY U MPOMONTe
NYHKW NATb pa3 C UCMONb30BaHWEM aBTOMAaTMYECKOro NMpoMbiBaTeNs uUnm
8-kaHanbHOW NMNETKM criegyowmm obpasom:

— yoanuTe CoAepXMMOe NTYHOK B KOHTENHEP ANS XKUOKUX OTXOAOB;

— HanomHWTe INyHKM cTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHUs, OCTaBbTE HE MeHee, YeM Ha 30 CeKyHp;

— acnvpupymnTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
Kak4oro atana acnmpauum JOJBKEH COCTaBnATb He 6onblue 5 l;

— NOBTOPUTE NpoLeaypy NPOMbIBaHUSA eLle NATb pas;

— rocne nocrnegHen acnupaunn n3baebTechb OT NULLIHEN BRarun, NOCTyKnBas
nnaHweTom no unsTpoBanbHon Bymare.

9.8.BHecuTe B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HAKPONTE HOBOW KITEMUKOW
NNeHKon 1 uHKybupyrTte B TedeHne 30 muHyT npu 37°C.

9.9.To okoOHYaHUN NHKYDaL MM akKypaTHO CHUMWTE KIeNKyo NIEHKY U NPOMOoWTe
NYHKN NATb pas, Kak onvcaHo B NyHKTe 9.7.

9.10.BHecute B nyHkn no 100 pl [SOLN[TMB], HE KacasdCb OHa WU CTEHOK NYHOK
nnaHwera.

9.11. NHkybupynTe ctpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTe Npu KOMHaTHOM
TemnepaTtype 18-25°C. He ncnonb3ynTe KNenkyo nieHKy Ha JaHHOM aTane.

9.12.BHecute B nyHkm cTpunoe no 100 ul ONsi OCTaHOBKM
depMeHTaTMBHOWN peakLmn, NpuaepXKmBasach TON Xe nocneaoBaTenbHOCTH,
YTO U NPV BHECEHMU [SOLN]TMB]. Bo BpeMsi BHECEHUS MPOUCXOAUT USMEHEHUNE
LBeTa pacTBopa C ronyboro Ha XenTbli, B TYHKax C Npo3payHbiM pacTBOPOM
HEe3HauYnTENbHO MEHSIETCS OTTEHOK.
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9.13. NamepbTe Ha pugepe Ol B KaxOon nyHKe npu AnvHe BosHbl 450/620-
695 nm B TeuyeHne 5 MMHYT Nocne OCTaHOBKM peakuuu. [Jo npoBegeHus
n3MmepeHus ybegutecb B UYMCTOTE BHELUHEN MOBEPXHOCTU LHA JYHOK W
OTCYTCTBUU Ny3bIPbKOB.

Yyem pesynbmamoe aHanu3a MOXHO rnpo8odume 8 0OHOB8O/THOBOM PEXUME
rpu OnuHe 80siHbI 450 nm, 8 smom criyyae ocmasbme f1yHKy 07151 ycmaHO8eHUs
bnaHka (8 makyto fyHKYy Hecume moJsibKo [SOLN[TMB| U [SOLNISTOP ).

10. YYET PE3YJIbTATOB U UX UHTEPMNMPETALMUA

10.1. YueT pe3ynbTaToB aHanu3a
Paccuutate cpegHee 3HauveHue Ol HeratmBHoOro koHtpons (Nc), ypoBeHb
rpaHmyHoro 3HadeHus (Cut off - CO) n ungekc nosntusHoctn obpasua (IP

Nc = (Nc1 + Nc2 + Nc3)/3; CO=Nc+0,3
P =0D /CO, roe ODsample — OIl obpasua

sample sample

sample)'

10.2. KoHTpOnb A4OCTOBEPHOCTU pe3ynbTaToOB aHanu3a
[aHHble TecTa cuynTaloTCA JOCTOBEPHLIMU, €CNU OHU OTBEYaKT CreyoLmMm
TpeboBaHUsAM:

on=1,0
OMn < 0,150
rae Ncn — Orl

CONTROL NG N
Nc x0,5<Nen < Nc x2,0 KaXxaoro nostopa Nc

Ecrm opHo 13 sHadeHuint Ol HeraTMBHOMO KOHTPOSSA BbIXOAMT 3a npenesibl
yKa3aHHOro Bbllle WHTepBana, ero otbpacbiBaloT M paccumTbiBaloT Nc no
ocTanbHbiM 3HaveHuam OIF1 HeraTMBHOro KoHTponsi. Ecnu 6Gomnee opgHoro
3HayeHusi Ol HeraTMBHOrO KOHTPOSSI HE OTBEYAET yKa3aHHbIM TpeboBaHMsSM, TO
TECT CYUMTaAETCHA HEKOPPEKTHBIM 1 TPebyeT NOBTOPHOIO NPOBEAEHNS.

10.3. MHTepnpeTauma pesynbLTaTtoB

P> 11 MONOXWUTENbHbIN
09<IP_ <11 HEOMNPEAENEHHBIN*
P .<09 OTPULIATEbHbI/

sample

*

HeonpeneneHHble o6pasubl peKkoMeHAyeTCs uccnenoBaTb MOBTOPHO
B OBYyX IyHkax Habopa W®PA. Ecnu pesynbtaThl cHOBa OyaoyT B npepenax
HeonpeaeneHHbIX, criegyeT NPoBeCcTn OTOOP M aHanu3 HoBoro obpasua yYepes
2-4 Hepenu. B cnyyae noBTOPHOro nonyyeHus HeonpeaereHHbIX pesynbLTaToB
Takune obpasLbl cuMTaTh OTPULATESNbHBIMMU.

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTU4YeCcKne xapakTepucTuku
MpeunsnoHHOCTb
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Bocnipouszsodumocme pe3ynbmamos 8 ripedesiax 00HOU MocmaHO8KU aHasusa
(Intra assay repeatability)

KoadbpmumnenT Bapmauum (CV) ana Tpoux CbIBOPOTOK C pasHbIM YPOBHEM
cneunduyecknx aHTuTen oueHnsanm B 24 nostopax ogHown cepun NPA-Habopos.

Ne cbIBOpOTKM OI"Icp P, CV, %
669 0,927 2,81 4,8
544 1,503 4,56 1,4
666 1,694 5,14 4,5

Bocnpouszsodumocms pe3yribmamog Mexoy pa3HbIMU ocmaHosKkaMu aHanusa
(Inter assay reproducibility)

KoadppmumneHnT Bapmauyum (CV) 4nsa Tponx CbiIBOPOTOK C pasHbIM YPOBHEM Che-
UMdUYECKNX aHTUTEeN oLeHMBanu B TeyeHue 4 aHen B 4 NocTaHOBKax aHanusaa,
no 8 NOBTOPOB B KaXXJ0M aHanuse.

Ne cbiIBOpOTKM OI'ICp IPCp CV, %
669 1,016 3,04 47
544 1,516 4,54 1,9
666 1,683 5,04 41

AHanuTnyeckas cneunmduyHoCTb

Ha pesynbrat aHanu3a He Bnusetr Hanuuve B obpasue 6GunupybuHa B
KoHueHTpauum go 0,21 mg/ml (361,8 pmol/l), remornobuHa B KOHUEHTpauMm 4o
10 mg/ml v TpurnnuepmaoB B koHUeHTpauun go 10 mg/ml (11,3 mmol/l).

11.2. AnarHocTnyeckne xapakTepucTuKu

[lns oueHKn anarHocTn4eckux xapaktepnctmk MOA-Habopor «EQUI Toxocara
canis IgG» ncnonb3oBanu 78 o6pasLiOB CbIBOPOTOK, MOMYYEHHbIX OT NaLNEHTOB
C KITMHMYECKUMM CUMNTOMaMu, XapakTepHbIMU 151 TOKCOKapo3a, 1 60 obpasuos
CbIBOPOTOK MaUMeHTOB 0e3 KIMHMYECKUX MPOSIBIIEHMI (CepooTpulaTenbHbIX
OTHocuTenbHO Toxocara canis). KnuHudeckas 4yBCcTBUTENBHOCTL MIDA-HabopoBs
«EQUI Toxocara canis IgG» coctaBuna 98,7%, kKnuHu4eckasi cneLmuyHoOCTb —
96,7%.

NccnepoBaHua xapakTepucTuK MeToda Mo CPaBHEHWUKO C  aHanornyHbIM
kommepueckum WVPA-Habopom npoBoaunm Ha ueneBon rpynne peten (160
0o0pasuoB) u Bbibopke AoHOpOB (298 obGpasuoB). [Ons BbIOOPKM CbIBOPOTOK
neTen otHocuTenbHas cneumdunyHocTb VIOA-Habopor «EQUI Toxocara canis
IgG» 6bina onpegeneHa Ha ypoBHe 99,28%, a NpoueHT coBnageHnss cocTaBuil
97,45%. Onsa BbibopkM 0OpasLoB CbIBOPOTOK KPOBU LOHOPOB OTHOCUTESNbHAS
YyBCTBUTENbHOCTL cocTaBnsna 89,19%, oTHocuTenbHas cneunuyHoCTb —
93,55%, a npoueHT coBnageHuns — 91,73%.

12. OrPAHNYEHUE AHAJIU3A

MonoxuteneHbln  pesynstaT B WOA-Habope «EQUI Toxocara canis
IgG» aBnseTcs CBUOETENbCTBOM HannumMa y nauuMeHTa aHTUTEeNn Knacca
IgG, cneunduydHbix Kk Toxocara canis. Hanuyume aHTuTen aToro knacca vy
HOBOPOXOEHHbIX HE ABMSETCA NOATBEPXKAEHNEM MHBA3MK Toxocara canis.
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HeonpepneneHHble pesynbTaTtbl MOryT cBUAETENbCTBOBaTb 06 WMHBa3MM

Toxocara canis B aHaMHe3se.

HeratusHbin pesynetat B WNPA-Habope «EQUI Toxocara canis IgG»
cBupeTenscTByetr o6 OTCyTCTBMM B uccnegyemom obpasue aHTtuten,
cneundudHbix K Toxocara canis, i KOHUEeHTpaums cneumduyecknx aHTuTen
HWXe npegena YyBCTBUTENbHOCTM aHanunsaa.

OKOHYaTenNbHbIN OMarHo3 He MOXET OblTb YCTAHOBMEH TONMbKO MCX0As U3
pe3ynbraToB ceposormyeckoro tecta. [pu onpegeneHnn guarHosa cnegyet
yunTbiBaTh pes3ynbTaTbl KOMMMekca nabopaTopHbIX U MHCTPYMEHTalbHbIX
nccrnegoBaHui, a TakXe KIMHUYeckMe nposiBneHunsa 3aboneBaHus. Henbasa
MOJSTHOCTbIO MCKMOYNUTE NEPEKPECTHBIE peaKkLMn C aHTUTENaMM K aHTUreHam

OPpYyrnx refibMmMHTOB.

13. TPYAHOCTHU, KOTOPbIE MOI''YT BO3HUKHYTb MNPU

NMPOBEAEHUN NDA

Bo3MOXHble NPUYUHDbI

Cnoco6bI pelweHus

Bbicokuli ¢poH 8 nnyHKax ecez20 niaHwema

3arpﬂ3HeHHOFO npomMbiBaTend

Oumnctutb npomMbliBaTElb U HpOMOVITe
€ro B COOTBETCTBUN C VIHCprKLI,VIeIZ

Hwu3koe ka4yecTBO Unn
3arpsisHeHHas Boga

Mcnonb3oBaTb OYMLLEHHYIO
BOAY C yOenbHbIM COMPOTUBIIEHNEM

=210 MQ - cm
Mcnonb3oBaHme nnoxo Vcnonb3oBaTh XMMUYECKN YNCTYHO
NOMbITOV NOCYAbl nocyay

Vicnonb3oBaHne MoKLMX
CpeacTB, coaepXallnx Xmnop

He ucnonb3oBatb
Oe3vHULMpYyoLLne cpeacTsa,
coaepxatiue xrnop

Vicnonb3oBaHue 3arpsa3HEeHHbIX
HaKOHEe4YHNKOB

Vicnonb3oBaTb TONbKO HOBbIE
HaKOHEYHUKN

YBenunyeHue BpeMeHu
WHKyBaLuunm unm nameHeHune
TemnepaTypHOro pexuma

Cobntogatb pexunm nHkybaumm
B COOTBETCTBUM C UHCTPYKLMEN MO
NPYMEHEHWNIO

Bbicokuli gpoH 8 omOesibHbIX psidax

lMoBTOpHOE BHeceHMe pacTBopa TMb

PactBop TMbB crnegyeT BHOCUTb
OAVH pa3

3arpsisaHeHue KoHyca
aBTOMaTMYECKOMN NUMETKN
pacTBOPOM KOHblOraTa

MpOYNCTUTL MUNETKY N OCTOPOXKHO
HabupaTb XNOKoCTb

3al'pFI3HEHVIe OAHOIo n3
KaHalioB npoMbiBaTensd

|_|p0'~IVICTI/ITb KaHaln npomMbiBaTend,
NPOMBbITb BOLUEP
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lMony4yeHHoe 3Ha4yeHue OI1 nosioxumesibHo20
KOHMPOJIS HUXe ycmaHOoB8J/1IeHHOU 2paHuybl

HenpaBunbHO NpUroToBrEeH Un [NosTopHO nposecTn DA aHanus,

He BHECEeH OWH U3 peareHToB obpaTuTb BHUMaHWe Ha
(pacTBOp KOHBIOraTa UNU pacTeop NpaBWUMbHOCTb BHECEHMWS 3TUX
TMB) peareHToB

MpoBoauTb MHKybauuto B
COOTBETCTBUM C
WHCTPYKUMEN NO MPUMEHEHUIO

CokpalleHo BpeMsi MHKybauum Ha
OJHOM 13 3TanoB

NHmeHcusHOCMBb OKpackKu JIYyHOK He coomeemcmaeayem
rnosiy4eHHoUl onmuy4yeckol rniiomyocmu

Bbicokasi BepOATHOCTb MpoBepuTb KOPPEKTHOCTL PaboThI
CMeLLeHNs ONTUYECKOro fy4a pviaepa

14. TEXHUYECKAA NOMOLLb U OBCINTYXXNBAHUE KITMEHTOB
B cnyyae BO3HUMKHOBEHMSI TEXHUYECKUX NpobGrnemM HeoGXoAMMO
06paTUTLCH K NPOM3BOAUTENIO.
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NI I d~=EwREIHE

lNpounsBoguTensb

YNonHOMO4YeHHbIN NpeacTaBuTens Ha Tepputopun EC

MeauuuHckoe nsgenue ans AUarHocTuKK in vitro

Homep no katanory

[aTa nsrotosneHuns
Mcnonb3oBaTtb A0

Koa naptun

TemnepaTypHOe orpaHuveHmne

CopepXut goctatovyHo Ans (n-) ucnbiTaHum

MpepocTtepexeHne, 03HAKOMUTLCA C COMPOBOAUTENbHBIMU
OOKyMeHTaMu
HecTepunbHo

O3HaKkomreHne C UHCTPYKLMEN NO MPUMEHEHMNIO
Bepeyb OT NPAMbBIX COMHEYHbIX NyYen

XpaHuTb B CyXOM MecTe

3HaK COOTBETCTBUS TEXHUYECKUM pernameHTam

3Hak cooTBeTCTBMS TpeboBaHnsaM GesonacHocTn EC
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CXEMA NPOBEOEHNA AHAITU3A

BolgepxaTb peareHTsl 30 min npu temnepartype 18-25°C

B nyHku nnaHweTta BHecTn no 80 ul [DIL[SAMPLE

(KOpUYHEeBLIN LBET)

BHecTtun no 10 pl koHTponen n nccnegyemMbix 06pasLIOB B NyHKK:

A1 —[CONTROL[ +], B1, C1, D1 — [CONTROL[-],
E1 1 B ocTanbHble NyHKK - uccnegyemble obpasLibl
(NponcxoanT n3sMeHeHue LBeTa C KOPUYHEBOrO Ha CUHMI)

3aknenTtb CTPUMbI MIEHKOW, MHKyO6upoBaTtb 30 min npu Temnepatype 37°C

[MpombITh nyHKM 5 pa3 npurotoBrieHHbIM 1:20 (1+19) NpOMbIBHBIM pacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpunos BHecTn no 100 pl

(3eneHbIn uBeT)
3aknenTb CTpUMbI MEHKOW, MHKYO6MpoBaTb 30 min npu Temnepatype 37°C

[MpombITh NyHKN 5 pa3 npurotoBneHHbIM 1:20 (1+19) NpoMbIBHBIM pacTBOPOM
TWEEN (300 ul B niyHKy)

B nyHku cTpunos BHecTy no 100 pl [SOLN

MHkybupoBaTtb Ha npoTskeHun 30 min B TeMHOTE npu
Temnepartype 18-25°C

B nyHkn ctpyunos BHecTn no 100 pl [SOLN]STOP

(nponcxoguT n3MeHeHue LBeTa C roniyboro Ha XXenTblin)

M3ameputb onTuyeckyto nnotHocTb (Ol1) Ha cnekTpodoToMeTpe npu
450/620-695 nm

YYET PE3YJIbTATOB AHAIMU3A
Nc = (Nc1 + Nc2 + Nc3)/3;

CO =Nc +0,3;
IP =0D_ /CO

sample sample

Nc - CpegHee 3HaueHne Ol 3-x [CONTROL[ -]
CO - YpoBeHb rpaHn4Horo 3HavyeHus (Cut off)
IP - MHpekc nosntnBHocTU obpasua

sample

MHTEPNPETALUUA PE3YJIbTATOB

1P mpe > 11 MONOXUTENbHbLIV
09<IP, <11 | HEOMPELENEHHbBIN

IP <0,9 OTPULLATENLHLIN

sample




Toxoplasma gondii IgG

NDA-HaGop Ana KayecCTBEHHOro onpeneneHus
aHTuTen knacca IlgG k Toxoplasma gondii

NHCTPYKUMSA NO NPUMEHEHIO

o) G V. L.




EQUI Toxoplasma gondii IgG
NOA-Habop 4N KONMYECTBEHHOIO onpeaenieHns
aHTuTen knacca lgG k Toxoplasma gondii

1. HASBHAYEHUE

Habop «EQUI Toxoplasma gondii IgG» npegHasHayeH ons KOIMYeCTBEHHOTO
onpepeneHns aHtuten knacca IgG k Toxoplasma gondii B CblBOpOTKE WU
nnasMe KpoOBM 4enoBeka MeTogoM MMMyHodepmeHTHoro aHanusa (MODA) c
Lenbio ANarHOCTUKM TOKCOMMa3mo3a 1 OLeHKM MMMYHHOro ctaTtyca. lNpoueaypa
aHanu3a paccyMTaHa Kak And pPyYyHOM MNOCTaHOBKM C aBTOMaTU4eCKUMM
nuneTkamm M cTaHAapTHbIM 00OpygoOBaHWEM, Tak M ANs aBTOMaTUYECKOro
NMMYHO(EPMEHTHOroO aHanm3aTopa OTKPbITOro Tuna.

LleneBas rpynna: >xeHLWnHbl 4ETOPOAHOro BO3pacTa, 6epeMeHHbIe XXeHLUNHbI
N HOBOPOXAEHHbIE.

MpumeHeHune: VIOA-Habop NpuMeHAeTCH B KMMHUYECKMX ONAarHOCTUYECKUX
nabopaTtopusix U ApPYrux yuypexneHusx, paboTtawowmx B obnactu in vitro
ONarHOCTUKMN.

2. KMMHUNYECKOE 3HAYEHMUE

Tokconnasmo3 — 3TO Mapa3uTapHoe 3aboreBaHWE YenoBEKa U XUBOTHBIX,
KoTopoe 0cCObBeHHO onacHo Ans OepeMeHHbIX Un3-3a pasBUTUS  CUIbHbIX
nopaxeHu nnoga. bonesHb BbI3bIBAOT OA4HOKMETOYHbIE MpOCTelwne BuAa
Toxoplasma gondii.

T. gondii — 3TO BHYTPUKMETOYHbIA OONMUraTHbI MNapasuT, eOWHCTBEHHbIV
onucaHHbIN NpefcTaBuTens poaa Toxoplasma. XXN3HEHHbIN LMK ToKCconnasm
SABNSETCS CMOXHbIM, C YepegoBaHnem 6ecnonoro u NosioBoro pasMHOXEHUS B
pa3HbIX X03sieBax. TOKCOMMNa3mMo3 MOXeT ObITb BPOXAEHHBIM Y MPUOBPETEHHBIM,
KOTOPbIA, B CBOI o4epeb, MMEET OCTPYIO U XPOHMYECKYIO (DOpMY.

N3-3a BeposATHOCTU Cepbe3HbIX NocrneacTBui Onst 6epeMeHHbIX U nuy C
ocnabreHHbIM UMMYHUTETOM, NMPU OTCYTCTBUM YETKUX KITMHUYECKNX NPOSBIEHNI
3aboneBaHua [nsg  OWArHOCTMKM  TOKCOMMa3Mo3a LUMPOKO MPUMEHSATCA
nabopartopHble meToabl. [paAmMas MUKpoCcKonus Maska, norimMepasHas uenHas
peakuus (MUP) n gpyrne metoabl, no3Bonsiowme BbisBUTbL T. gondii, He pgatoT
YeTKNX NpeAcTaBfeHni 0 AaBHOCTU UHPULMPOBAHUSA U CTaann 3aboneBaHns.
Ona anarHocTukn n gandpdepeHumanmm ocTporo 1 XpOHNYECKOro TOKconnasmo3aa
OonTUMarnbHbIM SBMSIETCS UCCNEA0BaHNE HanNn4ums u aBugHOCTH cneundgrnyeckmx
aHTuTen K T. gondii MeTogoM MMMYyHOEPMEHTHOrO aHanunsa.

Cneunduyeckne aHtutena knacca IgM k T. gondii HaunHaOT BbISBMATLCSA B
KPOBM C NATOr0 AHS NOCe MHPULMPOBAHMS, UX KOHLEHTPaLMS OCTUraeT CBOEro
MakcMMyma vyepes 1-2 mecsLa, Nocre Yero nocTeneHHo cHxaeTcs. Kak npasuro,
yepes 1-2 roga nocne nepBoro UHMULMPOBaHNA aHTUTena IgM k Tokconnasmam
nepecTatT onpefensTtbesa. Cneumduyeckne aHtuTena knacca IlgG nosiensitoTcs
Ha Hefen no3xe cneunduryeckux IgM n gOCTUraroT NUKOBBLIX KOHLIEHTpaLMNA
yepes 3-6 mecdAuUeB OT Hayana ocTpon nHpekuun. bornee yem AByKpaTHbLIN PoOCT
TUTPOB cneunduryeckmnx aHTuTen knacca lgG 3a 2-4 Hegenu MoXeT ykasbiBaTb
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Ha NEepPBUYHYI WHMEKUMIO UMM peakTUBALMI XPOHUYECKOrO TOKCOMa3mMosa.
O6bivHO aHTUTena knacca IgG k T. gondii obHapyXuBawTCs B KpPOBU B
TeYeHne BCEN XMU3HU U SABMSATCA MHAMKATOPOM NaTEHTHOro TOKcOomMmasmo3sa.
VccnepoBaHve aBMZHOCTU (POACTBA @HTUTEN C aHTUreHoM) cneundUuvecKknx
IgG no3BondeT OTNMYUTL NEPBUYHBIA TOKCOMMNa3Mo3 OT nacT-uHdekumn. MNMocne
NnepBOro KOHTakTa c TokconnasMamm aHTUreHaMm Npon3BoasTCA HU3KoaBUOHbIE
aHTuTena IgG, co BpeMeHEM OHW 3aMEHSIOTCS BbICOKOABMAHBLIMU. Y GOMNbHbIX
C VMMYHOAEMULUMUTHLIMU COCTOSHUSIMA  HU3KOABWAHbIE aHTUTEena MoryT
NPOSIBNATLCS B TEYEHNE HECKONMbKMX MECSLIEB. Y OCTalbHbIX NaLMEHTOB Hanu4yne
BblCOKOaBUAHbIX aHTUTen knacca IgG k T. gondii N03BONSET UCKMIOYUTL OCTPbIN
TOKCOMMasmos.

3. NIPUHUWIM AHAJTTU3A

OnpepeneHve aHntuten knacca IgG k T. gondii B UDA-Habope «EQUI
Toxoplasma gondii IgG» 6a3snpyeTcsa Ha NpMHLUMNE «kHENPSIMOro» TBepaodasHoro
MDA B pgByxatanHom wuHKybaumn. B nyHkax nnaHweTta 3acopbupoBaHbl
oyuwleHHble aHTureHnbl T. gondii. Bo Bpems nepBoro atana uWHKy6auuu
nccnegyembix obpasuoB B nyHkax WPA-nnaHweta cneundumynbl Kk T. gondii
aHTUTena, ecnu OHW NPUCYTCTBYIOT B obpasuax, CBA3bIBAIOTCA C aHTUreHamm
Ha TBepaow dase. JlyHKn OoTMbIBaOTCA AN yAaneHWs HeCcBA3aHHbIX aHTuTen,
OCTalTCH TOMbKO crneumdmnyeckmne KOMNIeKCcbl aHTureH-aHtuteno. lNocne atoro
AobaBnAeTcd KOHbIOrat aHTUMBMAOBbLIX aHTU-IgG MOHOKMOHamnbHbIX aHTUTen
C NepoKCuOa3on XpeHa, KOTOPbIN CBA3bIBAETCSH C MMMYHHbIMW KOMMeKcamm
Ha TBepaon (ase. HecBsa3aHHble KOMMOHEHTbl YAAnAlTCH MpU OTMbIBAHUM.
Komnnekcbl aHTUreH-aHTuTeno obHapyxueatTcs nytem gobaBneHus pacteopa
xpomoreHa 3,3’,5,5-tetpametunbensngnHa (TMB) ¢ nepekucblo BogopoAa.
Mocne 30-MuMHYTHOM WHKYGaLMM peakumsa OCTaHaBnMBaeTca AobaBrneHnem
cton-pactBopa. OnTtudeckass nnotHocTb (Of1) B nyHkax onpegensietca Ha
cnekTpodoToMeTpe nNpu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTb XXENTON
OKpacku nponopuMoHarnbHa KonMyecTBy aHTuTen B obpasue.

4. MATEPUATIIbI " OBOPYOOBAHUE
4.1. CoctaB Habopa

MnaHweTt MDA
B kaxgoW nyHke nnaHwerta 3acopbupoBaHbl
STRIPS 1x96 OYMLIEHHble aHTureHbl T. gondii. JIyHKW MOXHO

NYHOK otoenaTte. [locne nepBOro  OTKPbITUSI  XpaHWUTE
HEMWCnonb30BaHHblE  CTPWUNbl B YNakoBKe  Mpu
Temnepartype 2-8°C He bonee 6 mecsaueB

1x96 MnaHweT AnNA npeaBapuTenbHOro pasBeAeHus
NYHOK CbIBOPOTOK

Kanu6paTtop 0

HeratuBHas  cbiBOpOTKa KpPOBM  4YeroBeka C
KOHCEepBaHTOM (KenTbli). XpaHUTb Npu TemnepaTtype
2-8°C

PREDIL|PLATE

CAL[ O] 1x0,25 ml
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CAL[ 10] 1x0,25 ml

CAL] 50] 1x0,25 ml

1x0,25 ml

1x0,25 ml

REDIL|SAMPLE 1x21ml

DIL[SAMPLE 1x13 ml

44 e 0 0
Z — —
> N E

o

I 3

CONJ 1x13 ml

SOLN|TMB 1x13 ml

[TWEEN[WASH[20x] 1 x50 ml

SOLN|STOP 1x13 ml
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Kanu6paTop 10

PactBop uMMyHOrnobynuHoB, cneunguyHbeix Kk T.
gondii, B koHueHTpauwuu 10 IU/ml (ME/mn) B 6ydepe co
cTabunmsaTopamu U KOHCEPBAHTOM (CUHE-3€ereHbIN).
XpaHutb npu Temnepatype 2-8°C

Kanu6paTtop 50

PactBop uWMMyHOrnobynuHoB, cneunguyHbix k T.
gondii, B koHUueHTpauum 50 IU/ml (ME/mn) B 6ydepe co
cTabunmsaTopamu U KOHCEPBAHTOM (OpaH>XeBbIN).
XpaHuTb npu Temnepatype 2-8°C

Kanu6partop 100

PactBop uMMyHOrnobynuHoB, cneunduyHbeix k T.
gondii, B koHueHTpauuu 100 1U/ml (ME/mn) B Bycbepe
co cTabunmsaTopamu 1 KOHCEPBAHTOM (KpacCHbIW).
XpaHutb npu Temnepatype 2-8°C

Kanu6paTtop 200

PactBop MMMYHOrnoGynMHOB, cneunduyHbix K T.
gondii, B koHUeHTpauum 200 1U/ml (ME/mn) B ©ydepe
co cTabunmsaTopamu N KOHCEPBAHTOM (hMONETOBLIN).
XpaHutb npu TemnepaTtype 2-8°C

PacTtBop Ans npeaBapuTenbHOro pasBeAeHus
CbIBOPOTOK

BydepHbIi pacTBOp C AeTEPreHTOM U KOHCEPBaHTOM
(kopuyHeBhbIN). XpaHuTb Npu Temnepatype 2-8°C
PactBop Ans pasBeaeHUsi CbIBOPOTOK

BydepHbIi  pacTBOp € 3KCTPaKTOM  MOIOKa,
[eTepreHToOM U KOHCEPBaHTOM (KeNnTbin).

XpaHutb npu Temnepatype 2-8°C

PacTBOp KOHBlOrara (rotToB K UCMOJIb30BaHUIO)
BydepHbIi pacTBOp MOHOKINOHanNbHbLIX aHTuTen k 1gG
YernoBeka, KOHBIOrMPOBAHHbIN C MEPOKCMAAa30M XpeHa,
co cTabunmsaTopamu 1 KOHCEpPBaHTOM ((h1ONETOBLIN).
XpaHutb npu Temnepatype 2-8°C

PactBop TMbB (roToB Kk uCnosib30BaHuIo)
Pacteop TMB, H:20:, cTabunmsatop, KOHCepBaHT
(6ecuBeTHbIN). XpaHuTb Npu Temnepatype 2-8°C

PacTtBop ansa npombiBku TWEEN (20x koHUeHTpaT)
20-kpaTHbIN  KOHUEHTpaT docdaTHoro Oydepa ¢
TBuHoM-20 (GecuBeTHbIN). Pa3BecTu pacTBop AnNs
npombiBkn TWEEN (20x) 1:20 auctunnupoBaHHOWN
UM OenoHU3npoBaHHOW Bogon (Hampumep, 5 Mn
KOHUeHTpaTa + 95 mn Bogbl Ans 8 nyHok) nepepn
ucnonb3oBaHnem. PasbaBneHHbI pacTBOp XpaHWUTb
npu Temnepatype 2-8°C He 6onee 7 cyTok

CTton-pacTBOp (rOTOB K UCMOJIb30BaHUIO)
Pacteop 0,5 mol H2SO4 (6ecuBeTHbIn). XpaHUTb npu
Temnepartype 2-8°C

4/16



B coctaB Habopa BXxoasT: knenkas nrneHka (2 WT.), cxema BHeceHusi obpasLioB
(1 wT.), GriaHK ANs NOCTPOEHWSsI KANMBPOBOYHOM KPMBOM (1 LUT.), IUCT KOHTPOSbHbIX
NCNbITAHUIA N MHCTPYKLMS MO MPUMEHEHMIO.

4.2. lononHuTenbHbIe peakTUBbI, MaTepuanbl U1 o6opyagoBaHue

ABTOMaTm4yeckue nuneTkn nepeMmeHHoro ob6vema Ha 10—1000 pl n HakoOHEeYHUKK
K HMM, MepHas nabopaTtopHas nocyga (10—-1000 ml), gewoHusupoBaHHas
unu guUCTUNNUpoBaHHas Boda, Tepmowerikep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMATMYECKMA WX MNOSlyaBTOMATMYECKUA MPOMbIBATENb MNAHLIETOB
(Bowwep), cnekTpodoTomeTp (pugep) ANS MukponnaHweToB Ha 450/620-695
Nm, COOTBETCTBYIOLLME KOHTENHEPLI ANA OTXOA0B MOTEHUMANbHO 3apaXXeHHOoro
mMaTepuana, Tanmep, unbTpoBanbHaa Bymara, ogqHOpa3oBble HeonyApeHHble
nepyaTku, gesvHduumpyowme cpeacTaa.

5. MIPEOOCTEPEXEHUE N TEXHUKA BE3OIMACHOCTHU
5.1. MpenocTtepexeHune

lNeped nposedeHueM aHanu3a BHUMamesibHO 03HaKoOMbMmech C UHCMpyKuueu
Mo npumMeHeHur. [JocmogepHOoCcmb pe3ynbmama 3asucum Oom 4Yemkozao
criedoesaHusi npoyedype aHausa.

—He ucnonb3ynte KommnoHeHTbl WN®PA-Habopa nocrne OKOHYaHWs Ccpoka
rogHoOCTW;

— He UCMonb3ynTe BO BpEMS aHanm3a v He CMeLLVBanTe KOMMOHEHTbI Pa3HbIX
cepuvii, KOMMOHEHTbI N3 HabopPOB pa3HbIX HO30MOTUIM UMM peareHTbl ApYrux
npounsBoauTenen B couetaHnm ¢ Habopom «EQUI Toxoplasma gondii IgGy;

— He 3amopaxunBante NPA-Habop UM ero KOMMNOHEHTbI;

—rocne WCnonb30BaHWA peareHTa 3akpbiBanTe KaxAabl ¢nakoH CBOEW
KPbILLKOW;

— BO BpPEMS NPOMbIBaHWSI KOHTPONMPYWTE HAMOMHEHME Y NOJTHYIO acnupauuio
pacTBopa 13 NYHOK;

— Kaxabl pa3 MCMNoNb3yhTe HOBbIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
o6pa3suoB UM peareHToB;

—un3berante nonagaHus MNpPsIMbIX COJIHEYHbIX Jlyyel Ha peareHTbl NPA-
Habopa;

—[SOLN[TMB] momkeH ObiTb OecuBeTHbIM Mepen ucnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHWUIA UMW XENThbI LUBET, €ro Henb3si UCMoMb30BaTh.
M3beraiiTe KOHTakTa C MeTannamMu WUAM MOHaMW MeTarsos.
Ona paboTbl UCMOMb3yNTe TOSMbKO YMCTYH, TLATENbHO BbIMOMOCKAHHYHO
OUCTUNNNPOBaAHHOW BOAOW NOCYAY;

— He NCNoNb3ynTe peareHTbl, UBET KOTOPbIX HE COOTBETCTBYET YKa3aHHOMY B
nyHkTe 4.1;

— HU B KOEM Crly4ae He UCNOonb3ynTe OA4HY U Ty Xe nocyay Ans "
[SOLN[TMB;

— He NpoBOAUTE BU3yaribHbIV yYeT pe3ynbTaTtoB aHanm3a (6e3 ncnonb3oBaHus
puaepa);
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— JononHuTenbHoe obopyaoBaHMe, Haxogslleecss B HENOCPeaCTBEHHOM
KOHTakTe ¢ OMONorm4yeckMMm maTepuarioMm WM KOMMOHEeHTamu Habopa,
CUMTaeTCs 3arpsi3HEHHbBIM U HYXXAAETCs B O4ULLIEHMM 1 0De33apaXKmBaHuu;

— VI®A-Habop npegHasHadeH Ansa 96 aHanu3oB. KoMMNOHeHTbl nocne
MCNONb30BaHUSA M OCTATKM HEWUCMNONb30BaHHbIX KOMMOHEHTOB [OOKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHuka 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONbKO Ans nabopaTopHOro
npodeccMoHanbHOro MNpUMEHeHUa B jn  Vitro AuarHocTuke u MOryT
NCNoNb30BaTbCs TOMBKO KBannguunpoBaHHbIM MEPCOHANoM;

— MOCTaHOBKY aHanuM3a NpoBOAUTb TOMIbKO B OOHOPA30BbIX HEOMyOpeHbIX
nepyaTKkax u 3aWMTHbIX OYKaXx;

—He pJonyckaeTtcs MpVMHMMaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCSA
KOCMETUKOW B KOMHaTe NpoBeAEeHNs TECTA;

— He NMNeTnpoBaThb PacTBOPbI PTOM;

— kanubpaTtopbl MPA-Habopa «EQUI Toxoplasma gondii IlgG» npoTecTupoBaHsl
N NpU3HaHbl HeraTuBHbIMK Ha HBsAg u aHTutena k BUY1/2, BI'C, Treponema
pallidum, ogHako obpaLLaTbCs C KOHTPONbaMu U UCCregyemMbiMm obpasuamm
cnegyeT Kak ¢ NoTeHUManbHO onacHbIM MHPEKLMOHHBIM MaTepuarnom;

— HEKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLEeHTpauum
BpeAHbIX BELLECTB M MOTyT Bbi3BaTb pa3gpa)keHue KOXW U CIU3UCTbIX.
MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] n [SOLN[CONJ| Ha cnuaucTble unm
KOXXy HeobxoOuMMO HEMEASIEHHO MPOMbITb MOpPa)KeHHOE MeCTO GonbLIUM
KOnmMyecTBOM BOAbI;

— B cryyae pasbpbl3rBaHus pacTBOPOB, HE COAEPXKALLNX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3MHPUUMPYIOLUM CPeacTBOM,
3aTeM BbITEPETh Aocyxa hunbTpoBanbHon 6ymaron. B npoTuBHOM criyyae
KMCMOTY CHavana HyXHO HenTpanu3oBaTb pacTBopoM 6ukapboHaTa
HaTpus, a 3aTeM BbITEPETb MOBEPXHOCTb, KaK OMMCAHO BbILLE.

5.3. MHakTUBaLMA 1 yTUNU3aLnAa OTXOA0B

—XnAKne oTxoAbl HeobXxoAMMO WHAKTUBMPOBATb, HaMpMMep, PacTBOPOM
nepekMcn BOAOPOAA B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacos
npyv KOMHATHOW Temnepatype WM FMNOXMOpUTOM HaTpUA B KOHEYHOM
KoHUueHTpauun 5% B TedeHne 30 MUHYT vnu Opyrumy paspelueHHbIMU
Ae3nHuUMpyoLWmMMy cpeacTeamu;

— TBEpAble 0TX0Abl CriefyeT UHAKTUBMPOBaTb NyTEM aBTOKNABUPOBaHUSA Mpu
TemnepaType ctepununsaunm He menbLie 132°C;

— He aBTOKNAaBUPYWTE pacTBOPbI, cogepxXallme asng HaTpusa Unv rmnoxnopuT
HaTpus;

— YTUNN3aumlo MHaKTUBUPOBAHHbLIX OTXOAOB NPOBOAUTL B COOTBETCTBUW C
OEeNCTBYIOLNM HaUMOHaNbHbIM 3aKOHOAATENbCTBOM.
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6. XPAHEHUE U TPAHCITIOPTUPOBKA

N®A-Habop cTabuneH B Te4eHne cpoka rogHOCTU, yKa3aHHOTO Ha 3TUKETKE,
€CInn ero XxpaHuTb Npu Temnepartype 2-8°C. TpaHcnopTupoBaTb Habop nNpwu
TemnepaTtype 2-8°C. [JonyckaeTcs ogHOpa3oBas TpaHCNOpPTUPOBKa Npu Temne-
paType He Bbilwe 23°C B Te4YeHne aBYyX CYTOK.

7. PEKOMEHOALIUU MO OTBOPY, TPAHCIOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTepunbHyto npobupky. MNMpobupka
JomkHa  ObiTb  nNpoMapkupoBaHa C  ykasaHuem  MAeHTUUKALNOHHbIX
OaHHbIX nauueHTa u gatbl oT6opa obpasua. LlenbHylo KpoBb 0O OTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepartype 2-8°C, He gonyckas
3aMopaxuBaHus.

CbIBOPOTKY MW Mrasmy KpOBU MOXHO XpaHWTb npu Temnepatype 2-8°C He
bonee 3 cyTok. [JonyckaeTcsi bonee npoAoKNTENBHOE XPaHEHWE 3aMOPOXXEHHON
cbiBOpOTKM npu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpa3sLbl
nepen MCNonb30BaHWEM criedyeT pasmopo3uTb U BblAepXaTb MPU KOMHATHOM
TemnepaTtype B TedeHme 30 MuHyT. [locne pasmopaxmBaHuss oOpasubl
cnegyet nepemellartb AN AOCTUXEHUS ogHOPOAHOCTU. M3beratb NOBTOPHOrO
3aMopaxuBaHua-oTTanBaHus Mccrnegyembolx obpasuoB. B cnyvyae noMmyTHeHWs
CbIBOPOTKM (MnM nria3mbl) 0CBOGOXAAKTCH OT HEPACTBOPEHHbIX BKITHOYEHUN
ueHTpudyrnposaHmem npu 3000 o6/muH B TeyeHne 10-15 muHyT. He cnepgyet
ncnonb3oBaTb 06pasubl CbIBOPOTOK C BbIpaXXEHHOW NUNMAEMNEn, reMonn3om, a
Takxe bakTepuarnbHbIM NPOPOCTOM.

O6pasuybl  CbIBOPOTOK  TpaHCMoOpTMpOBaTb B TEPMOMU3ONALMNOHHbBIX
KOHTenHepax. [1ns 9TOro 3akpbiTble NPOMapKNMPOBaHHbIE NPOBMPKU HEOBXOANMO
NMOMECTUTb B MOMNNITUINEHOBbIN NAKET, NNIOTHO 3anevartaTb U NOMOXUTb B LLEHTpe
TEPMOKOHTeNHepa. 3aMOpOXeHHble XnafareHTbl MOMOXWUTb Ha [HO BAOIMb
BOKOBbIX CTEHOK TEPMOKOHTENHEPA N HaKpbITb UMM 06pa3sLbl CbIBOPOTOK.

8. NOAIrOTOBKA PEANEHTOB
lNpumeyaHue: lNeped ucnonb3osaHuem 8bidepXxume ece KoOMrnoHeHmMbl MDA-
Habopa npu koMmHamHou memnepamype 18-25°C 8 me4yeHue 30 mMuHym!

8.1. NMoarotoBka nnaHweTta UDA

Ona npegynpexaeHus KOHAEHCauun BOAbl B JyHKax OTKpbIBanTe
TONbKO nocne BblaepxuBaHus 30 MUHYT NpyU KOMHaTHOW TemnepaType.
PackponTe BakyyMHYK ynakoBKY, OTAenuTe HeobXxooMMoe KONMMYECTBO JTYHOK,
a ocTanbHOe cpasy e TWaTeNbHO YNakyuTe ¢ BNaronorfnoTuTenem n xpaHute
NMNOTHO 3akpbITbiIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nnaHweTta obecneynBaeT ero cTtabunbHOCTL B
TeyeHue 6 mecsueB:

8.2. MpuroToBneHne NpoMbLIBOYHOIO pacTBopa

[na npuroToBneHns NpombIBOYHOrO pacTeopa passeaute [TWEEN[WASH[20x]
1:20 (1+19) AUCTUNNNPOBAHHON UMW OENOHU3UPOBAHHOW BOAOW, MOTOM
nepemelante. Hanpumep, 5 ml koHueHTpaTa + 95 ml BoAbl, 4ero 4OCTAaTOYHO ANS
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8 nyHok. Mpu HanNMuMn KpUCTanoB B KOHLEHTpaTe pacTBopa 4SS NPOMbIBaHMS
nporpeunte dnakoH npu temnepatype 37°C O NONHOro pacTBOPEHNSA KPUCTaNNOB
(15—20 muHyT). Pa3BefeHHbI pacTBOP MOXHO XpaHuUTb nNpu Temnepatype 2-8°C
He Bonee 7 CyTOK.

8.3. NpeaBapuTenbHoe pa3BeaeHne ob6pasLoB U KanubpaTopoB

TecTupyembie ob6pasubl U kanubpartopbl NpeaBapuTensHo pa3eeguTte B 10 pas
[PREDIL[SAMPLE]. A1 9TOr0 B HEOBGXOAMMOE KOMUYECTBO NMYHOK (KOMMMEKTyeTcs
B Habope) BHecuTe no 90 ul n pnobasbte no 10 ul o6pasLos
n kanubpartopoB. [lpy BHeceHun ob6pas3yoB M KannbpaTOpPOB OCTOPOXKHO
NMNeTMpynTe CMECh, MPM 3TOM LIBET pacTBOpa B NyHKaX JOJKEH U3MEHUTLCS C
KOpU4HEBOro Ha cuHuii. Mpouenypy pasBeaeHns o6pasLoB 1 KOHTpoONen cnegyeT
NPOBOAWTb HEMOCPEACTBEHHO Nepes aHanm3oMm.

O6pasuybl MauMEHTOB C OXWOAAEMOMW KOHUEHTpauuen cneumduyecKkmnx
aHTUTEN BbIlE (200 IU/ml (ME/mn)) pekomeHOyeM wuccriegoBaTb B
OByx passefgeHusix 1:100 n 1:1000. Ytobbl nccnenosaTb obpasel, B pasBeaeHnn
1:1000, npuroToBbTE NpeaBapuTenbHoe paspegeHue obpasua 1:100, ans satoro
pobaebTe 10 pl obpasua k 990 yl [PREDIL[SAMPLE].

OpHako BcTpeyatoTcs obpasubl C BbICOKAM COAEpKaHUeM cneumuvecknx K
T. gondii 1gG (Bbiwe 1000 IU/ml (ME/mn)). Ansa Takux obpasyos Ol1, nonyyeHHas
npu wuccnegoBaHmm B pasBegeHun 1:1000, Oymet 6Gonblie ONTUYECKON
NNoTHOCTU [CAL[200]. [MoaTOMy AN KOPPEKTHOro onpeAeneHns KOHUEeHTpauum
crneumdunyecknx aHTUTEN B Takmx obpasuax cnegyeT nccnegoBatb X B KOHEYHOM
passegeHun 1:3000, a gnsa aT0ro NPUroTOBUTL NpeaBapuUTeNnbHOE pa3BefeHune
aTnx o6pasuyos 1:300. K npumepy: 2990 pl + 10 pl uccnegyemoro
obpasua.

9. MPOLUEOYPA AHAJIN3A

9.1.MoarotoBbTe HEOOXOANMMOE KONMUYECTBO NYHOK Anst aHanuia (NaTb NyHOK
Ans  kanubpatopoB M HeobxoguMmoe KONMMYecTBO Ans uccnegyembix
obpasuoB), BcTaBbTe UX B pamky nnaHweta NPA. JlyHkn ¢ kanubpaTtopamu
obs3aTenbHO BKAOYANTE B KaXAYH0 NOCTaHOBKY aHanmsa.

9.2.3anonHuTe cxeMy BHeceHusi obpasLos..

9.3.MMpurotoBbTE pacTBOp Afsi NPOMbIBaHUS B COOTBETCTBUN C MYHKTOM 8.2.

9.4.MpurotoBbTe NpeaBapuTenbHOE pas3BedeHMe 00pas3LoB M KanmbpaTopos,
Kak onmncaHo B nyHkTe 8.3.

9.5.BHecuTe BO Bce nyHkM nnaHweTa no 90 ul [DILSAMPLE].

9.6.BHecuTe BnyHkmnno 10 yl npegBaputenbHo pa3BegeHHbix 1:10 kanmbpaTtopoB
1 nccrnegyembix o6pasLoB:
[CALTO] - B nyHky A, — B IyHKy B1, [CAL[50] - B nyHKy C1, [CAL] 100 ] -
B nyHky D1, — B nyHKy E1, B ocTanbHble NyHKN — nccnegyemble
obpasubl. Takum obpasom, KOHeyHoe pa3BefeHne o6pas3uoB B JyHKaXx
normkHo coctaenate 1:100. NMpn BHECEHMN NPOUCXOOUT N3MEHEHME LBeTa
pacTtBopa C Xentoro Ha 3eneHbli. OCTOPOXHO NUNETUPYNUTE CMeECb B
nyHKax, He gonyckas neHoobpa3oBaHus.
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9.7.3aknenTe CTpUNbl KNENKOW NITEHKOM N UHKYOupynTe B TedeHne 30 MUHYT

npu Temnepartype 37°C.

9.8.1Mo okoH4YaHWM MHKYBaLUKM akKypaTHO CHUMMUTE KIENKYI0 MAEHKY U MpOMOonTe

NYHKW NATb pa3 C MCMONb30BaHWEM aBTOMAaTMYECKOro NMpoMbiBaTENs unm
8-kaHanbHOW NUNeTKM cnegytowmm obpasom:

— yoanuTe CoAepXMMOe NYHOK B KOHTENHEP ANS XKUOKUX OTXOAOB;

— HanomHWTe INyHKM cTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHUs, OCTaBbTE HE MeHee, YeM Ha 30 CeKyHp;

— acnvpupymnTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
Kakgoro atana acnupauum JOJBKEH COCTaBnATb He 6onbLlue 5 i;

— NOBTOPUTE NpoLeaypy NPOMbIBaHUSA eLle NATb pas;

— nocre nocneaHen acnupauny n3baebTech OT NIULLHER BNaru, NOCTykneBas
nraHwWeToM no unbTpoBarnbHoOM Gymare.

9.9.BHecuTe B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HAKPONTE HOBOW KITEMKOW

9.10.

9.11.

9.12.

9.13.

9.14.

NNeHKon 1 uHKybupyrte B TedeHne 30 muHyT npu 37°C.

Mo OKOHYaHMM MHKYBaUMW akkypaTHO CHUMWUTE KNENKYHo NIIEHKY U MPOMOoWTe
NYHKK NATb pas, kak onncaHo B NyHkTe 9.8.

Buecute B nyHkn no 100 pl [SOLN[TMB], HEe Kacasicb OHa U CTEHOK JTYHOK
nnaHwera.

NHkyBupynte ctpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTe Npy KOMHaTHOM
TemnepaTtype 18-25°C. He ncnornb3yinTe Knenkyo NieHKy Ha JaHHOM aTare.
BHecute B nyHku ctpunos no 100 pl ONsi OCTaHOBKM
depMeHTaTUBHOM peakLmu, MPUAEPXKMBASACH TOM XXe NoCreaoBaTeNbHOCTH,
YTO U NpK BHECEHUU [SOLN[TMB]. BOo BpeMsi BHECEHUS MPOUCXOANT UBMEHEHUE
LBeTa pacTBopa € roflyboro Ha XXenThblit, B lIyHKax ¢ Mpo3paYHbiM pacTBOPOM
HEe3HaYMTENbHO MEHSIETCS OTTEHOK.

NamepbTe Ha pupgepe Ol B kaxgow nyHke npu gnuvHe BonHbl 450/620-
695 nm B TeyeHne 5 MUHYT Nocne OoCTaHOBKM peakuuu. [o npoBefeHus
namepeHuss ybegutecb B YMCTOTE BHELUHEW MOBEPXHOCTU OHA JyHOK U
OTCYTCTBUM My3bIPbKOB.

Yuem pe3ynbmamoes aHanusa MOXHO npoe8odums 8 0OHO80/THOBOM PEXUME
npu OnuHe 8osHbI 450 nm, 8 samom criydae ocmasbme fyHKY 07151 ycmaHO81eHUsI
6r1aHKa (8 maKy yHKY Hecume moJibKo [SOLN[TMB] U [SOLNJSTOP ).

10. YYET PE3YJIbTATOB U UX UHTEPIMNPETALUUA

10.1. KoHTponb AOCTOBEPHOCTU pe3ynbTaToB aHanusa
[aHHble TecTa cunTaoTCa 4OCTOBEPHBLIMU, ECIIM OHW OTBEYAT CMeayrLUM
TpeboBaHUsAM:

CAL[ 0] on <0,20
on =0,150
on =o0n x 3
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CAL| 100 Oon = Orr [CAL[50] x 1,2
on 22,0
10.2. YyeT pe3ynbTaToB aHanusa
[na nonyyeHns KONMYECTBEHHbIX pPe3ynbTaToB OnpeAeneHnss KOHUEeHTpaLumm
aHTuTen knacca IgG B IU/ml (ME/Mn) nocTpoiTe KanMbpoBOYHYHO KPUBYHO: Ha
ocn QY oTnoxute nomnyvyeHHble 3HadeHuss Ol natu kanubpatopos
, [CALT10], [CAL[50], [CAL[100] n [CAL[200], @ Ha ocn OX — cooTBeTCTByHOLIUE
UM KoHueHTpaumm — 0, 10, 50, 100, 200 IU/ml (ME/mn) cootBeTcTBeHHO. C
NoMOLLbIO KanMbpoBoYHOro rpadmka onpegenurte koHueHTpauumto [U/ml (ME/mn)
cneundudeckux IgG B uccnegyembix obpasuax, COOTBETCTBYHOLLYH 3HAYEHUIO

nony4eHHon Ol1.
Mpumep KAAMGPOBOYHOIO rpadOUKa NPUBEAEH HO PUCYHK
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lMpumeyaHue: He ucnone3ytime amom epachuk 0151 onpedenieHUss KOHYeHmpauuu

cneyuguyeckux aHmumen 6 aHanuse. [lnsa kaxdol nocmaHO8KU

aHarsnusa Heobxodumo cmpoumbs omoesibHy KanubposoyHyro Kpusyto!

Ona obpasuyos, wuccrneposaBlwmxcd B passegeHun  1:1000 wn  1:3000,

onpefeneHHyo no rpaduky KOHLEHTpaUu cneundunyecknx aHtTuTen cnegyet
NepeMHOXWUTb Ha CTENEHb pa36aBneH|/|;|, T.e.

KOHe4YHasi KOHUeHmpauyusi = KoHueHmpauyus no gpaguky * 10 (unu x 30)

Ons y,CI,O6CTBa ydeTa pe3ynbratoB peakumMnm MOXHO MUCNOJ1b30BaTb
KOMMNbKOTEPHbIE  NpPOrpaMmMmbl  CYHUTbIBAHUA U UCHUCIIEHNUA  pPe3yrbTaToB
nccnegoBaHUN.

10.3. UHTepnpeTauma pe3ynbLTaToB
KoHueHTpauus IgG B

obpasLie WHTepnpeTtaums
> 10 IU/ml (ME/mn) MONOXWUTENbHbLIN
8-10 IU/ml (ME/mn) HEONPEOENEHHbLIN*
< 8 IU/ml (ME/mn) OTPULATEbHbIN

*

HeonpeneneHHble o6pasubl peKkoMeHAyeTCs uccnenoBaTb MOBTOPHO
B OBYyX NyHkax Habopa W®PA. Ecnu pesynbtaThl cHOBa OyanyT B npepenax
HeonpeeneHHbIX, criegyeT NpoBecTn O0TOOP M aHanu3 HoBoro obpasua yYepes
2-4 Hepenu. B cnyyae NnOBTOPHOroO MonyyYeHUsi HeonpeaerneHHbIX pe3ynsTaToB
Takue obpasLbl cuMTaTh OTPULATENBHBLIMU.

Pepakuus 8 ot 07.02.2023r. 1016



10.4. MeTponoruyeckas npocriexxmnBaeMocTb KanmépaTopoB

KoHueHTpaumm kannbpatopos NPA-Habopa «EQUI Toxoplasma gondii IgG»
cooTBeTCTBYHOT TpeTbemy MexayHapogHoMy CtaHgapTy Anti-Toxoplasma serum,
Human TOXM (NIBSC, WHO) B gnanasoHe 10-200 IU/ml (ME/mn) (slope = 1,015;
R2 = 0,978). OT0 cBMAETENbLCTBYET O METPOSIOrMYECKON MPOCNEXUBAEMOCTM
kanubpatopoB NPA-Habopa «EQUI Toxoplasma gondii IgG» B mexayHapogHo
cornacosaHHoM kannbposoyHom maTepuane (CtaHgapt TOXM).

11. XAPAKTEPUCTUKU TECTA

11.1. AHanuTUYeCKMe xapakTepuCcTUKU

MpeunsanoHHoOCTb
Bocnipouszsodumocmsb pe3ynbmamos 8 ripedesiax 00HOU MOCMaHO8KU aHasusa
(Intra assay repeatability)

KoadppmumenTt Bapuaumm (CV) ana ABYX CbIBOPOTOK C pPasHbIM YPOBHEM
cneunduyecknx aHTUTen oueHmBanu B 32 noBTopax Ha oaHoun cepun VOA-
HabopoB.

KoHueHTpauus
Ne cbIBOpOTOKM OI'ICp IgG, 1U/mI (ME/mn) CV, %
291 1,002 32,7 5,9
292 1,453 48,7 12,9

Bocnpoussodumocms pe3ynsmamos Mexdy pasHbIMuU nocmaHoe8KaMu aHanu3a
(Inter assay reproducibility)

KoadppumumeHnT Bapmnauum (CV) onsa AByX CbIBOPOTOK C pa3HbIM YPOBHEM Cre-
LUMUYECKNX aHTUTEN OLEHUBANU B TEYEHUE YeTblpex AHEW B YeTbipex nocra-
HOBKax aHanu3a no 8 NoBTOPOB B KaX0OM aHanuse.

KoHueHTpauus

Ne cbIBOPOTOKHM on,, IgG, 1U/mI (ME/mn) CV, %
291 1,100 30,6 13,1
292 1,317 36,8 1,7

AHanuTn4yeckas YyBCTBUTENbHOCTb

«paHnuaocbHapyxeHusi» (LoD)—HanmeHbLIasg KOHLEHTpaUsiaHaNnM3npyemMoro
BelwlecTBa B obpasue, BbIABNISIEMOM C 3asBIIEHHOW BEpPOSATHOCTLI, And NOA-
Habopa «EQUI Toxoplasma gondii IgG» coctasnset 5,0 IU/ml (ME/mn).

«paHnua konmmyecTBeHHoro onpegenerusi» (LoQ) - HauMmeHbluas
KOHUEHTpauus aHanuta B obpasue, onpegensieMasl KONMYECTBEHHO C
3asBMIEHHON MPUEMNEMON TOYHOCTbIO M npaBuiibHoCcTbo, Ana N®PA-Habopa
«EQUI Toxoplasma gondii IgG» coctasnsiet 5 lU/ml (ME/mn).

«paHunuya otpuuatensHoro aHavyeHus» (LoB) coctasnset 0,4 IU/ml (ME/mn).

[dnana3oH NMHeNHoCTHn

IOunanasoH nuHenHoctn WPA-Habopa «EQUI Toxoplasma gondii IgG»
Haxogutcs B npegenax 10-160 [U/ml (ME/mn). Mpun ncenegosannm obpasuos
CbIBOPOTOK C BbICOKOW KOHLUeHTpauuen IgG aHtuten k T. gondii (6onee 200 U/
ml (ME/mn)) hook-adhcpbekT He oBHapy»keH 0o KoHueHTpaumm 6000 1U/ml (ME/mn).

Pepakuus 8 ot 07.02.2023r. 1116



AHanutun4yeckas cneuupPUIHOCTb

Ha pesynbrat aHanmsa He BNusdeT Hanuuve B obpasue GunupybuHa B
KoHueHTpauumn go 0,21 mg/ml (361,8 umol/l), remornobuHa B KOHLEHTpaLmm
8o 10 mg/ml v TpurnuuepngoB B koHueHTpauun go 10 mg/ml (11,3 mmol/ 1).

B pesynbrate npoBefeHHbIX UCCNEeAOBaHWI HE BbISIBIIEHO MEPEKPECTHbIX
peakumi ¢ aHTuTenamu knacca IgG k BMpycam KpacHyxu, dnwTenHa-bapp,
npocTomy reprnecy 1 1 2 Tuna v uutTomeranosupyca. Takxe He BbIBNIEHO
BNUSAHWS Ha pesynbTaT aHanusa peBmaTougHoro cpaktopa B obpasuax go
koHueHTpauumn 1390 [U/mn (ME/mn). Pe3ynbTaT aHanuaa, NonyvYeHHbIA Ans
Kaxxgoro obpasua, cpaBHMBanNu c pe3ynbratoM, Nofly4eHHbIM B KOMMEPYECKOM
TecT-cucTeme, nmetwulern CE-MapKknpoBKy, 1 paccymMTbiBann OTHOCUTENBHYIO
cneumdpundHocTb MOA-Habopos «EQUI Toxoplasma gondii IgG».

11.2. narHocTuYeckme xapakTepucTukm

[na onpepeneHus 4yBCTBUTENbHOCTM U cneundpuyHocTn VDA-Habopa
ncnonb3doBanu 31 obpasel CbIBOPOTOK, MOMAYyYEHHbIX OT MauNeHTOB
C KIMWMHMYECKUMM CUMMMTOMamu, KOTOopble MOryT Habniogatbcsa npu
Tokconnasmose u 97 CbIBOPOTOK KMAMHUYECKM 300POBbIX MaLMEHTOB.
YyBcTBUTENBHOCTL U cneunduyHocTs NPA-Habopa «EQUI Toxoplasma
gondii IgG» coctasnsanu 100%.

Takxe XxapakTepucTuku MeToda wuccnegoBanu Ha LeneBon rpynne
BepeMeHHbIX xeHwWwuH (190 obpasuos) u Belbopke JOHOPOB (287 0bpasLoB)
MO CpaBHEHWUIO C aHaroOrMyHbIMU KOMMEpPYECKUMM Habopamu, UMeLUMm
CE-mapkupoBky. [Ons BblGOpkn OepeMeHHbIX XEHLUMH OTHOCUTENbHas
YYyBCTBUTENLHOCTb U cheunduyHocTs coctaBuna 98,9%, npoueHT
cosnageHna — 98,9%. [Ona BblbOopkM [OOHOPOB  OTHOCUTENbHas
YyBCTBUTENbHOCTL cocTaBuna 99,4%, oTHocuTenbHas cneuuguyHoCcTb —
99,0%, npoueHT coBnageHus — 99,3%. OO6wasa pacnpocTpaHeHHOCTb B
nonynsaunn coctasmna 57,98%, 4To NOSTHOCTLIO COOTBETCTBYET NIUTEPaTYPHbIM
OaHHbIM.

[Mo3nTmMBHasa nporHocTudeckas ueHHocTb (PPV) W®A-Habopa «EQUI
Toxoplasma gondii IgG» coctaBnsieT 100%, oTpuuaTenbHas NporHocTu4ecKas
ueHHocTb (NPV) — 100%.

12. OrPAHNYEHUE AHATIN3A

MonoxuteneHbin pesynstat B VIOA-Habope «EQUI Toxoplasma gondii
IgG» gABnNfeTCcsa CBMAETENbCTBOM HanMuuMs y MauMeHTa aHTUTen knacca
IgG, cneundunyHbix K T. gondii, KOTOpble NPOAYLUPYOTCS OPraHn3MOoM Mpu
MHprUMpoBaHuUM Bo3byauTenem Tokconnasmosa. Hanmuume aHTutTen aToro
Kriaccay HOBOPOXAEHHbIX He ABNSieTCA NoATBEPXKAEHUEM NX MHULUPOBAHMS
T. gondii. OgHoKpaTHOEe 0OHapyXeHne ga)e BbICOKMX TUTPOB aHTUTEN Knacca
IgG Henb3sa cunTaTh JOKa3aTeNbCTBOM He4aBHEro MHPULMPOBAHNS.

HeraTtusHbin pe3dynstat B Habope EQUI Toxoplasma gondii IgG nokasbiBaer,
4YTO TecTupyeMmbln obpaseL He cogepXuT cneumduyeckux aHTuTen wnm
X KOHLEHTpaUMs HWXEe YPOBHS YyBCTBUTENbHOCTM aHamnus3a. Hanpumep,
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ecnn obpasel nony4vyeH 4epe3 HeOOMbLUIOW MPOMEXYTOK BPEMEHW Mocre
WHMUMpPOBaHUA, To aHTUTena knacca IgG moryT He oOOHapyXuBaTbCs.
Mpy HaNU4MM KNUHUYECKNX CUMMNTOMOB HEOOXOOMMO MPOBECTU MOBTOPHOE
TecTUpoBaHWe NaumeHTa vYepes 2-4 Hea.

[na KOppeKTHOW AMarHOCTUKW aKTUBHOW WHMeKUMM crenyeT MpoBeECTU
nuccnepoBaHne Hanuuus IgG aHTUTENn B napHbiXx obpasuax, MNosnyYeHHbIX
C VHTepBanom 3abopa KpOBM He MeHee OBYX Hedefb, a TakXe MpPOBECTU
TeCTUpPOBaHWe Ha Hanu4ime cneundunyecknx aHTuTen knacca lgM, Hanpumep,
B VIDA-Habope «EQUI Toxoplasma gondii IgM». Ons auddepeHumanmm
NepBMYHON U NacT-MHEKUUN PEKOMEHAYETCH [OOMONHUTENBHO MPOBECTM
onpeperneHne nHaekca aBMaHoCcTu cneundudeckux IgG aHtTuTen (Hanpuvep,
B IPA-Habope «EQUI Toxoplasma gondii IgG avidity»).

OkoH4YaTernbHbIA AMarHo3 He MoOXeT OblTb YCTAHOBIEH TOMBKO MCX04sA U3
pe3ynbTaToB ceporiornyeckoro tecta. [pu yctaHoBneHun gnarHosa cnegyer
yuynTbiBaTh pe3ynbTaTbhl KOMMMekca NnabopaTopHbIX M MHCTPYMEHTarbHbIX
nccnefoBaHWUin, a Takxe KIIMHUYECKNE NPOosiBNEHNsT 3aboneBaHns.

13. TPYOHOCTW, KOTOPbLIE MOI'YT BO3HUKHYTb MNMPU
NMPOBEAEHUU NDA

Bbicokuli ¢poH 8 siyHKax ece20 rniaHwema Mo)xem 603HUKHYMb U3-3a:
— 3arpsA3HEeHHOro NpoMbIBaTENS;
— HM3KOro KayecTBa Unu 3arpsi3HeHus Boabl;
— MCNOMb30BaHWs NIOX0 NOMbITON NOCYAbI;
— MCNOMb30BaHUs Ae3NHMULMPYIOLWLNX CPEACTB, CoaepXaLLMX XNop;
— MCNOMb30BaHuUs 3arpsi3HEHHbIX HAKOHEYHUKOB;
— YBENMYEHUs BpPEMEHU MHKYyOauum MNu U3MEHeHUs TemnepaTypHOro
pexuma.
Bbicokuli poH 8 omOesnibHbIXx psidax Moxxem 6bIMb c8si3aH C:
— MNOBTOPHbLIM BHeCeHneM pacTteopa TME;
—3arpsi3HeHMEeM KOHyCa aBTOMaTUYECKON NUNETKN paCTBOPOM KOHbIOraTa;
— 3arpsA3HeHneM OAHOro 13 KaHarnoB NPOMbIBATENS.
lMonyyeHHoe 3HadyeHue OIfl noOsIOKUMENBLHO20 KOHMPOJISA HUXe
ycmaHoe8sieHHoU epaHulybl, ecu:
— HenpaBuIlbHO NPUrOTOBMEH UIW HE BHECEH OOMH U3 peareHToB (pacTBop
KOHblorata unu pactesop TMB);
— COKpaLleHo BpeMsi MHKybaLmMm Ha OAHOM 13 3TanoB..
WHumeHcusHOoCMb OKpawueaHusi JIYHOK He coomeemcmeyem
nony4eHHOU onmuyYyecKol niomHocmu. 3T0 MOXET CBUAETENbCTBOBATL O
CMELLEeHHOM ONTUYECKOM IyYe.
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CXEMA NPOBEOEHUNA AHATTU3A

BbigepxaTb peareHTbl 30 min npu Temnepatype 18-25°C

B nyHku [PREDIL[PLATE] BHecTu no 90 ul [PREDIL[SAMPLE | n no 10 pl
ncenegyemMbix 06pasuoB 1 kanubpaTopos
(NnpoucxoguT N3MEHEHME LiBeTa C KOPUYHEBOIO HA CUHWIA)

B nyHku [STRIPS | BHecTr no 90 pl [DIL[SAMPLE

(kenTbIN LBET)

BrecTtun no 10 pl npeaBapuTenbHO pasbaBneHHbIX kanmbpaTopos 1
ncenegyemMbix 06pasLoB:

A1 —[CAL] 0], B1 —[CAL] 10], C1 —[CAL[50], D1 —[CAL[ 100], E1 —[CAL[ 200],
B OCTallbHble MyHKW - nccnegyemole obpasLbl

(NponcxoanT M3MeHeHMe LBeTa C XKeNnToro Ha 3efeHbli)

3aknenTb CTPUMbI MIEHKOW, MHKy6upoBaTtb 30 min npu Temnepatype 37°C

MpombITe NyHKM 5 pa3 npurotoBneHHbiM 1:20 (1+19) NPOMbIBOYHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpmnos BHecTn no 100 pl [SOLN]CONJ

(dbmonetoBbIv LBET)
3aknenTb CTpUMbI NIIEHKOW, MHKYO6upoBaTb 30 min npu Temnepatype 37°C

MpombITe NyHKM 5 pa3 npurotoBrieHHbIM 1:20 (1+19) NpOMBIBOYHBIM PpacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpmnoB BHecTun no 100 pl

MHkyBnpoBaTth Ha npoTsikeHun 30 min B TeMHOTe Npu
Temneparype 18-25°C

B nyHkn ctpunos BHecTr no 100 pl

(MpovcxoouT M3MeHeHWe LBeTa C ronyboro Ha XenTblin)

M3mepuTb onTnyeckyto nnoTHocTk (OI1) Ha cnekTpodoTomeTpe npu 450/620-
695 nm

YYET PE3YJIbTATOB AHAJIU3A

MocTpouTb KanMbPOBOYHYHO KPUBYHO,
onpenenuTb KoHueHTpauuio 1U/ml
(ME/mn) cneunguyeckmx K
Toxoplasma gondii aHTUTen knacca
IgG B nccnepyembix obpasLax

MHTEPNPETALUUA PE3YJNIbTATOB
> 10 [U/ml (ME/mn) MONOXUTENbHBIN

8-10 IU/ml (ME/mn) HEOTPEJEJIEHHbIN
< 8 IU/ml (ME/mn) OTPULLATENbHBLIN
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