TECO

KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY
Doc#001-01/06-2022

Hersteller / Manufacturer: TECO Medical Instruments
Production and Trading GmbH
Adresse / Address: Dieselstrasse 1, 84088 Neufahrn, Germany

Marktakteur / Actor ID SRN: DE-MF-000022642 https://ec.europa.eu

Die hier benannten Produkte der generischen Produktgruppe erfillen die Anforderungen der aufgefuhrten
Verordnungen, Richtlinien und Normen. Im Falle eigenméchtiger Veranderungen am Produkt oder der nicht
bestimmungsgeméaRen Verwendung verliert diese Erklarung ihre Gultigkeit.

Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers ausgestellt.

BASIS UDI-DI 426018278CMX81152

IVD - halb-automatische Blutgerinnungsmessgerate - Handelsbezeichnung, Typ, Kat.-Nr.
IVD - semi-automated Coagulation Systems - trade name, type, model, Cat.-No.

Coatron X Eco / Coatron X Pro / Coatron X Top
81101 10 81101 20 81101 40

The products of the generic product group named here fulfil the requirements of listed regulations, directives and
standards. In the case of unauthorised modifications to the product or use not in accordance with the intended
purpose, this declaration becomes invalid.

This declaration of conformity is issued under the sole responsibility of the manufacturer.

Verordnung (EU) 2017/746 Regulation (EU) 2017/746
fir in-vitro Diagnostika-IVDR for In-vitro diagnostic medical devices
und dem harmonisierten Standard am 2022-05-12: and it's harmonized standard at 2022-05-12:

Risikoklassifizierung gemaB Artikel 47-Anhang VIII Risk classified according to article 47 annex VIII

Regel 5 b — , Klasse A" Rule 5 b —"Class A"
Konformitatsbewertungsverfahren gemag: Conformity assessment procedure in accordance with:
(EU) 2017/746 Artikel 17 (Anhang II+I1I) (EU) 2017/746 Article 17 (annex II+III)

Angewandte Normen zur Sicherstellung der Standards applied to ensure the essential requirements
grundlegenden Anforderungen an Leistung und for performance and safety:

Sicherheit:

EN ISO 18113-3:2011 =N 150! B8 153 <2011

DIN EN 62304:2018 L

DIN EN 62366-1 DS BN 62-66-1

DIN EN 62366-1:2017 DIN EN 62366-1:2017

DIN EN 61326-1:2013 Sl

DIN EN 55011:2009 + A1:2010 DIN EN 550112009+ A1:2010

IEC 61010-1:2010, AMD1:2016 1EC 61010-1:2010, AMD1;:2016

IEC 61010-2-101:2015 1EC 61010-2-101:2015

IEC 61010-1:2010 1EC 610106-1:2010

Richtlinie 2011/65/EU RoHS 111 Directive 2011/65/EU RoHS 1II

(incl. (EU) 2015/863) - DIN EN IEC 63000 (incl. (EU) 2015/863 - DIN EN IEC 63000

QM-System gemaB (EU) 2017/746 Art.10(8) QM-Systems in accordance with (EU) 2017/746 art.10(8)
angewandter Standard: EN ISO 13485:2021 Applied standard procedure: EN ISO 13485:2021

Ort und Datum der Unterzeichnung: Neufahrn, 2022-06-21
Place and date of issue: !

Location: Moldova




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:

Doppelkivette / Double cuvette Ref. 19 000 02
Einzelklvette / 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 uber In-vitro Diagnostika und ihrem 1. Directive 98/79/FC on In-vitro diagnostic medical devices and
Zubehor, klassifiziert gemaB Artikel 9 als: "alle anderen their accessories, classified according to article 9 as: "all other
Produkte"- im Sinne von Zubeh&r zu In vitro Diagnostika products” — and in term of accessories for in vitro diagnostics

gemaB Artikel 1. according to artivel 1.

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

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

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

—

Matthi eckpfann
General\Mapager




TECO

MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH

DieselstralRe 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.

S
(ko)

Ckris?fi_fgn Hoetzl C§
GeneralManagers”
TECO Germany._.—




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 fur die im Anhang A ( Seite 2 — 23 IVD Produkte) spezifizierten Produkte dass sie gemaR der Richtlinie flr In-
vitro-Diagnostika Medizinprodukte 98/79/EC klassifiziert sind als aligemeine 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 eigenméchtiger Veranderungen am Produkt oder der nicht bestimmungsgeméafRen Verwendung verliert diese

Erklarung ihre Gltigkeit.

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 gemaR 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 ISO 13485:2021

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

Das Konformitdtsbewertungsverfahren entspricht Anhang Ill
der Richtlinie 98/79/EG Uber In-vitro-Diagnostika
fur 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 +49 8773 70780 29 + info@teco-gmbh.com + www.teco-medical.com




KONFORMITATSERKLARUNG — DECLARATION OF CONFORMITY

Doc#200/08-2022

) Directive 98/79/EC Annex A
Ubrige Produkte — Reagenzien fiir In-vitro-Diagnostika

Other products — Reagents for in vitro diagnostic — general IVD

TECO

Pos. | Article No Tradename Unit Generic Device Term Eh’:;N N{ E(l;)N[lJ[I) N Code
1 | A0230-040 | TECIot PT-5 (Quick) 10x4m! PT-S Prothrombin time ( quick test) ‘é‘fg%g_‘:’:;%%oa o539
2 | A0230-100 | TECIot PT-S (Quick) 10x10m PT-§ Prothrombin time ( quick test ) WO193020%01 ] 30539
3 | A0260-050 | TEClot PT-B (Owren) 5x10ml PT-B Prothrombin time ( quick test ) ‘é‘fg%gfgggg_%é b
4 | AD320-050 | TECot APTT-S 10x5ml APTT-S Activated partial thromboplastin time ‘é‘fg}l)?_?g_zfolgzzo/_ 5’55’095;/'
5 A0401-020 TEClot TT 10x2ml TT Thrombin time / reptilase / batroxbin time \é\{_?_ll_f):gfg)ll%ié;:ggg
6 A0511-020 TEClot FIB 10x2ml FIB Fibrinogen assays (factor i) \é\fglgigéﬁogz/o 252997
7 | A0511-050 | TEClot FIB 10x5ml FIB Fibrinogen assays (factor i) ggﬁf\gﬁﬂsﬁ E5B997
8 | C1010-020 | TEChrom AT gig";:lrfjfsi:;tixa Antithrombin ‘é‘_’i%f’gfgfg%zz (/) :f155
o | 02010012 | Red D-Dimer 3x4m latex o bimer W0103020503 / 47349
3x7ml reaction buffer B-DD-D2010-0126W
10 | D2020-005 | Blue D-Dimer LC zig: 'raetaecxt .t;cn e D-Dimer ‘é‘fggg%gg?go /5 ‘7‘2349
11 | P8001-010 TECal N 10x1ml Calibration plasma for haemostasis ;Ygi?ggjggfto/ 5‘;58786
12 | P8200-005 | TECal DD Sximl Calibration plasma for haemostasis ‘é‘_’gi??;’:fggéé e
13 | P6001-010 | TEControl N 10x1ml Control plasma for haemostasis gy é o
14 P6101-010 TEControl A 10x1ml Control plasma for haemostasis \évg‘%'giopzso17oo1zélso?qsgo
15 P6201-010 TEControl A Plus 10x1ml Control plasma for haemostasis 2/2%230:6270012({130?:90
16 | P5001-010 TEClot Factor Il 10x1ml Coagulation factor ii ( prothrombin ) ;Y?:gi?ig%%zl/oi%ﬁf
17 | P5101-010 | TEClot Factor V 10x1ml Coagulation factor v ‘é‘f}igi‘/’iﬁ%“l _/031%5:’3
18 | P5201-010 | TEClot Factor VII 10x1m| Coagulation factor vii \gf?ig?\(/)ﬁizsozso i _3(’)(;504753
19 | P5301-010 | TEClot Factor Vi 10x1ml Coagulation factor viii ‘é‘_’gigi%f_’gsozo/fgfg;?
20 P5401-010 TEClot Factor IX 10x1ml Coagulation factor ix 0103020208 / 30548
B-FAC-IX-P5401-0106C
21 | P5501-010 | TEClot Factor X 10x1ml Coagulation factor x ‘é‘fgig?f_i‘;z‘s%"l_/o-’i%i‘g’
22 P5601-010 TEClot Factor XI 10x1ml Coagulation factor xi \évgigiz?g:égl/_ gfg:;
23 | P5701-010 | TEClot Factor Xl 10x1ml Coagulation factor xii WILGRD20211 / 20552

B-FAC-XII-P5701-010C)

(Recital 23 of Directive 98/79/EC on In Vitro Diagnostics Medical Devices) - Annex A - general IVD

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




20-0104 - DSK Bayerbach « @& 087 74/9603-0

TECO

MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH

DieselstralRe 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0

fax: +49-8773/707 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: January 1%, 2023 to December 31%, 2024
Termination: Confirmation ends automatically on Dec. 315 of 2024
and must be then renewed.
Products:
e Coatron M1 Semi-automated 1-channel Coagulometer (out of production)
e Coatron M2 Semi-automated 2-channel Coagulometer (out of production)
e Coatron X Eco Semi-automated 1-channel Coagulometer
e Coatron X Pro Semi-automated 2-channel Coagulometer
e Coatron X Top Semi-automated 4-channel Coagulometer
e Coatron A4 Fully automated Coagulometer, 4 optic channels
e Coatron A6 Fully automated Coagulometer, 6 optic channels
e Coatron A6 plus Fully automated Coagulometer, 6 optic channels
all instruments with complete accessory, consumables and spare parts
e Hemostasis Reagents Complete product line

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

TECO Medical Instruments Production+Trading GmbH




iNnigung

O
=G
O
8.
O
=
O
e
O
O
%
O
O

Medical Instruments Dieselstrasse 1

Production+Trading GmbH D-84088 Neufahrn/NB
web:  www.teco-gmbh.com fon: +49 8773 70780 00

mail: info@teco-gmbh.com fax: +49 8773 70780 29

CERTIFICATE OF TRAINING

Vitalie Goreacii

General manager of
Sanmedico

Chisinau

Republic of Moldava

have participated with success at the training session supervised
by TECO GmbH, Germany for following instruments:

Coatron A series

(6]

O
@]
(@]
O
O

Installation

Application

General use, also in combination with TECAM
Maintenance

Troubleshooting

After Sales Service

Training details:

Supervisor: Chr. Baumgartner, Director RD of TECO

Device Coatron A4 + A6, Inhouse Master Device
Place: Laboratories of TECO
Date: May 5th 2023

L

L/ Christian Baumgartner

Dipl.-Ing. Univ. (TUM)
Christian Baumgartner
Director R&D

FB132*Certificate of Training
Rev1/28.08 2020/BS



Current issue date: 10 November 2022 Original approval(s):
Expiry date: 9 November 2025 1SO 13485 - 10 November 2022
. Certificate identity number: 10479697

Certificate of Approval

This is to certify that the Management System of:

TECO Medical Instruments,
Production + Trading GmbH

Dieselstr. 1, 84088 Neufahrn, Germany

has been approved by LRQA to the following standards:
ISO 13485:2016

Approval number(s): ISO 13485 — 00038268

The scope of this approval is applicable to:

Design, development, manufacturing, storage and sales of coagulation instruments and in-vitro-diagnostic reagents used in the
hemostaseology and coagulation.

Paul Graaf

Area Operations Manager, Europe

Issued by: LRQA Limited

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

Page 1 of 1



TEClot PT-S
C€

IVD REF

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
I 5 days I 36 hours

[ 37°C |
| 8 hours |

| PT Reagent

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.

* 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.

Symbol keys
In Vitro Biological Catalogue = Reconsivie consult
8 Expiry date Diagnostica éi‘):‘ hazard Number siunee with dest. [:E] accompanying
water documents
~ Store at 2- EU - Authorized
,,Jf 8°C c E conformity ‘ Manufacturer LOT Lot. Number Ready fo use E Representative
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TEClot FIB
C€ [vo ] [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. b4

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?

1. Obtain venous blood by clean vein puncture.

2. Immediately mix 9 parts blood with 1 part 3.2% sodium citrate (0.105M) and mix well

3. Centrifuge the specimen at 1500g for 10 min. (platelet < 10000/uL)

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

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

Procedure

A. Automated Method. Coatron A

Fibrinogen A4 A6 A4 | A6 A4 | A6

PAT Patient 10ul | CP1 | 10ul | CP1 Incubation 0Os SENS 0
BUF | IBS Buffer | 90ul | P39 | 90ul | P79 Maxtime 120s POINTS 4
CLR - opl - opl - Unit 769 MIX No
DP - Oul | POO | Oul | POO Method Coag Clean 1 3
RO - oul | POO | oul | POO Math log XY Multi 1|1
R1 - Oul | POO | Oul | POO CT-Mech Yes S-Corr 0%
R2 | Fibrinogen | 50ul | P29 | 50ul | P49 Deadtime 3s T-Corr 0%

Symbols key:

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

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.
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TEClot FIB
C€ [vo ] [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 )
Enthdlt 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.

2. Sofort 9 Teile Blut mit einem Teil 3,2% Natriumzitrat (0,105M) gut mischen.

3. Probe bei 1500g 10 Minuten lang zentrifugieren (Thrombozyten <10000pl)

4. Plasma nach der Zentrifugierung entfernen und in einem R&hrchen aus Plastik oder
siikonisierten Glas aufbewahren.

5. Plasma innerhalb von 4 Stunden verwenden, andemfalls gefroren lagem und kurz
vor Gebrauch auftauen.

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)

Garantie

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

Verfahren
A. Automatenmethode: Coatron A Referenzen
Fibrinogen Al 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, T5.,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 ]45’]92: X X
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 Wtediverd Coag ke 113 4. Scully, R.E. 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%
ErklGrung der Symbole:
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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 Neufahrn NB Germany



IBS Buffer

C€ [ o | | rer | A0590-125

TECO

Intended Use

The IBS Buffer solution is optimally formulated for use on Coagulation
Analyzers. Use in accordance with the recommended Operators
Manuals for installing and replacing Owrens Veronal Buffer (OVB). The
IBS can be used as the diluent for preparing plasma dilutions in the
performance of Fibrinogen determinations and Coagulation Factor
Assays with all manual, mechanical, or photo-optical means of clot
detection. Follow Reagent manufacturer's recommended procedures
for preparation of plasma dilutions using Imidazole Buffered Saline.

Contents & Determinations

Product IBS Buffer
Cat.No. A0590-125
IBS Buffer 1x125 mL

Preparation
IBS: pH 7.3 - 7.4, liquid
Ready to use.

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

Precautions

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

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 (.@3 Biological hazard m Number [:IE documents
,I’ Store at 2-8°C ( € EU conformity H Manufacturer I LOT I Lot. Number e | Rer Authorized Representative
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IBS Buffer

C€ [ o | | rer | A0590-125

TECO

Verwendungszweck

Die IBS Pufferldsung (Imidazole Buffered Saline) wird fur die
Verdunnung von Plasma verwendet werden, wie es z.B. bei der
koagulometrischen Bestimmung von Fibrinogen, Einzelfaktoren oder
auch Verdunnungsreihen fir die Methoden Kalibrierung notwendig
ist.

Inhalte und Bestimmungen

Produkt IBS Puffer
Kat.Nr. A0590-125
IBS Buffer 1x125 mL

Vorbereitung
IBS: pH 7.3 - 7.4, flussig
Gebrauchsfertig

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

VorsichtsmalRnahmen
Haut- und Augenkontakt vermeiden. Angemessene Schutzkleidung
tragen. Bestandteile gemaR lokaler Vorschriften fir infektiose
Materialien entsorgen.

Garantie

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

Erklarung der Symbole:

Diagnostik Gefahr

E Verfallsdatum Ilvnl In-Vitro & Biologische

Katalog-
Nummer

[:IE Begleitpapiere beachten

,r Bei 2-8°C lagern ( € EU Konformitat d Hersteller
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Lot. - Nummer

Bevollimé&chtigter
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TEControl N

TECO

C€

IVD REF [ P6001-010

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 VD I Diagnostica é!é.)) Biological hazard £Eh Number [:EI documents
| store at 26 c € EU conformity wl  Monuiacturer [LoT]| Lot number [ec [rer]  Authorized Representative
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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 unter 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 (‘E'w’g\ Gefahr REF Katalog-Nummer I:E] Begleitpapiere beachten
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TECO

IVD REF [ P6101-010
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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
8 Expiry date I IVD I Diagnostica (% Biological hazard EEh, Number I:E:I documents
z:,V'Smre at 2-8°C c € EU conformity u Manufacturer [ LOTI Lot. Number E Authorized Representative
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TEControl A TECO
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Verwendungszweck
Als abnomale Konfrolle 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
8 Verfalisdatum Diagnostik @ Gefahr REF Nummer [ﬁ] beachten
/LV Foeglg;r? c c € EU Konformit&t u Hersteller LOT Lot. = Nummer [ co [ e | Bevollmdachtigter

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



TOB «XEMA» kog €E4PMNOY 36038442
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Ona kopecnoHpeHuii: 03179, a/c 49

3 NnTaHb 3aMOBNEHHA npoaykuii: 050-422-62-16,067-422-62-16
Ten.: +38 (095) 60-99-555 dakc: +38 (044) 422-62-16

e-Taii: info@xema.com.ua

www.xema.in.ua

STATEMENT

We, XEMA LLC, as a manufacturer of in vitro diagnostic medical devices,
having a registered office at Akademika Yefremova St. 23, Kyiv, 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 legislative requirements of the Republic of Moldova.

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.

This Statement shall come into force on the date of its signing. The duration
of this Statement is 3 years from the date of signing.

Date: 06.09.2023

Signature:
AreeM>&  X&mQ LLCL
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Vertretung und Représentanz

Certificate

Of Marketing Authorization of Medical Product

within Germany, the member states of the European Union
and the other states having a contractual agreement with the European Economic Area

Nr. AR/IVD/XEMA LLC/01/2023

Issued on the basis of the Declaration of conformity and registration taking into account account Article 11 of Regulation (EU) 2017/746 (IVDR) on In Vitro Diagnostic,

and Medical Device Implementing Act (MPDG)

Ausgestellt auf Grund der Konformitatserklarung und Registrienmg unter Berticksichtigung der der Verordnung (EU) 2017/746 (IVDR) tiber In-vitro-Diagnostika

Manufacturer / Hersteller

Product name / Produkt

Product Classification:
Produkiklassifizierung

Category:
Kategorie

Conformity assessment procedure:

Konformitatsb ewertungsverfahren:

State Competent Authority:
Staatliche Zustandige Behérde

Date ofissue : 2023-03-07
Das Ausstellungsdatum

Represented in the EC by:

Polmed.de Beata Rozwadowska
Fichtenstr. 12A, 90763 Furth, Germany

email: info@polmed.de
Tel: +49 911 93163967

SRN: DE-AR-000006947

und Medizinprodukterecht-Durchfilhrungsgesetz (MPDG)

XEMALLC SRN: UA-MF-000032959
UKRAINE, 03179 KYIV

Akademika Yefremova St. 23

ga@xema.com.ua; www.xema.in.ua

See annex to the Certificate
Siehe Anhang zum Zetifikat

In Vitro Diagnostic Medical Devices
In-vitro-Diagnostikum (IVD) Medizinprodukte

Common/ Other IVD
Sonstige IVD-Produkte

EC DECLARATION OF CONFORMITY
(Annex lll, except point 6, Directive 98/79/EC)
in connection with article 110(3) IVDR

EU- KONFORMITATSERKLARUNG
(Anhang IlI, auRer Nummer 6, Richtlinie 98/79 / EG)
in Verbindung mit Artikel 110 (3) IVDR

BfArM Federal Institute for Drugs and Medical Devices
DMIDS (German Medical Device Information and Database System)

BfArM Das Bundesinstitut fir Arzneimittel und Medizinprodukte DMIDS
(Deutsches Medizinprodukte-Informations- und Datenbanksystem)

Valid to : 2025-05-31
Giiltig bis
Polmed.de

Valid with the Extract from the database www. dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi de (Deutsches Medizinprodukte-Informat ions- und Datenbanksystem (DMIDS))
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Vertretung und Repriisentanz

Annex to the Certificate No.:
Anhang zum Zertifikat Nr.:

AR/IVD/XEMA LLC/01/2023

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device DMIDS
# Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
Registriernummer
1. ASPERGILLUS K021 GalMAg EIA DE/CA64/00115824
2. HSV IgG K104 HSV 1/2 1gG EIA DE/CA64/00115826
3. HSV IgM K104M HSV 1, 21gM EIA DE/CA64/00115833
4. HSV 2 1gG K104B HSV 2 IgG EIA DE/CA64/00115836
5. MYCOPLASMA ANTIBODY ASSAYS K106 Mycoplasma IgG EIA DE/CA64/00115837
6. SYPHILIS ANTIBODY ASSAYS TOTAL K111 anti-Treponema pallidum EIA DE/CA64/00115839
7. SYPHILIS ANTIBODY IGG K111G Treponema pallidum IgG EIA DE/CA64/00115840
8. H. PYLORI ANTIBODY ASSAYS K119G Helicobacter pylori IgG EIA DE/CA64/00115850
OTHER OTHER BACTERIOLOGY
9. K126 Ureaplasma IgG EIA DE/CA64/00115851
IMMUNOASSAY
THYROID PEROXIDASE
10. K131 aTPO EIA DE/CA64/00115852
(INCL. MICROSOMAL) ANTIBODIES
11. THYROGLOBULIN AUTOANTIBODIES K132 aTG EIA DE/CA64/00115853
12. MPO ANCA K133 aMPO EIA DE/CA64/00115854
K160 anti-TGlu IgG EIA
13. TISSUE TRANSGLUTAMINASE ANTIBODIES DE/CA64/00115855
K161 anti-TGlu IgA EIA
14. GIARDIA LAMBLIA K171 anti-Giardia lamblia EIA DE/CA64/00115856
15. OTHER PARASITOLOGY K174 Ascaris IgG EIA DE/CA64/00115857
16. ECHINOCOCCUS K175 Echinococcus IgG EIA DE/CA64/00115858
17. DISTOMATOSIS K176 Opisthorchis IgG EIA DE/CA64/00115859
K180 Gliadin IgG EIA
18. GLIADIN ANTIBODIES DE/CA64/00115860
K181 Gliadin IgA EIA
19. IMMUNOGLOBULIN E - TOTAL K200 Total IgE EIA DE/CA64,/00115861
20. THYROID STIMULATING HORMONE K201 TSH EIA DE/CA64/00115863
21. LUTEINISING HORMONE K202 LH EIA DE/CA64/00115864
22. FOLLICLE STIMULATING HORMONE K203 FSH EIA DE/CA64/00115865
23. HUMAN GROWTH HORMONE K204 GH EIA DE/CA64/00115866
24. HUMAN CHORIONIC GONADOTROPIN TOTAL K205 hCG EIA DE/CA64/00115867
25, PROLACTIN K206 Prolactin EIA DE/CA64/00115868

The above-mentioned medical products are marked with the CE symbol.

Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from the database www.dimdi.de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi.de (Deutsches Medizinprodukte-Informations- und Datenbanksystem (DMIDS))
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Vertretung und Repriisentanz

Annex to the Certificate No.:

Anhang zum Zertifikat Nr.:

AR/IVD/XEMA LLC/01/2023

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device DMIDS
4 Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
Registriernummer
26. PROGESTERONE K207 Progesterone EIA DE/CA64/00115869
27. ESTRADIOL K208 Estradiol EIA DE/CA64/00115870
28. TESTOSTEROI:IF%S;VégTHEDR%I;YE?RO AND FREE K209 Testosterone EIA DE/CA64/00115871
29. CORTISOL K210 Cortisol EIA DE/CA64/00115872
30. TRIIODOTHYRONINE K211 T3 EIA DE/CA64/00115873
31 THYROXINE K212 T4 EIA DE/CA64/00115874
32. FREE TRIIODOTHYRONINE K213 fT3 EIA DE/CA64/00115875
33. FREE THYROXINE K214 fT4 EIA DE/CA64/00115876
24, DEHYDRO-EPI[(\II\II\I%PI{?S;I]EE%)NE SULPHATE 1215 O DE/CA64/00115877
35. 17 OH PROGESTERONE K217 17-OH-progesterone EIA DE/CA64/00115878
36. ESTRIOL K218 free Estriol EIA DE/CA64/00115880
37. TESTOSTEROI.\ITES{,VJE;{EDR%HN\;?RO AND FREE K219 free Testosterone EIA DE/CA64/00115881
38. CANCER ANTIGEN 125 K222 CA 125 EIA DE/CA64/00115882
39. CANCER ANTIGEN 19-9 K223 CA 19-9 EIA DE/CA64/00115883
40. CARCINOEMBRYONIC ANTIGEN K224 CEA EIA DE/CA64/00115884
41. ALPHAFETOPROTEIN K225 AFP EIA DE/CA64/00115885
42. CANCER ANTIGEN 15-3 K226 CA 15-3 (M12) EIA DE/CA64/00115886
43. OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA DE/CA64/00115887
44 | ®HUMAN CHORIONIC GONADOTROPIN (INCL. —_— free B-HCG EIA DE/CA64/00115888
SUBUNIT)
45. CYFRA 21-1 K236 CYFRA 21-1 EIA DE/CA64/00115889
46. SQUAMOUS CELL CARCINOMA ANTIGEN K237 SCC (A) EIA DE/CA64,/00115890
47 | PREGNANCY ASSOCIATED PLASMA PROTEIN - K238 PAPP-A EIA DE/CA64/00115892
A (DOWNS)

48. OTHER OTHER TUMOUR MARKERS K239 HE4 EIA DE/CA64/00115893
49, CANCER ANTIGEN 242 K243 CA242 EIA DE/CA64/00115894
50. OTHER PREGNANCY TESTING HORMONES K245 AMH EIA DE/CA64/00115896

The above-mentioned medical products are marked with the CE symbol.

Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from the database www.dimdi.de (German Medical Device Information and Database System (DMIDS))
Gilt nur mit :Auszug aus der Datenbank www.dimdi.de (Deutsches Medizinprodukte-Informations- und Datenbanksystem (DMIDS))
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Vertretung und Repriisentanz

Annex to the Certificate No.:

Anhang zum Zertifikat Nr.:

AR/IVD/XEMA LLC/01/2023

The following medical devices can be placed on the market in the Federal Republic of Germany, in the member states
of the European Economic Community (EEC) and in the other contract states of the agreement about the European Economic Area.

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland, in den Mitgliedsstaaten

der Europiischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden dinfen.

Nomenclature term Catalog No. Name of device DMIDS
Nomenklaturbezeichnung Katalog-Nr. Produktbezeichnung Registration number
#
Registriernummer
51. HUMAN PLACENTAL LACTOGEN HPL K246 Placental lactogen EIA DE/CA64/00115897
52. C-REACTIVE PROTEIN K250 CRP EIA DE/CA64/00115898
53. C-PEPTIDE K267C C-peptide EIA DE/CA64/00115900
54. INSULIN K267N Insulin EIA DE/CA64/00115901
55. SEX HORMONE BINDING GLOBULIN K268 SHBG EIA DE/CA64/00115902
56. TROPONIN (T +1) K291 Troponin| EIA DE/CA64/00115903
57. LYME ANTIBODY IGG K118G Borelia burgdorferi IgG EIA DE/CA64/00115904
58. LYME ANTIBODY IGM K118M Borelia burgdorferi IgM EIA DE/CA64/00115905
K108V Epstein-Barr virus VCA IgG EIA
K108VM Epstein-Barr virus VCA IgM EIA DE/CA64 /00115906
9,
R B ' BODIES K108N Epstein-Barr virus EBNA IgG EIA
The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.
?.,ozwadau)
9%
Represented in the EC by: .3 Date: March 07, 2023
Polmed.de Beata Rozwadowska —_—
Fichtenstr. 12A, 90763 Fiwrth, Germany
email: info@polmed.de
Tel: +49 911 93163967
SRN: DE-AR-000006947 Polmed.de

Valid with the Extract from the database www.dimdi de (German Medical Device Information and Database System (DMIDS))
Gilt mur mit :Auszug aus der Datenbank www. dimdi de (Deutsches Medizinprodukte-Informations- und Datenbank system (DMIDS))




S
Ukr Cert
TOB «YKPMEACEPT»

CEPTUDIKAT

IIPO BIATIOBIAHICTL CHCTeMU yIIPaBAIHHS SIKiCTIO

3apeectpoBanmii y Peecrpi

«29» yepBusa 2022 p.

Ne UA.SM.214-21

Hivicanii 1o «03» ceprns 2024 p.
Iepme Bupanns: «04» cepunst 2021 p.

UM CEPTU®IKATOM BIATTOBIIHOCTI ITOCBIIUYYETHCS,
10 CUCTEMA VITIPABJIIHHSA IKOCTI CTOCOBHO

NPOEKTYBaHHsI Ta PO3p00.JieHHsl, BADOOHUITBA TAa TUCTPHOYIi
MeIMYHHX BHPOOIB Jisl JiarHOCTHKH in Vitro

BIIPOBA/P)KCHA.:

TOB «XEMA»

3a ajipecoro: ByJI. Akajaemika €gpemona, 23, m. Kuis, 03179, Ykpaina

BignoBinae Bumoram ISO 13485:2016;
ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT).

Kontposns BiamoBigHOCTi cepTU(IKOBAHOI CHCTEMH YIPaBIiHHA AKICTIO BUMOTAaM 3a3HAYEHOTO CTaHJapTy
3MIACHIOETBCS IUIXOM HArVIsLy, NEepiOJMYHICTh i MpOLENYpH SKOTO PEerjiaMeHTYIOTECS MpOLeTypaMi
Oprasy 3 OLIIHKH BiJIIOBi{HOCTI.

Ceprudikar Bumano OprasoM 3 oOwniHKM BignosigHocti TOB «YKPME/JICEPT», akpenuroBanum
HarioHalpbHUM areHTCTBOM 3 akpemuTanii Ykpainm, arectatr Big 24.12.2019 Ne 80047, ajpeca:
By [lparomaHoBa, OymumHoK 1-A, od. 2, M. KwuiB, 02059, Vkpaina, Tem/bpaxc: +38-067-595-02-30,
https://ukrmedcert.org.ua. :

JupekTop

Unnnicrs cepradirara sixmopixnocti moxna nepesipurn B Peccrpi na caiiri https://ukrmedcert.org.ua
Ta 32 TeJ1. +38-067-595-02-30



Instruction for use

A solid-phase enzyme immunoassay kit

for the quantitative determination of

thyroid microsomal antibodies in human serum or plasma

aTPO EIA

Catalogue number K131

W% For 96 determinations c € v
IVD

In vitro diagnostic medical device

XEMA LLC

u Akademika Yefremova St. 23 [EC|REP] Authorized Representative in EU:
03179, Kyiv, Ukraine Polmed.de Beata Rozwadowska
tel..+38 044 422-62-16 Fichtenstr. 12A, 90763 Fuerth, Germany
tel..+38 044 294-69-78 tel:+49911 931639 67
E-mail: qa@xema.com.ua E-mail: info@polmed.de

www.xema.com.ua www.polmed.de
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K131IE

Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
thyroid microsomal antibodies in human serum or plasma
aTPO EIA

1. INTENDED USE

The aTPO EIA kit is an enzyme immunoassay, intended for the quantitative
determination of thyroid microsomal antibodies in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Anti-TPO antibodies (formerly — thyroid microsomal antibodies) are directed against
a target protein - thyroid peroxidase (TPO) - located in the smooth endoplasmic
reticulum of thyroid cells. The presence of anti-TPO antibodies in serum is associated
with thyroid autoimmune diseases (Graves’ disease and Hashimoto’s thyroiditis). Anti-
TPO antibodies mostly belong to the IgG class.

Low to moderate levels of serum anti-TPO antibodies can be found in some other
autoimmune pathology (eg systemic lupus erythematosus or Sjogren syndrom) and,
rarely, in apparently healthy subjects (especially elderly women). Anti-TPO antibodies
are more sensitive in diagnosis of thyroid autoimmune diseases than anti-thyroglobulin
(anti-TG) antibodies. However, in some cases anti-TG positive sera may be negative for
anti-TPO. Therefore, combined determination of both types of anti-thyroid antibodies
(anti-TPO + anti-TG) provides a more sensitive laboratory diagnostic tool for thyroid
autoimmunity.

3. PRINCIPLE OF THE TEST

The determination of the anti-TPO antibodies (aTPO) is based on the indirect enzyme
immunoassay principle. On the inner surface of the microplate wells are immobilized
antigen TPO. Second antibodies — murine monoclonal anti-IgG antibodies conjugated
to the horseradish peroxidase is used as enzyme conjugate. The analysis procedure
includes three stages of incubation:

- during the first stage specific to antigen TPO antibodies from the specimen are
bound by antigens coated onto the microwell surface;

- during the second stage horseradish peroxidase-conjugated murine monoclonal
antibodies bind to the antigen-antibody complexes, fixed in the formed at the previous
stage complexes;

- during the third stage, the complexes formed due to the reaction with the
chromogen 3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. The optical density in the microwell is directly related to the
quantity of the measured specific autoantibodies to thyroperoxidase in test specimen.

The concentration is determined according to the calibration graph of the dependence
of the optical density on the content of anti-TPO antibodies in the calibration samples.

Document: K131IE Instruction version/date: 2023.10
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K131IE

5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm or 450\620-680 nm wavelength;
- dry thermostat for +37°C+2°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 pL;

- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies
to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be considered as
potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

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

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.

Document: K131IE Instruction version/date: 2023.10
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...4+8°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below, do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation
The aTPO EIA kit should be transported in the manufacturer’s packaging at

+2...48°C. Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage
The aTPO EIA kit should be stored in the manufacturer’s packaging at +2...+8°C.

Do not freeze.

The kit contains reagents sufficient for 96 determinations including Calibrators and

Control Serum.

Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.
In case of partial use of the kit, the components should be stored in the following way:

- strips that remain unused must be carefully sealed with the plate sealing tape and
stored at +2...+8°C within 2 months;

- EIA Buffer, Substrate Solution, Stop Solution, and Washing Solution concentrate
after opening the vial, can be stored tightly closed at +2...+8°C until the kit’s shelf
life;

- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be
stored tightly closed at +2...+8°C within 2 months

- diluted Washing Solution can be stored at room temperature (+18...4+25°C) for up to
5 days or at +2...+8°C for up to 14 days.

Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal

Expired kit components, used reagents and materials, as well as residual samples
must be inactivated and disposed of in accordance with legal requirements.
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9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to
reach room temperature (+18...+25 °C) for at least 30 minutes before use.

9.2. Microplate preparation
Open the package with the microplate and install the required number of strips into

the frame. Unused strips must be sealed with plate sealing tape to prevent moisture
from affecting the plate’s holes and placed back in the bag.

9.3. Washing solution preparation
Add the contents of the 30 mL washing solution concentrate vial to 750 mL of

distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of washing solution concentrate and dilute it 26 times with distilled or
deionized water.

The spending of the components in case of partial use of the kit is given in the table:
Quantity of
strips
Volume of
the washing
solution con-
centrate, mL

Volume of
water, mL

9.4. Samples preparation

Dilute samples using EIA buffer 101 fold (for example, add to the vial 5 pL of the test
sample + 500 pL EIA buffer).

If suggested analyte concentration in the sample exceeds the 1000 IU/mL, additionally
dilute this sample accordingly, using EIA buffer. Use of other buffers or reagents for
sample dilution may lead to incorrect measurement.

NOTE: in order to obtain reliable results, we recommend to use several successive dilutions of
biological fluids.

Do n il ntrol Serum an librators!

1 2 3 4 5 6 7 8 9 10 11 12

2.5 5 7.5 10 | 125 15 |(17.5| 20 |225| 25 |27.5| 30

62.5 | 125 |187.5| 250 [312.5| 375 [437.5| 500 [562.5| 625 [687.5| 750

10. ASSAY PROCEDURE

10.1 Put the desired number of strips into the frame based on the number of test
samples in 2 replicates and 12 wells for Calibrators and Control Serum (2 wells for
each Calibrator (CAL 1-5) and 2 wells for Control Serum (Q)).

10.2 Dilute the test samples as described in 9.4.

10.3 Dispense 100 pL of Calibrators and Control Serum as well as 100 pL of
diluted test serum/plasma samples (SAMP) to the wells of the microplate
according to the scheme below. The introduction of Calibrators, Control Serum
and test samples should be carried out within 5 minutes to ensure equal
incubation time for the first and last samples.

NOTE: during performing several independent series of tests, Calibrators, and Control
Serum should be used each time.

Document: K131IE Instruction version/date: 2023.10



10.4

10.5

10.6
10.7
10.8

10.9

10.10

10.11

10.12

10.13

XEMA

Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 10 | 11 | 12
CAL1 | CAL1 | SAMP3 | SAMP3 |SAMP11|SAMP11
CAL2 | CAL2 | SAMP4 | SAMP4 |SAMP12(SAMP12
CAL3 | CAL3 | SAMP5 | SAMP5 |[SAMP13|{SAMP13

CAL4 | CAL4 | SAMP6 | SAMP6 |SAMP14|{SAMP14
CAL5 | CAL5 | SAMP7 | SAMP7 |SAMP15|SAMP15

Q Q |sAmP8| samMp8
SAMP1|SAMP1| SAMPS | SAMP9

O|mmoOolO|m|>

H |SAMP2|SAMP2|SAMP10|SAMP10

Carefully mix the contents of the microplate in a circular motion on a horizontal

surface, cover strips with a plate sealing tape and incubate for 30 minutes at
+37°C.

At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 3 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on
the absorbent paper. For the automatic washer/analyzer, the Washing Solution
volume can be increased to 350 pL.

Add 100 pL of Conjugate Solution to all wells.
Cover strips with a plate sealing tape and incubate for 30 minutes at +37°C.

At the end of the incubation period, aspirate and wash each well 5 times as
described in 10.5.

Add 100 pL of Substrate Solution to all wells. The introduction of the Substrate
Solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...+25°C) for 15 minutes.

Add 100 pL of Stop Solution to all wells in the same order as the Substrate
Solution. After adding the Stop Solution, the contents of the wells turn yellow.

Read the optical density (OD) of the wells at 450nm and reference light filters
620-680 nm using a microplate photometer within 5 minutes of adding the stop
solution. Set photometer blank on CAL1.

Plot a calibration curve in linear coordinates: (x) is the concentration of aTPO
IU/mL in the calibrators, (y) — OD versus aTPO concentration (OD 450 nm /
620-680 nm). Manual or computerized data reduction is applicable at this stage.
Point-by-point or linear data reduction is recommended due to non-linear shape
of curve.

Determine the corresponding concentration of aTPO in tested samples from the
calibration curve. In the case of preliminary dilution of the test sample (see 9.4),
the obtained result should be multiplied by the dilution factor.
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10.14 The aTPO EIA kit can be used for screening. For this purpose, it is necessary to
add 100 pL of Calibrator CAL1 to the wells of the microplate in duplicates, and
100 pL of Calibrator CAL2 30 IU/mL to other wells in duplicates, to the rest wells -
100 pL of diluted tested samples. Compare the value of OD of each tested serum
(plasma) sample with the OD of calibrator CAL2 30 IU/ml (IU/ml) (ODC). If the
OD value of the test sample is higher than the ODC value (+10%), then the
result should be considered as POSITIVE (more than 30 IU/ml aTPO). If the OD
value of the tested sample is lower than the ODC value (-10%), then the result
should be considered as NEGATIVE. If the OD value of the tested sample is within
£ 10%, then this result should be considered EQUIVOCAL.

11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 0.15, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone
- all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
aTPO. Based on data obtained by XEMA, the following normal range is recommended
(see below).

NOTE: values of aTPO concentrations in the tested samples that are below the LoD (2.5 IU/
mL) and also exceed the value of the upper calibrator (1000 IU/mL) should be provided in the
following form: «the aTPO concentration of tested sample X is «lower than 2.5 IU/mL» or «higher
than 1000 IU/mL».

Units, 1U/mL
Sex, age . .
Lower limit Upper limit
Males - 30
Females - 30
Females >50 yrs - 50

13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1 Precision of Measurement

Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA kit.

Sample Concentration, 1U/mL WV, %
1 322.4 6.74
2 175.2 5.62
Document: K131IE Instruction version/date: 2023.10



XEMA

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

1 341.6 7.15
2 181.7 4.48

Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

1 352.6 358.4 360.1 2.1
2 182.6 198.7 200.4 6.1

13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the measurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.

13.1.3 Linearity
Linearity was determined using sera samples with known aTPO concentration (low

and high) and mixing them with each other and buffer solution in different proportions.
According to the measurements, linear range of kit is 30-300 IU/mL £10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest aTPO concentration in the serum or plasma
sample that is detected by the aTPO EIA kit is no lower than 2.5 IU/mL.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the sample
that is determined quantitatively with the declared trueness for aTPO EIA kit is 20 IU/
mL.

13.1.5 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin
in @ concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
autoantibodies to thyroglobulin in human serum or plasma
aTGEIA

1. INTENDED USE

The aTG EIA kit is an enzyme immunoassay, intended for the quantitative
determination of autoantibodies to thyroglobulin in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Thyroglobulin (TG) is a well known target for autoantibodies occurring in thyroid
autoimmunity (Graves’ disease and Hashimoto’s thyroiditis). Anti-TG antibodies mostly
belong to the IgG class. Low to moderate levels of anti-TG antibodies can be found in sera
of other autoimmune patients (eg systemic lupus erythematosus or Sjogren syndrome).

In some cases anti-TG positive sera may show negativity for other type of anti-
thyroid antibodies — anti-TPO. Therefore, combined determination of both types of anti-
thyroid antibodies (anti-TPO + anti-TG) provides most sensitive laboratory diagnostic
tool for thyroid autoimmunity. Separately from autoimmunity, anti-TG antibodies may
develop in patients suffering from thyroid cancer. High level of anti-TG in such patients
may interfere with correct determination of serum thyroglobulin which serves as tumour
marker for therapy control in this group of patients.

3. PRINCIPLE OF THE TEST

The determination of the anti-TG antibodies (aTG) is based on the indirect enzyme
immunoassay principle. On the inner surface of the microplate wells are immobilized
antigen Thyroglobulin. Second antibodies - murine monoclonal anti-IgG antibodies
conjugated to the horseradish peroxidase is used as enzyme conjugate. The analysis
procedure includes three stages of incubation:

- during the first stage specific to antigen anti-TG antibodies from the specimen are
bound by antigens coated onto the microwell surface;

- during the second stage horseradish peroxidase-conjugated murine monoclonal
antibodies bind to the antigen-antibody complexes, fixed in the formed at the previous
stage complexes;

- during the third stage, the complexes formed due to the reaction with the chromogen
3,3',5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. The optical density in the microwell is directly related to the
quantity of the measured specific autoantibodies to thyroglobulin in test specimen.

The concentration is determined according to the calibration graph of the dependence
of the optical density on the content of anti-TG antibodies in the calibration samples.
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm or 450\620-680 nm wavelength;
- dry thermostat for +37°Cx1°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 pL;

- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies
to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be considered as
potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

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

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...4+8°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below; do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation
The aTG EIA kit should be transported in the manufacturer’s packaging at +2...+8°C.

Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage

The aTG EIA kit should be stored in the manufacturer’s packaging at +2...+8°C. Do
not freeze.

The kit contains reagents sufficient for 96 determinations including Calibrators and

Control Serum.

Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.
In case of partial use of the kit, the components should be stored in the following way:

- strips that remain unused must be carefully sealed with the plate sealing tape and
stored at +2...4+8°C within 2 months;

- EIA Buffer, Substrate Solution, Stop Solution, and Washing Solution concentrate
after opening the vial, can be stored tightly closed at +2...+8°C until the kit’s shelf
life;

- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be
stored tightly closed at +2...+8°C within 2 months

- diluted Washing Solution can be stored at room temperature (+18...4+25°C) for up to
5 days or at +2...+8°C for up to 14 days.

Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal

Expired kit components, used reagents and materials, as well as residual samples
must be inactivated and disposed of in accordance with legal requirements.
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9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to
reach room temperature (+18...4+25 °C) for at least 30 minutes before use.

.2. Microplate preparation
Open the package with the microplate and install the required number of strips into
the frame. Unused strips must be sealed with plate sealing tape to prevent moisture
from affecting the plate’s holes and placed back in the bag.

9.3. Washing solution preparation

Add the contents of the 22 mL washing solution concentrate vial to 550 mL of
distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of washing solution concentrate and dilute it 26 times with distilled or
deionized water.

The spending of the components in case of partial use of the kit is given in the table:
Quantity of
strips
Volume of
the washing
solution con-
centrate, mL

Volume of
water, mL

9.4. Samples preparation

Dilute samples using EIA buffer 101 fold (for example, add to the vial 5 pL of the test
sample + 500 pL EIA buffer).

If suggested analyte concentration in the sample exceeds the 3000 IU/mL, additionally
dilute this sample accordingly, using EIA buffer. Use of other buffers or reagents for
sample dilution may lead to incorrect measurement.

NOTE: in order to obtain reliable results, we recommend to use several successive dilutions of
biological fluids.

Do n il ntrol Serum an librators!

1 2 3 4 5 6 7 8 9 10 11 12

1.8 3.6 54 | 7.2 9 10.8 | 12.6 | 144 | 16.2 | 18 |19.8 | 22

45 90 135 | 180 | 225 | 270 | 315 | 360 | 405 | 450 | 495 | 550

10. ASSAY PROCEDURE

10.1 Put the desired number of strips into the frame based on the number of test
samples in 2 replicates and 12 wells for Calibrators and Control Serum (2 wells for
each Calibrator (CAL 1-5) and 2 wells for Control Serum (Q)).

10.2 Dilute the test samples as described in 9.4.

10.3 Dispense 100 pL of Calibrators and Control Serum as well as 100 pL of
diluted test serum/plasma samples (SAMP) to the wells of the microplate
according to the scheme below. The introduction of Calibrators, Control Serum
and test samples should be carried out within 5 minutes to ensure equal
incubation time for the first and last samples.

NOTE: during performing several independent series of tests, Calibrators, and Control
Serum should be used each time.
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10.5

10.6
10.7
10.8

10.9

10.10

10.11

10.12

10.13

XEMA

Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 10 | 11 | 12
CAL1 | CAL1 | SAMP3 | SAMP3 |SAMP11|SAMP11
CAL2 | CAL2 | SAMP4 | SAMP4 |SAMP12|SAMP12
CAL3 | CAL3 | SAMP5 | SAMP5 |[SAMP13|SAMP13
CAL4 | CAL4 | SAMP6 | SAMP6 |[SAMP14|SAMP14
CAL5 | CAL5 | SAMP7 | SAMP7 |[SAMP15(SAMP15

Q Q SAMP8 | SAMP8
SAMP1|SAMP1| SAMP9 | SAMP9
H |SAMP2|SAMP2|SAMP10[SAMP10

QMmO |m|>

Carefully mix the contents of the microplate in a circular motion on a horizontal

surface, cover strips with a plate sealing tape and incubate for 30 minutes at
+37°C.

At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 3 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on
the absorbent paper. For the automatic washer/analyzer, the Washing Solution
volume can be increased to 350 pL.

Add 100 pL of Conjugate Solution to all wells.
Cover strips with a plate sealing tape and incubate for 30 minutes at +37°C.

At the end of the incubation period, aspirate and wash each well 5 times as
described in 10.5.

Add 100 pL of Substrate Solution to all wells. The introduction of the Substrate
Solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...4+25°C) for 15 minutes.

Add 100 pL of Stop Solution to all wells in the same order as the Substrate
Solution. After adding the Stop Solution, the contents of the wells turn yellow.

Read the optical density (OD) of the wells at 450nm and reference light filters
620-680 nm using a microplate photometer within 5 minutes of adding the stop
solution. Set photometer blank on CAL1.

Plot a calibration curve in linear coordinates: (x) is the concentration of
aTG IU/mL in the calibrators, (y) — OD versus aTG concentration (OD 450 nm /
620-680 nm). Manual or computerized data reduction is applicable at this stage.
Point-by-point or linear data reduction is recommended due to non-linear shape
of curve.

Determine the corresponding concentration of aTG in tested samples from the
calibration curve. In the case of preliminary dilution of the test sample (see 9.4),
the obtained result should be multiplied by the dilution factor.
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11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 0.15, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
aTG. Based on data obtained by XEMA, the following normal range is recommended
(see below).

NOTE: values of aTG concentrations in the tested samples that are below the LoD (5.0 IU/mL)
and also exceed the value of the upper calibrator (3000 IU/mL) should be provided in the following
form: «the aTG concentration of tested sample X is «lower than 5.0 IU/mL» or «higher than 3000

IU/mL».

Males - 100
Females - 100
Females >50 yrs - 150

13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1 Precision of Measurement

Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA Kkit.

1256.9 2.46
2 110.7 5.39

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

1264.5 4.33
2 107.9 6.43

Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

1270.5 1262.8 1276.6 0.54
433 109.4 114.5 118.5 4.00
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13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the measurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.

13.1.3 Linearity

Linearity was determined using sera samples with known aTG concentration (low
and high) and mixing them with each other and buffer solution in different proportions.
According to the measurements, linear range of kit is 100-3000 IU/mL £10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest aTG concentration in the serum or plasma
sample that is detected by the aTG EIA kit is no lower than 5 IU/mL.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the sample
that is determined quantitatively with the declared trueness for aTG EIA kit is 100 IU/
mL.

13.1.5 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin
in @ concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.
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4. Hakaz MO3 VYkpainnm N2325 Big 08.06.2015 «[po 3aTBepAxeHHs [epxxaBHUX
CcaHiTapHO-nNpoTuenigeMiyHMx npaBua i HOPM LWOAO MOBOAXEHHS 3 MeAUYHUMU
BiaAXxoaamMmm».

5. MNocraHoBa KMY Big 02 xoBTHA 2013p. N2754 «[po 3aTBepAXXeHHS TeXHi4YHOro
pernameHTy WoA0 MeANYHUX BUPOLIB ANs AiarHOCTUKM in vitro».
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caHiTapii, npoTuenigemMiyHoOro pexumy i ocobucToi riricHn npu poboTi B nabopaTtopisx
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
thyroid stimulating hormone
in human serum or plasma
TSHEIA

1. INTENDED USE

The TSH EIA kit is an enzyme immunoassay, intended for the quantitative
determination of thyroid stimulating hormone in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Thyroid stimulating hormone (TSH) is a glycoprotein with molecular weight ca.30
kDa which is secreted by hypophysis. A molecule of TSH consists of two noncovalently
bound subunits: a and B. B-subunit determines biological activity and immunological
specificity of TSH.

TSH stimulates thyroid gland to secrete thyroid hormones. When the concentration
of these hormones in blood serum increases secretion of TSH is inhibited; on the
contrary, when the level of thyroid hormones decreases, in the pituitary gland, the
release of TSH increases, and therefore the production and release increases thyroid
hormones.TSH secretion is subject to circadian rhythms with highest levels seen early
in the morning (6 a.m.). Changes of TSH blood level during a day are not significant;
nevertheless, if the results do not correspond with clinical status and other laboratory
data, it is recommended to take and test another blood sample.

Determination of TSH level in serum is recommended in the following states and
conditions:

1) diagnostics of dysfunction of the thyroid gland;

2) hypothyroidism (TSH level is increased. The diagnosis is confirmed by low
concentrations of total and free T4 and T3. In mild subclinical forms when T4 and T3
levels are within normal ranges, determination of TSH concentration is critical);

3) hyperthyroidism (synthesis and secretion of TSH are inhibited); monitoring of
replacement therapy;

4) screening for congenital hypothyroidism (on the fifth day of life, the level is
determined TSH in a blood spot on filter paper or in blood serum). TSH level elevated
at birth (up to 35 mIU/L), but after a few days it decreases to basal (both in boys and
in girls).

Serum TSH level is elevated during pregnancy, after physical stress, in individuals
with lowered blood pressure and lowered temperature. Secretion of TSH is inhibited
by Cortisol and Growth hormone. Low TSH levels are often seen in elderly people,
in patients with chronic renal insufficiency, liver cirrhosis, in retardation of sexual
development, in secondary amenorrhea, Cushing syndrome, acromegaly.
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3. PRINCIPLE OF THE TEST

The determination of TSH is based on the two-site sandwich enzyme immunoassay
principle. On the inner surface of the microplate wells are immobilized specific murine
monoclonal antibodies to B-chain of human TSH. Second antibodies - Fab 2 fragment of
murine monoclonal antibodies to human TSH conjugated to the horseradish peroxidase
is used as enzyme conjugate.

The analysis procedure includes two stages of incubation:

- during the first stage TSH from the specimen is captured by the antibodies coated
onto the microwell surface, as well as horseradish peroxidase-conjugated monoclonal
antibodies bind to free epitopes of immobilized TSH;

- during the second stage, the complexes formed due to the reaction with the
chromogen 3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. The optical density in the microwell is directly related to the
quantity of the measured TSH in the serum specimen (plasma). The concentration is
determined according to the calibration graph of the dependence of the optical density
on the content of TSH in the calibration samples.
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm wavelength or 450\620-680 nm;
- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 pL;

- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies
to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be considered as
potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

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

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...+8°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below, do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation
The TSH EIA kit should be transported in the manufacturer’s packaging at +2...+8°C.

Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage
The TSH EIA kit should be stored in the manufacturer’s packaging at +2...+8°C. Do
not freeze.
The kit contains reagents sufficient for 96 determinations including Calibrators and
Control Serum.
Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.
In case of partial use of the kit, the components should be stored in the following way:
- strips that remain unused must be carefully sealed with the plate sealing tape and
stored at +2...+8°C within 2 months;
- Substrate Solution, Stop Solution, and Washing Solution concentrate after opening
the vial, can be stored tightly closed at +2...+8°C until the kit’s shelf life;
- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be
stored tightly closed at +2...+8°C within 2 months.
NOTE: Single freezing of Calibrators and Control Serum in aliquots is allowed.
- diluted Washing Solution can be stored at room temperature (+18...425°C) for up to
5 days or at +2...+8°C for up to 14 days.
Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal
Expired kit components, used reagents and materials, as well as residual samples
must be inactivated and disposed of in accordance with legal requirements.
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9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to
reach room temperature (+18...4+25 °C) for at least 30 minutes before use.

.2. Microplate pr ration
Open the package with the microplate and install the required number of strips into
the frame. Unused strips must be sealed with plate sealing tape to prevent moisture
from affecting the plate’s holes and placed back in the bag.

9.3. Washing Solution preparation
Add the contents of the 22 mL Washing Solution concentrate vial to 550 mL of

distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of Washing Solution concentrate and dilute it 26 times with distilled
or deionized water.

The spending of the components in case of partial use of the kit is given in the table:

Quantity of
strips
Volume of
the Washing
Solution con-
centrate, mL

1 2 3 4 5 6 7 8 9 10 11 12

1.8 | 3.6 | 54 | 7.2 9 10.8 | 12.6 | 14.4 | 16.2 | 18 |19.8 | 22

Volume of 45 | 90 | 135 | 180 | 225 | 270 | 315 | 360 | 405 | 450 | 495 | 550
water, mL

9.4. Samples preparation

If suggested analyte concentration in the sample exceeds the 20 mIU/L, additionally
dilute this sample accordingly, using (Calibrator C1). Use of other buffers or reagents for
sample dilution may lead to incorrect measurement.

NOTE: in order to obtain reliable results, we recommend to use several successive dilutions of
the blood serum (plasma) sample

Do not dilut ntrol Serum an librators!

10. NPOBEAEHHA AHANI3Y

10.1 Put the desired number of strips into the frame based on the number of test
samples in 2 replicates and 14 wells for Calibrators and Control Serum (2 wells for
each Calibrator (CAL 1-6) and 2 wells for Control Serum (Q)).

10.2 If necessary, dilute the test samples as described in 9.4.
10.3 Dispense 100 pL of Conjugate Solution to all wells.

10.4 Dispense 50 pL of Calibrators and Control Serum as well as 50 pL of test
serum/plasma samples (SAMP) to the wells of the microplate according to the
scheme below. The introduction of Calibrators, Control Serum and test samples
should be carried out within 5 minutes to ensure equal incubation time for the
first and last samples.

NOTE: during performing several independent series of tests, Calibrators, and Control
Serum should be used each time.
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10.5

10.6

10.7

10.8

10.9

10.10

10.11

Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 (10 | 11 | 12
CAL1 | CAL1 | SAMP2 | SAMP2 [SAMP10|SAMP10
CAL2 | CAL2 | SAMP3 | SAMP3 [SAMP11|SAMP11
CAL3 | CAL3 | SAMP4 | SAMP4 [SAMP12|SAMP12
CAL4 | CAL4 | SAMP5 | SAMP5
CALS5 | CAL5 | SAMP6 | SAMP6
CAL6 | CAL6 | SAMP7 | SAMP7
Q Q SAMP8 | SAMP8
H |SAMP1|SAMP1| SAMP9 | SAMP9

QMmO |m|>

Carefully mix the contents of the microplate in a circular motion on a horizontal

surface, cover strips with a plate sealing tape and incubate for 90 minutes at
room temperature (+18...+25°C).

At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 5 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on the
absorbent paper. For the automatic washer/analyzer, the wash solution volume
can be increased to 350 pL.

Add 100 pL of Substrate Solution to all wells. The introduction of the Substrate
Solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...+25°C) for 20 minutes.

Add 100 pL of Stop Solution to all wells in the same order as the Substrate
Solution. After adding the Stop Solution, the contents of the wells turn yellow.

Read the optical density (OD) of the wells at 450nm and reference light filters
620-680 nm using a microplate photometer within 5 minutes of adding the Stop
Solution. Set photometer blank on CAL1.

Plot a calibration curve in linear coordinates: (x) is the TSH concentration in the
calibrators mIU/L, (y) - OD versus TSH concentration (OD 450 nm / 620-680
nm). Manual or computerized data reduction is applicable at this stage. Point-by-
point or linear data reduction is recommended due to non-linear shape of curve.

Determine the corresponding concentration of TSH in tested samples from the
calibration curve. In the case of preliminary dilution of the test sample (see 9.4),
the obtained result should be multiplied by the dilution factor.

11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 0.15, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).
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12. EXPECTED VALUES

Therapeutical consequences should not be based on the results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician
to elaborate therapeutically measures. Each laboratory should establish its own
normal range for TSH. Based on data obtained by XEMA, the following normal range is
recommended (see below).

NOTE: values of TSH concentrations in the tested samples that are below the LoD (0.04 mIU/L)
and also exceed the value of the upper Calibrator (20 mIU/L) should be provided in the following
form : «the TSH concentration of tested sample X is «lower than 0.04 mIU/L» or «higher than 20
mIU/L».

Healthy donors 0.3 4.0

13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

13.1.1 Precision of Measurement

Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA Kkit.

2.12
2 3.64 3.8

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

2.27 12.0
2 3.87 6.4

Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

2.32 2.02 1.81
2 3.71 3.56 3.32 5.6

13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the measurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.
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13.1.3 Linearity

Linearity was determined using sera samples with known TSH concentration (low
and high) and mixing them with each other and buffer solution in different proportions.
According to the measurements, linear range of kit is 0.2-10 mIU/L £10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest TSH concentration in the serum or plasma
sample that is detected by the TSH EIA kit is no lower than 0.04 mIU/L.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the
sample that is determined quantitatively with the declared trueness for TSH EIA kit is
0,15 mIU/L.

13.1.5 Hook Effect
Hook effect is absent for all samples up to reasonably foreseen concentrations
20 mIU/L.

13.1.5 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin
in a concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.

The cross-reactivity of TSH with other analytes is shown in the table:

Analyte Cross-reactivity, %
HCG <0.1
LH < 0.1
FSH <0.1
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
triiodothyronine in human serum or plasma
T3EIA
1. INTENDED USE

The T3 EIA kit is an enzyme immunoassay, intended for the quantitative
determination of triiodothyronine in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Triiodothyronine (T3) is a hormone with a molecular weight of 651 Da, 58% of
which is iodine. Thyroid hormones thyroxin (T4) and 3,5,3’-triiodothyronine (T3) exert
regulatory influences on growth, differentiation, cellular metabolism and development
of skeletal and organ systems. T4 and T3 in blood are found both in free and bound
form — mostly, they are bound to thyroxin binding globulin (TBG). Only free forms of
T3 and T4 exert hormonal activity also their percentage is very low - 0.3% for T3 and
0.03% for T4.

The concentration of T3 is much less than that of T4 but its metabolic activity is
about 3 times greater. About 80% of T3 is produced in peripheral tissues by deiodination
of T4, and only 20% is secreted by thyroid gland. That is why in hypothyroid patients
T3 level may for a long time remain on the lower limit of the normal range, because its
loss may be compensated by enhanced conversion of T4 into T3.

Determination of T3 level is most useful in T3-hyperthyroidism because 5-10% of
such patients do not show significant changes in T4 level while concentration of T3 is
highly elevated. Elevated T3 levels are seen in early thyroid hypofunction, after intake
of estrogens, oral contraceptives, heroin, methadone, during pregnancy.

Decreased concentrations of T3 are found in initial stage of hyperthyroidism,
acute and subacute thyroiditis, after intake of androgens, dexamethasone, salycilates.
Decreased concentrations of T3 are found in initial stage of hyperthyroidism, acute and
subacute thyroiditis, after intake of androgens, dexamethasone, salycilates.

3. TEST PRINCIPLE

The determination of triiodothyronine is based on the competition principle of the
enzyme immunoassay. On the inner surface of the microplate wells are immobilized
specific rabbit polyclonal to T3 antibodies. T3 conjugated to the horseradish peroxidase
is used as enzyme conjugate. The analysis procedure includes two stages of incubation:

- during the first stage T3 from the specimen competes with the conjugated T3 for
coating antibodies. As a result, a complex bounded to the solid phase and containing
peroxidase is formed.

- during the second stage, the complexes formed due to the reaction with the
chromogen 3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. The optical density in the microwell is inversely related to the
quantity of the measured T3 in the serum specimen (plasma).

The concentration is determined according to the calibration graph of the
dependence of the optical density on the content of T3 in the calibration samples.
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm wavelength;

- shaker maintaining a speed of 500 rpm for +37 °C+2°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 pL;
- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies
to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be considered as
potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

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

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...4+8°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below; do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation
The T3 EIA kit should be transported in the manufacturer’s packaging at +2...+8°C.

Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage

The T3 EIA kit should be stored in the manufacturer’s packaging at +2...+8°C. Do
not freeze.

The kit contains reagents sufficient for 96 determinations including Calibrators and
Control Serum.

Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.

In case of partial use of the kit, the components should be stored in the following way:
- strips that remain unused must be carefully sealed with the plate sealing tape and

stored at +2...+8°C within 2 months;
- Substrate Solution, Stop Solution, and Washing Solution concentrate after opening

the vial, can be stored tightly closed at +2...+8°C until the kit’s shelf life;
- Conjugate Concentrate, Conjugate Dilution Buffer, Calibrators and Control Serum

after opening the vial, can be stored tightly closed at +2...+8°C within 2 months;
- diluted Washing Solution can be stored at room temperature (+18...4+25°C) for up to

5 days or at +2...4+8°C for up to 14 days.

Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal
Expired kit components, used reagents and materials, as well as residual samples

must be inactivated and disposed of in accordance with legal requirements.
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9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to
reach room temperature (+18...425 °C) for at least 30 minutes before use.

9.2. Microplate preparation
Open the package with the microplate and install the required number of strips into

the frame. Unused strips must be sealed with plate sealing tape to prevent moisture
from affecting the plate’s holes and placed back in the bag.

9.3. Washing Solution preparation
Add the contents of the 22 mL Washing Solution concentrate vial to 550 mL of

distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of Washing Solution concentrate and dilute it 26 times with distilled
or deionized water.

9.4. Working conjugate solution preparation

Prepare a working conjugate solution by 2 dilutions of Conjugate Concentrate in
Conjugate Dilution Buffer (eg, 450 pL of concentrate + 450 pL of Conjugate Dilution
Buffer). In the case of partial use of the kit, take the necessary amount of Conjugate
Concentrate and dilute it 2 times with Conjugate Dilution Buffer, since the working
conjugate solution in a diluted form is not stored for a long time.

The spending of the components in case of partial use of the kit is given in the table:

Quantity of strips| 1 2 3 4 5 6 7 8 9 10 11 12

\Volume of the
Washing Solution| 1.8 3.6 5.4 7.2 9 10.8 | 12.6 | 14.4 | 16.2 18 19.8 22
concentrate, mL
\Volume of water,
mL

\Volume of Conju-
gate Concentrate/ 0.45| 0.9 |1.35| 1.8 |2.25| 2.7 | 3.15| 3.6 [4.05| 4.5 [495| 5.4
mL

\Volume of Conju-
gate Dilution 0.45| 0.9 |1.35| 1.8 [2.25| 2.7 |3.15| 3.6 [4.05| 4.5 |495| 54
Buffer, mL

45 90 | 135 | 180 | 225 | 270 | 315 | 360 | 405 | 450 | 495 | 550

10. ASSAY PROCEDURE

10.1 Put the desired number of strips into the frame based on the number of test
samples in 2 replicates and 12 wells for Calibrators and Control Serum (2 wells for
each calibrator (CAL 1-5) and 2 wells for control serum (Q)).

10.2 Prepare Working conjugate solution as described in 9.4.

10.3 Dispense 25 pL of Calibrators and Control Serum as well as 25 pL of test
serum/plasma samples (SAMP) to the wells of the microplate according to the
scheme below. The introduction of Calibrators, Control Serum and test samples
should be carried out within 5 minutes to ensure equal incubation time for the
first and last samples.

Note: during performing several independent series of tests, Calibrators, and Control Sample
should be used each time.
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Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 (10 | 11 | 12
CAL1 | CAL1 | SAMP3 | SAMP3 [SAMP11|SAMP11
CAL2 | CAL2 | SAMP4 | SAMP4 [SAMP12|SAMP12
CAL3 | CAL3 | SAMPS5 | SAMP5
CAL4 | CAL4 | SAMP6 | SAMP6
CALS5 | CAL5 | SAMP7 | SAMP7

Q Q SAMP8 | SAMP8
SAMP1(SAMP1| SAMPY | SAMP9
H |SAMP2|SAMP2|SAMP10|SAMP10

QO|mm{U|O|m|>

10.4 Dispense 100 pL of Working conjugate solution to all wells.

10.5 Carefully mix the contents of the microplate in a circular motion on a horizontal
surface, cover strips with a plate sealing tape and incubate for 60 minutes at
+37°C with continuous shaking 500 rpm.

10.6 At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 5 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on
the absorbent paper. For the automatic washer/analyzer, the Washing Solution
volume can be increased to 350 pL.

10.7 Add 100 pL of Substrate Solution to all wells. The introduction of the substrate
solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...+25°C) for 15 minutes.

10.8 Add 100 pL of Stop Solution to all wells in the same order as the substrate
solution. After adding the Stop Solution, the contents of the wells turn yellow.

10.9 Read the optical density (OD) of the wells at 450nm using a microplate photometer
within 5 minutes of adding the Stop Solution.

10.10 Plot a calibration curve in semi-logarithmic coordinates: (x) is the decimal
logarithm of the T3 concentration in the calibrators nmol/L, (y) — OD versus T3
concentration (OD 450 nm). Manual or computerized data reduction is applicable
at this stage. Point-by-point or linear data reduction is recommended due to non-
linear shape of curve. Adjust the concentration of CAL1 to an infinitesimally small
value, for example, 0.001 nmol/L.

10.11 Determine the corresponding concentration of T3 in tested samples from the
calibration curve.
11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 1.2, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).
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12. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone
- all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
T3. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

NOTE: values of T3 concentrations in the tested samples that are below the LoD (0.2 nmol/L)
and also exceed the value of the upper calibrator (15 nmol/L) should be provided in the following
form: «the T3 concentration of tested sample X is «lower than 0.2 nmol/L» or «higher than
15 nmol/L».

The concentration values of the T3 EIA kit calibrators are expressed in nmol/L. To
convert the concentration in ng/mL it is necessary to multiply by 0.65 the obtained
concentration value in nmol/L.

1 nmol/L = 0.65 ng/mL

Healthy donors 1.2 3.2 0.8 2.1

13. PERFORMANCE CHARACTERISTICS
13.1. Analytical performance characteristics
13.1.1 Precision of Measurement
Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA kit.

1 2.32 9.16
2 1.45 9.66

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

1 1.38 9.89
2 1.75 8.41

Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

1 2.12 2.02 2.27 13.9
2 1.56 1.44 1.81 15.6
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13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the measurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.

13.1.3 Linearity

Linearity was determined using sera samples with known T3 concentration (low
and high) and mixing them with each other and buffer solution in different proportions.
According to the measurements, linear range of kit is 0.75 =15 nmol/L £10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest T3 concentration in the serum or plasma
sample that is detected by the T3 EIA kit is no lower than 0.2 nmol/L.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the
sample that is determined quantitatively with the declared trueness for T3 EIA kit is
0.55 nmol/L.

3.1.5 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin
in @ concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.

The cross-reactivity of T3 with other analytes is shown in the table:

Analyte Cross-reactivity, %
L-Thyroxin 0.01
D-Thyroxin 0.04

14. REFERENCES
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4. MNoctaHoBa KMY Big 02 xoBTHS 2013p. N9754 «[po 3aTBEpAXEHHS TEXHIYHOro
pernameHTy WoA0 MeaAnYHUX BUPOobiB ANs AiarHOCTUKM in vitro».

5. HMAOM 85.14-1.09-81. lNpaBuna obnawTyBaHHS, TexHikn 6e3neku, BMPOOHMYOI
caHiTapii, npoTneniaeMiyHoro pexuMmy i ocobucToi ririeHn npu poboTi B nabopaTopisix
(BigaineHHsx, Bigainax) caHiTapHoenigeMionoriyHMx ycTtaHoB cuctemu MiHicTepcTBa
0XOpOoHM 3a0poB " 9 CPCP (HAOM 9.1.50-1.09-81)
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Instruction for use
A solid-phase enzyme immunoassay kit
for the quantitative determination of
thyroxin in human serum or plasma
T4 EIA

1. INTENDED USE

The T4 EIA kit is an enzyme immunoassay, intended for the quantitative
determination of thyroxin in human serum or plasma.
The field of application is clinical laboratory diagnostics.

2. GENERAL INFORMATION

Thyroxine (T4) and triiodothyronine (T3) are hormones that are produced by the
thyroid gland and circulate in the blood both free and bound - mainly with thyroxine-
binding globulin (TBG). Only free T3 and T4 are characterized by Hormonal activity,
but their share is very small: 0.03% of the total content for T4 and 0.3% - for T3.
Concentration of T4 in serum blood is the most accepted indicator of thyroid gland
function, which allows you to clearly distinguish between hyper-, hypo- and euthyroidism.

Increase of total T4 concentration is observed with hyperthyroidism, with pituitary
tumors, with conditions with elevated TSH levels (pregnancy, acute or chronic active
hepatitis, estrogen-secreting tumors or estrogen intake, genetically conditional
increase), while taking oral contraceptives, heroin, methadone, thyroid drugs, TSH,
thyroliberin.

Decrease of total T4 concentrationis observedin hypothyroidism, panhypopituitarism,
states of low levels of TSH (acromegaly, nephrotic syndrome, hypoproteinemia, chronic
liver disease, androgen-secreting tumors, or androgens, genetically determined
decrease), hemolysis, exercise, when taking amino salicylic and acetylsalicylic
acids, glucocorticoids, sulfonamides, cholestyramine, reserpine, potassium iodide,
trilodothyronine.

3. TEST PRINCIPLE

Determination of the thyroxine is based on competition principle of the enzyme
immunoassay. Microwells plate is coated with specific murine monoclonal to thyroxine
antibodies. Thyroxine conjugated to the horseradish peroxidase is used as enzyme
conjugate. The analysis procedure includes two stages of incubation:

- during the first stage thyroxine from the specimen competes with the conjugated
thyroxine for coating antibodies. As a result, a complex bounded to the solid phase and
containing peroxidase is formed.

- during the second stage, the complexes formed due the reaction with the
chromogen 3,3’,5,5'-tetramethylbenzidine are visualized.

After stopping the reaction with a stop solution, the intensity of the color of the
microwells is measured. Optical density in the microwell is inversely related to the
quantity of the measured thyroxine in the specimen of the serum (plasma).

The concentration is determined according to the calibration graph of the
dependence of the optical density on the content of thyroxine in the calibration samples.
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5. EQUIPMENT AND MATERIAL REQUIRED BUT NOT PROVIDED

- microplate photometer with 450 nm wavelength;

- dry thermostat for +37°C+2°C;

- automatic plate washer (optional);

- micropipettes with variable volume, range volume 5-1000 uL;
- graduated cylinder of 1000 mL capacity;

- distilled or deionized water;

- timer;

- vortex mixer;

- disposable gloves;

- absorbent paper.

6. WARNING AND PRECAUTIONS

In order to prevent incorrect results, strictly follow the recommended order and
duration of the analysis procedure.

6.1. The kit is for in vitro diagnostic use only. For professional laboratory use.

6.2. Follow the rules mentioned below during the kit using:

- do not use kit beyond expire date;

- do not use the kit if its packaging is damaged;

- in order to avoid contamination, use new tips to pipette samples and reagents;

- use only verified equipment;

- close each vial with its own cap, after using the reagent;

- do not use components of other kits or reagents of other manufacturers;

- do not let wells dry after completing the rinsing step; immediately proceed to the
next stage;

- avoid bubbles when adding reagents.

ATTENTION! The TMB substrate solution is light sensitive. Avoid prolonged
exposure of the component to light.

6.3. Some kit components, such as stop solution, substrate solution, and washing
solution, may cause toxic or irritant effects. If they get on the skin or mucosa, the
affected area should be washed with plenty of running water.

6.4. Allhuman products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined
by an appropriate national biohazard safety guidelines or regulations.

6.5. The Calibrators and Control Serum included in the kit are negative for antibodies
to HIV 1,2, hepatitis C virus and HBsAg, but the reagents should be considered as
potentially infectious material and handled carefully.

6.6. Specimens must not contain any azide compounds, as they inhibit activity of
peroxidase.

6.7. Wear protective gloves, protective clothing, eye protection, face protection.

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

6.9. Safety Data Sheet for this product is available upon request directly from
XEMA LLC.

6.10. Serious incidents related to the kit must be reported to the manufacturer,
Authorized Representative, and to the Competent Authority of the EU member state(s)
where the incident has occurred.
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7. SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE OF SAMPLES

7.1. Blood sampling should be carried out from the cubital vein with a disposable
needle using a vacuum blood sampling system. Serum or plasma specimens should
be clearly labeled and identified. Serum must be separated from the clot as early as
possible to avoid hemolysis of red blood cells. If there are any visible particles in the
sample, they should be removed by centrifugation at 3000-5000 rpm for 20 minutes at
room temperature or by filtration.

Don’t use samples with high lipidemia, hemolysis as they may give false test results.

7.2. Specimen should be stored at +2...+8°C up to 3 days. Specimen held for a
longer time, should be placed in a freezer at -15°C or below, do not refreeze/thaw
samples.

7.3. For the transportation of samples, it is recommended to use triple packaging.
The primary package is the labeled tube containing the sample. Secondary packaging
is a polyethylene bag that is hermetically closed with a zip-lock. The outer packaging
is a heat-insulating container, while the secondary packaging is placed in the outer
packaging for transportation in the center of the thermal container. Frozen refrigerants
are placed on the bottom, along the side walls of the thermal container, and cover the
samples with them.

8. TRANSPORTATION AND STORAGE TERMS OF KIT, WASTE DISPOSAL

Information about the singularity storage conditions, transportation of the kit, and
disposal of waste should be taken into account by all persons who participate in these
processes.

8.1. Transportation
The T4 EIA kit should be transported in the manufacturer’s packaging at +2...+8°C.

Single transportation at the temperature up to 25°C for 5 days is acceptable.

8.2. Storage

The T4 EIA kit should be stored in the manufacturer’s packaging at +2...+8°C. Do
not freeze.

The kit contains reagents sufficient for 96 determinations including Calibrators and
Control Serum.

Once opened test-kit is stable for 2 months when stored properly as intended by
manufacturer at 2-8°C.

In case of partial use of the kit, the components should be stored in the following way:
- strips that remain unused must be carefully sealed with the plate sealing tape and

stored at +2...+8°C within 2 months;
- Substrate Solution, Stop Solution, and Washing Solution concentrate after opening

the vial, can be stored tightly closed at +2...4+8°C until the kit's shelf life;
- Conjugate Solution, Calibrators and Control Serum after opening the vial, can be

stored tightly closed at +2...+8°C within 2 months;

NOTE: Single freezing of Calibrators and Control Serum in aliquots is allowed
- diluted washing solution can be stored at room temperature (+18...4+25°C) forup to 5

days or at +2...48°C for up to 14 days.

Kits that were stored in violation of the storage condition cannot be used.

8.3. Disposal

Expired kit components, used reagents and materials, as well as residual samples
must be inactivated and disposed of in accordance with legal requirements.
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9. REAGENTS PREPARATION

9.1. All reagents (including microstrips) and test samples should be allowed to
reach room temperature (+18...+25 °C) for at least 30 minutes before use.

9.2. Microplate preparation
Open the package with the microplate and install the required number of strips into

the frame. Unused strips must be sealed with plate sealing tape to prevent moisture
from affecting the plate’s holes and placed back in the bag.

9.3. Washing Solution preparation
Add the contents of the 22 mL Washing Solution concentrate vial to 550 mL of

distilled or deionized water and mix thoroughly. In case of partial use of the kit, take the
necessary amount of washing solution concentrate and dilute it 26 times with distilled or
deionized water.

The spending of the components in case of partial use of the kit is given in the table:
Quantity of
strips
Volume of
the Washing
Solution con-
centrate, mL

Volume of 45 | 90 | 135 | 180 | 225 | 270 | 315 | 360 | 405 | 450 | 495 | 550
water, mL

1 2 3 4 5 6 7 8 9 10 11 12

1.8 3.6 54 | 7.2 9 10.8 | 12.6 | 14.4 | 16.2 | 18 |19.8 | 22

10. ASSAY PROCEDURE

10.1 Put the desired number of strips into the frame based on the number of test
samples in 2 replicates and 12 wells for Calibrators and Control Serum (2 wells for
each calibrator (CAL 1-5) and 2 wells for control serum (Q)).

10.2 Dispense 25 pL of Calibrators and Control Serum as well as 25 pL of test
serum/plasma samples (SAMP) to the wells of the microplate according to the
scheme below. The introduction of Calibrators, Control Serum and test samples
should be carried out within 5 minutes to ensure equal incubation time for the
first and last samples.

Note: during performing several independent series of tests, Calibrators, and Control Sample
should be used each time.

Scheme of introduction of samples

1 2 3 4 5 6 7 8 9 (10 | 11 | 12
CAL1 | CAL1 | SAMP3 | SAMP3 [SAMP11|SAMP11
CAL2 | CAL2 | SAMP4 | SAMP4 [SAMP12(SAMP12
CAL3 | CAL3 | SAMP5 | SAMP5
CAL4 | CAL4 | SAMP6 | SAMP6
CALS5 | CAL5 | SAMP7 | SAMP7

Q Q |SAMP8 |SAMP8
SAMP1|SAMP1| SAMP9 | SAMP9
SAMP2 SAMP2|SAMP10(SAMP10

IO|mMmmMm(OO|m|>
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10.3 Add 100 pL of the Conjugate Solution to all wells.

10.4 Carefully mix the contents of the microplate in a circular motion on a horizontal

surface, cover strips with a plate sealing tape and incubate for 60 minutes at
+37°C.

10.5 At the end of the incubation period, remove and discard the plate cover. Aspirate
and wash each well 5 times using an automatic washer or an 8-channel dispenser.
For each washing, add 300 pL of Washing Solution (see 9.3) to all wells, then
remove the liquid by aspiration or decantation. The residual volume of the
Washing Solution after each aspiration or decantation should be no more than
5uL. After washing, carefully remove the remaining liquid from the wells on
the absorbent paper. For the automatic washer/analyzer, the Washing Solution
volume can be increased to 350 pL.

10.6 Add 100 pL of Substrate Solution to all wells. The introduction of the substrate
solution into the wells must be carried out within 2-3 minutes. Incubate the
microplate in the dark at room temperature (+18...+25°C) for 15 minutes.

10.7 Add 100 pL of Stop Solution to all wells in the same order as the substrate
solution. After adding the Stop Solution, the contents of the wells turn yellow.

10.8 Read the optical density (OD) of the wells at 450nm using a microplate photometer
within 5 minutes of adding the Stop Solution.

10.9 Plot a calibration curve in semi-logarithmic coordinates: (x) is the decimal
logarithm of the T4 concentration in the calibrators nmol/L, (y) - OD versus T4
concentration (OD 450 nm). Manual or computerized data reduction is applicable
at this stage. Point-by-point or linear data reduction is recommended due to non-
linear shape of curve. Adjust the concentration of CAL1 to an infinitesimally small
value, for example, 0.001 nmol/L.

10.10 Determine the corresponding concentration of T4 in tested samples from the
calibration curve.

11. TEST VALIDITY

The test run shall be considered valid if the OD of CAL1 is above 1.2, and the values
of the Control Serum fall into the required range (see Quality control Data Sheet).

12. EXPECTED VALUES

12.1. Therapeutical consequences should not be based on results of IVD
methods alone - all available clinical and laboratory findings should be used by a
physician to elaborate therapeutically measures. Each laboratory should establish its
own normal range for T4. Based on data obtained by XEMA, the following normal
range is recommended (see below). NOTE: the patients that have received murine
monoclonal antibodies for radioimaging or immunotherapy develop high titered anti-
mouse antibodies (HAMA). The presence of these antibodies may cause false results in
the present assay. Sera from HAMA positive patients should be treated with depleting
adsorbents before assaying

NOTE: values of T4 concentrations in the tested samples that are below the LoD (3.0 nmol/L)
and also exceed the value of the upper calibrator (320 nmol/L) should be provided in the following
form : «the T4 concentration of tested sample X is «lower than 3.0 nmol/L» or «higher than 320
nmol/L».
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12.2. The calibrators concentration values of the T4 EIA kit are expressed in nmol/L.
To calculate concentrations in pg/dl, the received concentration value in nmol/L shall be
multiplied by 0.0775.

1 nmol/L = 0.0775 ug/dl

Healthy donors 60 160 4.7 12.4
Males

>61 yrs | 60 | 129 | 4.7 | 10.0
Females

>61 yrs | 70 | 135 | 5.4 | 10.5
Children

1-5 yrs 90 190 7.0 14.7

6-10 yrs 83 170 6.4 13.2

>10 yrs 60 160 4.7 12.4

13. PERFORMANCE CHARACTERISTICS

13.1. Analytical performance characteristics

3.1.1 Precision of Measurement

Repeatability (Intra assay repeatability) was determined by evaluation the
coefficient of variation (CV) for 2 different samples during 1 day in 24 replicates on one
series of ELISA kit.

1 17.5 4.36
2 110.7 3.67

Reproducibility (Inter assay reproducibility) was determined by evaluating the
coefficients of variation for 2 samples during 5 days in 8-replicate determinations.

1 16.4 1.17
2 111.1 5.43

Reproducibility between lots was investigated by testing samples for one day on
three lots. Each sample was run in 8 replicates.

1 14.59 13.67 15.39 5.92
2 116.23 114.53 120.13 2.45
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13.1.2 Trueness

The trueness of measurement is the degree of closeness of the average value
obtained from a large number of measurement results to the true value. The bias of the
measurement result (bias of measurements) is the difference between the mathematical
expectation of the measurement result and the true value of the measurand. The
bias was calculated for each sample and it was determined that it corresponds to the
specified limits of £ 10%.

13.1.3 Linearity

Linearity was determined using sera samples with known T4 concentration (low
and high) and mixing them with each other and buffer solution in different proportions.
According to the measurements, linear range of kit is 0.75-15 nmol/L £10%.

13.1.4 Analytical sensitivity

Limit of detection (LoD) - the lowest T4 concentration in the serum or plasma
sample that is detected by the T4 EIA kit is no lower than 3 nmol/L.

Limit of quantification (LoQ) - the lowest concentration of the analyte in the sample
that is determined quantitatively with the declared trueness for T4 EIA kit is 32 nmol/L.

13.1.5 Analytical specificity

For the analysis result is not affected by the presence in the sample of bilirubin
in a concentration of up to 0.21 mg/mL and hemoglobin in a concentration of up to
10 mg/mL.

The cross-reactivity of T4 with other analytes is shown in the table:

Analyte Cross-reactivity, %
T3 0.5
D-Thyroxin 30
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Atlas Medical

Declaration Ref No: DC21-0249

CE Declaration of Conform ity

Date: 15.10.2021

Name and address of Manufacturer

Atlas Medical GmbH

Ludwig-Erhard-Ring 3, 15827 Blankenefelde-M ahlow

Germany .
Tel: +49(0)33708355030
Email: info@atlas-medical.com

Atlas Medical GmbH declared our his own responsibility that the following IVD medical devices:

Page 1 of 2

Product Code | Product Name ‘ GMDN code
8.17.003.0300 | Atlas Periodic Acid Schiff (PAS) Stain Kit, 3x100m| 43587
8.17.004.0300 Atlas Iron Stain Kit, 3x100m| 43587
8.17.009.1000 Atlas Gram Stain Kit 43733
8.17.010.0750 | Atlas ZN (Kinyoun) stain pack , 3x250m| 43587
8.15.144.0250 | Atlas ZN Decolouriser, 250 ml /Bottle 43587
8.17.015.0500 Atlas Diff-3 Stain. 43587
8.17.016.1000 | Atlas Papanicolau Stain Pack. 43587
8.17.110.0250 | Atlas Papanicolau Stain EA35, 250 m| /Bottle. 43587
8.17.111.0250 | Atlas Papanicolau Stain EA36, 250 m| /Bottle 43587
8.17.112.0250 | Atlas Papanicolau Stain EA65, 250 m| /Bottle. 43587
8.17.114.0250 | Atlas Papanicolau Stain EA50, 250 ml /Bottle. 43587 -
8.17.115.0250 | Atlas Papanicolau Stain OGS, 250 ml /Bottle. 43587
8.17.014.1000 Atlas Reticulocytes stain (Methylene Blue), 1000 m| 43587
/Bottle
8.15.037.0250 | Atlas Eosin Y (1%) Stain, 250 ml/Bottle 43587
8.15.038.0250 Atlas Eosin Y (5%) Stain, 250 ml/Bottle. 43587
8.15.041.0250 | Atlas Field Stain (Solution A), 250mi/Bottle 43587
8.15.042.0250 Atlas Field Stain (Solution B), 250ml/Bottle 43587
8.15.043.0750 | Atlas Field Stain Kit 3x250m| (250m| Fixing Reagent , 43587
250ml Eosin Reagent, 250m| Methylene Blue Reagent). .
8.15.047.0250 | Atlas Giemsa Stain, 250 ml/Bottle. 43587
8.15.059.0250 Atlas Haematoxylin Harris Stain , 250 ml/Bottle 43587
8.15.069.0250 | Atlas Leishman Stain , 250 ml/Bottle. 43587
8.15.069.1000 | Atlas Leishman Stain , 1000 ml/Bottle. 43587
8.15.074.0250 | Atlas Lugol's lodine, 250 ml/Bottle, 43587
8.15.078.0250 | Atlas May Grunwald Stain, 250 ml/Bottle. 43587
8.15.105.0250 Atlas New Methylene Blue for Reticulocytes, 250 43587
ml/Bottle.
8.15.143.0250 | Atlas Wright's Stain, 250 ml/Bottle. 43587
 8.15.146.0100 | Atlas Immersion oil, 100 Bottle/Box 43587
MRXDO10F.11

11.08.2021




Atlas Medical

Declaration Ref No: DC21-0249

Meets the essential requirments of In Vitro

EN ISO 13485 :2016, EN

Date: 15.10.2021

Diagnostic Medical Devices Directive S8/79/EC Annex |
And
18113-1, -2,:2011, EN ISO 15223:2016

EN ISO 14971:2019, EN ISO 23640:2015, ISO 2859/1:1999,
ENISO 13612:2002, EN 1SO 13641:2002 , EN ISO 62366-1+A1:2020.

IVD Categorization Directive 98/79, Other IVDs (Non-annex Il, non-self-
test).

Conformity Assesment Route Directive 98/79/EC, Annex III.

Name , Address and Identification N/A

__humber of notified body

Date of issuance:

15. October.2021

Place Atlas Medical GmbH
Signed by: AmaniAl-Habahbeh . -~
Position :
[ Regulatory Affairs Manager 2
muor*
Aflas }g‘j’ nard R“;% anlow
LudW \ an\(enﬁe\de ,355030
46827 B 0 33708 -
Tel. (
MRXDO10F,11
Page 2 of 2 11.08.2021




Atlas Medical

Declaration Ref No: DC21-0035

CE Declaration of Conformity
According to Annex Il of the IVD Directive 98/79/EC

We,
Atlas Medical
Head office: Ludwig-Erhard-Ring 3
Blankenfelde-Mahlow, Germany.
Tel: +49 - 33708 — 3550 30
Email: info@atlas-medical.com

Middle East Site: Sahab Free Zone Area, P. O. Box 212555, Amman, Jordan.
Tel.: +962 6 4026468
Fax: +962 6 4022588
Email: info@atlas-medical.com

Declare our responsibility that the following product:
See Attached list

Comply with all essential requirements (Annexl) of the IVD Directive 98/79/EC. This
compliance has been properly documented and covers the items listed in Annex | of the
IVD Directive.

This product is produced under Atlas quality system (1S013485:2016) issued by GMED:
Certificate N°.: 36655 rev 1

Expiry Date: October 8 1.2023

Comply with the essential requirements of following standards (EN 18113-1, -2,-4:2011,

EN ISO 15223:2016 , EN 1SO 23640:2015, EN ISO 14971:2019, I1SO 2859/1:1999,

EN I1SO 13612:2002, EN 1SO 13641:2002.

And
Intended for In-Vitro Professional use only.

Manufacturer
Atlas Medical

Ludwig-Erhard-Ring 3
Blankenfelde-Mahlow , Germany.

e

- "
CA s e
\ 8 ’%Q&j\fwu,: -

1 0l

Atlas

Issue date Date of review Qu?’ _Management approval MRXDO10F.10

= —
Medical arch2031 09.03.2021 W | 08.02.2011
arc —




Atlas Medicdal

CE Declaration of Conformity

According to Annex Il of the IVD Directive 98/79/EC

Product Description

8.00.02.0.0100 : ASO Latex Kit, 100 Tests (4ml Latex, 2x1.0ml controls).

8.00.00.0.0100; CRP Latex Kit, 100 Tests (4 ml Latex, 2x1.0 ml Controls)

8.00.04.0.0100: RF Latex Kit, 100 Tests (4ml Latex, 2x1.0ml controls)

8.00.17.0.0100: D-Dimer Latex Kit, 100 Tests

8.00.13.0.0300 : Streptococcus Latex Kit, 6 Groups, 6x50 Tests (5x1.5ml Latex
(A,B,C,G,F), 1x3ml Latex(D), 1x1.0ml Positive Control, 1x2ml Extraction Reagent E,
1x1.5ml Extraction Reagent 1, 1x1.5ml Extraction Reagent 2, 2x2.5ml Extraction Reagent
3, Stirring Sticks, Glass Slide).

8.00.18.3.0500 : RPR Syphilis (Coarse Grain) Kit, 500 Tests (10 ml latex, 2x1ml control)
Without card,stirring sticks.

8.00.18.3.1000 RPR Carbon Antigen (Coarse Grain) Kit, 1000 Tests (Reagent only).




~ Atlas Medical

Date : 13.05.2022
Declaration Ref No: DC22-0015

CE Declaration of Conformit

We,
Atlas Medical GmbH ‘

Head office: Ludwig-Erhard-Ring 3
15827 Blankenefelde-Mahlow Germany
Tel: +49(0)33708355030
Email: info@atlas-site.com

: ial Cit
Middle East Site: : Sahab Industrial Zone Area, King Abdullah Il Industrial City

Amman 11512, Jordan
Tel.: +962 6 4026468
Fax: +962 6 4022588

Email; info@atlas-medical.com

Declare our responsibility that the following product:
Blood Grouping Reagents:
(Anti-A Monoclonal Reagent, Anti-B Monoclonal Reagent , Anti-AB Monoclonal Reagent and
Anti-D 1gG/IgG blend Reagent)
see the attached list of variants
That are classified as Annex I, list A
Is produced under Atlas quality system (ISO13485: 2016) supported by GMED certificate and
complies with the essential requirements of
In Vitro Diagnostic Medical Devices Directive 98/79/EC
And
ENI50 18113-1, -2 :2011, EN I1SO 15223:2016
EN ISO 14971:2019, EN ISO 23640 :2015, ISO 2859 :2017,
EN 13612:2002, EN 13641:2002 , EN 13975:2003,
EN 15O 13485:2016, EN 62366-1:2020
And
Intended for In-Vitro Professional use only.

Conformity Assessment Route:

Annex IV.3 —Approval full Quality Assurance System.

Annex IV.4-EC Design Examination (of the product)

Notified Body:

G-MED CE 0459

GMED, Laboratoire national de métrologie et d'essais
1 rue Gaston Boissier 75015 Paris
Tél.: 014043 37 00, TVA:FR 28 839022522

EC Certificates No.:
® CE Certifi

cate of Approval full Quality Assurance § :
. ystem: 33540 revq.
CE Certificate Of EC Design Examination: 33544 rev3,

Atlas Start - Dat i
sl art of CE Marking ate of expiry Name & Position ———
th
GmbH | 09" october 2017 26"May2025 | Amani Al-habahbeh > MRXDO10F.11
(RA Manager) 21.10.2013

aAﬂGS Medirnl

CamScanner


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

Declaration Ref No: DC22-0015

</ Atlas Medical

Date : 13.05.2022

Product Code

1 Sohl s aiaid i e R RN I SRR R, | GMDN Code \
Product Name & 54 je R BaE S A s o S e R e At R
: ; iy \ 52532 \
8.02.00.0.0010 Anti-A Monoclonal Reagent (Titer: 1/512), 10ml/vial, 1 vial/Carton Box
Anti-A Monoclonal Reagent (Titer: 1/512), 10mi/vial. 10 vials / Plastic 52532 \
8.02.00.1.0100 Pack
_ . : 52532 \
8.02.00.1.0180 Anti-A Monoclonal Reagent (Titer: 1/512), 10ml/vial. 18 vials / Carton Box
8.02.01.0.0010 | Anti-B Monoclonal Reagent (Titer: 1/512), 10ml/vial, / Carton Box 2R3 \
Anti-B Monoclonal Reagent (Titer: 1/512), 10ml/vial, 10 vials / Plastic 52538
8.02.01.1.0100 Pack ‘ ‘\
8.02.01.1 i i i i \ i
.02.01.1.0180 Anti-B Monoclonal Reagent (Titer: 1/512), 10ml/vial, 18 vials / Carton Box
8.02.02.0.0010 | Anti-AB Monaclonal Reagent (Titer: 1/512), 10ml/vial, 1 vial/ Carton Box \ i
Anti-AB Monoclonal Reagent (Titer: 1/512), 10ml/vial, 10 vials/Plastic 46442
8.02.02.1.0100 Pack \
Anti-AB Monoclonal Reagent (Titer: 1/512), 10ml/vial, 18 vials/Carton \ 46442
8.02.02.1.0180 Box

8.02.03.0.0010

: . , 647
Anti-D IgG/IgM Blend Reagent (Titer: 1/128), 10ml/vial, 1 vial/ Carton Box -

8.02.03.1.0100

Pack

8.02.03.1.0180

Anti-D IgG/IgM Blend Reagent (Titer: 1/128), 10ml/vial, 10 vials / Plastic \ 52647
Anti-D IgG/IgM Blend Reagent (Titer: 1/128), 10ml/vial, 18 vials / Carton \

52647
Box
8.02.04.0.
0.00%0 Anti-A Monoclonal Reagent (Titer: 1/256), 10ml/vial, 1 Vial/Carton Box \ ool
8.02.04.0.0100 Anti-A Monoclonal Reagent (Titer: 1/256), 10ml/vial, 10 vials / Plastic 52532
Pack
800500010 Anti-B Monoclonal Reagent (Titer: 1/256), 10ml/vial, 1vial/Carton Box \ NS \
BibRi0a:C.EA0) Anti-B Monoclonal Reagent (Titer: 1/256), 10ml/vial, 10 vials /Plastic Pack \ aae \
8.02.05.6.0030 ABO Set (Anti-A (1/256), Anti-B (1/256), Anti-D (1/64)),3x10ml / plastic 45308
' Pack
7. . . 52695
8.2 0a; 0020 ABO Set: Anti-A (1/256), Anti-B (1/256), 2x10ml /Plastic Pack \ \
0010 Anti-AB Monoclonal Reagent (Titer: 1/256), 10ml/vial, 1vial/Carton Box \ et \
8.02.06.1.0100 Anti-AB Monoclonal Reagent (Titer: 1/256), 10ml/vial,10 vials /Plastic \ 46442 J
Pack
8.02.06.1.0180 Anti-AB Monoclonal Reagent (Titer: 1/256), 10ml/vial,18 vials / Carton 45308
Box
.02.07.0.0010 . . y . 2647
80 Anti-D 1gG/IgM Blend Reagent (Titer: 1/64), 10ml/vial, 1Vial/ Carton Box \ > \
8.02.07.1.0100 Anti-D IgG/1gM Blend Reagent (Titer: 1/64), 10ml/vial, 10 vials / Plastic 52647
Pack
Atlas Date of expiry i i
; Start of CE Marking Name & Position Signature, \ MRXDO10F.11
Medical i 26" May 2025 | Amani Al-habahheht— 21.10.2013
09'" october 2017 bl
GmbH (RA Manager)

@Aﬂos Medical

Quality Diegnostic Products

CamScanner
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Declaration Ref No: DC22-0015

-""’/T'_;'/'Aﬂas Medical

Date: 13.05.2022

4x10ml/Carton Box

8.02.47.0.0030 ABO Set (Anti-A (1/512), Anti-B (1/512), Anti-D (1/128)),3x10ml/Plastic ‘ 45308 \
8.02.47.1.0030 :asg( Set (Anti-A (1/256), Anti-B (1/256), Anti-D (1/64)), 3x10ml /Carton ‘ 45308 \
8.02.47.3.0030 igg Set (Anti-A (1/256), Anti-B (1/256), Anti-D (1/64)), 3x10ml /Plastic 45308 )
8.02.47.5.0030 ::ccl; Set (Anti-A (1/256), Anti-B (1/256), Anti-D (1/128)), 3x10m|/Plastic | 45308
8.02.49.0.0040 :.:g Set (Anti-A (1/256), Anti-B (1/256), Anti-AB (1/256), Anti-D (1/64)), | 45308

Anti-D 1gG/IgM Blend Reagent , Titer 1/256, 10mi/vial, 1Vial/ Carton Box

8.02.49.2.0040 ABO Set (Anti-A (1/256), Anti-B (1/256), Anti-AB (1/256), Anti-D (1/128)), | 45308
4 x 10ml, 4 vials/Plastic Pack
8.02.53.0.0040 ABO Set (Anti-A (1/512), Anti-B (1/512), Anti-AB (1/512) Anti-D (1/128)), 45308
| 4x10m|/Plastic Pack
8.02.53.1.0040 | ABO Set (Anti-A (1/512), Anti-B (1/512), Anti-AB (1/512) Anti-D (1/128)), | 45308
4x10ml, 4vials/Plastic Pack
8.02.70.0.0010 Anti-A monoclonal reagent , Titer (1/1024), 10 ml/vial, 1Vial/ Carton Box i
SRTLICND Anti-B Monoclonal reagent (Titer: 1/1024), 10 ml/vial ,1Vial/ Carton Box BEaag
8.02.72.0.0010 Anti-AB Monoclonal reagent (Titer: 1/1024), 10 ml/vial , 1Vial/ Carton 45308 \
Box
8.02.85.0.0010 52647

&) Atlas Medical

e
Quality Diagnostic Products

Atlas Start of CE Marking | Date of expiry Name & Position /gnature 3 MRXDO10F.11
Medical ctober 2017 26" May 2025 Amani Al-habahbeh< —— 21.10.2013
|  GmbH il (RA Manager) }A

CamScanner


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

Atlas Medical

Date: 05/Jan/2023

STATEMENT

We, Atlas Medical having a registered office at Ludwig-Erhard-Ring 3, 15827 Blankenfelde-Mahlow,
Berlin, Germany assign SRL Sanmedico having a registered office at A. Corobceanu Street 7A, apt.9,
Chisinau MD-2012, Moldova, as authorized representative in correspondence with the conditions of
directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.

On Behalf of Manufacturer:

General Manager

Haya Amawi » -
S'Enature: /' — .
gz Atlas Mc(\’\cu\ Gm\;“
4 1: RN
4 Date: {‘ < «J \ /LQ’?\_GQWE 'ki\:;z:ge ) Mah\o
| | 77 B n
1518\ \ 43708 - 5030
el.

Atlas Medical: Ludwig-Erhard-Ring 3, 15827 Blankenfelde-Mahlow, Berlin, Germany,
Tel:+4933708355030

Regulatory Office: William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom
Tel: +44 (0) 1223 858 910

Middle East Site: P.O Box 204, King Abdullah Il Industrial Estate, Amman, 11512, Jordan
Tel: +962 6 4026468



Declaration Ref No: DC21-0207

Atlas Medical

CE Declaration of Conformity

Date: 06.09.2021

Name and address of Manufacturer | Atlas Medical GmbH
Ludwig-Erhard-Ring 3, 15827 Blankenfelde-Mahlow

Germany .
Tel: +49(0)33708355030
Email: info@atlas-medical.com

Atlas Medical GmbH declared our his own responsibility that the following IVD medical devices:

Product Code | Product Name GMDN code

8.04.21.0.0001 | Atlas H. pylori Antibody Rapid Test Device | 62029
(Serum/Plasma), Individually Pouched, Bulk

8.04.21.0.0020 | Atlas H. pylori Antibody Rapid Test Device | 62029
(Serum/Plasma), Individually Pouched, 20 Tests/Box

8.04.21.0.0030 | Atlas H. pylori Antibody Rapid Test Device | 62029
(Serum/Plasma), Individually Pouched, 30 Tests/Box

8.04.20.0.0001 | Atlas H. pylori Antibody Rapid Test Device (Whole | 62029
blood/Serum/Plasma), Individually Pouched, Bulk

8.04.20.0.0020 | Atlas H. pylori Antibody Rapid Test Device (Whole | 62029
blood/Serum/Plasma), Individually Pouched, 20
Tests/Box

8.04.20.0.0030 | Atlas H. pylori Antibody Rapid Test Device (Whole | 62029
blood/Serum/Plasma), Individually Pouched, 30
Tests/Box

Meets the essential requirments of In Vitro Diagnostic Medical Devices Directive 98/79/EC Annex |

And

EN ISO 13485 :2016, EN 18113-1, -2,:2011, EN 1SO 15223:2016

EN ISO 14971:2019, EN SO 23640:2015, 1SO 2859/1:1999,

EN ISO 13612:2002, EN ISO 13641:2002 , EN I1SO 62366-1+A1:2020.

IVD Categorization Directive 98/79, Other IVDs (Non-annex ll, non-self-
test).
Conformity Assesment Route Directive 98/79/EC, Annex IlI.

Name , Address and Identification | N/A
number of notified body

Date of issuance: 06.September.2021
Place Atlas Medical GmbH \)\
Signed by: Amani AL-Hab - \\\
U\
& af® 2Ol
Position : \‘-" GQ' \5\
s N
Regulatory Affairs Manager o & ,{(\ o n?;
§\
\“bf‘ Q\\Q rbf\Q%
S o oy
Vv, e®
q:‘- o> MRXDO10F.11
o) ()
page1of1 Ne) 11.08.2021
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GMED_SQ_plus3sites-F-V0-07-2018

G M — D CERTIFICAT
m— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 36655 rev.2

GMED certifie que le systeme de management de la qualité développé par

GMED certifies that the quality management system developed by

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3
15827 Blankenfelde-Mahlow GERMANY

pour les activités
for the activities

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro .

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices.

réalisées sur le(s) site(s) de
performed on the location(s) of

Voir addendum

See addendum

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485: 2016

Début de validité / Effective date October 9th, 2023 (included)
Valable jusqu'au / Expiry date : October 8th, 2026 (included)
Etabli le /Issued on: October 9th, 2023

cofrac

Z Technical Director

CERTIFICATION GMED N° 36655-2
DE SYSTEMES Ce certificat est délivré selon les regles de certification GMED  / This certificate is issued according to the rules of GMED certification

DE MANAGEMENT

Accréditation n°4-0608

Liste des sites accrédités .

etportée disponible sur  Renouvelle le certificat 36655-1

www.cofrac.fr

GMED -« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n° 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 « gmed.fr




: Addendum au certificat n° 36655 rev. 2 page 1/1
— Addendum of the certificate n°® 36655 rev. 2

GROUPE LNE Dossier / File N°P606647

Ce certificat couvre les activités et les sites suivants :
This certificate covers the following activities and sites:

French version :

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro a usage professionnel
et/ ou d’autodiagnostic, dans les domaines du groupage sanguin, de la microbiologie, de la biochimie, de la toxicologie,
de I’oncologie, de la cardiologie, de 1'histologie, de I’endocrinologie et des maladies infectieuses, dans les techniques
d’Agglutination/ ELISA/ Tests rapides/ Colorimétrie/ Disques antibiotiques.

English version:
Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices for professional use and/or for self-

testing, in the field of Immunohematology, Microbiology, Biochemistry, Toxicology, Oncology, Cardiology, Histology,
Endocrinology Biosensors and Infectious diseases, in techniques of Agglutination/ ELISA/ Rapid tests/ Colorimetry/Antibiotic
disks.

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3
15827 Blankenfelde-Mahlow
GERMANY

French version:

Siége social, responsable de la mise sur le marché

English version:

Headquarter, legal manufacturer

*khkkkkhkhkhkhkkkhkkhkhhkhkhkkhkiikhkhkhkkkhkiihkhkhkiihhkhkkhkiiiikikx

Sahab Industrial Zone Area
King Abdullah Il Industrial City
Amman 11512
JORDAN

French version:

Conception, fabrication et contréle final

English version:

Design, manufacture and final control

*khkkkkhkhkhkhkhkhkkhkhhkhkhkhkhhikhkhkkkhkiihkhkikiihkkkhik

2 sites / 2 sites

DocuSigned by:

On behalf of the President
Béatrice LYS
Technical Director

GMED -« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr ADD - 720 DM 0701-32 rev 6 du 01/08/2018



Atlas Medical

Certificate of Analysis for Blood Grouping Kit

1- Product Identification:

Product Name : Anti-D IgM Catalog No. Item Dispense #: 4211 Minimal Titer

Monoclonal Reagent (Variant Code) : Accepted: 1/128
8.02.03.7.0001

Lot #: 23102105 Mfg. Date: NA Exp. Date: 2025/10/23

2- Sampling Plan:

Determine the following by referring to Sampling
C Test Plan Sheet
Date Mthho d ere d Inspection level AQL Sample Sample
Size Code | Size (Test | Accepted | Rejected
Letter QTY)
28.10.2023 F13D Physical Inspection: S-I B 3 0 1
28.10.2023 F13D Biochemical Inspection: Not Applicable
One sample

3- Physical Check:

Applicable Test Type

Inspected Item and/or Criteria

Inspection Results

» Kit Assembly:

All components of the kit are present according to the outer label

B Pass 0O Fail

» Item Color & Status:

Anti-A: Blue — Liquid NA

O Pass [ Fail

Anti-B: Yellow — Liquid NA

O Pass [ Fail

Anti-D: Yellowish — Liquid

BMPass O Fail

Anti-AB: Yellowish — Liquid NA

O Pass [ Fail

» Item Size/ Reagent Size is
compatible with that requested
in Item Dispense:

Anti-A NA O Pass [OFail
Anti-B NA O Pass [OFail
Anti-D 10 ml MPass [ Fail
Anti-AB NA O Pass [ Fail

> Labels:

Correct label orientation

B Pass [ Fail

Correct label position

BMPass O Fail

Clear printing

BMPass O Fail

» Package Insert:

Clear printing and correct folding

B Pass 0O Fail

Correct code, version and brand as mentioned in Item Dispense

BMPass O Fail

Address as mentioned on box design

BMPass O Fail

» Closing Cap:

No leakage and closed well

BMPass O Fail

» Dropper Coloring / Titer
(CE Blood Grouping):

Anti A (High titer (1/512): Blue cap with black bulb

O Pass O Fail

Anti A (Low titer (1/256): Blue cap with grey bulb

O Pass [ Fail

Anti B (High titer (1/512): Yellow cap with black bulb

O Pass [ Fail

Anti B (Low titer (1/256): Yellow cap with grey bulb

O Pass [ Fail

Page 1 of 3
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Anti AB (High titer (1/512): Grey cap with black bulb O Pass [ Fail
Anti AB (Low titer (1/256): Grey cap with grey bulb O Pass [ Fail
Anti D (High titer (1/128): Black cap with black bulb O Pass [ Fail
Anti D (Low titer (1/64): Black cap with grey bulb O Pass [ Fail
Anti A (High titer (1/512): White cap with black bulb O Pass [OFail
Anti A (Low titer (1/256): White cap with white bulb O Pass [OFail
Anti B (High titer (1/512): White cap with black bulb O Pass [OFail
Anti B (Low titer (1/256): White cap with white bulb O Pass [OFail
Anti AB (High titer (1/512): White cap with black bulb O Pass [OFail
> Dropper Coloring / Titer Anti AB (Low titer (1/256): White cap with white bulb O Pass [ Fail
(None CE Blood Grouping): | Anti D (High titer (1/128): Black cap with white bulb O Pass O Fail
Anti D (Low titer (1/64): Gray cap with white bulb OPass 0O Fail
Anti D (IgM) (Low titer (1/64)): Grey cap with Black bulb OPass 0O Fail
Anti D (IgM) (High titer (1/128)): Black cap with black bulb M Pass [ Fail
Anti D (I1gG) (Low titer (1/64)): Grey cap with black bulb OPass 0O Fail
Anti D (IgG) (High titer (1/128)): Black cap with black bulb O Pass O Fail
> Dropper Coloring / Titer Anti A (White cap with white bulb) O Pass [ Fail
(Real Titer (256) / Non CE | Anti B (White cap with white bulb) O Pass [OFail
Blood Grouping): Anti AB (White cap with white bulb) OPass [ Fail
» Dropper Function: Able to withdraw the reagent MW Pass [ Fail
. . Compatible with the quantity mentioned in the outer label )
> Quantity/Kit e Recordthe QTY/Kit: 2/1............. WPass U Fail
» Final Result: WPass [ Fail; Justify ...o.oiiii e
Done by QC Officer/Supervisor (Sign.):  zagan Date: 28/10/2023 Time: 10:30
4- Biochemical Check:
A. Direct Slide Method: Interpret the results by referring to Table (01)
Pipette #:157 Pipette Code: E21PiQ157
Anti A Anti -B Anti-AB Anti-D
A (lot No: ) B ( Lot no: )| AB (Lot no: ) | O+(Lot no: Fresh sample
Reaction Agglutination Reaction | Agglutination | Reaction | Agglutination : Reaction|  Agglutination
time strength time strength time strength time strength
NA NA NA NA NA NA 2 Sec +3
> Final Result: B Pass CO Fail; Justify ..o e
Done by QC Officer/Supervisor (Sign.):  zagan Date: 28/10/2023 Time: 09:22
** Testing by Direct tube method: (+4)
B. Sensitivity test
Pipette #: 157 Pipette Code: E21PiQ157
Type of Test Anti-A Anti-B Anti-AB Anti-D
Sensitivity Tube Type of A (Lot no: NA | B(Lotno: NA A (Lot no: )| O+
Test Cell ) ) B (Lot no ) | (Lot no)
Page 2 of 3 QRXQU54F.13
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Method | Suspension
12 | NA 12 | NA 12 | NA 12 | NA
1:4 | NA 1:4 | NA 1:4 | NA 1:4 | NA
1:8 NA 1:8 NA 1:8 NA 1:8 NA
1:16 | NA 1:16 | NA 1:16 | NA 1:16 | NA
1:32 | NA 1:32 | NA 1:32 | NA 1:32 | NA
Result
1:64 | NA 1:64 | NA 1:64 | NA 1:64 | NA
1:128 | NA 1:108 | NA 1:108 | NA 1:108 | VA
1:256 | VA 1:256 | NA 1:256 | VA 1:256 | VA
1:512 | NA 1:512 | NA 1:512 | NA NA
: 1:512
1:1024 | NA 1:1024 | NA 1:1024 | NA
> Final Result: O Pass O Fail; Justify ...oveiniiii e
Done by QC Officer/Supervisor (Sign.): ......... NA..... Date: ...... NA............. Time: ...... NA.........
Table (01)
Blood Grouping Reagents Control Cell Reaction Time | Agglutination Strength
Anti-A A-Cell Up to 3 second +4
Anti-B B-Cell Up to 3 second +4
Anti-AB A B-Cell Up to 3 second +3/+4
Anti -D O RH positive cell Up to 5 second +3
Final Conclusion: ® Pass [ Fail
Final QC Manager Approval (Signature): Toorecern Date:28/10/2023
QC Release Stamp:
Page 3 of 3 QRXQUS54F.13
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ASO LATEX KIT
or in -vitro diagnostlc and professional use only
8%
Store at 2-8°C.
il €

INTENDED USE
ATLAS ASO latex Test is used for the gualitative and sami-
guantitative measurement of antibodies to Antistreptelysin-
O in human serum.
INTRODUCTION
The group A B-hemalytic streptococci produce various
toxins that can act as antigens, One of these exotoxins
streptolysin-0, was discovered by Todd in 1932,
A person infected with group A hemolytic streptococcl
praduces specific antibodies against these exoloxins, one of
which Is antistreptolysin-0, The quantity of this antibody in
a patient's serum will establish the degree of infection due
to the hemolytic streptococeal,
The usual procedurs for the determination of the
antistreptolysin titer is based on the inhibitory effect that
the patient's serum produces on the hemolytic powsr of a
pre-titrated and reduced streptolysin-0. However, the
antigen-antibody reaction ocecurs independently of the
hemolytic activity of streptolysin-O. This property enables
the list t of a qualitative and guantitative test for
the determination of the antistreptolysin-O by
agglutination of latex particles on slide.
PRINCIPLE
ASO test methed is based on an immunelogic reaction
between streptacoceal exotoxins bound ta biologically inert
latex particles and streptococcal antibodies in the test
sample. Visible agglutination accurs when Increased
artibody level is present in the test specimen,
MATERIALS
MATERIALS PROVIDED
» ASD Llatex Reagent; Latex particles coated with
streptalysin O, pH, 8,2. Preservative,
®  ASO Positive Control [Red cap): Human serum with an
ASO concentration =200 (U/mL.Preservative.
® ASO Negative Contrel (Blue cap) Animal serum.
Prasarvative
*  Glass Slide,
*  Stirring Sticks.
Note: This package Insert is also used for individually
packed reagent.

MATERIALS REQUIRED BUT NOT PROVIDED

»  Mechanical rotator with adjustable speed at 80-100
rpm.

= \ortex mixer.

» Pippetes 50 pL

»  Glycine Buffer=20x (1000 mmel/l); add one part to
nineteen parts of distilled water before use.

Packaging contents

[H:E.F—.] 8.00.02.0.0100 (1x4ml Latex Reagent, 1x1ml pasitive
control, 1x1ml negative contral)

PRECAUTIONS

« Al reagents contaln 0.1 %(w/v] sodium azide as a
preseryative.

= Protective clothing should be warn when handling
the reagents.

=« Wash hands and the test table top with water and
soap once the testing is done.

= Reagents containing sodium azide may be
combined with copper and lead plumbing to form
highly explosive metal azides, Dispose of reagents
by flushing with large amounts of water to
prevent azide buildup,

# Forin Vitro diagnostic use,

= Components prepared using human serum found
negative for hepatitis B surface antigen (HBsAg),
HCV and antibody to HIV (1/2) by FDA required
test, However, handle contrals as if potentially
Infectious,

» Accuracy of the test depends on the drop size of
the latex reagent (40ul). Use only the dropper
supplied with latex and hold it perpendicularly
when dispensing.

» Use aclean pipette tip and stirring stick for each
specimen, and glass slides should be thoroughly
rinsed with water and wiped with lint-free tissue
after each use.

s Check reactivity of the reagent using the contrals
provided.

« Do not use these reagents if the label is not
available or damaged.

e Do not use the kit if damaged or the glass vials are
broken or leaking and discard the contents
immediately,

* Test materials and samples should be discarded
properly in a bichazard container,

REAGENT PREPARATION:

The ASO Latex reagent is ready to use. No
preparation is required. Mix gently before use to
ensure a uniform suspension of particles.

STORAGE AND STABILITY

* Reagents are stable untll specified expiry date on
bottle label when stored refrigerated {2-8°C).

« DO NOT FREEZE.

* The ASO Latex Reagent, once shaken must be uniform
without visible clumping. When stored refrigerated, a
slight sedimantation may occur and should be
considerad narmal.

s Do not use the latex reagent or controls if they
become contaminated.

» Always keep vials invertical position. If the position s
changed, gently mix te dissalve aggragates that may

be present.
» Reagents deterioration: Presence of particles and
turhbidity.
SAMPLES
s Use fresh serum collected by eentrifuging clotted
blood.

» | the test cannot be carried out on the same day,
stare the specimen for 7 days at 2-8C and for 3
maonths at -20°C,

* Samples with presence of fibrin should be centrifuged
before testing, Do not use highly hemolyzed or
lipemic samples,

« DONOT USE PLASMA.

PROCEDURE
Qualitative method

1. Allow the reagants and samples to reach room
temperature. The sensitivity of the test may be
reduced at low temperatures.

2. Place [40 ul) of the sample and one drop of each
Positive and Negative centrols into separate circles on
the slide test,

3. Mix the ASO-latex reagent vigarously or on 8 vortex
mixer hafare using and add one drap (40 pL) next to
the sample to be tested,

4. Mix the drops with a stirrar, spreading them over the
entire surface of the circle. Use different stirrers for
each sample.

5. Place the slide on a mechanical rotator at 80-100
r.pom. for 2 minutes. False positive results could
appear if the test is read later than two minutes.

Semi-quantitative method

1. Make serial two-fald dilutions of the sample in 9 g/L

saline solution.

2. Proceed for each dilution as in the qualitative
methad.
QUALITY CONTROL
« Positive and Negative Controls should be included in
each test batch.
= Acceptable performance is indicatad when a uniform
milky suspension with no agglutination is abserved
with the ASO Negative Control and agglutination with
large aggregates |5 chserved with the ASO Pesitive
Cantral.
CALCULATIONS
The approximate ASO concentration in the patient
sample is calculated as follows:

200 x ASO Titer = |U/mL
READING AND INTERPRETATION
Examine macroscopically the presence or absence of
visible agglutination Immediately after removing the slide
from the rotator. The presence of agglutination Indicates
an ASO concentration equal or greater than 200 1U/mL
The titer, in the semi-quantitative method, is defined as
the highest dilution shawing a positive result.
REFERENCE VALUES
Up ta 200 IU/mb{adults) and 100 IW/mL (children < 5 years
gld). Each laboratory should establish its own reference
range.
PERFORMANCE CHARACTERISTICS

200 (£50) IU/ml.
PROZONE EFFECT
No prozone effect was detected up to 1500 U/ml,
SENSITIVITY
98%
SPECIFICITY
97%.
INTERFERENCES
NON-INTERFERING SUBSTANCES:
« Hemoglobin (10 g/L)
=  Bilirubin{20 mg/dL)
= Lipids {10 g/L)
« Rheumateid factors {300 IUfmL)
= Dthersubstances may Interfere
LIMITATIONS
» Reaction time is critical. |f reaction time exceads 2
minutes, drying of the reaction mixture may cause
false positive resuit
» Freszing the ASC latex Reagent will result in
spontaneous agglutination.

s Intensity of agglutination is not necessarily Indicative
of ralative ASO concentration; therefore, screening
reactions should net be graded,

s False positive results may be obtained.in condltions
such as, rheumatoid arthritis, scarlet faver, tonsilits,
several streptococcal Infections and healthy carriers.

s Early infections and children fram 6 months to 2 years
may cause false negative results. A single ASD
determination does not produce much Information
about the actual state of the disease.

s Titrations at biweekly Intervals during 4 or 6 weeks
are advisable to follow the diseaze evalution,

= Clinical diagnosis should not ba made on findings of
single test result, but should Integrate beth clinical
and labaratary data.

REFERENCES

1. Hatfejee . Quarterly lournal of Medicine 1952, New
series B4, 305; 641-658.

2. Ahmed Samir et al, Pediatric Annals 1392; 21: 835-

842,

SpaunJ et al, Bull Wid Hith Org 1961; 24: 271-275,

4 The assoclation of Clinical Pathologists 1961
Broadshest 24,

5.  Picard B et al. La Presse Medicale 18983;23;2-6.

Klein GC. Appliad Microbiclogy 1371; 21: 995-1001,

7. Young D5, Effects of drugs on clinical labaratary test,
4th ed. AACC Press, 1985,

e

Lo}

ATLAS Medical GmbH
Ludwig-Erhard Ring 3
15827 Blankenfelde-Mahlow
Germany
Tel: +49 - 33708 - 3550 30
Email: Info@atlas-medical.com

PPI2325A01
Rev A (05.01.2023)
#EF] | catalogus Number | { |Temperatura limit
re |0 Vitro  disgnostlc
i G
1E!§§ medical device f‘i\ BEor
Contains sufficient for| 3 :
Consult  instructions;
2
;/ <n> tesis and Relative EI{J for use (IFU)
size
Batch code ‘ Manufacturer
Fragile, ]
Use-!
T handle with care wd ety
11 | Marufecturer fax b "\. De not use if
== number 3R |package is damaged
Manufacturer

Date of Manufacture

bl

telephane number

Keep away from)

sunlight Keepdry

G | &

Positive cantral Negative contral




Atlas Medical

CRP LATEX KIT

[IVD] For in -vitra diagnostic and professional use only
LR
v d Store at 2-8°C. ( e

INTENDED USE
CRP Latex kit is used to measure the CRP in human serum
qualitatively and semi- quantitatively.
INTRODUCTION
C-reactive proteln (CRP), the classie acute-phase of human
serum, s synthesized by hepatocytes. Normally, It s
present only In trace amounts in serum, but it can increase
as much as 1,000-fold in response to injury or infection.
The clinical measurement of CRP in serum therafore
appears ta be a valuable screening test for organic dissase
and a sensitive index of disease activity In Inflamriatary,
infective and Ischemic conditions. Macleod and Avery
found that antibody produced against purified CRP
provided a mare sensitive test than the C-palysaccharide
assay. Since that time a number of immunological assays
have been devised to measure CRP such as capillary
precipitation, double immunadiffusion and radical
immunadiffusion.
The CRP reagent kit is based on the principle of the latex
agglutination assay described by Singer and Plotz, The
major advantage of this methad is the rapid two (2) minute
reaction time,
PRINCIPLE
The CRP reagent kit is based on an Immunological reaction
between CRP Antisera bound te biclogieally inert latex
particles and CRP In the test specimen. When serum CRP
equal or greater than the Reagent sensitivity (Indicated on
the labe| of the latex vial} the visible agglutination occurs.
MATERIALS
MATERIALS PROVIDED
s CRP Latex Resgent: Latex particles coated with goat
IgG anti-human CRP (approximately 1 %), pH 8.2 MIX
WELL BEFORE USE.
» CRP Positive Control Serum (Red Cap): A stabilized
pre-diluted human serum containing >20mg/L CRP.
+ CRP Megative Control Serum (Blue Cap): A stabilized
pre-diluted animal serum.
* Glass Slides:
s Stirring Sticks.
= Package insert.

3. Proceed for each dilution as in the gualitative
method.
QUALITY CONTROL
« Positive and Negative controls are recommended to
monitar the performance of the procedure, as well as
a comparative pattern for 3 better result
interpretation.
+ Al result different from the negative contral result,
will be eansidered as a positive.
READING AND INTERPRETATION
Examine macroscopically the presence or absence of visible
agglutination immediately after removing the slide frem
the rotator.
The presence of agglutination indicates a CRP concentration
equal or greater than the reagent sensitivity (mgfL CRP)
(indicatad on the label of the jatex vial).
The titer, in semi-quantitative method, is defined as the
highest dilution showing & positive result.
CALCULATIONS
The appraximate CRP concentration in the patient sample s
calculated as follows:
sensitivity (Indicated en the label of the Jatex vial)
% CRP Titer = mgfL
INTERFERENCES
MNONE INTERFERING SUBSTANCES:
s Hemoglaobin (10 g/dl}
o Bilirubin (20 me/dl)
« Lipids{10g/L)
« Other substances interfere, such as AF (100/U/ml].
NOTE
= High CAP concentration samples may give negative
results, Retest the sample again using a drop of 20ul
+  The strength of agglutination |s nat indicative of the
CRP cancentration (n the samples tested
+ Clinical diagnosis should not be made on findings ofa
single test result, but should integrate hoth clinical
and laboratory data.
UMITATIONS
1 Reaction tire is critical. If reaction time exceeds two
(2} minutes, drying of the reaction mixture may cause
false positive resuits.
Eresting the CRP Latex Reagent will result in
spoentanecus agglutination.
3 Intensity of aggiutination is not necessarily indlcative
of relative CRP concentration; therefore, screening
reactions should nat be graded.

M

NOTE: This package insert is also used for individually
packed reagent.

WMATERIALS REQUIRED BUT NOT PROVIDED

= Mechanical rotatar with adjustable speed at 80-100
r.p.m. e

= Vortex mixer.

* Fippetes 50 L,

+ Glycine Buffer 20X (1000 mmal/L): add one part to
nineteen parts of distilled water befare use.

PACKAGING CONTENTS

f1EF 1 5.00.00.0.0100 (1xdm| Latex Reagent, 1ximl positive
control, 1x1ml negative control)
PRECAUTIONS

= Al reagents contain 0.1 %{w/v} sodium azide as a
preservative.

« Protective clothing should be worn when handling
the reagents.

« ‘Wazh hands and the test table top with water and
soap once the testing s cone.

s Reagents containing sod um azide may be combined
with copper and lead plumbing to form highly
explosive metal azides, Dispose of reagents by
flushing with large amounts of water to prevent azide
bulldup.

« Forln Wiro diagnostic use,

s Components prepared using human serum found
negative for hepatitis B surface antigen (HBsAg), HCV
and antibady to HIV (1/2) by FDA required test.
However, handle controls as if potentially infectious.

o Accurary of the test depends on the drop size of the
latex reagent (40pl). Use only the dropper supplied
with latex and hold it perpendicularly when
dispensing.

e Use a clean pipette tip and stiring stick for each
specimen, and glass slides should be tharoughly
rinsed with water and wiped with lint-free tissue after

each use.

s Check reactivity of the reagent using the cantrels
provided.

« Do not use these reagents if the label is not available
or damaged.

s Do not use the kit If damaged or the glass vials are
broken or leaking and discard the contents
immediately,

s Test materials and samples should be discarded
properly in a hiohazard container.

REAGENT PREPARATION:

The CRP Latex reagent is ready to use. No preparation is
required. Mix gently before use to ensure a uniform
suspension of particles.

STORAGE AND STABILITY

= Reagents are stable until specified expiry date an
haottle label when stored refrigerated (2 - 8°C).

« DO NOT FREEZE.

s The CRP latex reagent, cnce shaken must be uniform
withaut visible clumping. When stored refrigerated, a
slight sedimentation may occur and should be
cansidered normal.

« Do not use the latex reagent or controls if they
became contaminated.

»  Always keep vials in vertical position. If the positien is
changed, gently mix to dissclve aggregates that may
be present.

s Reagents deterioration; Presence of particles and
turbidity.

SPECIMEN COLLECTION AND STORAGE

e Use fresh serum collected by centrifuging clotted
blood.

s |f the test cannot be carried out on the same day,
store the specimen for 7 days at 2-8°C and for 3
months at-20°C.

s Samples with presence of fibrin should be centrifuged
before testing. Do not use highly hemalyzed or
lipemic samples.

® Donot use plasma,

PROCEDURE

A. QUALITATIVE TEST:

1. Allow the reagents and samples to reach room
temperature. The sensitivity of the test may be
reduced at low tamperatures.

2. Place [40 L) of the sample and one drop of each
Positive and Negative controls into separate
circles on the slide test.

3. Mix the CRP-latex reagent vigorously ar on a
vortex mixer befare using and add one drop
(40 pL| next to the samples to be tested,

4, Mix the drops with a stirrar, spreading them over
the entire surface of the circle. Use different
stirrers for 2ach sample.

5, Place the slide on a mechanical rotator at 80-100
r.p.m. for 2 minutes. False positive results could
appear if the test is read later than two minutes.

B. SEMI-OUANTITATIVE TEST:

1. Make serial two-fold dilutions of the sample in 9
g/L saline solution.

&, A false negative can be attributed te a prozone
phenomenon {antigen excess). It Is recommended,
therefare, to check all negative sera by retesting ata
1:10 dilution with glycine buffer.

REFERENCE VALUES

Up 1o the reagent sensitivity (Indicated an the label of the
latex vial), Each labaratory should establish its own
reference range.

PERFORMANCE CHARACTERISTICS

»  Sensitivity: Refer to vial label,

+ Prozone effect: No prozone effect was detected up to
1600 mg/L

« Diagnostic sensitivity: 556 %.

= Diagnostic specificity: 96.2 %.

REFERENCES

1. Pepys, M B. Lancet 1:653 {1381).

2. Werner, M.. Clin.Chem. Acta 25:299 (1969),

3, Macleod, CM., et.al.. J.Exp. Med 73:181 (1941).

4. Wood, HF., et. al.. 1. Clin. Invest. 30: 616 [1951).

5. Mancini, G, et. al. Immunochemistry 2:235 {1965),

6. Singer, J.M., et.al. Am. ). Med 21; 888 {1956).

7. Fischer, CL. Gill. CW. In Serum Protwein
Abnarmalities. Boston, Little, Brown and Co., (1975).
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Blood Grouping Reagents:
Anti-A Monoclonal Reagent, Anti-B Monoclonal
Reagent, Anti-AB Monoclonal Reagent, Anti-D
1gG/IgM blend Reagent, & Their variants

SLIDE AND TUBE TESTS
For In-Vitro and professional use only
- f : Store at 2- 8°C

INTENDED USE
The blood grouping reagents are used to detect the presence or absence
of A, B or Rhesus Antigens on the surface of human red blood cells based
on hemaglutination using slide or tube test techniques in whole blood
samples or anticoagulant blood samples collected in EDTA , citrate or
heparin tubes.

INTRODUCTION & PRINCIPLES

Blood grouping reagents are prepared from In-Vitro culture supernatants
of hybridized immunoglobulin-secreting mouse cell lines. The reagents are
diluted with phosphate buffer containing sodium chloride, EDTA and
bovine albumin to give reagents that are optimized for use in tube and
slide procedures. Anti-A monoclonal reagent is colored with acid blue
(patent blue) dye, Anti-B monoclonal reagent is colored with acid yellow
(tartrazine) dye, and Anti-AB monoclonal reagent is not colored. The test
procedure is based on hemaglutination principle, where red cells
possessing the antigen agglutinate in the presence of the corresponding
antibody indicating that the result is positive. The test is considered
negative when no agglutination appears.

Anti-D IgG/IgM blend reagent is prepared from carefully blended human
monoclonal IgM and IgG. Anti-D 1gG/IgM blend reagent is suitable for slide
and tube test procedures. The reagent will directly agglutinate Rh D
positive cells, including majority of variants (but not DY) and a high
proportion of weak D (Du) phenotypes. The reagent will agglutinate
category DV' and low grade weak D (DY) phenotypes by the indirect
anti-globulin techniques.

Anti-D IgG/IgM blend reagent is diluted with a sodium chloride solution,
sodium phosphate solution and bovine albumin (sodium caprylate free).
Anti-D 1gG/IgM blend reagent is not colored. The procedure is based on
hemaglutination principle, where red cells’ possessing the antigen
agglutinates in the presence of the corresponding antibody in the reagent
indicating that the result is positive. The test is considered negative when
no agglutination appears.

MATERIALS
MATERIALS PROVIDED
Blood Grouping Reagents:
e Anti-A monoclonal reagent (10 ml/vial), Clone: (9113D10).
e Anti-B monoclonal reagent (10 ml/vial), Clone: (9621A8).
e Anti-AB monoclonal reagent (10ml/vial), Clone:
(152D12+9113D10).
e Anti-D 1gG/IgM Blend reagent (10 ml/vial), Clone: (P3X61 +
P3X21223B10 + P3X290 + P3X35).
MATERIALS NEEDED BUT NOT PROVIDED
e Plastic test tube or glass.
e |sotonic saline solution (% 0.9) NaCl).
e Applicator sticks.
e Centrifuge (100-1200 (g) for tube test).
e Timer.
e Incubator
e Anti-Human Globulin Reagent (can be ordered from Atlas Medical).
e White or transparent glass slide.

PRECAUTIONS

e The reagents are intended for in vitro diagnostic use only.

e The test is for well trained professional healthy user not for lay
user.

e These reagents are derived from animal and human sources, thus,
appropriate care must be taken in the use and disposal of these
reagents, as there are no known test methods that can guarantee
absence of infectious agents.

e Do not use reagents if it is turbid or contain particles as this may
indicate reagent deterioration or contamination.

e Protective clothing should be worn when handling the reagents.

e The reagents contain (0.1-0.2%) Sodium Azide and 0.02% sodium
arseniate which is toxic and can be absorbed through the skin.
When drained, the drains should be thoroughly flushed with
water.

e The reagents should be used as supplied and in accordance to the
procedure mentioned below. Don’t use beyond expiration date.

e Avoid cross contamination of reagents or specimens.

e Visible signs of microbial growth in any reagent may indicate
degradation and the use of such reagent should be discontinued.

e Don't use these reagents if the label is not available or damaged.

e Do not use dark glass slide.

e Don't use the kit if damaged or the glass vials are broken or leaking
and discard the contents immediately.

e Test materials and samples should be discarded properly in a
biohazard container.

e Wash hands and the test table top with water and soap once the
testing is done.

e Heamolysed blood sample should not be used for testing.

e The test should be performed at room temperature in a well let
area with very good visibility.

e Failure to follow the procedure in this package insert may give false
results or safety hazard.

e Close the vial tightly after each test.

e The reagent is considered toxic, so don’t drink or eat beside it.

o If spillage of reagent occurs clean with disinfectant (disinfectant
used could be irritable so handle with care).

STORAGE CONDITIONS
e The reagents should be stored refrigerated between 2 - 8°C.
e Never Freeze or expose to elevated temperature.
e The reagent is stable until the expiry date stated on the product
label. Do not use the reagents past the expiry date.

REAGENT PREPRATION
e The reagents are intended for use as supplied, no prior preparation
or dilution of the reagent is required.
e All reagents should be brought to room temperature before use.

SPECIMEN COLLECTION AND PREPARATION

e Blood collected with or without anticoagulant (EDTA, Heparin or
Citrate) can be used for Antigen typing.

Note: Blood collected without anticoagulant should be tested

immediately.

e The specimens should be tested as soon as possible after collection.
If testing is delayed, the specimens should be stored at 2- 8 2C,
Sample must be retained to room temperature prior to analysis.
(Testing should be carried out within five days of collections).

e Insure that there is no sign of hemolysis.

e At the time of the test, centrifuge the blood sample at 1200 RCF for
3 minutes.

e Blood collection is to be done with great care.

PROCEDURES
A. DIRECT TUBE METHOD AT ROOM TEMPERATURE
1. Prepare a 5% suspension of red blood cells in isotonic solution.
2. Using the vial dropper, transfer a drop (40+10ul) of each reagent
into a separate and appropriately marked tube.
3. Add 50 pl of red blood cell suspension prepared in step 1.
4. Shake to homogenize the mixture, then centrifuge at 500g for 1
minute.
5. Gently shake the tube in such a way to detach the cell pellet and
macroscopically observe for any possible agglutination.
6. Read the reaction immediately.
7. For Anti-D tube, if the reaction is weak or negative, shake the tubes
and incubate at 37°C for 15 minutes.
8. Wash the red blood cells twice with isotonic saline solution (NaCl
0.9%) and discard the last washing liquid.
9. Add one drop (50ul) of the AHG reagent into the tube. Mix and
centrifuge at 120g for 1 minute.
10. Gently shake the tube in such a way to detach the cell pellet and
macroscopically observe for any possible agglutination.
11. Read the reaction immediately.
B. ANTIGLOBULIN INDIRECT METHOD for ANTI-D
1. After immediately centrifuging and reading as above, if the reaction
is weak or negative, shake the tubes and incubate at 37°C for 15
minutes.
2. Wash the red blood cells twice with isotonic saline solution (NaCl
0.9%) and discard the last washing liquid.
3. Add one drop (40 pl £ 10 pl) of ANTI-HUMAN GLOBULIN to the
tube. Mix and centrifuge at 120 (g) for 1 minute.
4. Gently shake the tube in such a way to detach the cell pellet and
macroscopically observe for any possible agglutination.
5. Read the reaction immediately.
C. DIRECT SLIDE METHOD AT ROOM TEMPERATURE
1. Bring reagents and samples to room temperature (18-25°C).
2. Using the wax pen divide the slide into appropriate numbers of
divisions.
3. Using the provided dropper, place one drop (40 pl + 10 pl) of each
reagent onto its correspondent division on the slide.
4. Add 25pl of the precipitated cells next to each drop of reagents.
5. Mix the reagent and the cells using a clean stirring stick over an
area with a diameter of approximately 20-40mm.
6. Incubate the slide at room temperature (18-25°C) without stirring
for 30 seconds.
7. Hold the slide and gently rock the slide for 3 minutes and observe
macroscopically for any agglutination.
8. Read the reaction immediately.



READING THE RESULT g
- 2
POSITIVE: If Agglutination appears. CE marked % % g £
NEGATIVE: If no agglutination is observed. device 3 3 8 £
Use the below table to determine the blood group: ©
Result of each reaction 61 61 61 61 100%
K] ® ® Tube Technique
< § ¢ o § € 25E| a2 g ABO
L5 9 L 5 O s ) L N c 0
€Eo® € o W EoR| ET L Group Group B
<5¢| <5 S5 <%= g — - -
g g g = Positive with anti-B monoclonal reagent and anti-AB
monoclonal reagent
- + + A+ Negative with anti-A and Negative control
- + - A- [
2
- + + + B+ CE marked ff < b 2
Q
- + + - B- device 2 3 3 E
+ + + + AB+ ©
+ + + - AB- 61 61 61 61 100%
- - - + O+
- - - - O Slide Technique
STABILITY OF THE REACTIONS Group O
e ABO Blood Grouping Tube tests should be read immediately Negative with anti-A monoclonal reagent, Anti-B
following centrifugation. monoclonal reagent and anti-AB monoclonal reagent
e Slide tests should be interpreted within three minutes to avoid the Negative with Negative control
possibility that a negative result may be incorrectly interpreted as g
positive due to drying of reagents. CE marked g % &g &
e Delay in reading and interpreting results may result in weekly device — -~ -~ §
positive or falsely negative reactions. Slide tests should be ©
interpreted at the end of the three minutes. 241 241 241 241 100%
PROCEDURE LIMITATION Tube Technique
1. False positive/ negative results may occur due to: Group O

e Contamination from test materials.
e Improper storage, cells concentration, incubation time or
temperature.

Negative with anti-A monoclonal reagent, Anti-B
monoclonal reagent and anti-AB monoclonal reagent
Negative with Negative control

e Improper or excessive centrifugation. °
e Deviation from the recommended technique. =
q L CE marked I b b LE
e Blood samples of weak A or B subgroups may give rise to false devi s 3 5 2
. ) . . evice
negative results or weak reactions when tested using slide test S
method. It is advisable to re-test weak subgroups using tube
test method. 243 243 243 243 100%
2. Weaker reactions may be observed with stored blood than with
fresh blood. Slide Technique
3. ABO antigens are not fully developed at birth, weaker reactions

Group AB
Positive with anti-A monoclonal reagent, Anti-B
monoclonal reagent and anti-AB monoclonal reagent
Negative with Negative control

may therefore occur with cord or neonatal red cells.

. ABO blood grouping interpretation on individuals greater than 6
months old should be confirmed by testing serum or plasma of the
individual against group A and group B red cells (reverse grouping).

S

If the results obtained with the serum do not correlate with the red §
cell test, further investigation is required. CE marked % % % %’_
5. Return the kit to the agent if it does not function properly. device - - - £
6. Anti-D 1gG/IgM blend Reagent tests conducted on particular °
weak-D phenotypes, while satisfactory, cannot ensure recognition 33 33 33 33 100%
of all weak variants, due to the variability of antigen patterns. Tube Technique
DIAGNOSTIC PERFORMANCE CHARACTERISTICS Group AB
The following tables compare the results in slide and tube techniques of 3 Positive with anti-A monoclonal reagent, Anti-B
lots of Atlas Medical reagents and the results of a CE marked device. monoclonal reagent and anti-AB monoclonal reagent
Slide Technique Negative with Negative control
Q
Group A CE marked I b b E
Positive with anti-A monoclonal reagent and anti-AB device S 9 9 g
monoclonal reagent o
Negative with anti-B and Negative control
" 24 24 24 24 100%
CE marked < @ 9 E No inversion in diagnosis has been shown: from a qualitative point of view
device 9 9 9 g we have observed 100% compliance in direct group testing in slide and
8 tube techniques for determination of A, B, AB and O groups for the three
lots of Atlas Medical.
232 232 232 232 100%
Tube Technique QUALITY CONTROL
Group A The reactivity of all blood grouping reagents should be confirmed by

testing known positive and negative red blood cells on each day of use.
To confirm the specificity and sensitivity, Blood grouping reagents should
be tested with antigen-positive and antigen-negative red blood cells.

Positive with anti-A monoclonal reagent and anti-AB
monoclonal reagent
Negative with anti-B and Negative control

g REFERENCES
CE marked < @ b (_§ 1. BCSH Blood Transfusion Task Force. Guidlines for microplate
device S S S g techniques in liquid-phase blood grouping and antibody screening.
8 Clin. Lab. Haem 1990: 12, 437-460.
212 212 212 212 100% 2. Issin P D Applied Blood Group Serology, 3rd ed. Miami: Montgomery
Scientific, 1985.
3. Kholer G., Milstein C. Continuous culture of fused cells secreting
Slide Technique antibody of predefined specificity, 256, 495-497, 1975
Group B 4. Messeter L. et. al. Mouse monoclonal antibodies with anti-A, anti-B
Positive with anti-B monoclonal reagent and anti-AB and anti-A,B specificities, some superior to human polyclonal ABO
monoclonal reagent reagents, Vox Sang 46, 185-194, 1984
Negative with anti-A and Negative control 5. Race R.R. and Sanger R. Blood groups in man, 6th ed., Oxford:

Blackwell Scientific, 1975.
Voak D. ET. al., Monoclonal anti-A and anti-B development as cost
effective reagents. Med. Lab. Sci 39, 109-122. 1982.

o
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7. Standards for Blood Banks d Transfusion Service. 11th Ed., d Ludwig-Erhard-Ring 3
Washington D.C., AABB 1984:25.
8. Widmann F.K.ed Technical Manual, 9th Ed., Wahington D.C.: AABB Germany
1985:9.
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Product Code Product Name

8.02.00.0.0010

Anti-A Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 1 vial/Carton Box

8.02.00.1.0100

Anti-A Monoclonal Reagent (Titer: 1 /512), 10ml/vial. 10 vials / Plastic Pack

8.02.00.1.0180

Anti-A Monoclonal Reagent (Titer: 1 /512), 10ml/vial. 18 vials / Carton Box

8.02.01.0.0010

Anti-B Monoclonal Reagent (Titer: 1 /512), 10ml/vial, / Carton Box

8.02.01.1.0100

Anti-B Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 10 vials / Plastic Pack

8.02.01.1.0180

Anti-B Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 18 vials / Carton Box

8.02.02.0.0010

Anti-AB Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 1 vial/ Carton Box

8.02.02.1.0100

Anti-AB Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 10 vials/Plastic Pack

8.02.02.1.0180

Anti-AB Monoclonal Reagent (Titer: 1 /512), 10ml/vial, 18 vials/Carton Box

8.02.03.0.0010

Anti-D IgG/IgM Blend Reagent (Titer: 1 /128), 10ml/vial, 1 vial/ Carton Box

8.02.03.1.0100

Anti-D IgG/IgM Blend Reagent (Titer: 1 /128), 10ml/vial, 10 vials / Plastic Pack

8.02.03.1.0180

Anti-D IgG/IgM Blend Reagent (Titer: 1 /128), 10ml/vial, 18 vials / Carton Box

8.02.04.0.0010

Anti-A Monoclonal Reagent (Titer: 1 /256), 10ml/vial, 1 Vial/Carton Box

8.02.04.0.0100

Anti-A Monoclonal

Reagent (Titer: 1 /256), 10ml/vial, 10 vials / Plastic Pack

8.02.05.0.0010

Anti-B Monoclonal Reagent (Titer: 1 /256), 10ml/vial, 1vial/Carton Box

8.02.05.0.0100

Anti-B Monoclonal Reagent (Titer: 1 /256), 10ml/vial, 10 vials /Plastic Pack

8.02.05.6.0030

ABO Set (Anti-A (1/256), Anti-B (1 /256), Anti-D (1/64)),3x10ml / plastic Pack

8.02.05.7.0020

ABO Set: Anti-A (1/256), Anti-B (1 /256), 2x10ml /Plastic Pack

8.02.06.0.0010

Anti-AB Monoclonal Reagent (Titer: 1 /256), 10ml/vial, lvial/Carton Box

8.02.06.1.0100

Anti-AB Monoclonal Reagent (Titer: 1 /256), 10ml/vial,10 vials /Plastic Pack

8.02.06.1.0180

Anti-AB Monoclonal Reagent (Titer: 1 /256), 10ml/vial,18 vials / Carton Box

8.02.07.0.0010

Anti-D IgG/IgM Blend Reagent (Titer: 1 /64), 10ml/vial, 1Vial/ Carton Box

8.02.07.1.0100

Anti-D IgG/IgM Blend Reagent (Titer: 1 /64), 10ml/vial, 10 vials / Plastic Pack

8.02.47.0.0030

ABO Set (Anti-A (1 /512), Anti-B (1 /512), Anti-D (1 /128)),3x10ml/Plastic Pack

8.02.47.1.0030 ABO Set (Anti-A

1 /256), Anti-B (1 /256), Anti-D (1 /64)), 3x10ml /Carton Box.

8.02.47.3.0030 ABO Set (Anti-A

1 /256), Anti-B (1 /256), Anti-D (1 /64)), 3x10ml /Plastic Pack

8.02.47.5.0030 ABO Set (Anti-A

1 /256), Anti-B (1 /256), Anti-D (1 /128)), 3x10ml/Plastic Pack

8.02.49.0.0040 ABO Set (Anti-A

1 /256), Anti-B (1 /256), Anti-AB (1 /256), Anti-D (1 /64)), 4x10ml/Carton Box

8.02.49.2.0040 ABO Set (Anti-A

1 /256), Anti-B (1 /256), Anti-AB (1 /256), Anti-D (1 /128)), 4 x 10ml, 4 vials/Plastic Pack

8.02.53.0.0040 ABO Set (Anti-A

1 /512), Anti-B (1 /512), Anti-AB (1 /512) Anti-D (1 /128)), 4x10ml/Plastic Pack

8.02.53.1.0040

ABO Set (Anti-A (1 /512), Anti-B (1 /512), Anti-AB (1 /512) Anti-D (1 /128)), 4x10ml, 4vials/Plastic Pack

8.02.70.0.0010

Anti-A monoclonal reagent , Titer (1/1024), 10 ml/vial, 1Vial/ Carton Box

8.02.71.0.0010

Anti-B Monoclonal reagent

(Titer: 1 /1024) , 10 ml/vial ,1Vial/ Carton Box

8.02.72.0.0010

Anti-AB  Monoclonal reagent (Titer: 1 /1024), 10 ml/vial , 1Vial/ Carton Box

8.02.85.0.0010

Anti-D IgG/IgM Blend reagent ( Titer 1 /256), 10ml/vial, 1Vial/ Carton Box
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GRAM STAIN PACK

For in -vitro diagnostic and professional use only

30C
,E‘CJY Store at Room Temperature

INTENDED USE
Gram Stain used for differentiate between gram positive and gram-
negative bacteria.

INTRODUCTION

Gram staining is used to differentiate bacterial species into two large
groups (Gram-positive and Gram-negative) based on the physical
properties of their cell walls.

PRINCIPLE

Gram-positive bacteria have a thick mesh-like cell wall made of
peptidoglycan (50-90% of cell wall), which stains Blue while gram-
negative bacteria have a thinner layer (10% of cell wall), which stains
pink. Gram-negative bacteria also have an additional outer membrane
which contains lipids, and is separated from the cell wall by the
periplasmic space. There are four basic steps of the Gram stain, which
include applying a primary stain (crystal violet) to a heat-fixed smear
of a bacterial culture, followed by the addition of a trapping agent
(Gram's iodine), rapid decolorization with alcohol or acetone, and
counterstaining with safranin or basic fuchsin.

Crystal violet (CV) dissociates in aqueous solutions into CV* and
chloride (Cl -) ions. These ions penetrate through the cell wall and cell
membrane of both gram-positive and gram-negative cells. The CV*ion
interacts with negatively charged components of bacterial cells and
stains the cells Blue.

lodine (I ~ or I3 7) interacts with CV* and forms large complexes of
crystal violet and iodine (CV—I) within the inner and outer layers of the
cell. lodine is often referred to as a mordant, but is a trapping agent
that prevents the removal of the CV-I complex and therefore color
from the cell.

When a decolorizer such as alcohol or acetone is added, it interacts
with the lipids of the cell membrane. A gram-negative cell will lose its
outer membrane and the lipopolysaccharide layer is left exposed. The

CV—-I complexes are washed from the gram-negative cell along with
the outer membrane. In contrast, a gram-positive cell becomes
dehydrated from an ethanol treatment. The large CV-I complexes
become trapped within the gram-positive cell due to the multilayered
nature of its peptidoglycan. The decolorization step is critical and
must be timed correctly; the crystal violet stain will be removed from
both gram-positive and negative cells if the decolorizing agent is left
on too long (a matter of seconds).

After decolorization, the gram-positive cell remains Blue. and the
gram-negative cell loses its Blue. color. Counterstain, which is usually
positively charged safranin or basic fuchsin, is applied last to give
decolorized gram-negative bacteria a pink or red color.

MATERIALS
MATERIALS PROVIDED
e  C(Crystal Violet.
e  Gram lodine.
. Gram Decolouriser.
. Counterstain — Safranin O.

Note: This package insert is also used for individually packed
reagent.

Storage and stability
e  Store at room temperature.
e Stain Solution is stable up to the printed expiry date.
e  Keep the bottles tightly closed to prevent air oxidation.

Precautions

e The reagent may cause eye, skin and respiratory tract
irritation; so protective clothing should be worn when
handling this reagent.

e The reagent is intended for in vitro diagnostic use only.

e Do not use this reagent if the label is not available or
damaged.

e Test materials and samples should be discarded properly in
biohazards container.

e This reagent is considered toxic, so do not drink or eat
beside it.

e Wash hands and test table top with water and soap once
the testing is done.

PROCEDURE
1. immerse the heat fixed smears with Crystal Violet and allow
to stain for up to 1 minute.

2. Wash with tap water.

3. Flood the smear with Gram lodine for 2 minutes.

4. Wash with tap water.

5. Decolorize the smear for few second only.

6. Wash thoroughly with tap water.

7. Counterstain with Safranin O for up to 2 minutes.

8. Wash and allow to dry.

9. Examine under microscope using oil immersion objective
RESULTS

e Gram positive organisms (Blue).
e Gram negative organisms (Red).
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RF LATEX KIT
For In-Vitro diagnostic and professional use only

Bt (E

-l Storeat 2-8°C

INTENDED USE
Atlas RF latex test for the gualitative and semi-quantitative
measurement of RF in human serum,
INTRODUCTION
Rheumatoid factors (RF) are antibodies directed against
antigenic sites in the Fc fragment of human and animal IgG.
Their frequent occurrence in rheumatoid arthritis makes them
useful for diagnosis and monitoring of the disease.
One method used for rheumnatoid factor detection is based on
the ability of rheumatoid arthritis sera to agglutinate
sensitized sheep red cells, as observed by Waaler and Rose: A
more sensitive reagent consisting of biologically inert latex
beads coated with human gamma globulin was later described
by Singer and Plotz. The RF kit is based on the principle of the
latex agglutination assay of Singer and Plotz ™ major
advantage of this method is rapid performance (2-minutes
reaction time) and lack of heterophile antibody interference.
PRINCIPLE
The RF reagent is based on an immunological reaction
between human IgG bound to biclogically inert latex particles
and rheumatoid factors in the test specimen. When serum
containing rheumatoid factors is mixed with the latex reagent,
visible agglutination occurs.
MATERIALS
MATERIALS PROVIDED
= RF latex Reagent: Latex particles coated with human
gamma-globulin, pH, 8,2, Preservative
e RF Positive Control Serum (Red Cap): Human serum
with a RF concentration > 30 IU/MI. Preservative.
= RF Negative Control Serum (Blue Cap): Animal serum,
Preservative,
* Glass Slide
= Stirring sticks
NOTE: This package insert is also used for individually
packed reagent.
MATERIALS REQUIRED BUT NOT PROVIDED
» Mechanlcal rotator with adjustable speed at 80-100 r.p.m,
= Vortex mixer,

» Pippetes 50 plL

+ Glycine Buffer 20x (1000mmol/L): add one part to
nineteen parts of distilled water before use.

Packaging contents

[AEF] 8.00.04.0.0100 (1x4ml Latex Reagent, 1ximl positive
control, 1x1ml negative control)

PRECAUTIONS

« All reagents contain 0.1 %{w/v) sodium azide as a
preservative.

« Protective clothing should be worn when handling the
reagents.

* Wash hands and the test table top with water and soap
once the testing is done.

¢ Reagents containing sodium azide may be combined
with copper and lead plumbing to form highly
explosive metal azides. Dispose of reagents by flushing
with large amounts of water to prevent azide buildup.

e For In Vitro diagnostic use,

» Components prepared using human serum found
negative for hepatitis B surface antigen (HBsAg), HCV
and antibody to HIV (1/2) by FDA required test.
However, handle controls as if potentially infectious.

+ Accuracy of the test depends on the drop size of the
latex reagent (40ul). Use only the dropper supplied
with latex and hold it perpendicularly when dispensing.

e Use 3 clean pipette tip and stirring stick for each
specimen, and glass slides should be thoroughly rinsed
with water and wiped with lint-free tissue after each

use,

* Check reactivity of the reagent using the controls
provided.

¢ Do not use these reagents if the label is not available or
damaged.

= Do not use the kit if damaged or the glass vials are
broken or leaking and discard the contents
immediately.

« Test materials and samples should be discarded
properly in a biohazard container.
REAGENT PREPARATION:
= The RF Latex reagent is ready to use. No
preparation is required. Mix gently before use to
ensure a uniform suspension of particles.
STORAGE AND STABILITY
« Reagents are stable until specified expiry date on
bottle label when stored refrigerated (2-8°C).
+ Donotfreeze.

READING AND INTERPRETATION
Examine macroscopically the presence or absence of visible
agglutination immediately after removing the slide from the
rotator. The presence of agglutination indicates a RF
concentration equal or greater than 8 |U/mL (Mote 1).
The titer, in the semi-quantitative methaod, is defined as the
highest dilution showing a positive result.
CALCULATIONS =
The approximate RF concentration in the patient sample is
calculated as follows:
B8 % RF Titer = IU/mL
INTERFERENCES
NON-INTERFERING SUBSTANCES:
»  Hemoglobin (10g/L)
e Bilirubin (20mg/dl)
*  Lipids (10g/L)
Other substances may interfere.
QUALITY CONTROL
* Positive and Negative controls are recommended
to monitor the performance of the procedure, as
well as a comparative pattern for a better result
interpretation.
= All result different from the negative control result,
will be considered as a positive.
PERFORMANCE CHARACTERISTICS
Analytical sensitivity
8 (6-16) IU/ml, under the described assay conditions.
PROZONE EFFECT
No prozone effect was detected up to 1500 1U/ml.
DIAGNOSTIC SENSITIVITY

DIAGNOSTIC SPECIFICITY

100%.

The diagnostic sensitivity and specificity have been

obtained using 1329 samples compared with the same

method of a competitor.

LIMITATIONS

+ Reaction time is critical. If reaction time exceeds 2
minutes, drying of the reaction mixture may cause
false positive result.

* Freezing the RF Latex Reagent will result in
spontaneous agglutination

* Intensity of agglutination is not necessarily
indicative of relative RF concentration; therefare,
screening reactions should not be graded.

* |ncreased levels of RF may be found in some
diseases other than rheumatoid arthritis such as
infectious mononucleosis, sarcoidosis, lupus
erythematosus, Sjogren's syndrome.

s Certain patients with rheumatoid arthritis will not
have the RF present in their serum.

# The incidence of false positive results is about 3-5
%. Individuals  suffering  from infectious
mononucleasis, hepatitis, syphilis as well as elderly
people may give positive results.

e Diagnosis should not be solely based on the results
of latex method but also should be complemented
with a Waaler Rose test along with the clinical
examination.

REFERENCE VALUES

Up to 8 IU/mL Each |aboratory should establish its own
reference range.

NOTES

1. Results obtained with a latex method do not
compare with those obtained with Waaler Rose
test. Differences in the results between methods do
not reflect differences in the ability to detect
rheumnatoid factors.

REFERENCES

1. Robert W Dorner et al. Clinica Chimica Acta 1987;
167;:1-21.

2. Frederick Wolfe et al. Arthritis and Rheumatism
1991; 34: 951- 960.

3. Robert H Shmerling et al. The American Journal of
Medicine 1991; 91: 528 =534,

4. Adalbert F. Schubart et al. The New England Journal
of Medicine 1959; 261: 363 — 368.

5. Charles M. Plotz 1956; American
Medicine; 21:893 — 896.

6. Young DS. Effects of drugs on clinical laboratory
test, 4th ed. AACC Press, 1995.

Journal of

«  Always keep vials in vertical position. If the position is
changed, gently mix to dissolve aggregates that may be
present.

« The RF latex reagent, once shaken must be uniform
without visible clumping. When stored refrigerated, a
slight sedimentation may occur and should be
considered normal.

= Do not use the latex reagent or controls if they become
contaminated.

» Reagents deterioration: Presence of particles and
turbidity.

SPECIMEN COLLECTION AND STORAGE

= Use fresh serum collected by centrifuging clotted
blood.

» [f the test cannot be carried out on the same day, store
the specimen for 7 days at 2-8°C and for 3 months at -
20°C.

= Samples with presence of fibrin should be centrifuged
before testing. Do not use highly hemolyzed or lipemic
samples.

= Do not use PLASMA,

PROCEDURE

Qualitative method

1. Allow the reagents and samples to reach room
temperature. The sensitivity of the test may be reduced
at low temperatures.

2. Place (40 pL} of the sample and one drop of each Positive
and Megative cantrols into separate circles on the slide
test.

3. Mix the RF-latex reagent rigorously or on a vortex mixer
before using and add one drop (40 pL) next to the
sample to be tested,

4. Mix the drops with a stirrer, spreading them over the
entire surface of the circle. Use different stirrers for each
sample.

5. Place the slide on a mechanical rotator at 80-100 r.p.m.
for 2 minutes. False positive results could appear if the
test is read later than two minutes.

Semi-quantitative method

1. Make serial two-fold dilutions of the sample in 9 g/L
saline solution.

2. Proceed for each dilution as in the gualitative method.

Ml uas Miedical GmbH
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Mac.aio mmmepenonnoe, T A (kaaccuueckoe), 100 ma

Cepus 454/16 Hata Beinycka 01.2022 Toaxen no 01.2025
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STATEMENT

We, DIALAB Produktion und Vertrieb von chemisch-technischen Produkten und
Laborinstrumenten Gesellschaft m.b.H., having a registered office at IZ-NOE Sued
Hondastrasse, Objekt M55, A-2351 Wr. Neudorf, AUSTRIA 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.

This declaration will stay in force for 2 years or if one of the parties is deciding to cancel it
with a one-month notice,

Date :05.04,2023
Signature:

Christina Ernst

Export Manager
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Produktsn und Labarinstrurmanten 2391 WR. NEUDIDRF Mait:  offlcwdpdinlat st FH 308 078p | Lurdesgacieht We. Houslad BANE: AT 3225 GOIR 007D 6239

Geaabischatt mbH. HFUSTRIA wwwdlalab.al IDUYAT: ATU 150 134 G& | DVR: 0130836 IBANUSD:  ATG2 D225 50H Q070 5739



Certificate of Analysis / Quality Control

Product: HBCcAb

REF: 700364 / 700364V / Z00364LV
Lot: 0322/K20230301

Exp.: 2024-04-01

Results:

DIALAK!

www.dialab.at

Quality Control Panels

Acceptance Criteria

Test Results

15 Positive Control Human Sera Samples

(+/+) = 14/15

(+/+) 15/15

15 Negative Control Human Sera Samples (-/-) 15/15 (-/-) 15/15
Limit Of Detection:

3 serial diluted samples (S1 - S3) =2/3 2/3
Precision:

Inter assay - 10 positive replicates CV% < 20 CV%=10.22

Accelerated Stability Study

Acceptance Criteria

Test Results

15 Positive Control Human Sera Samples

(+/+) = 14/15

(+/+) 15/15

15 Negative Control Human Sera Samples (-/-) 15/15 (-/-) 15/15
Limit Of Detection:
3 serial diluted samples (S1 - S3) >2/3 2/3
Precision:
Inter assay - 10 positive replicates CV% < 20 CV%=9.38
This lot meets our specifications.
- . 2023.05.09
Lucija Dilber 5’4316 +0200
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ELISA ENzYME LINKED IMMUNOSORBENT ASSAY

Microwell Method

HBcADb

REF 200364
For in vitro Diagnostic Use

Product | nsert

Enzyme Linked Immunosorbent Assay for the cut-off
determination of antibodies to Hepatitis B core antigen (HBcAQ)
in human serum or plasma.

Microwell Method - 96 wells
(12 x 8-well antigen coated strips

Individual breakaway)




HBcAb

INTRODUCTION

Hepatitis B core Antigen (or HBcAg) is the major component of the core particles of
Hepatitis B virus (or HBV). Particles have a size of 27 nm and contain a circular
double-stranded DNA molecule, a specific DNA-polymerase and HBeAg; HBcAg is
composed of a single polypeptide of about 17 kD that is released upon dis-
aggregation of the core particles; the antigen contains at least one immunological
determinant. Upon primary infection, anti HBcAg antibodies are one of the first
markers of HBV hepatitis appearing in the serum of the patient, together or slightly
later than HBsAg, the viral surface antigen. Anti HBcAg antibodies are produced
usually at high titers and their presence is detectable even years after infection.
Isolated HBcADb, in absence of other HBV markers, have been observed in blood
units, suggesting the use of this test for screening HBV, in addition of HBsAg. The
determination of HBcAb has become important for the classification of the viral agent,
together with the detection of the other markers of HBV infection, in sera and plasma.

PRINCIPLE OF THE ASSAY

This anti-HBc ELISA kit is based on solid phase, one step incubation competitive
principle ELISA. Anti-HBc if present in the sample competes with monoclonal anti-
HBc conjugated to horseradish peroxidase (HRP) for a fixed amount of purified
HBcAg pre-coated in the wells. When no anti-HBc is present in the sample, the HRP
labeled anti-HBc will be bound with the antigens inside the wells and any unbound
HRP-Conjugate is removed during washing. Chromogen B and A solutions are added
into the wells and during incubation the colorless Chromogens are hydrolyzed by the
bound HRP-Conjugate to a blue colored product. The blue color turns yellow after
stopping the reaction with sulfuric acid. No or low color developing suggests the
presence of antibodies to HBcAg in the sample.

Assay principle scheme: Competition ELISA

Ag(p) + Ab(s)+(Ab)ENZ — [Ag(p)-Ab(s)] — No color (+)
Ag(p + (Ab)ENZ — [Ag(p) — (Ab)ENZ] — Blue — Yellow Color (-)
Incubation Immobilized Complex Coloring Results
60 min. 15 min.

Ag(p)-pre-coated HBCcAg;
Ab(s)- anti-HBc in sample;
(Ab)ENZ—- HRP conjugated anti-HBc ;

TEST CONDITIONS AND NOTICES
1. All the reagents contained in the kit are for “in vitro” diagnostic use only.

2. Do not use the kit or reagents after the expiry date stated on labels. Do not mix
reagents of different lots.

3. Procedures should be performed carefully in order to obtain reliable results and
clinical interpretations.

4. Bring all the reagents to room temperature for at least 60 min, before the test is
started.

5. Avoid any contamination of reagents when taking them out of vials. We
recommend use of automatic pipettes and disposable tips. When dispensing
reagents, do not touch the wall of microplate wells with tips, in order to avoid any
cross-contamination.

6. In the washing procedure, use only the Wash Buffer provided with the kit and

follow carefully the indications reported in the “WASHING INSTRUCTIONS”
section of this insert.
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7. Ensure that the Substrate A/B mixture does not come in contact with oxidizing
agents or metallic surfaces; avoid any intense light exposure during the incubation
step or the reagent preparation.

8. Samples and materials potentially infective have to be handled with care as they
could transmit infection.

All objects come in direct contact with samples and all residuals of the assay
should be treated or wasted as potentially infective. Best procedures for
inactivation are treatments with autoclave at 121°C for 30 min or with sodium
hypochlorite at a final concentration of 2.5% for 24 hrs. This last method can be
used for the treatment of the liquid waste after that it has been neutralized with
NaOH.

9. Avoid any contact of liquids with skin and mucosas.
Use always protective talk-free gloves, glasses and laboratory coats, according to
the safety regulations.

CONTENT OF THE KIT

Microwell Plate  Blank microwell strips fixed on a white strip holder. The plate is
sealed in aluminum pouch with desiccant. 12x8-well strips per
plate. Each well contains purified HBcAg. The microwell strips
can be broken to be used separately. Place unused wells in the
plastic sealable storage bag together with the desiccant and
return to 2-8°C.

Enzyme 6.5 mL per vial. Horseradish peroxidase-conjugated anti-HBc.
Conjugate Ready to use as supplied. Once open, stable for one month at 2-
8°C.

Wash Buffer 30 mL per bottle, pH 7.4, 20x PBS (containing Tween-20 as a
detergent). The concentrate must be diluted 1:20 with distilled or
deionized water before use. Once diluted, stable for one week at
room temperature or for two weeks at 2-8°C.

DILUTE BEFORE USE!

Substrate 7 mL per vial. Urea peroxide solution. Ready to use as supplied.
Solution A Once open, stable for one month at 2-8°C.

Substrate 7 mL per vial. TMB solution- Tetramethylbenzidine dissolved in
Solution B citric acid. Ready to use as supplied. Once open, stable for one

month at 2-8°C.

Stop Solution 7 mL per bottle. Diluted sulfuric acid solution (0.5 M H,SOy).
Ready to use as supplied.

Negative 1 mL per vial. Protein-stabilized buffer tested non-reactive for

Control anti-HBc. Preservatives: 0.1% ProClin 300. Ready to use as
supplied. Once open, stable for one month at 2-8°C.

Positive Control 1 mL per vial. Purified anti-HBc diluted in Protein stabilized
buffer Preservatives: 0.1% ProClin 300. Ready to use as
supplied. Once open, stable for one month at 2-8°C.

Cardboard 1 piece. To cover the plates during incubation and to prevent the

Sealer well from evaporation or contamination.
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STORAGE AND STABILITY

The components of the kit will remain stable through the expiration date indicated on
the label and package when stored between 2-8°C, do not freeze. To assure
maximum performance of this anti-HBc ELISA kit, during storage protect the reagents
from contamination with microorganism or chemicals.

MATERIALS NOT PROVIDED

Freshly distilled or deionized water.

Disposable gloves and timer.

Appropriate waste containers for potentially contaminated materials.
Disposable V-shaped troughs.

Dispensing system and/or pipette (single or multichannel), disposable pipette
tips.

Absorbent tissue or clean towel.

Dry incubator or water bath, 37+0.5°C.

Microshaker for dissolving and mixing conjugate with samples.

Microwell plate reader, single wavelength 450 nm or dual wavelength 450 nm
and 630 nm.

10.  Microwell aspiration/wash system.

aRrON=

©oN®

SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE

1. Sample Collection: Either fresh serum or plasma samples can be used for this
assay. Blood collected by venipuncture should be allowed to clot naturally and
completely. Care should be taken to ensure that the serum samples are clear
and not contaminated by microorganisms. Any visible particulate matters in the
sample should be removed by centrifugation at 3000 RPM (rounds per minute)
for 20 minutes at room temperature or by filtration on 0.22 um filters. Plasma
samples collected into EDTA, sodium citrate or heparin may be tested, but
highly lipaemic, icteric, or hemolysed samples should not be used as they can
give false results in the assay. Do not heat inactivate samples. This can cause
sample deterioration.

2. Transportation and Storage: Store samples at 2-8°C. Samples not required for
assaying within 3 days should be stored frozen (-20°C or lower). Avoid multiple
freeze-thaw cycles.

SPECIAL INSTRUCTIONS FOR WASHING

1. A good washing procedure is essential to obtain correct and precise analytical
data.
2. It is therefore recommended to use a good quality ELISA microplate washer,

maintained at the best level of washing performances. In general, no less than
5 automatic washing cycles of 350-400 uL/well are sufficient to avoid false
positive reactions and high background.

3. To avoid cross-contaminations of the plate with sample or Enzyme Conjugate,
after incubation do not discard the content of the wells but allow the plate
washer to aspirate it automatically.

4. Anyway, we recommend calibrating the washing system on the kit itself in
order to match the declared analytical performances. Assure that the
microplate washer liquid dispensing channels are not blocked or contaminated
and sufficient volume of Wash buffer is dispensed each time into the wells.

5. In case of manual washing, we suggest to carry out at least 5 cycles,
dispensing 350-400 pL/well and aspirating the liquid for 5times. If poor results
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(high background) are observed, increase the washing cycles or soaking time
per well.

In any case, the liquid aspirated out the strips should be treated with a sodium
hypochlorite solution at a final concentration of 2.5% for 24 hours, before
liquids are wasted in an appropriate way.

The concentrated Washing solution should be diluted 1:20 before use. For one
plate, mix 30 mL of the concentrate with 570 mL of water for a final volume of
600 mL diluted Wash Buffer. If less than a whole plate is used, prepare the
proportional volume of solution.

PRECAUTIONS AND SAFETY
This kit is intended FOR PROFESSIONAL IN VITRO USE ONLY

The ELISA assay is time and temperature sensitive. To avoid incorrect resulit,
strictly follow the test procedure steps and do not modify them.

1.

10.
11.
12.

13.

14.

Do not exchange reagents from different lots or use reagents from other
commercially available kits. The components of the kit are precisely matched
for optimal performance of the tests.

Make sure that all reagents are within the validity indicated on the kit box and
of the same lot. Never use reagents beyond the expiry date stated on labels or
boxes.

Allow the reagents and samples to reach room temperature (18-30°C) before
use. Shake reagent gently before use and return to 2-8°C immediately after
use.

Do not touch the bottom exterior of the wells; fingerprints or scratches may
interfere with microwell reading.

When reading the results, ensure that the plate bottom is dry and there are no
air-bubbles inside the wells.

Never allow the microplate wells to dry after the washing step. Immediately
proceed to the next step. Avoid the formation of air bubbles when adding the
reagents.

Avoid assay steps long time interruptions. Assure same working conditions for
all the wells.

Calibrate the pipette frequently to assure the accuracy. Use different disposal
pipette tips for each specimen and reagents in order to avoid cross-
contaminations. Never pipette solutions by mouth.

The use of automatic pipettes and disposable tips is recommended.
Assure that the incubation temperature is 37°C inside the incubator.

When adding samples avoid touching the well’s bottom with the pipette tip.
When reading the absorbance with a plate reader, it is recommended to
determine the absorbance at 450 nm or at 450 nm with reference at 630 nm.
All specimens from human origin should be considered as potentially
infectious. Strict adherence to GLP (Good Laboratory Practice) regulations
can ensure the personal safety. Never eat, drink, smoke or apply cosmetics in
the assay laboratory.

The pipette tips, vials, strips and sample containers should be collected and
autoclaved for 1 hour at 121°C or treated with 10% sodium hypochlorite for 30
minutes to decontaminate before any further steps for disposal.

Page 5 of 12 Rev. 05, 2017-10-05



HBcAb

15.

16.

The Stop Solution contains 0.5 M H,SO4. Use it with appropriate care. Wipe
up spills immediately or wash with water if come into contact with the skin or
eyes. ProClin 300 used as a preservative can cause sensation of the skin.

The enzymatic activity of the Enzyme Conjugate might be affected from dust,
reactive chemical and substances like sodium hypochlorite, acids, alkalins etc.
Do not perform the assay in the presence of such substances.

ASSAY PROCEDURE

Step 1

Step 2

Step 3

Step 4

Step 5

Step 6

Step 7

Reagents preparation: Allow the reagents to reach room temperature
(18-30°C). Check the Wash buffer concentrate for the presence of salt
crystals. If crystals have formed in the solution, resolubilize by warming
at 37°C until crystals dissolve. Dilute the stock Wash Buffer 1:20 with
distilled or deionized water. Use only clean vessels to dilute the buffer.

Numbering Wells: Set the strips needed in strip-holder and number
sufficient number of wells including three Negative Controls (e.g. B1,
C1, D1) two Positive Controls (e.g. E1, F1) and one Blank (e.g. A1
neither samples nor Enzyme Conjugate should be added into the Blank
well). Use only number of strips required for the test.

Adding Sample and Enzyme Conjugate: Add 50 L of Positive Control,
Negative Control, and Specimen into their respective wells. Note: Use a
separate disposal pipette tip for each specimen, Negative Control and
Positive Control to avoid cross-contamination. Add 50 pyL of Enzyme
Conjugate to each well except the Blank and mix by tapping the plate
gently.

Incubating: Cover the plate with the plate cover and incubate for 60
minutes at 37°C. It is recommended to use water tank to assure the
temperature stability and humidity during the incubation. If dry incubator
is used, do not open the door frequently.

Washing: At the end of the incubation, remove and discard the plate
cover. Wash each well 5 times with diluted Wash Buffer. Each time
allow the microwells to soak for 30-60 seconds. After the final washing
cycle, turn down the strip plate onto blotting paper or clean towel, and
tap the plate to remove any remainders.

Coloring: Dispense 50 pL of Substrate Solution A and after that 50 pL
Substrate Solution B into each well including the Blank. Incubate the
plate at 37°C for 15minutes, avoiding light. The enzymatic reaction
between the Substrate Solutions and the Enzyme Conjugate will
produce blue color in Negative Control and anti-HBc negative sample
wells.

Stopping Reaction: Using a multichannel pipette or manually add 50 pyL

Stop Solution into each well and mix gently. Intensive yellow color
develops in Negative control and anti-HBc negative sample wells.
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Step 8 Measuring the Absorbance: Calibrate the plate reader with the Blank
well and read the absorbance at 450 nm. If a dual filter instrument is
used, set the reference wavelength at 630 nm. Calculate the Cut-off
value and evaluate the results. (Note: read the absorbance within 5
minutes after stopping the reaction).

INTERPRETATION OF RESULTS AND QUALITY CONTROL

Each microplate should be considered separately when calculating and interpreting
results of the assay, regardless of the number of plates concurrently processed. The
results are calculated by relating each sample optical density (OD) value to the Cut-
off value (C.O.) of the plate. If the Cut-off reading is based on single filter plate
reader, the results should be calculated by subtracting the Blank well OD value from
the print report values of samples and controls. In case the reading is based on Dual
filter plate reader, do not subtract the Blank well OD from the print report values of
samples and controls.

Calculation of cut-off value (C.0.) = *Nc x 0.5
*Nc = the mean absorbance value for three negative controls.

If one of the Negative control values does not meet the Quality Control Range
specifications, it should be discarded and the mean value is calculated again using
the remaining two values. If more than one control OD value does not meet the
Quality control range specifications, the test is invalid and must be repeated.

Example: of Cut-off calculation:
1. Calculation of Nc

Well No: B1 C1 D1
Negative controls OD value ~ 1.720 1.715 1.717
Nc=1.717

2. Calculation of Cut-off (C.0.)=1.729 x 0.5 =0.838

QUALITY CONTROL RANGE

The test results are valid if the Quality Control criteria are verified. It is recommended
that each laboratory must establish appropriate quality control system with quality
control material similar to or identical with the patient sample being analyzed.

1. The absorbance of the Blank well, which contains only Chromogens and Stop
solution, is less than 0.080 at 450 nm.

2. The absorbance value OD of the Negative control must be equal to or greater
than 0.800 at 450/630 nm or at 450 nm after blanking.

3. The absorbance value OD of the Positive control must be less than 0.100 at
450/630 nm or at 450 nm after blanking .
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INTERPRETATIONS OF THE RESULTS
(S = the individual absorbance (OD) of each specimen)

Negative Results (S/C.0.>1):

Samples giving an absorbance greater than the Cut-off value are considered
negative, which indicates that no antibodies to HBV core antigen have been detected
using this anti-HBc ELISA kit. This result should not be used alone to establish the
infection state.

Positive Results (S/C.0.<1):

Samples giving absorbance less than or equal to the Cut-off value are initially
reactive for this assay, which indicates that antibodies to HBV core antigen have
probably been detected with this anti-HBc ELISA kit. Any initially reactive samples
must be retested in duplicates. Repeatedly reactive samples can be considered
positive for anti-HBc. A positive result with anti-HBc detection is an indication of acute
HBV infection. Monitoring of anti-HBc concentrations can be used in follow up of
chronic HBV patients. However, any positive result should not be used alone to
establish the infection state.

Borderline (S/C.0.=0.9-1.1):

Samples with absorbance to Cut-off ratio between 0.9 and 1.1 are considered
borderline samples and retesting is recommended. Repeatedly reactive samples can
be considered positive for anti-HBc.

TEST PERFORMANCE AND EXPECTED RESULTS

Analytical Endpoint Sensitivity: 0.8PEI U/mL

The clinical specificity of this assay has been determined by a panel of samples
obtained from 1683 healthy blood donors and 145 undiagnosed hospitalized patients.
The Repeatedly reactive samples and samples confirmed positive with the reference
test were not included in the calculation of the specificity.

The clinical sensitivity of this anti-HBc ELISA kit have been calculated by a panel of
samples obtained from 975 hepatitis B patients with well-characterized clinical history
based upon reference assays for detection of HBsAg, HBeAg, anti-HBs, anti-HBe,
and anti-HBc. This panel included samples from acute, chronic and recovered
hepatitis B patients. Licensed anti-HBc ELISA test was used as a confirmatory assay.
The evaluation results are given below. Results obtained in individual laboratories
may differ.

Specificity Samples - + Confirmed | Specificity | False
positive Fositive

Blood 1683 566 | 1117 1115 99 64% 2

donors

Hospitalized 145 80 65 65 100% 0

patients

TOTAL 1828 646 | 1182 1180 99.82 2
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Sensitivity | Samples - + Confirmed | Sensitivity | False
positive MNegative
Acute 429 11 | 417 418 99 76% 1
Chronic 105 0 105 105 100% 0
Recovery 441 436 436 100% 0
TOTAL 975 16 | 958 959 99.92 1

Analytical Specificity:

1.

No cross reactivity observed with samples from patients infected with HAV,
HCV HIV, CMV, and TP.

2. No interference from rheumatoid factors up to 2000U/mL observed during

clinical testing.

3. The assay performance characteristics are unaffected from elevated

concentrations of bilirubin, hemoglobin, and triolein.

4. Frozen specimens have been tested to check for interferences due to

collection and storage.
Reproducibility | No Withinrun | Between run
runs | Mean OD CV% Mean OD CV%
Weak positive 10 0.639 58% | 0.645 6.4%
Moderate positive 10 0.394 74% | 0.404 8.0%
Strong positive 10 0.012 21% | 0.017 22%
Negative control 10 1.768 45% | 1.702 4 6%

LIMITATIONS

1. Non-repeatable positive result may occur due to the general biological and
biochemical characteristics of ELISA assays. The test is designed to achieve very
high performance characteristics of sensitivity and specificity. However, in very
rare cases some HBV mutants or subtypes can remain undetectable. Antibodies
may be undetectable during the early stages of the disease and in some
immunosuppressed individuals.

2. Any positive results must be interpreted in conjunction with patient clinical
information and other laboratory testing results.

3. Common sources for mistakes: kits beyond the expiry date, inappropriate washing
procedures, contaminated reagents, incorrect assay procedure steps, insufficient
aspiration during washing, failure to add samples or reagents, equipment, timing,
volumes, sample nature and quality.

4. The prevalence of the marker will affect the assay’s predictive values.

VALIDITY

Please do not use this kit beyond the expiry date indicated on the kit box and reagent labels!
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ELISA Enzyme Linked Immunosorbent Assay
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ELISA Enzyme Linked Immunosorbent Assay
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 026709 0009 Rev. 01

©

Product Service

Holder of Certificate: DIALAB Produktion und Vertrieb von
chemisch-technischen Produkten und

Laborinstrumenten Gesellschaft m.b.H.
IZ-NOE Sued

Hondastrasse, Objekt M55

2351 Wr. Neudorf

AUSTRIA

Certification Mark:

L. ENISO 13405 A8

tuvsud.com/ps-cert

Scope of Certificate: Design, development, production and distribution of
in-vitro diagnostic reagents and testkits in the areas of
immunological detection of infectious diseases,
immunochemistry/immunology/clinical chemistry
biomarkers (analytes: enzymes, substrates,
electrolytes reagents; controls/standards/calibrators),
urinalysis, haematology, haemostasis and
immunohaematology (blood grouping).

Distribution of in-vitro diagnostic instruments including
accessories for immunology, clinical chemistry,
haematology, haemostasis and urinalysis.

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 026709 0009 Rev. 01

Report No.: 713237224
Valid from: 2022-03-29
Valid until: 2025-03-28

c@s'(—\_/

Date, 2022-03-17 Christoph Dicks
Head of Certification/Notified Body

o)
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 026709 0009 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): DIALAB Produktion und Vertrieb von chemisch-technischen
Produkten und Laborinstrumenten Gesellschaft m.b.H.
IZ-NOE Sued, Hondastrasse, Objekt M55, 2351 Wr. Neudorf,
AUSTRIA

See Scope of Certificate

Parameters: ./.
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anti-HCV

NDA-HabGop Ana Ka4yeCTBEHHOro onpegeneHus
CYMMapHbIX aHTUTen K BUpycy renatuta C

NHCTPYKUMSA NO NPUMEHEHIO
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EQUI anti-HCV

NDA-Habop ons KaueCcTBEHHOro onpeneneHns cyMmMmapHbIX
aHTuUTEn K BMpycy renatuta C

1. HASBHAYEHMUE

NPA-Habop «EQUI anti-HCV» npegHasHadeH Ons  KayeCTBEHHOrO
onpeferneHns cymmapHbIx aHTuten K supycy renatuta C (BI'C) B cbiBopoTke
UnNu nnasme KpPoBW YenoBeka MeToAoM MMMyHodepMeHTHoro aHanmsa (UNPA)
C uenblo gnarHoctukn renatuta C v ckpuHUHra oHopckomn kposu. Npouenypa
aHanusa paccuyuMTaHa Kak ANA PyYHOM MNOCTaHOBKM C aBTOMaTU4eCKUMMU
nuneTkamum W cTaHAapTHbIM OOOpyaoBaHWEM, Tak M ANs aBTOMaTU4YeCKOro
NMMYHO(EPMEHTHOro aHanm3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: JOHOpbI; NMLa-noTpedbuteny MHbeKUMOHHbIX HapKOTUKOB;
peunnueHTbl KPOBM UIM OpraHoB; GepeMeHHble KEHLUUHbI; AeTU, POXAEHHbIE
OT MHMUUMPOBaHHbIX MaTepen; nuua, MHhuumpoBaHHble BUY; naumeHTbl C
cMMnTOoMamu 3aboneBaHni NeYeHN.

MpumeHeHue: NOA-Habop NpuMeHSEeTCS B KIMHUYECKUX OANArHOCTUYECKMX
nabopaTtopusx, CTaHUUAX NepennBaHns KpoBU, a Takxe B APYTnX yUPEXAEHUSX,
paboTatoLwmx B 06nacTu in vitro AMarHOCTUKM.

2. KMMHNYECKOE 3HAYEHUE

lenatut C — aT0 BMpyCHOe nopaxeHue neyeHu. Bupyc rematuta C (BIC)
BbI3bIBAET OCTPYIO MHMEKLNIO, KOTOPAA MOXET NepenTn B XPOHNYECKYI popmy.
Bupyc renatuta C oTHocuTCs K cemencTtBy Flaviviridae. BUpuoHbl ManeHbkue
(50-60 nm), ccepuyeckme, NOKpbITbie 000MNOYKON. [eHeTuveckun marepuan
BUpyca npegctaeneH ogHouenovevyHon PHK. lNepepaya Bupyca npoucxoaut
reMoTPaHCMUCCUBHbBIM Ny TeM, AN 3apa)KeHnsi 30pOBOro opraHn3ma gocTaTto4qHo
HebonbLoOro KonmMyecTsa KpoBwu, cogepxawen BIC. NHkybaumoHHbIA nepuog
renatuta C MOXeT 4NnTbCH OT ABYX HeAenb 4o nonyroa.

B cBAsn c GeccumnTomMHbIM TeuyeHuem renatmt C pefko BbIABNSAT Ha
paHHUX ctagmsax. o pekomeHgaunamM MexayHapoAHbIX opraHm3aumin B cpepe
3gpaBooxpaHeHus (BO3, CDC) gnarHoctuka nHdekumm BI'C npoBoantcsa B ABa
atana. CHavyana npoBOAUTCSA CEPONOrMYECKUIA CKPUHUHE Ha aHTUTeNna K BUPYCy
renatuta C. 3atem gns nonoxuTtenbHbiXx 06pa3yoB HEOOXoaMMO NoATBEPAMUTL
Hanuyne XpOHMYECKOW renatutHOW MHdekumm obHapyxeHnem PHK Bupyca.
AHTUTEena k BIC npm oOTCyTCTBMM TreHeTU4ecKkoro matepuana Bupyca He
MOryT CBUAETeNbCTBOBaTb 00 aKkTMBHOM WHdekumMM y nauueHTa. [locne
ONarHOCTMPOBAHWS renaTuTHOM WHMEKUMM OLEHUBAKT CTEMEHb MNOpaXeHus
neyveHun (onbposa, unpposa), NPOBOAAT AOMONHUTENbHbIE NabopaTOpHbIE TECTHI
A58 Ha3Ha4YeHUs NevyeHns U MOHUTOPUHra ero ahEeKTUBHOCTHN.

«Cepornornyeckoe OKHO» M XapakTep WMMYHHOro oOTBeTa Mocrne
NMHPMUMPOBAHUSA MOTYT CUMIIbHO OTAMYAaTbCH Yy pasHblX nauMeHToB. [lepBbiMu B
KpoBU MHGPMLUMPOBaHHbIX oka3biBatoTcst PHK n Core-aHTureH Bupyca (4epes 1-3
Hegenwn). BIC-cneundunyeckne aHtutena IgM knacca oGHapyxuBatoTca 4epes
1-2 mecsaua nocne nHdunymnposanms. Y 50-90% naumeHToOB ¢ OCTPOW renaTUTHOM
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MH(peKUMENn OHM MOTyT ONpefensaTbCs B BbICOKMX TUTPax HECKObKO MECHLEB.
Bnocneacteun, y 50-70% nuvu, 60nbHbIX XpoHuyeckum renatutom C, IgM
aHTMTena oOHapyXMBatTCA HA HEBLICOKNX YPOBHSAX, 0COBEHHO Npu 060CTpEHUN
NMHeKLMOHHOro npouecca. lNocne apdekTneHom Tepanumn BI'C-cneuymdmnyeckne
IgM aHTuTena ucyesarT Yepes3 HEeCKONMbKO MecsaueB. OTOT MapKep BaXkeH Ans
MOHUTOPUHIa NEeYEeHUs, HO He HABMSEeTCS MHPOPMAaTUBHBIM ANS CKPUHUHra
renatuta C. lNMpogyunpoBaHue aHtuten BI'C Ha OTHOCUTENBHO HU3KOM YPOBHE BO
BpeMs OCTpov asbl HA4YMHaETCs NOYTU OQHOBPEMEHHO C aHTUTeNnamu knacca
IgM, HO NnocTeneHHO Bo3pacTaeT Npu XpoHu3aumm nHdekumn. IgG aHTuTena K
BI'C npon3BoadATCH Ha BbICOKMX YPOBHSIX BO BpEMsi XpoHuyeckoro renatuta C u
MOTyT NPOSIBNATLCA Aake NOoCcre BblBe4eHUS BUpyca M3 opraHusma.

lMpn npomsBOACTBE MMMYHO(EPMEHTHBIX TECTOB TPETbero MOKOMeHUs
ana guarHoctvkm renatuta C MCNoOnb3ylTCA PEKOMOWHAHTHbIE aAHTUIEHbI
BI'C, aHanoru 6enkoB Core, NS3, NS4 u NS5. YyBCTBUTENBHOCTb TaKMUX
TectoB gocturaet 99%, a cneuundudHocTe npubnmxkaetcs Kk 100%. OpHako,
YYBCTBUTENbHOCTb U creundunyHoctb VIPA TecToB pasHbix NnpousBoauTenen
MOFyT HECKONbKO OTnmyaTbCH. JIoKHOOTpMUaTenbHble aHanuabl BCTpeYaloTCs
Yy MMMYHOCYMNPECCUPOBAHHbIX fKWLU, a FOXHOMOMNOXNUTENbHbIE pe3ynbTaThbl
MOryT ObITb CBsiI3aHbl CO CMOCOGOM MONyYeHUa pPeKoMOUHAHTHbIX GenkoB.
PesynbTratel 06HapyxeHusa aHTuTen k BIC HeobxoamMmo nogTeBepXaaTb ApYrumm
nabopaTopHbIMM MeTOL4AMM.

3. MIPUHUUIN AHATTU3A

Onpepgenexne aHTuten, cneundunyHblx k BIrC, B UGA-Habope«EQUI anti-HCV»
DasunpyeTca Ha NpuHUMUNE «HenpsiMoro» TBepgodasHoro NPA B OByxaTanHom
MHKybaumun. B nyHkax nnaHweTa 3acopOvpoBaHbl peKOMOUHAHTHbIE AHTUMEHbI
Bupyca renatuta C: core, NS3, NS4 ta NS5. lNpu nepBom atane nHKybauumm
nccnegyembixobpasuyoBBryHkaxnnaHweTta®AcneumdpudecknekBlrCanturtena,
€Cnn OHWM NPUCYTCTBYIOT B 00pasuax, CBA3bIBAOTCS C COOTBETCTBYHLLUMM
aHTUreHamu Ha TBepaon dase. JlyHkM OTMbIBaOTCSA ANSA yAaneHns HecBA3aHHbIX
aHTUTEeN, OCTalTCs TONMbKO chneunduyeckne KOMMMEKCbl aHTUTeH-aHTUTENO.
Mocne atoro gobaBnseTcs CMeCb KOHBbOraToB aHTUBUAOBLIX (@HTU-IGG 1 aHTK-
IgM) MOHOKIOHamNbHbIE aHTUTENA C NePOKCUAA30M XPEHA, KOTOPbIE CBA3bIBAOTCS
C MMMYHHbIMW KOMMMeKcamu Ha TBepAon ¢ase. HecBaA3aHHbIE KOMMOHEHTHI
yaansoTcsa npu oTMbiBaHMU. KOoMMnneKkcbl aHTUreH-aHTMTeNo obHapyXuBarTcs
nytem pobaBneHuss pacTtBopa xpomoreHa 3,3’,5,5-TeTpameTnnbeH3nguHa
(TMB) ¢ nepekucbio Bogopoga. lMocne 30-MUHYTHOM WHKyGauuu peakuums
ocTaHaBnuBaeTcsa gobasneHnem cton-pacteopa. Ontuyeckas nnotHocTb (ONT)
B IyHKax onpegensieTca Ha cnekTpodoToMeTpe npu AnnHe BonHbl 450/620-695
nm. IHTEHCUBHOCTb XXEMNTOW OKpacku NPonopLMoHarnsHa KONIMYECTBY aHTUTEN B
obpasue.

4. MATEPUAIIbI N OBOPYOOBAHUE

4.1. CoctaB Habopa
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MnaHweTt UPA

B nyHkax nnaHweTa 3acopbupoBaHbl peKOMOUHAHTHbIE
1x 96 aHturenbl BI'C: core, NS3, NS4 Tta NS5. JlyHku
NIYHOK ~ MOXHO oTAenATb. locne nepBoro BCKPbITUS XpaHuUTe

HEeWCnonb30oBaHHblE  CTPUMNbl B yNakoBke  Npwu

Temnepatype 2-8°C He 6onee 6 mecsaueB

STRIPS

Mo3UTUBHbLIN KOHTPOIb
PacTtBop MMMyHOrnobynnHoB YenoBeka, cneunguyHbix
[CONTROL[ + 1 , | N
] x0.6m k BI'C, c koHcepBaHTOM (pO30Bbiil). XpaHuUTb npwu
Temnepatype 2-8°C
HeraTuBHbLIN KOHTPOIb
HeraTmBHas  cbiBOpOTKa  KpOBM  4YenoBeka C
NTROL , -
[CONTROL] - tx1ém KOHCEpBaHTOM (kenTbi). XpaHUTb Npu Temneparype
2-8°C
PacTBop Ans pa3BeaeHusi CbiIBOPOTOK
BydepHbii  pacTBOp C  9KCTpPaKTOM  MOMOKa
DIL|SAMPLE 1x 11 ml . ’
[DILISAMPLE] xam OEeTEepreHToOM U KOHCEPBaHTOM (KOPUYHEBBIN). XpaHUTb
npu Temnepatype 2-8°C
SOLN|CONJ |
SOLN[TMB]

PacTBOp KOHblOraTa (roToB K MCNONb30BaHUIO)
BydepHbIi pacTBOp MOHOKINOHanbHbIX aHTuTen K 1IgG
[SOLNJCONJ] 1x13ml  un IgM Yenoseka, KOHbIOFMPOBAHHBIN C NEPOKCUAA30M
XpeHa, Cco cTabunusatopamum U KOHCEPBAHTOM
(3eneHsbInt). XpaHuTb Npu Temnepartype 2-8°C

PactBop TMB (roToB k ucnonb3oBaHuo)

1x13ml Pacteop TMB, H202, ctabunusaTtop, KOHCepBaHT
(6becuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C

PactBop ans npombiBku TRITON (20x KoHUeHTpaT)
20-KkpaTHbIN  KOHLUeHTpaT d¢ocdaTHoro 6Oydepa ¢
TputoHom X-100 (6ecupeTHbIVi). PasBectn pactBop
ansa npombiBkn TRITON (20x) 1:20 guctmnnMpoBaHHOM
UNn  OEeVNOHW3VMPOBAHHOW BOJOW (Hampumep, 5 ml
KoHUeHTpaTta + 95 ml Bogbl Ana 8 nyHok) nepes
ucnonb3oBaHuem. PasbaBneHHbIn pacTBOp XpaHUTb
npu Temnepatype 2-8°C He Gonee 7 cyToK

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

Cton-pacTBop (roToB K UCNONb30BaHMUIO)
SOLN|STOP 1x13ml  PactBop 0,5 mol H,SO, (6ecuseTHbiil). XpaHUTb npu
Temnepartype 2-8°C
B coctaB Habopa BxoaAT: knevikas nrneHka (2 wT.), cxema BHeceHus obpasLioB
(1 WT.), TUCT KOHTPOJbHbLIX UCMBITAHUA Y MHCTPYKLMS MO MPUMEHEHMIO.

4.2. lononHuTenbHbIe peakTUBbI, MaTepnanbl 1 060opyaoBaHue

ABTOMaTMYECKME NUNETKM NepeMeHHoro oobema Ha 10—1000 pl u HaKOHEYHUKIK
K HuM, MepHasa nabopartopHas nocyga (10-1000 ml), gevoHn3anpoBaHHas
Unu OUCTUNNUPOBAaHHasi Boga, TepmocTaT Ha 37°C, aBTOMaTUYECKUM WNK
nonyaBTOMaTM4eCcknii NpoOMbIBaTENb NIAHWETOB (BOLIEP), CnekTpodoToMeTp
(pnaep) ana mukponnaHweToB 450/620-695 nm, COOTBETCTBYIOLLINE KOHTENHEPDI

Pepakuusa 7 ot 11.10.2021r. 5/16



ANS10TXO40B MOTEHUMaNnbHO 3apaykeHHOro MaTepuana, Taumep, punbsTpoBanbHas
Gymara, o4HOpa30Bble HeoNyApeHHbIe NepyaTku, Ae3MHMULMpPYoLWne CpeacTea.

5. MIPEAOCTEPEXEHUA U TEXHUKA BE3OIMNACHOCTHU

5.1. NMpepocTepexeHus

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

— He Ucnonb3ymnTe KOMMoHeHTbl MPA-Habopa No ncteyeHmm cpoka roqHoCTy;

— He UCMonb3yWTe NpU aHanua3e U He CMeLLMBaNTe KOMMOHEHTbI Pa3nnyHbIX
cepuii, KOMMOHEHTbI M3 HAabOpPOB pPa3fMYHbIX HO3OMOMMA UMW peareHThbl
Opyrnx npousBoanTenen B coyetaHum ¢ Habopom «EQUI anti-HCV»;

— He 3amopaxmBarnte NPA-Habop UM ero KOMMNOHEHTbI;

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

— BO BpeEMS MPOMbIBKN KOHTPONUPYNTE HaMOJMIHEHWE U MOSTHYK acnupauuio
pacTBopa 13 NTYHOK;

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

—un3berante nonagaHus MNpPsIMbIX COJSIHEYHbIX Jly4yen Ha peareHTbl NPA-
Habopa;

—[SOLN[TMB] OomkHO ObiTb 6GecuBeTHbIM Mepen ucnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHWUA UMW XeNTbl LUBET, €ro Henb3si MCNoMb30BaTh.
M3beraiiTe KOHTakTa C MeTannamu UIM 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 Clly4ae He UCMNOoMnb3ynTe 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 1 TpebyeT OYMCTKM 1 06e33apakMBaHNs;

—WN®A Habop npepHasHadyeH pna 96 aHanu3oB. KoMMOHeHTbl nocne
NCMONb30BaHUsA M OCTaTKM HEUCNOSIb30BAHHbIX KOMMOHEHTOB LOSTXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHuKa 6e3onacHoOCTH
— BCe peareHTbl Habopa npegHa3HadYeHbl TONbKO ANs NPodeCCUoHanbLHOro
nabopaTopHOro NPUMeEHeEHNS B in Vitro AnarHOCTUKE UMOTYT UCNONb30BaTbCA
TONbKO KBAaNMdUUMPOBaHHbIM NEPCOHANOM;
— NOCTaHOBKY aHanu3a NpoBOAUTb TOMbKO B OO4HOPA30BbIX HEOMYAPEHHbIX
nepyaTtkax 1 3alnTHbIX O4KaXx;
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—He pJonyckaeTtcs MpMHMMAaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAeHNs TeCTa;

— He NMNeTnpoBaTb PacTBOPbI PTOM;

— [CONTROL] +] dA-HaBopa «EQUI anti-HCV» coaoepxuT nMMyHoOrno6ynuHbl
yenoBeka, cneuuduyeckne k BIC, koTopble ObilnM BblgeneHbl C
WHAKTVBMPOBAHHbIM MPOrpeBaHNEM CbIBOPOTOK KPOBWM 4eroBeka, B
KOTOpbIX He 6bino obHapyxeHo HBsAg v aHTtuten k BIJ11/2 n Treponema
pallidum, ogHako paboTaTb C KOHTPOSIEM CrieayeT Kak C MOTEeHuManbHO
WMH(PEKUMOHHBIM MaTepuanom;

—[CONTROL[- | MdA-Habopa «EQUI anti-HCV» npoTecTupoBaHo 1 NpuaHaHo
oTpuuaTenbHbiM Ha HBsAg n aHtutena k BIJ11/2, BI'C, Treponema pallidum,
oAHako obpallaTtbCs C KOHTPOMeM 1 n3yvyaembiMy obpasuamm cnegyeTt Kak
C NoTeHUManbHO ONacHbIM UH(PEKLMOHHBIM MaTepnanom;

— 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 HeobxoguMMO 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 oTxonoB

—XnKue oTXo4bl criegyeT UHaKTUBMPOBAaTb, HAaNnpumep, pacTBOPOM NepeKknucu
BOZOPOAA B KOHEYHOW KOHUEHTpaLmn 6% B Te4eHne 3 4acoB Npu KOMHATHOM
TemnepaType WUNn rmnoxropuToM HaTpusi B KOHEYHOW KOHLUeHTpauun 5%
B TeuyeHne 30 MUHYT UNKU APYrMMU paspeLleHHbIMU Ae3UHMDULMPYIOLWNUMUY
cpencreamu;

— TBepAble 0TX0Abl CrieayeT UHAKTMBMPOBAaTb NyTEM aBTOKNABUPOBaHUS Npu
TemnepaType cTepunusaumm He meHee 132°C;

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

— YTUNM3auni0  WHaKTMBMPOBAHHbIX  OTXOAOB  MPOBOAUTbL  COrMacHo
OencTByoLeMy HaunoHanbHOMY 3aKkoHOAaTeNbCTRY.

6. XPAHEHUE U TPAHCINMOPTUPOBAHUE

MDA Habop cTabunbHbIN B TEYEHME CPOKA FTOAHOCTU, YKa3aHHOIrO Ha 3TUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetcsa ofHopas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbilwe 23°C B TeYEeHNe aByX CYTOK.
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7. PEKOMEHOALIUU MO OTBOPY, TPAHCITOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoanumo cobupaTb M3 BeHbl B CTEPUIbHYI0 Npobupky. Mpobupka
OOMKHa ObiTb MpOMapKMpoBaHa C yKasaHMeM WOAEHTUMUKALMOHHBLIX OaHHbIX
naumeHTa u gaTtb 3abop obpasua. LlenbHyto KpoBb 0O OTAENEHUS CbIBOPOTKM
MOXHO XpaHuTb [0 24 yacoB npu Temnepartype 2-8°C, He ponyckas
3aMopakuBaHusl.

CbIBOPOTKY Mnu nnasmMy MOXHO XpaHUTb Npu TemnepaType 2-8°C B npegenax
3 cyTok. [lonyckaeTcs 6onee onuTenbHoe XxpaHeHNe 3aMOPOXKEHHOW CbIBOPOTKU
npu Temnepatype -20°C wnun -70°C. lNepea ncnonb3oBaHMEM 3aMOPOXKEHHbIE
o6pasubl cnegyeT pasMopo3uTb U BblAepXaTb NPY KOMHATHOW TeMnepaTtype B
TeyeHme 30 muHyT. Nocne pasmopaxkmBaHusi o6pasupbl criegyeT nepemellaTb
AN JOCTUXKEHUS OAHOPOAHOCTU. 3beraTtb NOBTOPHON 3aMOPO3KM-OTTauBaHUS
nccnegyemblx obpasuoB. [lpy MNOMYTHEHUM CbIBOPOTKM (MNM  Nnasmbl)
0CcBOOOXAATCA OT HEpPaCTBOPUMbIX BKMYEHUI LEeHTpUdYrMpoBaHUEM Mpu
3000 o6/muH B TeudeHnme 10-15 muHyT. He cnepyeT uvcnonb3oBaTb ob6pasLbl
CbIBOPOTOK C BbIpaXX€HHOW NUNuaeMuein, reMonin3oM, a Takxke 6aktepuanbHbiM
NPOPOCTOM.

O6pa3subl  CbIBOPOTOK  TpaHCMOPTMPOBATb B TEPMOU3OMALNOHHBIX
KOHTelHepax. [1ns 3Toro 3akpbiTble MPOMapKUpOBaHHbIE NPOOMPKN HEOBXOAMMO
NMOMECTUTb B MOMMITUIEHOBLIN NaKeT, 3aKpbITb MIIOTHO M MOMOXWUTb B LEHTPEe
TEPMOKOHTelHepa. 3aMOpPOXEHHbIE XnafdareHTbl MNOMOXWTb Ha AHO BAOIb
GOKOBbIX CTEH TEPMOKOHTENHEPA 1 NOKPbITh UMWN 06pa3Libl CbIBOPOTOK.

8. MOAIrOoTOBKA PEATEHTOB

lpumeydaHue: Neped ucnonb308aHUEM 8bl0ep)xume ece KOMIoOHeHmMbl Habopa
U®A npu komHamHol memnepamype 18-25°C e meyeHue 30 muHym!

8.1. NoaroroBka nnaHweta UPA

[Ona npepoTBpaweHMs KOHAeHCauuu BOAbl B JyHKax OTKpbiBanTe
TONbKO nocrne BbigepxusaHms 30 MUHYT Npu KOMHATHOW TemnepaType.
PackponTe BakyyMHyt0 ynakoBKy, OTAeNMTe HeobXxo4MMOoe KONMYeCcTBO IYHOK, a
ocTanbHble Cpasy e TLaTenbHO ynakoBanTe C Braronornotutenem u xpaHute
MNOTHO 3aKpbITbIMK Ha 3amMoK zip-lock npu TemnepaTtype 2-8°C. XpaHeHne Takum
obpa3om ynakoBaHHOro nnaHweTta obecneynBaeT ero CTabunbHOCTb B TeYeHNe
6 mecsues.

8.2. MNpuroTtoBneHne NpoMbLIBOYHOIO pacTBopa

[Ona npurotoBneHWs nNpoOMbIBOYHOrO pactBopa passeaunte 1:20 (1+19)
OUCTUNNNPOBAHHON WNWU OENOHU3NPOBAHHOW BOAOW, 3aTeM MNepemellanTe.
Hanpumep, 5 mn koHueHTpaTta + 95 mMn BoAbl, YTO AOCTATOYHO AN 8 NyHOK.
Mpn HanuuMmM KpUCTannoB B KOHUEHTpaTe NPOMbIBOYHOrO pacTBopa nporpente
dnakoH npu Temnepatype 37°C 00 NONHOro pactBopeHus kpuctannos (15-20
MUHYT). PasbaBneHHbIi pacTBOp MOXHO XpaHUTb npu Temnepatype 2-8°C He
Gonee 7 cyTok.
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9. MPOLEEAYPA AHAJTIU3A
9.1.MoaroToBbTE HEOOXOANMOE KONTMYECTBO NYHOK A5t aHanu3a (YeTbipe NyHKK
ONs1 KOHTpornst n HeobxoaMmoe KONMMYeCcTBO ANd uccnegyembix o6pasLoB),
BCTaBbTE MX B pamMmky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenbHO
BKJIHOYAMTE B KAXOY NOCTaHOBKY aHanmaa.

9.2.3anonHunTe cxeMy BHeceHus obpasLoB.

9.3.MMpurotoBbTE pacTBOp Af1si NPOMbIBaHUS COMNMAaCcHO NYHKTY 8.2.
9.4.BHecuTe BO BCe NMyHKM nnaHweTa no 80 yl [DIL] SAMPLE].
9.5.BHecuTe B nyHkn no 40 pl koHTpornen n nccnegyemMbix 06pasuos:

CONTROL| +| — B nyHKy A1,
CONTROL[-]| — B nyHkn B1, C1, D1,
B OCTasbHble MyHKW — Uccregyemble obpasLbl.

Mpv BHECEHUN MPOUCXOAUT U3MEHEHWE LiBETA PacTBOPa C KOPUYHEBOTO Ha CUHUIA.
OCTOpPOXHO NUNEeTUPYITE CMECH B NyHKaXx, He Aonyckasi neHoobpasoBaHusi.

9.6.3aknente CTpUMbl KNEWKON NIIEHKOW N MHKYOUpynTe B TedyeHne 60 MUHYT
npu Temnepatype 37°C.

9.7. o okoOHYaHWUM MHKYBaLUN akKkypaTHO CHUMUTE KIENKYI0 MAEeHKY N MpOMOnTe
NYHKN NATb pa3 C MCMOMb30BaHNEM aBTOMAaTUYECKOro NpoMbiBaTeENs Unu
8-kaHanbHOW NUNeTkM cnegytowmm obpasom:

— yaanuTe COAepXXMMOe fYHOK B KOHTENHEP ANS XUOKUX OTXOAOB;

— HanosiHMTe NyHKU cTpunos He meHee YeMm no 300 pl pacTtBopom Ans
NPOMBbIBKM, OCcTaBbTe He MeHee 30 CeKyHA;

— acnvpupymnTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne

KaXkJoro atana acnumpauuu JOMKHO cocTaBnATb He 6onee 5 yl;

— NOBTOPUTE Npoueaypy NPOMbIBKY eLLle YeTbipe pasa;

— nocne nocnegHen acnupauny n3basbTechb OT NULWHEN BNaru, NocTykneBas
nnaHweToM no unsbTpoBanbHOW Bymare.

9.8.BHecuTe B nyHkn no 100 pl [SOLN[CONJ]. CTpunbl HaKPONTE HOBOW KNENKon
NneHKon n nHkybupynte B TederHre 30 MUHYT nNpu Temnepatype 37°C.

9.9.T10 okoH4YaHWM MHKYBaLUKM akkypaTHO CHUMMUTE KITENKYI0 MAEHKY U MPOMONTE
NYHKM NSATb pas, Kak onMcaHo B NyHkTe 9.7.

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

9.11. NHkybupynTe ctpunbl B TeyeHne 30 MUHYT B TEMHOM MECTE Npu KOMHaTHOMN
TemnepaTtype 18-25°C. He ncnonb3ynte Knenky nNieHKy Ha JaHHOM 3Tane.

9.12.BHecute B nyHkm cTtpunos no 100 ul ONsi OCTaHOBKM
depmMeHTaTUBHON peakumn, cobniogasa Ty Xe nocrnefoBaTenbHOCTb, YTO
M Npu BHeceHumn [SOLN[TMB]. Mpn BHECEHUN NPOUCXOAUT U3MEHEHUE LiBETA
pacTtBopa € ronyboro Ha >enTbi, B fyHKax C NpoO3payHbiM pacTBOPOM
HECKOJNbKO MEHSAETCS OTTEHOK.

9.13. N3amepbTe Ha pugepe Ol B kaxaom nyHke npu AnvHe BonHbl 450/620-
695 nm B TeyeHne 5 MMHYT Nocne OCTaHOBKM peakuuu. [Jo npoBeaeHus
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nsMepeHus ybeamtecb B YNCTOTE HAPYXKHOW MOBEPXHOCTM [HA NYHOK U
OTCYTCTBUW My3bIPbKOB.

Yyem pesynbmamoe aHasiuza MOXHO npo8odumbs 8 0OHOBO/IHOBOM PEXUME
rpu OnuHe 8osHbl 450 nm, 8 amom criydae ocmasebme fyHKYy O7sl yCmaHOo8KU
bnaHka (8 makyto fyHKYy Hecume moJsibKo [SOLN[TMB] U [SOLN]STOP ).

10. YHET PE3YJIbTATOB U UX MHTEPIMNPETALIUA

10.1. YueT pe3ynbraToB aHanu3a
Paccuutante cpegHee 3HayeHne Ol HeratnBHOro kKoHTpons (NC) n ypoBeHb
rpaHnyHoro 3HadeHus (Cut off - CO).

Nc = (Nc1 + Nc2 + Nc3)/3; CO=Nc + 0,25

10.2. KOHTpONb AOCTOBEPHOCTU pe3ynbTaToOB aHanu3a
[aHHble TecTa cunTaloTCa JOCTOBEPHBLIMU, €CNIN OHU OTBEYAKT CIeayLmMm
TpeboBaHusAM:

onz1,5
On<0,100

_ _ rae Ncn — Ofl
NTROL
ICONTROLI-] Nc x 0,5 < Nen < Ne x 2,0 kaxxaoro nostopa Nc

Ecnu ogHo n3 3HayveHnn Ol HeraTMBHOro KOHTPOIA BbIXOOAWUT 3a npeaernbl
YKa3aHHOro Bbllle WHTepBana, ero 0T6paCbIBaIOT 1N paccyHYUTbIBaAKOT Nc no
ocTanbHbIM 3Ha4YeHuaM Ol HeraTuBHOro KOHTpOA. Ecnun6onee ogHoro 3HadeHus
OI1 HeraTuBHOrO KOHTPOJ1A HE COOTBETCTBYET YKa3aHHbIM Tpe6OBaHI/IﬂM, TO TECT
CYHNTAEeTCA HEKOPPEKTHLIM U Tpe6yeT NMOBTOPHOIO BbINOJIHEHUA.

10.3. UHTepnpeTauunsa pe3ynbTaTtoB

oD,,,... 2 CO MONOXWUTENbHbIN* ,TAe OD__ . -
oD <CO OTPULIATENbHbIN Of obpasua

sample

* [epBOHa4YanbHO MOMOXUTENbHbIE 06pasubl AOJKHbI OblTb MCCNeLOoBaHbI
NOBTOPHO B ABYX fnyHkax Habopa VDA «EQUI anti-HCV». MNocne noBTOpHOro
TECTUPOBaHUSA MOMOXUTENbHLIMU CcYMTaOTCA 06pasubl, ONTUYeckas NNOTHOCTb
KOTOpbIX XOTS 6bl B OOQHOM M3 MOBTOPOB MpEeBbILAET NpedenbHOe 3HavyeHue.
CornacHo pekomeHpgauuam BOS3, ans guarHoctukm renatuta C obpasubl,
WMHTEpPNpeTUPOBaHHbIE KaK MONOXMWTErNbHbIE, AOMKHbI OblTb AOMOMHUTENBHO
npoBepeHbl Ha Hanuuune PHK Bupyca renatuta C. NonoxntenbHbI pedynbraT Ha
aHTK-BI'C aHTuTena npu otcytcTBun PHK Bupyca He MOXeT cBUOETENbCTBOBATL
006 aKTMBHOW renatuTHOW WHdekuun. Ecrnv npy NOBTOPHOM TECTMPOBAHUMU
onTu4eckas NIOTHOCTb 0bpa3La B 060MX NOBTOPaX HUXE rPaHNYHOro 3Ha4YeHNs,
Takon obpasel cumTaTb OTpULATENBHbIM.

Pesynbratel onsg obpasuos, Ol KOTOPbIX PpaBHO rPAHUYHOMY 3HAYEHUIO UIK
HaxoguTcs B npefenax +10%, cnegyeTt vHTepnpeTMpoBaTb OCTOPOXHO. Takue
obpasubl AOMKHBI BbITb NCCegoBaHbl MOBTOPHO B ABYX NyHkax Habopa «EQUI
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anti-HCV». Ecnu npn noBTOPHOM TECTMPOBaAHUM ODsample CHOBa HaxoguTcH B
npegenax +10% OT rpaHMYHOrO 3Ha4YeHus crnegyeT nNpoBecTn oTbop n aHanus
HoBOro obpasua.

11. XAPAKTEPUCTUKU TECTA
11.1. AHanUTUYECKMe XapaKTepPUCTUKHN

MpeunsanoHHoOCTb
lNosmopsiemocmb pe3ynbmamos 8 pamkax 0OHOU nocmaHoeku aHanusa (Intra
assay repeatability)

KoadppmumenTt Bapuaumm (CV) ana ABYX CbIBOPOTOK C Pa3HbiM YPOBHEM
cneunduyecknx aHTuTen oueHmBanu B 32 noBTopax Ha ogHoun cepun VOA-
Habopos.

Ne cbiBOpOTKM on, CV, %
973/300 1,422 6,9
704/500 1,845 5,0

Bocnpouszsodumocms pe3yribmamog Mexoy pa3HbIMU ocmaHosKkaMu aHanusa
(Inter assay reproducibility)

KoadppuumenTt Bapuaumm (CV) ana ABYX CbIBOPOTOK C pPa3HbIM YPOBHEM
cneunduyecknx aHTUTen oueHuBanu B TedyeHWe 4 gHel B 4 nOCTaHOBKax
aHanusa, no 8 NOBTOPOB B KaXXJOM aHanuse.

Ne cbiBOpOTKM OI'ICp CV, %
973/300 1,500 8,6
704/500 1,912 8,5

AHanutu4yeckas cneyupnIHOCTb

Ha pesynbrat aHanusa He BINMSIET MpUCYTCTBME B o6pasue GunupybuHa B
KOoHueHTpauum go 0,1 mg/ml (172,3 ymol/l), remornobmHa B KOHUEHTpauum 0o 5
mg/ml n Tpurnuuepmnaos B koHUeHTpauum go 10 mg/ml (11,3 mmol/l).

11.2. iInarHocTMYeCcKMe XxapakTepucTuKn

[Ona onpegeneHns KNMMHNYECKON YYBCTBUTENBHOCTU 1 cneumduyHocTn NOA-
Habopos «EQUI anti-HCV» ncnones3osanu 67 06pasLoB CbIBOPOTOK OT NaUMEHTOB
¢ anarHosom BI'C 1 300 o6pasuoB CbIBOPOTOK KITMHUYECKN 300POBbIX JOHOPOB.
Kpome Toro, 66111 ncnonb3oBaHbl KOMMepYeckMe NnaHeny oxapakTepmns3oBaHHbIX
obpasuyoB npousBoacTBa SeraCare Life Sciences Inc., a Takxe ctaHgapTHas
naHens «CtaHgapt AT(+/-)BIC-MBA» npoussoactea OO0 «MepgbuoanbsiHey.
KnunHnyeckaa yysctButensHocte NPA-Habopos «EQUI anti-HCV» coctaBuna
100%, knuHu4eckasa cneunuyHocTb — 99,7%.

WccnepgoBaHme xapakTepucTMk MeToda Mo CpaBHEHUIO C aHanornyHbIM
kommepyecknum VIOA-Habopom NpoBOAMNOCH Ha LieneBou rpynne 6epemMeHHbIX
XeHWMH (169 obpasuyos). [Ana aTon BbIOOPKM OTHOCUTENbHAA CneununyHOCTb
Habopa «EQUI anti-HCV» coctaBnsana 100%, npoueHT coBnageHus - 98,2%.
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MonoxutensHasa nporHoctTMyeckas ueHHocTb (PPV) MdA-Habopa «EQUI
anti-HCV» coctaBnsaet 99,1%, oTpuuaTenbHas NporHocTnyeckas LEeHHOCTb
(NPV) = 100%.

12. OrPAHUYEHUE AHATIN3A

VHTepnpeTauuns pe3ynbTaToB LOMKHA NPOBOAUTHCHA C YHETOM KITMHUYECKUX
NPosiIBNEHMA W AaHHbIX KOMMnekca nabopaTopHbIX uccnegoBaHuin. [Ons
OVNAarHoCTUKM OCTPOro, XPOHWYECKOro WNM nepeHeceHHoro renatuta C,
OLEeHKN 3(pHEKTUBHOCTU Tepannn peKoOMeHAyeTCs AONOMTHUTENbHO NPOBECTH
nccrnegoBaHue obpasua Ha Hannune PHK BI'C, aHTuUTen k oTaenbHbIM 6enkam
BI'C v antu-BI'C IgM aHtuten (Hanpumep, B UPA-Habopax «EQUI anti-HCV
Different» n «<EQUI HCV IgM», COOTBETCTBEHHO), 1 OLIEHUTb BUOXUMMYECKNE
nokasaTersiM CbIBOPOTKM KPOBMW.

CoBpeMeHHble MeToabl BbigBNeHUst aHTuTen k BI'C He moryT obecneunTb
BbISIBNIEHNS BCEX MHAULMPOBAHHbBIX NAaLMEHTOB. HeraTtuBHbIA pesynbraTt He
ncknyaeT MHdULUMpoBaHme BMpycom renatuta C nayneHTa, ocOOEHHO ecnm
OH MPOXOAUT UMMYHOCYMNPECCUBHOE fevyeHrne Nnu nHpuumposaHHseii BUY, a
TakXXe Ha paHHUX cTagusiX renaTtMTHON MHAEKLMN.

JTob6orinameTonosNIPAMOXKET 4ONYCTUTH FIOXKHOMOMOXUTENBHYO peakumio.
Ona  VCKIMYEeHNsT NOXHOMOMOXUTENbHBIX Pe3ynsTaTtoB  pekoMeHAayeTcs
npoeecTn BepudurkaLmMmoHHoe nccnegosaHme ¢ onpegenennem PHK Bupyca
renatuta C unu aHtuTen K otaenbHbiM BI'C 6enkam.

13. TPYOHOCTWU, KOTOPbLIE MOIYT BO3HUKHYTb MNMPU
NMPOBEAEHUU NDA

Bbicokuli ¢poH 8 siyHKax ece20 rniaHuwema MoXem 603HUKHYMb U3-3a:
— 3arpsA3HEeHHOro NpoMbiBaTenNs;
— HM3KOro KayecTBa Unu 3arpsi3HeHus Boabl;
— MCNOMb30BaHWs NI0X0 NOMbITON NOCYAb;
— MCNOMb30BaHUs Ae3NHMULMPYIOLWLNX CPEACTB, coaepXaLlmx Xnop;
— UCNOMb30BaHuUs 3arpsi3HEHHbIX HAKOHEYHUKOB;
— YBENUYEHUS BPEMEHU WHKYGauun nnn M3MeHeHust TemnepaTypHOro
pexuma.
Bbicokuli poH 8 omOesibHbIXx psidax Moxxem 6bIMb c8si3aH C:
— MNOBTOPHbLIM BHeCeHueM pacTtsopa TME;
— 3arpsA3HeHneM KoHyca aBTOMaTU4EeCKON MMNETKN pacTBOPOM KOHbIOraTa;
— 3arps3HeHneM OAHOro 13 KaHaroB NPOMbIBaTENS.
lMonyyeHHoe 3HadyeHue OIfl nOsI0KUMENbLHO20 KOHMPOJISI HUXe
ycmaHoesieHHoU epaHulybl, ecnu:
— HenpaBuIlbHO NPUTOTOBMEH UMW HE BHECEH OOMH U3 peareHToB (pacTBop
KOoHblorata nunu pactesop TMbB);
— COKpaLleHo BpeMsi MHKyOaLmm Ha 0 4HOM U3 3TanoB..
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WHmeHcusHocmb OKpawueaHusi JIYHOK He coomeemcmsayem
noJsiy4eHHouU onmuyYyeckol niiomHocmu. 3T0 MOXeT CBUOETENbCTBOBATb O
CMeLleHHOM ONTU4YeCKOM Jy4ye.
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CXEMA NMPOBEOEHNA AHAJIU3A

Bbigepxxatb peareHTbl 30 min npu Temnepartype 18-25 °C

B nyHkun nnaHweTa BHecTy no 80 ul [DIL[SAMPLE

(KOpWYHEBDIW LIBET)

BHecTtun no 40 pl koHTponen n nccrnegyembix 06pasLoB B MyHKK:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],
E1 n B ocTanbHbIe NyHKM - uccnegyemMble obpasubl
(nponcxogouT N3MEHEHUe LiBEeTa C KOPUYHEBOIO Ha CUHMI)

3akneunTb CTpuUMbl NNEHKOW, MHKYOupoBaTb 60 min npu Temnepartype 37°C

MpombITe NyHKKU 5 pa3 npurotoBneHHbiM 1:20 (1+19) pacTBopom Ans
npombiBaHus TRITON (300 pl B nyHKy)

B nyHku ctpunos BHecTn no 100 pl

(3eneHbIn UBeT)
3aknenTb CTPUMbI MEHKOW, MHKY6MpoBaTb 30 min npu Temnepatype 37°C

[MpombITh NyHKM 5 pa3 npurotoBreHHbiM 1:20 (1+19) pacTBopom Ans
npombiBaHust TRITON (300 pl B nyHKy)

B nyHku ctpunoB BHecTy no 100 pl [SOLN

MHkybunpoBaTb B TedeHne 30 min B TeMHOTe npu TemnepaTtype 18-25°C

B nyHkn ctpunos BHecTn no 100 pl [SOLN[STOP

(nponcxoauT M3MeHeHue LiBeTa € ronyboro Ha XenThbI)

MN3mepuTb ontuyeckyto nnotHocts (OlM) Ha cnekTpodoToMeTpe npu
450/620-695 nm

YYET PE3YJIbTATOB AHAJIU3A
Nc = (Nc1 + Nc2 + Nc3)/3;
CO =Nc + 0,25;

Nc - CpeaHee 3HayeHue Ol 3-x [CONTROL[—]
CO - YpoBeHb rpaHnyHoro 3HayeHus (Cut
off)

MHTEPINMPETALUWUA PE3YJIbTATOB

op,, .= CO MONOXUTENbHBI
oD, . <CO OTPULIATESIbHbI

sample




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 2023

Signature:
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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 HAV IgM - ELISA kit for the qualitative detection of IgM antibodies to
hepatitis A virus, REF EI-031

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»

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
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Corporate Contact Information

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

RESPONSIBLE PERSON’S name: Anna Yurchuk
Position: Director

SIGNATURE :

Date : October 25, 2021
Stamp

European Authorized Representative:
Registered Address:

Obelis s.a.

Bd. Général Wahis 53

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)
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HAV IgM

ELISA kit for the qualitative detection of IgM
antibodies to hepatitis A virus

Instruction for use
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EQUI HAV IgM

ELISA kit for the qualitative detection
of IgM antibodies to hepatitis A virus

1. INTENDED USE

The «EQUI HAV IgM» is ELISA kit intended for the qualitative detection of
IgM antibodies to hepatitis A virus in human serum or plasma by enzyme-linked
immunosorbent assay (ELISA) to diagnose acute hepatitis A. The testing procedure
is designed for both manual arrangement with automatic pipettes and standard
equipment, and for automated «open» immunoassay analysers.

Target group: blood or organ donors; pregnant women and children born to
infected mothers; patients with symptoms of liver disease.

Usage: ELISA kit is used in clinical diagnostic laboratories, blood transfusion
stations, as well as in other institutions working in the field of in vitro diagnostics.

2. CLINICAL SIGNIFICANCE

One of the most common foodborne infections is hepatitis A. The hepatitis
A virus (HAV) causes acute liver disease, which can be mild or severe. Unlike
hepatitis B and C, this hepatitis does not become chronic, but can lead to acute
liver failure, which is characterized by high mortality.

Hepatitis A virus is a small shellless RNA virus from the Picornaviridae family.
It is characterized by being highly stable in different environments and can be
stored at + 4 ° C for several months, but becomes inactive after 5 minutes at 100 °
C. The virus replicates in liver cells, and then is released through the bile into the
environment with the fecal masses of the infected person. The cellular immune
response to HAV infection leads to the destruction of hepatocytes, liver dysfunction
and the development of symptoms, typical for other types of hepatitis.

Acute hepatitis A, even with the clinical manifestations, does not differ from other
viral hepatitis. Therefore, serological markers of infection are used for diagnosis,
namely the detection of specific antibodies to HAV antigens. IgM antibodies are
detected in the serum 1-2 weeks after infection, with the onset of symptoms or a
few days before. In the maximum titer of anti-CAA IgM are detected in the jaundice
period, after that their level gradually decreases. In most patients, specific IgM
ceases to be detected after 6 months, and may occasionally circulate in the blood
for more than a year. IgG antibodies to HAV antigens begin to be released shortly
after IgM antibodies and stay in the blood throughout life. Also, specific IgG is
produced after a vaccination. Detection of IgG antibodies to CAA indicates the
formation of a stable immunity due to infection or immunization.

3. ANALYSIS PRINCIPLE

Detection of specific IgM antibodies to hepatitis A virus in the «kEQUI HAV IgM»
ELISA kit is based on the principle of «IgM capture» of solid-phase ELISA in a two-
stage incubation. Monoclonal antibodies specific for human IgM immunoglobulins
are adsorbed into the wells of the plate. During the first step of incubation of the
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test samples in the wells of the ELISA plate, IgM immunoglobulins, if present in the
samples, bind to monoclonal antibodies in the solid phase. The wells are washed to
remove unbound components, leaving only specific antibody-antibody complexes.
A mixture of HAV antigen and peroxidase conjugate of HAV-specific antibodies
that bind to solid-phase immune complexes is then added. Unbound components
are removed during washing. Immune complexes are detected by adding a solution
of chromogen 3,3, 5,5-tetramethylbenzidine (TMB) with hydrogen peroxide. After
a 30-minute incubation, the reaction is halted by adding a stop solution. Optical
density (OG) in the wells is determined on a spectrophotometer at a wavelength of
450 / 620-695 nm. The intensity of the yellow color is proportional to the number
of antibodies in the sample.

4. MATERIALS AND EQUIPMENT
4 1. Contents of the ELISA kit

STRIPS

CONTROL

CONTROLJ - |

DIL|ISAMPLE

CONJ[11x]

[DIL[CONJ

SOLN[TMB]
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1x96
wells

1x0,25 ml

1x0,6 ml

1x13 ml

1x1,3ml

1x13 ml

1x13 ml

Microplate

Each plate well is coated with monoclonal antibodies
specific for human IgM immunoglobulins. The wells are
detachable. After the first opening, store unused strips
in the package at 2-8 °C for a maximum of 6 months
Positive control

The solution of human IgM immunoglobulins crosslinked
with monoclonal antibodies specific for horseradish
peroxidase, with a preservative (pink). Store at 2-8 °C
Negative control

Negative human serum with a preservative (yellow).
Store at 2-8 °C

Serum dilution solution

Buffer solution with monoclonal antibodies to human
IgG, milk extract, detergent and preservative (brown).
Store at 2-8 °C

Conjugate (11x concentrated)

11-fold concentrate of conjugate of antibodies to
hepatitis A virus with horseradish peroxidase in buffer
solution with stabilizers (purple).

Dilute the conjugate (11x) 1:11 with the conjugate
dilution solution before use (eg 100 pl concentrate +
1 ml conjugate dilution solution, enough for 8 wells).
Diluted solution should be stored at 2-8 ° C for no more
than 1 day

Conjugate dilution solution

Buffer solution of inactivated hepatitis A virus antigen
with detergent and preservative (yellow). Store at
2-8°C

TMB solution (ready to use)

TMB solution, H,O,, a stabilizer, a preservative

(colourless). Store at 2-8 °C
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Washing solution TWEEN (20x concentrated)
20-fold phosphate buffer concentrate with Tween-20
(colourless). Dilute TWEEN detergent (20x) at 1:20 with
distilled or deionized water (e. g., 5 mL of concentrate +
95 mL of water for 8 wells) before use. Store the diluted
solution at 2-8 °C for a maximum of 7 days

Stop Solution (ready to use)

[SOLNISTOP 1x13ml 0.5 mol H,SO, solution (colourless). Store at 2-8 °C

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

The ELISA kit also includes adhesive films (2 items), sample application plan (1
item), checklist, and instruction for use.

4.2. Optional reagents, materials and equipment

Automatic single and multichannel pipettes 10-1000 pL, tips, volumetric
laboratory glassware (10—1,000 mL), deionized or distilled water, thermostat at
37 °C, automatic or semi-automatic plate washer, spectrophotometer (reader) for
microplates at450/620-695 nm, appropriate containers for potentially contaminated
waste, timer, filter paper, disposable powder-free gloves, disinfectants.

5. PRECAUTIONS AND SAFETY

5.. Precautions
Besuretoreadtheinstructionsforuse carefullybeforethetest. The validity ofthe test
results depends on strict following of the test procedure.

— do not use the ELISA kit components after the expiry date;

— do not use for analysis or mix components of different batches, components
of kits for different nosologies, or reagents from other manufacturers with the
«EQUI HAV IgM» ELISA Kit;

— do not freeze the ELISA kit or its contents;

— after using a reagent, close each vial with its cap;

— when washing, control filling and complete aspiration of solution from the
wells;

— use a new pipette tip each time you add samples or reagents;

— prevent direct sunlight from reaching the reagents from the ELISA Kkit;

- solution must be colourless before use. Do not use the solution if
its colour is blue or yellow. Avoid contact of with metals or metal
ions. Use only clean glassware thoroughly rinsed with distilled water;

— do not use reagents with colour not in line with para. 4.1;

— under no circumstances should the same glassware be used for conjugate
solution and [SOLN[TMB];

— do not evaluate the test results visually (without a reader);

— any optional equipment that is in direct contact with biological material or kit
components should be considered contaminated and requires cleaning and
decontamination;

—the ELISA kit includes materials for 96 tests. Dispose of the used components
as well as any remaining unused components.
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5.2. Safety requirements

— all reagents in the ELISA kit are for laboratory professional use for in vitro
diagnosis only and may only be used by qualified personnel;

— conduct the tests in disposable powder-free gloves and goggles only;

— do not eat, drink, smoke, or apply make-up in the test room;

— do not mouth-pipette the solutions;

— controls from the «<EQUI HAV IgM» ELISA kit have been tested and
found to be for anti-HIV1/2, anti-HCV and anti-Treponema pallidum antibodies
and HBsAg negative; however, controls and test samples should be handled as
potentially hazardous infectious materials;

—someofthekitcomponentscontainlowconcentrations ofharmfulsubstancesand
can damage skin or mucoga. In case of contact of [SOLN[TMB], [SOLN[STOP| and
conjugatesolutionwithmucousmembranesorskin,immediatelywashtheaffected
area with plenty of water;

— in case of spillage of acid-free solutions, e. g. sera, treat the surface with a

disinfectant solution and then wipe dry with filter paper. Otherwise first
neutralize acid with sodium bicarbonate solution and then wipe the surface dry
as described above.

5.3. Waste inactivation and disposal

—the liquid waste must be inactivated, for example, with hydrogen peroxide
solution at the final concentration of 6% for 3 hours at room temperature,
or with sodium hypochlorite at the final concentration of 5% for 30
minutes, or with other approved disinfectants;

—thesolidwastemustbeinactivatedbyautoclavingatatemperature notless
than 132°C;

— do not autoclave the solutions that contain sodium azide or sodium
hypochlorite;

—disposal of inactivated waste must be conducted due to national laws and
regulations.

6. STORAGE AND STABILITY

ELISA kit is stable up to the expiry date stated on the label when stored
at 2-8°C. The kit should be transported at 2-8°C. Single transportation at a
temperature up to 23°C for two days is possible.

7. SAMPLE COLLECTION, TRANSPORTATION AND
STORAGE GUIDELINES

Collect blood from the vein into the sterile test tube. Test tube must be marked with
patient ID and date of sample collecting. Blood before serum separation can be
stored at 2-8 °C for 24 hours, avoiding freezing.

Serum or plasma can be stored at 2-8 °C for maximum 3 days. Frozen serum
can be stored for longer periods of time at -20 °C or -70 °C. Thaw frozen samples
and keep them at room temperature for 30 minutes before use. After thawing,
the stir samples to achieve homogeneity. Avoid repeated freezing-thawing cycles
for test samples. If serum (or plasma) is turbid, remove insoluble inclusions by
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centrifugation at 3000 rpm for 10-15 minutes. Do not use serum samples with
hyperlipidemia, hemolysis, and bacterial growth.

Transport serum samples in insulated containers. To do that, put closed
labelled tubes in a plastic bag, tightly seal it and place in the centre of an
insulated container.Put the frozen cold packs on the bottom, along the side
walls of the insulated container and on top of the serum samples.

8. REAGENT PREPARATION

NOTE! It is very important to keep all ELISA kit components for at least 30 min
at room temperature 18-25 °C before the assay!

8.1. Microplate preparation

To prevent water condensation in the wells, keep the for 30 minutes at a
room temperature before opening. Open the vacuum pack, detach the appropriate
number of wells, and carefully pack the remaining wells with a desiccant and store
tightly zip-locked at 2-8 °C. Storing the packed plate this way ensures its stability
for 6 months.

8.2. Washing solution preparation

To prepare detergent, dilute TWEENIWASH[20x] at 1:20 (1+19) with distilled or
deionized water and stir. E. g., 5 mL of concentrate + 95 mL of water, which is
enough for 8 wells. If there are crystals present in the detergent concentrate, heat
the vial at 37 °C until the crystals dissolve completely (15-20 minutes). Store the
diluted solution at 2-8 °C for a maximum of 7 days.

8.3. Conjugate solution preparation

Working dilution of the conjugate is prepared as follows: dilute
(purple) in a clean vial of solution (yelow) in the ratio 1:11 (ie, 1 + 10), the
solution turns green. For example, for 8 well analysis add to 1 ml 100 pl
[CONJ[11x]. The solution of the conjugate in the working dilution is stable during the
day when stored at 2-8 °C.

9. ASSAY PROCEDURE
9.1. Prepare the necessary number of wells (four wells for controls and a necessary
number of wells for test samples) and insert them into the ELISA plate frame.
Be sure to add control wells in every test run.
9.2.Fill in the sample application plan.
9.3.Prepare the detergent as per para. 8.2.
9.4.Add 90 pL of [DILISAMPLE] into each plate well.
9.5.Add 10 pL of controls and test samples into the wells:
— into well A1,
[CONTROL[ - | — into wells B1, C1 and D1,
and test samples into the remaining wells.
At the time of adding, the solution changes its colour from brown to blue.
Pipette the mix in the wells carefully to avoid foaming.
9.6.Cover the strips up with adhesive film and incubate for 30 minutes at 37 °C.
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9.7.Remove and discard the adhesive film and wash all wells 5 times with
automatic washer or 8-channel pipette as follows:

— aspirate the content of all wells into a liquid waste container;
— add a minimum of 300 pl of diluted washing solution to each well, soak
each well for30 seconds;
— aspirate the content of all wells again. The residual volume after every
aspiration should be less than 5 p;
— repeat the washing step 4 more times;
— after the final aspiration, eliminate extra moisture by tapping the plate
against a piece of filter paper.

9.8.Prepare conjugate solution as per para. 8.3.

9.9.Add 100 pL of conjugate solution into each well. Cover the strips with a new
piece of adhesive film and incubate for 60 minutes at 37 °C.

9.10. Following incubation, remove the film carefully and wash the wells five times as
described in para. 9.7.

9.11.Add 100 uLofintotheweIIs; donottouchthebottomandthewalls ofthe
plate wells.

9.12.Incubatethestripsfor30minutesinadarkplaceataroomtemperatureof18-25°C.
Do not use adhesive film at this stage.

9.13. Add 100 pL of [SOLNISTOP] into each strip well to stop the enzymatic reaction;
adhere to the same sequence of actions as when adding [SOLN[TMB]. At the
time of adding,the solution colour changes from blue to yellow, and clear
solution slightly changes its shade.

9.14.Measuretheopticaldensity (OD)ofthewellsat450/620-695nmwavelengthusing
an ELISA microplate reader within 5 minutes after stopping the reaction.
Pay attention to the cleanness of the plate bottom and the absence of bubbles
in the wells before reading.
Measurementatthe single wavelengthof450nmispossible,inthatcase, itis
neededtoleave one wellfor blank (onlySOLN[TMB|gand[SOLNISTOP| must be added
in blank well).

10. CALCULATION AND INTERPRETATION OF RESULTS

10.1. Calculation of results

Calculate the average OD of the negative control (Nc), Cut off (CO) and a sample
positivity index (IP

).

sample
Nc = (Nc1 + Nc2 + Nc3)/3;  CO=Nc +0,3

IP =0D,,, ./CO, where OD_

sample sample

olo is the OD sample.

m

10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:
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0D 21,2
[CONTROL| -] OD 0,150

where Ncn is the OD for each

[CONTROL[-]  Nc x 0,5 < Ncn < Nc x 2,0 NG run

If any of the OD values for the negative control is beyond the above interval, it
should be discarded, and Nc is calculated based on the remaining OD values for
the negative control. If several OD values for the negative control fail to meet the
above requirements, the test is considered invalid and requires a new run.

10.3. Interpretation of results

P> 11 POSITIVE
09<IP_ . <11 BORDERLINE*
P, .<09 NEGATIVE

sample

* Uncertain samples are recommended to be re-examined in two wells of the
ELISA kit. If the results are again uncertain, a new sample should be selected and
analyzed in 2-4 weeks. In case of repeated indeterminate results, such samples
shall be considered negative.

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristics

Precision of measurement
Intra assay repeatability

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated in 32 replicates on one series of ELISA kits.

Sample No. oD, P, CV, %
37s/2 1,576 4,85 5,3
24s 2,462 7,57 4,3

Inter assay reproducibility

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated for 4 days in 4 sets of analysis, 8 replicates in each
analysis.

Sample No. OD,, P, CV, %
37s/2 1,600 4,78 6,3
24s 2,463 7,36 71

Analytical specificity

The test results are not affected by bilirubin at up to 0.21 mg/mL (361.8 ymol/L),
haemoglobin at up to 10 mg/mL and triglycerides at up to 10 mg/mL (11.3 mmol/l)
present in the sample.
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11.2. Diagnostic characteristics

The diagnostic characteristics of the ELISA kit were evaluated by examining
a set of 30 samples containing IgM antibodies to hepatitis A virus, a set of donor
serum samples (188 samples) and samples of PHT202 Anti-Hepatitis A Virus
(HAVed) panel. Performance Panel (contains 8 positive and 13 negative samples) -
a total of 239 samples - was compared to similar commercial kits. For this set (239
samples) the relative sensitivity of the «kEQUI HAV IgM» ELISA kit is 100%, the
relative specificity - 100%, the percentage of coincidence - 100%.

12. LIMITATIONS OF ASSAY

A positive result in the «<EQUI HAV IgM» ELISA kit is the evidence that the
patient has IgM antibodies specific for hepatitis A virus. Anti-CAA specific IgM
antibodies are usually markers of active replication of hepatitis A virus.

In order to counteract the false-positive results caused by the presence of
autoantibodies specific for class G immunoglobulins (rheumatoid factor) in human
serum samples, the kit uses a special block component that prevents the formation
of immune complexes with anti-human antibodies in the solid phase.

The final diagnosis cannot be established solely on the basis of serological test
results. When making a diagnosis the results of a set of laboratory and instrumental
studies, as well as clinical manifestations of the disease should all be taken into
account.

13. DIFFICULTIES THAT CAN OCCUR DURING THE ASSAY

PROCEDURE
Possible reasons | Solution
High background in all wells
Contaminated washer Clean the washer head and rinse
according to the instructions for use
Poor quality or contaminated water Use purified water with specific
resistance = 10 MQ - cm
Use of poorly washed glassware Use chemically clean utensils
Use of chlorinated disinfectants Do not use chlorine disinfectants
Use of contaminated tips Use new tips
Increased incubation times or change Adhere to the incubation regime
in the temperature conditions according to the instructions for use
High background in a row of wells
Repeat application of TMB solution TMB solution should be applied
once
Contamination of the automatic pipette Clean the pipette and dial carefully
nozzle with conjugate solution liquid
Contamination of one of the Clean the flush channel, rinse
washer’s channel washer
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Received OD of the positive control is below the border value

One of the reagents (conjugate
solution or TMB solution) was not
prepared in a correct way or was not

Re-conduct ELISA, pay attention to
the correctness of the introduction
of these reagents

added
Reduced incubation times at any Incubate according to
stage instructions for use

The colour density of the wells fails to meet the obtained optical
density value

This may suggest that the optical
beam has been displaced

Check the correct operation of the
reader

14. TECHNICAL ASSISTANCE AND CUSTOMER SERVICE
In case of technical problems, you can obtain assistance by contacting the

manufacturer.

Edition 6, 01.11.2021

1116



REFERENCES

1.

2.

3.

10.

11.

12.

13.

14.

15.

CDC. Hepatitis A - General Information // https://www.cdc.gov/hepatitis/hav/
pdfs/hepageneralfact-sheet.pdf.

Cuthbert J.A. Hepatitis A: Old and New // Clinical Microbiology Reviews. -
2001. - Vol.14, No.1. - P. 38-58.

ECDC (European Centre for Disease Prevention and Control). Factsheet
about hepatitis A // https://lecdc.europa.eu/en/hepatitis-A/facts.

. Franco E., Meleleo C. et al. Hepatitis A: Epidemiology and prevention in

developing countries // World Journal of Hepatology. - 2012. - Vol. 4(3). - P.
68-73.

. Koff R.S. Hepatitis A // Lancet. - 1998. - Vol 351. - P. 1643—-1649.
. Lima L.R., De Almeida A.J. et al. Evidence of Hepatitis A Virus Person-to-

Person Transmission in Household Outbreaks // PLoS One. - 2014. - Vol.
9(7). - P. 102925.

. Wang C.H., Tschen S.Y. et al. Inmune response to hepatitis A virus capsid

proteins after infection // Journal of Clinical Microbiology. - 1996. - Vol. 34, No.
3.-P.707-713.

. WHO Fact sheets. Hepatitis A // http://www.who.int/news-room/fact-sheets/

detail/hepatitis-a.

. Wu D., Guo C-Y. Epidemiology and prevention of hepatitis A in travelers //

Journal of Travel Medicine. - 2013. - Vol.20(6). - P. 394-399.

Regulation (EU) 2017/746 of the European Parliament and of the Council of
5 April 2017 on in vitro diagnostic medical devices and repealing Directive
98/79/EC and Commission Decision 2010/227/EU.
3akoH Ykpainu «[lpo sigxoan» // BinomocTi BepxosHoi Pagun Ykpainu. - 1998. -
Ne36-37.

Haka3a MO3 YkpaiHn Ne325 Big 08.06.2015 «[po 3aTtBepaxeHHs [depxaBHUX
CaHiTapHO-NpoTUENiAEMIYHUX MNpaBunA i HOPM LWOAO MOBOMAXEHHS 3
MeOUYHUMMU BiaxoOamm».

MoctaHoBa KMY Big 02 xoBTHa 2013p. Ne754 «[po 3aTBepa>KeHHS
TEXHIYHOro perfnamMeHTy Woao MeanyHnx BupobiB onga giarHoCTUKK in vitroy.
Hanna Tolonen, Kari Kuulasmaa, Tiina Laatikainen, Hermann Wolf and the
European Health Risk Monitoring Project. Recommendation for indicators,
international collaboration, protocol and manual of operations for chronic
disease risk factor surveys Part 4.Storage and transfer of serum/plasma
samples// Finnish National Public Health Institute 2002// https://thl.fi/
publications/ehrm/product2/part_iii4.htm

Surveillance Guidelines for Measles, Rubella and Congenital Rubella
Syndrome in the WHO European Region. Annex 3.Collection, storage and
shipment of specimens for laboratory diagnosis and interpretation of results//
Geneva: World Health Organization; 2012 Dec.

Edition 6, 01.11.2021 1216



Manufacturer

[ec [rer] Authorized Representative in the European Community
In vitro diagnostic medical device

Catalogue number

@ Date of manufacture

g Use by date

LoT Batch code

Temperature limit
Contains sufficient for <n> tests
Caution

Non-Sterile

Consult instructions for use

Keep away from sunlight

P G [> =

Keep dry

e}
m

Compliance with EU safety requirements
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For questions and suggestions regarding the ELISA kit contact:

Obelis s.a.

Bd Général Wahis 53

1030 Brussels
Belgium

Tel: +(32)2 732-59-54
Fax: +(32)2 732-60-03
mail@obelis.net

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, www.equitest.com.ua
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ASSAY PROCEDURE SCHEME
Keep all reagents for 30 min at temperature18-25°C before use

Dispense 90 pl into the wells

(brown)

Add to 10 pl of controls and samples into the wells:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[-],
other wells — examined samples
(change of colour from brown to blue)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of prepared 1:11 (1+10) conjugate solution into all wells
(green)

Cover strips with an adhesive film, incubate for 60 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of [SOLN[TMB] into all wells
Incubate for 30 min in the dark at 18-25°C

Add 100 pl of [SOLN[STOP] into all wells

(change of colour from blue to yellow)

Measure the optical density (OD) with an ELISA microplate reader at
450/620-695 nm

CALCULATION OF RESULTS
Nc = (Nc1 + Nc2 + Nc3)/3;

CO = Nc +0,3;

IPsampIe = ODsampIe/CO

Nc - the average value of OD 3-x [CONTROL[-]
CO - Cut off

IP - sample positivity index

sample

INTERPRETATION OF RESULTS
P, > 11 POSITIVE
09<IP,_ <11 BORDERLINE

IP <09 NEGATIVE

sample




—=//A
HBsAg

NDA-HabGop Ana Ka4eCTBEHHOro ooHapyXeHus
NOBEepPXHOCTHOIro aHTUreHa Bupyca renatura B

NHCTPYKUMSA NO NPUMEHEHIO

IVD “Wﬁﬁm L%R.om






EQUI HBsAg

NOA-Habop ons KayecTBEHHOro obHapyKeHMst MOBEPXHOCTHOIO
aHTWUreHa Bupyca renatuta B

1. HASBHAYEHUE

Habop «EQUI HBsAg» npegHasHayeH Ons KayeCTBEHHOro OBGHapyXeHus
NMOBEPXHOCTHOrO aHTureHa Bupyca renatuta B (HBsAg) B cbiBopoTke wunu
nnasMe KpoOBM 4enoBeka MeTogoM MMMYyHodepmeHTHoro aHanusa (MODA) c
Luenblo ANarHOCTUKKM renatuta B u ckpuHMHra goHopckon kposu. lNpouenypa
aHanusa paccuyuMTaHa Kak ANd PyYHOM MNOCTaHOBKM C aBTOMaTU4eCKUMM
nuneTkamm n cTaHAapTHbIM 00OpyAoBaHWEM, Tak M ANs aBTOMaTUYECKOro
MMMYHO(EpPMEHTHOro aHanm3aTopa «OTKPbITOroy» Tuna.

LleneBas rpynna: JOHOPbI; NULA-NOTPEBUTENN UHBEKLMOHHBLIX HAPKOTUKOB;
peunnmeHTbl KpOBU UMM OpraHoB; BepeMeHHble XEHLLMHbI; AeTU, POXAEHHbIe
OT MHMUUMPOBAHHBLIX MaTepewn; nuua, uHduumpoBaHHble BWY; naumeHTbl C
cumnToMmamu 3aboneBaHui NevYeHn; NauneHTbl remogunanuaa.

MpumeHeHune: VIOA-Habop NpuMeHAeTCH B KMMHUYECKUX ONAarHOCTUYECKUX
nabopartopusix, CTaHLMAX NepennBaHns KPOBU, a Takxe B APYTnX yYpexaeHusX,
paboTatowmx B obnactu in vitro [uarHoCTUKW.

2. KNMMHUNYECKOE 3HAYEHMUE

OpHVM 13 pacnpocTpaHeHHbIX 3aboneBaHuni nedeHn aengetcd renatut B. Ero
3TUONOrMYecKuin areHT — Bupyc renatuta B (BI'B). BB oTHOCKTCS kK CEMENCTBY
Hepadnaviridae n cogepxut gsyxuenoyeyHyto OHK. NHdekumoHHOM dopmoi
BUpYyCa SBMAITCA Tak HasblBaeMble YacTuubl [denHa anameTtpom 42-49 nm, B
6enkoBOM COCTaBe KOTOPbIX OCHOBHBIMW SIBNSAKOTCHA MOBEPXHOCTHbLIA aHTUrEH
(HBsAg) n kopoBow aHTureH (HBcAQ).

KnuHunyeckas kapTuHa renatmta B He no3Bonser gmarHOCTMpOBaTb €ro
ONVTerNnbHOE BpeMs U OTANYUTBL OT OPYrMX BMPYCHbIX renatuToB. [MoaTomy Ans
CKPVHMHIOBBIX UCCIIeA0BaHUN U NOATBEPXKAEHUS AMarH03a BaXkHyo ponb urpaet
nabopartopHas gnarHocTuka, 0CobeHHO BbisiBrieHMe aHTureHoB BI'B n aHTuTen
K HUM meTogoM UN®PA. lNMepBbiM M OCHOBHbIM MapkepoM renatuta B aBnsaetcs
HBsAg, nposBnsawwmMincs B KpoBn Yyepes 3-5 Heagenb nocrie MHUUMpOBaHUS.
MpnbnmM3nTenbHO B TO XXe BpeMsi B KpOBU MOXXHO oOHapyxuntb [JHK BI'B n HBeAg,
KOTOPbIA CYUNTAETCSH MapkepoM akTUBHOW PEnnMKauumnm BUpYca U «3apa3HoCTU»
kpoBu. BO3 pekomeHayeT NpoBOANTL NPOBEPKY BCEN LOHOPCKOM KpoBnHa HBsAg,
YTOOLI NPegoTBPaATUTL TPAHCMUCCUBHYIO Nepenady BI'B. Yepe3 2-3Hegenunocne
nosieneHnss HBsAg nosisnstoTca aHtutena IgM k kopoBomy aHTureHy HBCAg, a
BCKoOpe nocne Hux — aHTn-HBcore IgG, 6bICTpO AocTUratwLLmMe BbICOKUX YPOBHEN.
BbizgopoBneHne oT ocTporo renatnta B conpoBoxgaeTcs BoiBeAEHNEM BMpyca
N3 opraHuama, nepectarT BbigBnaTbcad HBsAg n aHtn-HBc IgM, nossnstoTcs
aHTMTenak HBeAg. AHTuTena lgG Kk KOpOBOMY aHTUTEHY MEPCUCTUPYIOT B TEYEHUE
BCEWN XN3HU N SABMSOTCS MapkepoM MMELLErOCs UM NePEHECEHHOro renatuTa
B, MX ypOBEHb B KPOBU CHUXKAETCSA MeAEHHO. Yepes HECKONBbKO MecsiLEeB nocne
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ncyesHoBeHna n3 kposu HBsSAg HaumHaloT BbISBASATbCA aHTU-HBS aHTUTEna,
CBMAETENbLCTBYOLMNE O NMEPEHECEHHOM renatute B n Hanuumm nmmyHuteta. B
nepuop «Ceporiorm4eckoro okHa» Mexay Bbisogom HBsAg v nosiBNeHnem aHTu-
HBs aHTuTen mapkepoMm uHdekuun BB aBnsawTca cymmapHble aHTuTena K
KOPOBOMY @aHTUIEHY, TaKXe MOryT NposiBnsiTbCa aHTu-HBe aHTuTena.

Ecnv nocne octpor asbl He MpPOMCXOAUT 3JNUMMHALMSA BMpyca U He
nosBnsatTCA aHTM-HBS aHTUTENa, pa3suBaeTcsa xpoHnyeckun renatnt B. HBsAg
npofosrkaeT onpenenatbcsa 6onee 6 MecsLUeB, €ro KOMYeCTBO B KPOBU MOXET
3Ha4nUTENbHO KonebaTbes. Ha pennukaTMBHOM CTaanm XpoHM4eckoro renatmuta B
Haxogutcs OHK Bupyca n HBeAg, aHtuten k HBeAg Her.

BO3 pekomeHayeT AnarHOCTUPOBATb OCTPbIA renatuT B npmn Hanuumm HBsAg
n antuten IgM k HBcAg, a xpoHunyecknin — npu yctondnsom npucytctenm HBsAg
B TEYEHNE HE MEHee LLIECTN MECSILEB.

MmaBHbIM cpencTBOM  Mmpodunaktuku renatuta B aBngaertca
BaKUMHaLUMA, peKoMeHOOBaHHad B MepByl odepeb HOBOPOXAEHHbLIM.
lNocrne BakuMHauuM OpraHM3mMoM npoayuupyrTca aHTu-HBs aHTuTena
n dopmMmpyeTca MMMYHUTET Yy NuL, HE COoMNpuKacaBLUMXCS C BUPYCOM
renatuta B. Hanuune aHTM-HBs anTuten Ha ypoBHe Oonee 10 U/
(ME/n) npyUHATO cumMTaTh HUXKHUM NpenerioMm NpoTEKTUBHOIO UMMYHUTETA
BCneacTBME BakuMHaLMM UNu nepeHeceHHoro renaturta B.

3. NIPUHUWIM AHAJIN3A

O6HapyxeHne HBsAg B UDA-Habope «k EQUI HBsAg» BasmpyeTcsa Ha npuHumune
«C3HOBWY»-BapuaHTa TBepgodasHoro IOA B ogHoaTanHom MHKyb6aumnn. B nyHkax
nnaHweTa 3acopbupoBaHbl MOHOKMOHaNbHblE aHTUTena, cneunduryeckue
kK HBsAg. B kaxgyt nyHky gobasnstorcs obpasubl CbIBOPOTKM MNU Nriasmbl
naumeHtTa M KoHbloraT cneumdumyeckmx Kk HBsAg aHTUTEn ¢ nepokcuaason
xpeHa. Bo Bpems uHkybaumm wuccriegyemblx 06pasLoB M NepoKCUOA3HOro
KOHblOraTa B NnyHkax nnaHweta HBsAg, npu Hanvuumn B obpasuax, cBa3biBaeTcs
Kak ¢ nepBbIMU aHTUTENaMu Ha TBEpAOK hase, Tak U CO BTOPLIMU aHTUTeNnamu,
KOHBIOrMPOBaHHLIMKU C MEPOKCMOA30M XpeHa, obpasys «CIHOBUY» aHTUTENO
-aHTUreH-aHTMTeno. HecBA3aHHble KOMMOHEHTbI YAAnsAwTCA Npu OTMbIBAHUN.
MMMyHHBIE  KOMMIeKkcbl OBHapyxuBalwTcad nyTeM [fobaBneHus pacTeBopa
xpomoreHa 3,3’,5,5-tetpametundersngmHa (TMB) ¢ nepekucbio Bogopona.
Mocne 30-MuHYTHOM WHKyBauMM peakuusi ocTaHaBnuBaeTcs [obaBneHuem
cton-pactBopa. OnTtudeckas nnotHocTb (Of1) B nyHkax onpegensieTca Ha
cnekTpodoToMeTpe npu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTb XXeNnTon
oKpacku nponopumoHansHa konnyectsy HBsAg B obpasue.

4. MATEPWUAIIbl K OBOPYOOBAHUE

41. CoctaB Habopa
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1x96
NYHOK

STRIPS

CONTROLJ +] 1x1,6 ml

CONTROL]J -] 2x1,6ml

1x0,8ml
1x8ml
1x13 ml

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

1x13ml

MnaHwet UPA

B  kaxpom nyHke nnaHweTta  3acopbupoBaHbl
MOHOKJIOHanbHble aHtTuTena k HBsAg. JlyHku MOXHO
otaenatb. [locne nepBOro  OTKPBITMA  XpaHuTe
HEeUCNONb30BaHHbIE  CTpUMbl B yMNakoBKe  Mpu
Temnepatype 2-8°C He 6onee 6 mecsaueB

MO3UTUBHbIN KOHTPOIb

PacTBop NoBepXxHOCTHOro aHTUreHa Bupyca renatuTta B
B Oydepe ¢ anbOyMVMHOM U KOHCEPBAHTOM (PO30BbIN).
XpaHuTb Npu Temnepartype 2-8°C

HeraTuBHbIN KOHTPONb

HeraTnBHas cbiBOpOTKa KPOBM YENOBEKA CKOHCEPBAHTOM
(kenTbI). XpaHuTb Npu Temnepatype 2-8°C

KoHntblorat (11x KoHUeHTpaT)

11-kpaTHbIN KOHUeHTpaT KOHBIOraTa
MOHOKJSOHasbHbIX aHTuTen K HBsAg c
nepokcugasom xpeHa B OydepHOM pacTBope CcO
ctabunusatopamMm U KOHCepBaHTOM (PMONETOBLIN).
Passectn koHbtorat (11x) 1:11 pactBopom Ans
pasBefeHua KOoHblorata nepej  MCMNONb3oBaHueM
(Hanpumep, 50 pl koHueHTpaTa + 500 pl pacTBopa ons
pas3BefeHus KOHbloraTa, AOCTaTtOYHO Anst 8 NYHOK).
PasbaBrneHHbIi pacTBOp XpaHuUTb Mpu TemnepaType
2-8°C He bonee 1 cyTokK

PacTtBop Ans pa3BeAeHUsi KOHblOraTa

BydepHbii pacTtBop ¢ 6enkamMu CbIBOPOTKM KPOBM
KPYMHOro poraToro ckota U UMMYHOrnofynMHaMm Mbilimv
C KOHCEPBaHTOM (p030Bbiil). XpaHUTb Npu Temneparype
2-8°C

PactBop TMB (roToB k MCNofib30BaHUI0)

Pacteop TMB, H,O,, cTabunusatop, KOHCEpPBaHT
(6becuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C

PactBop ans npombiBkn TWEEN (20x koHLeHTpaT)
20-KkpaTHbI  KOHUEHTpaT docdatHoro 6Gydepa ¢
TBuHoM-20 (6ecuBeTHbIN). PasBecTn pacTBop Ans
npombiBkn TWEEN (20x) 1:20 auctnnnupoBaHHOW unu
AEeVOHN3NPOoBaHHOM BOAON (Hanpumep, 5 ml koHUeHTpaTa
+ 95 ml Bogbl Ana 8 nyHok) nepea MCNOMNb30BaHUEM.
PasbaBrneHHbIN pacTBOp XpaHWUTb Mpu TemnepaType
2-8°C He bonee 7 cyToK

CTon-pacTBOp (rOTOB K UCMOJIb30BaHUIO)

Pacteop 0,5 mol H,SO, (6ecupeTHbIf). XpaHUTb Mnpu
Temnepartype 2-8°C

B cocTtaB Habopa BxogsaT: knenkasa nrnexka (1 wr.), cxema BHeceHns o6pasuos
(1 WT.), MNCT KOHTPONbHbIX UCMLITAHWUIA Y MHCTPYKLMSI MO NMPUMEHEHWIO.
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4.2. [lononHuTesnbHble peakTUBbLI, MaTepuanbl U 06opyaoBaHue

ABTOMaTMYECKME NUNETKM NepeMeHHoro oobema Ha 10—1000 pl u HaKOHEYHMKN
K HMM, MepHasa nabopartopHas nocyga (10-1000 ml), gevoHn3npoBaHHas
UM OuCTUNNMpOBaAHHAA BoAa, Tepmowenkep 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. MTIPEOOCTEPEXEHUE N TEXHUKA BE3OIMNMACHOCTHU
5.1. NMpepocTepexeHue

lNeped nposedeHuem aHanu3a 8HUMamesibHO 03HaKOMbmecCh ¢ UHCMpyKyueu
no npumeHeHurw. J[locmogepHocmb pe3yfbmama 3asucum oOm YemKoz20
criedosaHus npoyedype aHausa.

—He wucnonb3ynte KomnoHeHTbl WN®A-HabGopa nocrne OKOHYaHWsA cpoka
roAHOCTM;

— He UCnonb3ynTe BO BpeMS aHanu3a n He CMeLLMBaNTE KOMMOHEHTbI pa3HbIX
cepun, KOMMOHEHTbI N3 HABOPOB pa3HbIX HO30MOMNIN UMK peareHTbl ApYrux
npounssoauTenen B coyetaHum ¢ Habopom «EQUI HBsAg»;

— He 3amopaxusante NOA-Habop nnm ero KOMNOHEHTbI;

—rnocne WCnonb30oBaHWA peareHTa 3akpbiBaWTe Kax bl ¢nakoH CBOEW
KPbILLKOM;

— BO BPeMS MPOMbIBAHUSA KOHTPOMNMPYMUTE HANOSTHEHME U NOJSTHYI0 acnupaLmio
pacTBopa 13 NyHOK;

— Kaxabl pa3 MCMNOMb3yNTe HOBbIA HAKOHEYHUK MUMETKU ONA BHECEeHUus
ob6pasLoB Unn peareHToB.;

—un3berante nonagaHus MNpsiMbIX COMHEYHbIX fyyen Ha peareHTbl NDA-
Habopa;

—[SOLN[TMB] momxeH ObITb OeclLBeTHbIM nepen ucnonb3oBaHuem. Ecnu
pacTBOpP OKpalleH B CUHWUIA UMK XKENTbIA LUBET, ero Hemnb3s UCMnonbL3oBaThb.
M3berante KOHTaKTa C MeTannamuM WnM MOoHaMu MeTanmnos.
[Onsa paboTbl MCNOMb3yNTe TOMBbKO YUCTYHO, TLLATENbHO BbIMNOMOCKAHHYHO
ONCTUNNMPOBAHHON BOOOW Nocyay;

— He UCMONb3yNTe peareHThl, LBET KOTOPbIX HE COOTBETCTBYET YKa3zaHHOMY B
nyHkTe 4.1;

—HW B KOEM criydae He UCMomnb3ynTe Of4HY W Ty Xe nocyay ANns pcTBopa
KOHbtoraTa u [SOLN[TMB];

— He NpoBOAMTE BU3yarbHbIN y4eT pe3ynbraToB aHanunsa (6es ncnonb3oBaHus
puaepa);

— JononHuTenbHoe obopyaoBaHWe, Haxoasdluleecss B HENOCPeACTBEHHOM
KOHTaKkTe c OMonormyeckum martepuanom wunm KoMnoHeHTamu Habopa,
cUMTaeTCs 3arpsA3HEeHHbIM U HY>XAaeTcsl B o4nLLeHnn 1 obessapaxuBaHuu;
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— VN®A-Habop npepHasHadeH ana 96 aHanmsoB. KOMMNOHEeHTbI nocne
NCMNONb30BAHUA M OCTaTKM HEUCMNOSIb30BaHHbIX KOMMOHEHTOB [OOJIXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHuMKa 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHa4yeHbl TONbkO Ans nabopaTopHOro
npoeccMoHanbLHOro MnNpPUMEHeHUs B in  Vitro OWarHOCTUKE W MOryT
NCNoNb30BaTbCs TOMbKO KBAaNMMUUMPOBaHHLIM NEPCOHArNomMm,;

— NOCTaAHOBKY aHanusa NpoBOAUTb TOMbKO B OOHOPA30BbIX HEOMyApeHbIX
nepyaTkax u 3alnTHbIX OYKaXx;

—He [Jonyckaetcs MpuMHMMAaTtb MUy, MUTb, KYpUTb WM MNONb30BaTbCSA
KOCMEeTUKOWN B KOMHATe NpOBEeAEHUs TECTa;

— He NUNeTUpPoOBaTb PacTBOPbI PTOM,;

—[CONTROL[+] W®PA-Habopa «EQUI HBsAg» cogepXuT O4YULLEHHbI
MOBEPXHOCTHbIA  aHTUreH Bupyca renatmta B, BblgeneHHbIn C
WHaKTMBUPOBAHHbLIM NPOrpeBaHNeM CbIBOPOTKU KPOBM YENOBEKa, B KOTOPOW
He Oblno o6HapyxeHo aHTuTen k BUY1/2, BI'C n Treponema pallidum, ogHako
paboTtaTtb C KOHTpPONeM criedyeT Kak C MOTeHUManbHO WHM(EKLMOHHbLIM
mMarepuanom;

—[CONTROL[-] WN®dA-Habopa «EQUI HBsAg» npoTecTMpoBaH W npu3HaH
oTpuuaTenbHbiM Ha HBsAg n aHtutena k BUY1/2, BI'C, Treponema pallidum,
oAHako obpalaTtbCcs C KOHTPONIeM U UccrnegyeMeiMy obpasuamu crnegyet
Kak C NoTeHUnanbHO ONacHbIM MHEKLNOHHBIM MaTepuanom;

— HEKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMEe KOHLIEHTpaLuumm
BpeaHbIX BELLECTB U MOTyT BbI3BaTb pa3pakeHne KOXu U cnnauncTbix. Mpu
nonafaHuu [SOLN[TMB] , [SOLN[STOP| u pacTBopa koHblorata Ha Crnu3ucTble
UMM KOXY, HeobXxoauMO HeMeAneHHO MNPOMbITb MOpPaXeHHoe MeCcTO
OonbLUMM KONMMYECTBOM BOAbI;

— BCNny4ae pa3bpbi3rnBaH1s pacTBOPOB, HE COAEPXKaLLUX KNCMOTY, HanprumMep,
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3VHPUUMPYIOLUM CPenCcTBOM,
a 3aTeM Hacyxo BbiTepeTb unbTpoBanbHon Gymaron. B uHom cnydae
KMCNOTYy HeobXo4MMO CHavana HenTpanu3oBaTb pacTBopoM bukapboHaTa
HaTpus, a 3aTeM BbITEPETb NOBEPXHOCTb, KaK ONUCAHO BhbiLLE.

5.3. UHakTMBauma u ytunmsauma oTxonoB

—XNOKMe oTXxoAbl HeoOXoOAUMO WHAKTMBMPOBATb, HaMpMMep, pPacTBOPOM
nepekMcn BOAOPOAA B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacos
npy KOMHATHOW TemnepaTtype WU TMNOXSIOPUTOM HaTpUA B KOHEYHOM
KoHUueHTpauumn 5% B TedeHne 30 MUHYT unu OpyruMy paspelueHHbIMU
Oe3nHMUMpYOLWMMY cpeacTBamuy;

— TBEpAble 0TX0Abl CrieAyeT UHAKTUBMPOBaTb NyTEM aBTOKIABUPOBAHUSA Mpu
TemnepaType cTepununsaumm He MeHblle 132°C;

— He aBTOKNABMPYWTE pacTBOpPbI, cogepXallue a3ug HaTpus Unv rmnoxsopuT
HaTpwus;

— YTUNN3aUnN0 MHaKTMBUPOBAHHbLIX OTXOAOB NPOBOAUTH B COOTBETCTBUU C
OENCTBYHOLLNM HaLMOHaNbHbIM 3aKOHOAATENBCTBOM.
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6. XPAHEHVE N TPAHCINMOPTUPOBKA

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. [lonyckaetcsa oOfHoOpas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbiwe 23°C B TeYeHne aByX CyTOK.

7. PEKOMEHOALIMU MO OTBOPY, TPAHCITIOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTEPUIbHYIO Npobupky. Mpobupka
JomkHa  ObiTb  NpoMapkupoBaHa C  yKa3aHWEM  MOEHTUMKALNOHHBIX
OaHHbIX nauueHTa u gatbl oToopa obpasua. LlenbHylo KpoBb [0 OTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepatype 2-8°C, He gonyckas
3aMopaxKuBaHusl.

CbIBOPOTKY MNU nnasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
6onee 3 cyTok. [lonyckaeTcs 6onee NpoAomKMTENbHOE XpaHEHNE 3aMOPOXKXEHHOMN
cbiBOpoTkM npu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpasLbl
nepes Mcnonb30BaHUEM CrielyeT pa3mMopo3uTb U BblAepXKaTb MPU KOMHATHOM
TemnepaTtype B TeudeHme 30 mMuHyT. [locne pasmopaxuBaHus obpasubl
cnepyeT nepemellartb AN AOCTUXEHUS OOHOPOOHOCTU. M3berate NOBTOPHOrO
3aMopaxuBaHua-oTTanBaHus uccrnegyemblx obpasuoB. B cnyvyae noMyTHeHUs
CbIBOPOTKM (MNN Nna3mMbl) OCBOOOXOAKTCA OT HEpPaCTBOPEHHbLIX BKIHOYEHWNA
ueHTpudpyrnposaHuem npu 3000 o6/muH B TedeHne 10-15 muHyT. He cnepyet
ncnonb3oBaTb 06pasubl CbIBOPOTOK C Bblpa)XEHHOW NUNUAEMUNEN, FEMOSIN3OM, a
Takxe 6akTepuarnbHbIM NPOPOCTOM.

OO6pasubl  CbIBOPOTOK  TpaHCMoOpTMPOBaTb B TEPMOU3ONSALMNOHHBIX
KOHTelnHepax. [JNs1 9TOro 3akpbiTble NPOMapPKNMPOBaHHbIE NPOOMPKU HEOOXOANMO
NOMECTUTb B MONMITUIEHOBBIV NAKET, NIOTHO 3anevartaTb M NOMIOXUTb B LIEHTPE
TEPMOKOHTENHepa. 3aMOpOXeHHble XnajareHTbl MOMOXUTb Ha [HO BAOIb
BOOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMW 00Opa3Lbl CbIBOPOTOK.

8. NOAIroTOBKA PEATEHTOB

lMpumeyaHue: lNeped ucronb3oeaHueM ebidepxume ece KOMMoHeHmMbl VDA-
Habopa npu kKoMHamHou memnepamype 18-25°C 8 mevyeHue 30 muHym!

8.1. NMoaroroBka nnaHweTta NPA
Ona npegynpexaeHus KOHAEHCAuuW BOAbl B JyHKax OTKpbIBanTe

TONbKO nocne BblaepxumBaHus 30 MUHYT NpyU KOMHATHOW TemnepaType.
PackponTe BakyyMHYI yNakoOBKY, OTAeNUTEe HEOOXOAMMOE KONMYECTBO MYHOK,
a ocTarnbHOe cpasy Xe TLWaTenbHO ynakymTe ¢ BraronornoTuTeneMm n xpaHute
NMOTHO 3akpbITbiIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpa3om nnaHweTta obecrneymBaeT ero cTabunbHOCTb B
TeyeHue 6 mecdueB:

8.2. MNpuroToBrneHne NPOMbLIBOYHOIoO pacTBopa

[nsa npuroToBrneHus pacteopa AN NpoMblBaHUA passeanTe [TWEEN]WASH[20x]
1:20 (1+19) [UCTUANUPOBAHHOM UMW OEWOHW3MPOBAHHOW BOAOW, MOTOM
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nepemeluante. Hanpumep, 5 ml koHueHTpaTta + 95 ml Bogbl, 4ero 4OCTAaTOYHO ANS
8 nyHok. NMpu HanNnuMn KPUCTannoB B KOHLEHTpaTe pacTBopa A4S NPOMbIBaHMS
nporpenTte dhnakoH npu temnepaType 37°C [0 NOSTHOro pacTBOPEHNSA KPUCTANSOB
(15—20 muHyT). PasBefeHHbI pacTBOP MOXHO XpaHUTb nNpu Temnepartype 2-8°C
He bornee 7 CyTOK.

8.3. MpuroToBneHue pacTBopa KOHbIOraTa

Pabouee pasBefeHune KOHblOraTa roToBUTCS cnegyowmm obpa3om: passeguTe
(dboneToBLIN) B YACTOM (hnakoHe pacTBOPOM (po3oBblin) B
cooTHoweHun 1:11 (To ecTb, 1+10), pacTBOp OKpaLLMBaeTCH B (PMONETOBbLIN LIBET.
Hanpumep, ons 8 nyHok aHanusa go6asute go 500 pl [DILJCONJ] 50 ul [CONJ[T1xX].
PacTtBop KoHblorata B pabovem pasBefeHnn CTabunbHbIN B TeHEHUE CYTOK Mpu
yCrnoBun xpaHeHus npu temneparype 2-8°C.

9. NMPOLUEAOQYPA AHATIU3A
9.1.MoaroToBbTE HEOOGXOANMOE KOFNTMYECTBO NTYHOK A5t aHanu3a (YeTbipe NyHKK
OJ151 KOHTPOIen U HeobXoaMMOoe KONMYECTBO ANsl uccriefyembix 06pasLoB),
BCTaBbTE MX B pamMmky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenibHO
BKJIHOYaMTE B KaXOY NOCTaHOBKY aHanmaa.

9.2. 3anonHuTe cxeMy BHeceHusi 06pa3uoB.
9.3. MNpurotoBbTE pacTBOp ANsi NPOMbIBaHUS B COOTBETCTBUM C NMYHKTOM 8.2.
9.4. MNpuroToBbTe PpacTBOP KOHbIOraTa CornacHo NyHkTy 8.3.

9.5. BHecuTe B nyHkn no 100 yl kKoHTponen n nccnegyembix 06pa3uoB:
— B NyHKY A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyembie obpasupl.

9.6. BHecuTte B nyHkn no 50 pl pactBopa KOHbOrata NoBEpPX KOHTPOMEn u
nccriegyemblx obpasuoB. [nsg npefoTBpalleHnss KPOCKOHTaMWHauuu
00pas3uoB BHeECUMTE pacTBOP KOHblOrata, He KacasiCb COAEPXaHMS MyHOK.
OCTOpPOXHO NOCTYKMBASA NO NfaHLWeTy, NepeMeLllanTe CMechb B NyHKax.

9.7. 3aknenTe CTpuUNbl KMNENKON MIAEHKON U UHKYOMpynTe B TedeHue 120 MuHyT
npn 37°C 1 NOCTOSAHHOM OpPBUTANbLHOM MNepeMeLLMBaHNN COAEPXKMMOro
nyHoK co ckopocTbto 300 06/MUH. UHKybayuo o0bpa3yo8 ¢ KOHbH2amom
8 nyHKkax MIOA-nnaHwema MOXHO rnpogodums 8 meyeHue 120 MuHym npu
memnepamype 42°C 8 cmamu4yeckom pexxume. OOHaKo npu 3mom Moxem
HabnrlambCsl CHUXeHUE crieyucbuyHocmu aHanu3sa.

9.8.1Mo okoHYaHWM MHKYBaLUKM akKypaTHO CHUMUTE KIENKYI0 MAEHKY N MPOMONTe
NYHKN NATb pa3 C MCMOMb30BaHNMEM aBTOMAaTUYECKOro NMpoMbIBaTENS UIK
8-kaHanbHOW NUNeTkM cnegytowmm obpasom:
— yaanuTe COAEePXMMOE FTYHOK B KOHTEMHEP ANS XUOKUX OTXOAOB;
— HanomnHWTe NyHKM cTpunoB He meHee 4em no 300 pl pactBOpom Ans
NPOMbIBaHUs, OCTaBbTe HE MeHee, YeM Ha 30 CeKyHp;
— acnupupyinTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
KaXxgoro atana acnupaumm AOSIKEeH CocTaBnATb He 6onblue 5 yi;
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— MOBTOPUTE Npoueaypy NPOMbIBaHWS eLle NATb pas;
— nocne nocnegHen acnupauny n3basbTechb OT NULWLHEN BNaru, NoCTyKnBas
nraHwWeToM no unbTpoBarnbHoOn Gymare.

9.9.BHecute B nyHku no 100 pl [SOLN[TMB], HE KacasiCb AHa U CTEHOK NYyHOK
nnadwerTa.

9.10. MukyBbupynTte cTpunbl B TedeHne 30 MUHYT B TEMHOM MeCTE Mpu KOMHaTHOM
TemnepaTtype 18-25°C. He ncnonb3yinTe KNenkyto NieHKy Ha JaHHOM aTarne.

9.11. BHecute B nyHkm cTtpunos no 100 pl ONsi OCTaHOBKM
depMeHTaTUBHOW peakLuu, NpUAEPXKUBAsICb TOM XKe NocrneaoBaTenbHOCTH,
YTO U NpU BHECEHUU [SOLN[TMB]. BOo BpeMsi BHECEHUS MPOUCXOANT UBMEHEHUNE
LBeTa pacTBopa C roflyboro Ha >enTbli, B TyHKax ¢ Npo3payHbiM pacTBOPOM
HEe3HaYMTENbHO MEHSIETCS OTTEHOK.

9.12. NamepbTe Ha pugepe Ol B KaxOoW nyHKe npu AnvHe BonHbl 450/620-
695 nm B TeyeHne 5 MUHYT nocre OCTaHOBKM peakuuu. [o npoBeaeHUs
namepeHusi ybegutecb B YMCTOTE BHELUHEW MOBEPXHOCTU OHA JNYyHOK U
OTCYTCTBUM My3bIPbKOB.

Yyem pe3yrnbmamos aHasu3a MOXHO npogooums 8 0OHOBOSTHOBOM PeEXUME
npu OnuHe 80s1HbI 450 nm, 8 smom criyyae ocmagbme J1yHKY 011 yCmaHO8/1eHUSs
bnaHka (8 makyto fyHKYy 8Hecume moJsibKo [SOLN[TMB] U [SOLN]STOP ).

10. YYET PE3YJIbTATOB U UX UHTEPMPETALMUA

10.1. YyeT pe3ynbTaToB aHanusa

Paccuntath cpeaHee 3HaveHue Ol HeraTusHoro koHTpons (Nc) yposeHb
rpaHmyHoro 3HadeHus (Cut off - CO).

Nc = (Nc1 + Nc2 + Nc3)/3;  CO = Nc + 0,07

10.2. KoHTponb AOCTOBEPHOCTU pe3ynbTaToOB aHanmsa
[aHHble TecTa cuuTaloTCA [OOCTOBEPHLIMW, €CMM OHU COOTBETCTBYIOT
cnegyowmm TpeboBaHusaM:

onz15
O <0,100

_ _ rae Ncn — Ol kaxpgoro
Nc x 0,5<Ncn < Nc x2,0 A ﬁgBTopa Nc A

Ecnu opgHo n3 3HayeHunn Ol1 HeraTMBHOro KOHTPOJ1A BbIXOOUT 3a npeaernbl
YKa3aHHOro Bbllle WHTEepBala, ero 0T6paCbIBaIOT n paccynTbiBako Nc no
ocTanbHbiM 3HaveHusam Ol HeraTMBHOro KOHTpOnn4. Ecnn ©Gonee opgHoro
3Ha4veHust Ol HeraTMBHOrO KOHTPONA HE OTBEYaeT yKa3aHHbIM Tpe6OBaHI/IF|M, TO
TECT CHUTaAeTCA HEKOPPEKTHbLIM U Tpe6yeT NMOBTOPHOIoO npoBeageHnA.

Pepakuusa 8 ot 21.09.2021r. 1016



10.3. UIHTepnpeTauua pe3ynbLTaToB
oD >CO MONOXUTESbHbIN

sample

° ,» TAe ODsampIe_ Orl
oD <CO OTPULUATENBbHBIN** obpasua

sample

* lNepBoHayanbHO MOMOXWTENbHbIE 0Opasubl JOJMKHbI OblTb UCCNELOBaHbI
NoBTOPHO B ABYX nyHkax WM®A-Habopa «EQUI HBsAg». lMocrne MOBTOPHOro
TECTUPOBAHUSA MOMOXUTENBHLIMU CcYMTaOTCA 06pasubl, ONTUYeckas NIOTHOCTb
KOTOpbIX XOTS Obl B OQHOM M3 MOBTOPOB MNpEBbIAET FPaHUYHOE 3HAYEHME.
Ecnv npu NnoBTOpHOM TECTMpPOBaHUM OMTMYecKas MAOTHOCTb obpasua B obomx
MOBTOpPaX HMXe rPaHNYHOrO 3Ha4YeHNs, Takon obpaseL, cunTaTb OTpULaTENbHbIM.

Pesynbratel onsa obpasuos, Ol KOTOPbIX paBHO FPAHUYHOMY 3HAYEHUIO UK
HaxoguTcs B npefenax +10%, cnegyeTt vHTepnpeTMpoBaTb OCTOPOXHO. Takue
obpasubl AOMKHbI ObITb NCCegoBaHbl MOBTOPHO B ABYX NyHkax Habopa «EQUI
HBsAg». Ecrnn npu NOBTOPHOM TeCcTUpPOBaHUMU ODSarnple CHOBa HaxoauTcHd B
npegenax +10% rpaHW4YHOro 3HadeHusi, cregyeT npoBecTn oTbop M aHanus
HoBOro obpasua.

** ObpasLbl CO 3HAYEHNEM OMTUYECKOW NNTOTHOCTU HUXKE TPaHMYHOIO 3HaYEeHUs
cumTtatotcs otpuuaTenbHbivMu B UPA-Habope «k EQUIHBsAg». OgHako pe3ynbTaThl
B npegenax 10% HWXe rpaHMYHOrO 3HA4YeHus1 cnegyeT MHTepnpeTMpoBaTh C
OCTOPOXXHOCTbIO (peKoMeHOyeTCsi MOBTOPHO MccnegoBaTh Takme obpasubl B
OBYX NyHKax Habopa NDA).

11. XAPAKTEPUCTUKU TECTA

11.1. AHanuTUYecKne xapakTepucTukun

MpeunsnoHHOCTb

Bocnpoussodumocms pe3ynbmamos 8 npedesiax 00HOU MocmaHOo8KU aHau-
3a (Intra assay repeatability)

KoadpdumuneHTt Bapmnaumm (CV) ons ABYX CbIBOPOTOK C pa3HOW KOHLIEHTpaLmen
NOBEPXHOCTHOIO aHTUreHa oueHnBann B 32 noBTopax Ha ogHon cepun NOA-
HabopoB.

Ne cbipoBOTKM on,, CV, %
2 1,809 3,3
45/15 0,922 3,7

Bocnpoussodumocms pe3ynbmamosg Mex0y pa3HbIMU ocmaHoeKaMu aHasnu3a
(Inter assay reproducibility)

KoadbpmumnenT Bapuaumm (CV) ana ABYX CbIBOPOTOK C pPasHbiM YPOBHEM
cneunuyecknx aHTUTen oueHumBanun B TedeHne 4 gHel B 4 nOCTaHOBKaxX
aHanusa no 8 NOBTOPOB B KaXXJOM aHanuae.

Ne cbIpoBOTKM OI'ICp CV, %
2 1,827 5,6
45/15 0,936 5,8
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AHanuTn4yeckas YyBCTBUTENbHOCTb

Mpenen 4yBCTBUTENbHOCTM aHanM3a no OOHapyXXEHU MNOBEPXHOCTHOMO
aHTureHa Bupycarenatuta B onpegensanu Ha BputaHckom cTaHaapTHOM obpasue
07/288-010 gnsa HBsAg (HaunoHanbHbIA MHCTUTYT GUONOrMYECKUX CTaH4apPTOB
CoepanHeHHoro koponesctBa, NIBSC) u nogTteBepxganuM C MUCMNONb30BaHUEM
Tpetbero MexayHapogHoro CtaHgapta ans HBsAg 12/226 (Third International
Standard for HBsAg, npousBoactea NIBSC). MNMpegen vyBctBUTENBbHOCTU VDA-
Habopa «EQUI HBsAg» coctaBun 0,05 IU/ml (ME/mn).

AHanuTtnyeckas cneundpuyHocTb

Ha pesynbrat aHanusa He BnusieT npucyTcTeBue B obpasue GunupybuHa B
koHueHTpauun go 0,1 mg/ml (172,3 pmol/l), remorno6uHa B KOHUEHTpauun oo 5
mg/ml v Tpurnuuepmngos B KoHueHTpauuu go 10 mg/ml (11,3 mmol/ 1).

11.2. AnarHocTnyeckne xapakTepucTuKu

[Ona onpegeneHns KIMHUYECKOW YyBCTBUTENMbHOCTM M CNEUUUYHOCTM
HabopoB «EQUI HBsAg» ucnonb3oanu 57 o0pa3uoB CbIBOPOTOK, NMOJTyYEHHbIX
OT NauMeHTOB C AnarHo3om renatuT B, n 294 obpasua CbIBOPOTOK KIIMHUYECKU
340pOBbLIX AOHOPOB (CepooTpuUaTenbHbIX MO OTHOLIEHUIO K BMPYCY renatuta
B). Kpome TOro, 6binn mcnonb3oBaHbl obpasubl M3 KOMMEPYECKMX MaHernen
npounssoacTBa «SeraCare Life Sciences» (CLUA). Mo pesynbratam aHanuaa
KnMHu4eckas YyBcTBUTENBHOCTL VIOA-Habopa cocTaBnaeT 100%, knnHnyeckas
cneundgunyHoctb — 100%.

WccnepoBaHve xapakTepuCTMK MeToga MO CPaBHEHWMIO C  aHarorm4yHom
KOMMeEpPYEeCKOW TeCT-CUCTEMON MPOBOAMIOCH Ha LeneBon rpynne 6epemMeHHbIX
XeHwmH (171 obpaseu). [Ansa BbIOOPKUM GEpPEMEHHbIX XEHLUMH OTHOCUTENbHas
cneundudHocTb coctaBnana 100%, npoueHT conageHmsi — 100%.

MNonoxutenbHasa nporHoctTuyeckas ueHHocTb (PPV) W®A-Habopa
«EQUI HBsAg» coctaBnsetr 100%, oTpuuaTtenbHas MporHocTuyeckas
ueHHocTb (NPV) — 100%.

12. OrPAHNYEHUE AHAJIN3A

OTtpuuateneHbin pesdynbrat B MPA-Habope «EQUI HBsAg» nokasbiBaeT, 4To
TecTupyembln obpasey He cogepxunt HBsAg nnu ero koHueHTpauusa Huke 0,05
[U/ml (ME/mn). Mockonbky obpasel, moxeT cogepxatb HBsSAg B o4eHb HU3KoM
KOHUEeHTpauuun, oTpuuatensHbln pedynerat B DA-Habope «EQUI HBsAg» He
NO3BOSISIET NOSTHOCTbLIO UCKNIOYNTL MHULIMPOBaHUE BUPYCOM renatuTa B.

Kpome TOro, B nutepatypHbIX MCTOYHUKAX OMUCaHbl HEKOTOpbIE MpUMeEpHI
BUPYCHOro renatuta B (ocTporo wnu XpoHuyeckoro), korga B obpasue
obHapyxuanacb BupycHas OHK npu otcytctBum HBsAg. B Takux crnydasx
nonesHbiM OyoeT wuccrnegosaHue obpasua Ha Apyrue Mapkepbl BUPYCHOTO
renatuta B, BoisBneHne JHK 1 oueHka BMoxumMmyecknx nokasatenemn CbiIBOPOTKM
KpOBM NaumneHTa.
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Ona Bepudumkaumm cneunduyHOCTU peakummn Kaxkabli NOSOXUTENbHbIN
pesynbrat(cornacHokputepuamuHTepnpetaunnMdA-nadbopa «kEQUIHBsAg»)
HeobxoauMOo NOATBEPANTb B HenTpanusaumoHHoMm VDA ¢ ncnonb3oBaHMEM
komnnekta peareHtoB «EQUI HBsAg Confirmation». [Ons KoppekTHOM
OnarHoCTuKu renatuta B pekomeHgyeTcst npoBecTn nccrnegosaHne obpasua
Ha Hanuuue cneuundudeckmx antuten knaccos IgM n IgG k HBcore aHTureny
n aHtuten kK HBsAg (Hanpumep, B UPA-Habopax «EQUI HBcore IgM», «EQUI
HBcore 1gG» n «EQUI anti-HBs», cooTBeTCTBEHHO).

B uensax HUBennMpoBaHWs NTOXXHOMONOXMWTENbHbBIX Pe3yrnbTaToB, BbI3BAHHbIX
Hanu4nem B obpasuax CbIBOPOTOK KPOBU YeroBeKa aHTUTEN, cneununiecknx
K MMMyHornobynmHam wmbiwmn, B MOA-Habope mncnonb3yetcs crneumanbHbIi
GrIOK-KOMMOHEHT, NPENSATCTBYOLWMN POPMUPOBAHMNIO UMMYHHbBIX KOMMITEKCOB
C aHTUMbIWKMHBIMK aHTUTENnamu (aHrn. HAMA) Ha TBepaon dase.

13. TPYAHOCTU, KOTOPbIE MOI''YT BO3HUKHYTb MNMPU
NMPOBEAEHUN NDA

Bbicokulil ¢hoH 8 JIyHKax 8cezo rnjiaHuema Mo)kem 803HUKHYMb U3-3a:
— 3arpsi3HEHHOro NPOMbIBaTENS;
— HM3KOrO Ka4yecTBa MU 3arpsi3HeHnst BOAb;
— MCMOMb30BaHNA NIIOX0 NOMbITOW NOCYAbI;
— MCMOMb30BaHNA Ae3MHPULMPYOLNX CPEACTB, CogepKallumx Xmop;
— MCMOMb30BaHUA 3arpsA3HEHHbIX HAKOHEYHMWKOB;
— YBENWYEHUS BPEMEHU WHKYyDauun nnu M3MeHeHust TemnepaTypHOro
pexuma.
Bbicokuli poH 8 omOesibHbix psidax Moxem 6bImb c8s13aH C:
— NOBTOPHbIM BHeceHnem pacTteopa TMb;
—3arpsi3HeHneM KoOHyca aBTOMaTM4YeCcKon NMMNEeTKN pacTBOPOM KOHbIOraTa;
— 3arpsi3HEHNEeM OOHOrO M3 KaHanoB NPOMbIBATENS.
lMony4yeHHoe 3HavYeHue OIfl noJyIOKUMENIbLHO20 KOHMPOJISI HUXe
ycmaHoeJsieHHOU epaHuybl, €CJIU:
— HEenpaBWUIIbHO MPUTOTOBMIEH UNN HE BHECEH OAVH U3 peareHToB (pacTBop
KoHblorata unm pactesop TMB);
— COKpaLleHo BpeMsi MHKyOaLuumm Ha 0 gHOM U3 3Tanos.
NHmeHcusHoCcmMb OKpawueaHusi JIYHOK He coomeemcmeyem
nony4eHHoOU onmuy4yecKol niomHocmu. 3TO MOXET CBUAETENbCTBOBATbL O
CMELLEHHOM ONTUYECKOM fyye.
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[NpounsBoguTensb

MeauuuHckoe nsgenue ans AUarHocTUKK in vitro

Homep no kaTtanory

[JaTa nsrotoBneHus
Wcnonb3oBaTth A0

Kog naptum

TemnepaTypHOe orpaHu4yeHmne

Copepxut goctatovHo Ans (n-) UCnbITaHUN

MpenoctepexeHne, O3HAKOMUTLCS C COMPOBOAUTENbHLIMU
AOKYMeHTamu

O3HaKoMIeHne C MHCTPYKLME MO NPUMEHEHNIO

Bepeyb OT NPAMbIX COMHEYHbIX NyYen

@%EP d=ExREEE

3HaK COOTBETCTBUSI TEXHUYECKUM pernaMmeHTam
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npocnekT MNobeabl 60/2, r. Knes, Ykpauna, 03057
(agpec nponsBoacTea)

Ten.: 0 (800)31-89-87, +38 (044)334-89-87,
e-mail: info@equitest.com.ua, www.equitest.com.ua
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CXEMA NPOBEOEHNA AHAJIU3A
Bbigepxxatb peareHTbl 30 min npu Temnepatype 18-25°C

BHectun no 100 pl koHTponen n nccrnegyemblx 06pasLoB B NyHKM:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[-],

E1 v B ocTanbHble NyHKM - uccnegyemMbie o6pasubl

B nyHkn ctpunos BHecTu no 50 ul npurotoBneHHoro 1:11 (1+10) pacTBopa
KOHBblOraTa.
(dpnoneToBbIN LBET)

3akneunTb CTpuUnbl NNEHKOW, MHKYOupoBaTb 120 MMH Npy TeMmnepaType
37°C 1 NOCTOSHHOM OpbuTanbHOM NepemeLLBaHUM COAEPXKMMOro JTYHOK CO
ckopocTbto 300 06/MUH

[MpombITh NyHKM 6 pa3 npurotoBreHHbIM 1:20 (1+19) NPOMbIBHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHku ctpunoB BHecTy no 100 pl [SOLN[TMB]

MHKyBurpoBaTb Ha NpoTskeHMr 30 min B TEMHOTE npu
Temnepartype 18-25°C

B nyHku ctpunos BHecTn no 100 pl [SOLN|STOP

(MpoucxoauT M3MeHeHWe LBETA C ronyGoro Ha XenThii)

YYET PE3YJIbTATOB AHAITU3A
Nc = (Nc1 + Nc2 + Nc3)/3;
cO = Nc +0,07;

Nc - CpegHee 3Ha4veHue Ol 3-x [CONTROL][ -]
CO - YpoBeHb rpaHu4Horo 3HayeHus (Cut off)

MHTEPNPETALIUA PE3YJIbTATOB

oD >CO MONOXUTENbHbLIV

sample =

oD <CO OTPULLATENLHBLIN

sample




CERTIFICATE

MANAGEMENT SYSTEM CERTIFICATION BODY

«CONFORMITY ASSESSMENT BODY «PROMSTANDART», LLC
certifies that the enterprise

EKVITESTLAB
Limited Liability Company
registration code 38745936

legal address:
Ukraine, 03150, Kyiv, 114 Velyka Vasylkivska street,

manufacturer's address:
Ukraine, 04212, Kyiv, 60/2 Peremohy Avenue

has established and applies quality management system for
development, production, storage and sale
of ELISA kits for in vitro diagnostic

Audit, No report 2020/015-20.2.1
confirmed that the requirements

1ISO 13485:2016

«Medical devices — Quality management systems —
Requirements for regulatory purposes»

are performed.

The control of conformity of the certified quality management system to the requirements of the specified
standard is carried out by means of supervisory audit, the periodicity and procedures of which are regulated by
the program.

Certificate registration number Ne UA.QMS.00014-21 r
Registered 06 April 2021
Valid until -April 2024

80156

DSTIT ENISO/IEC 17021-1

Director of Certification Bo
«CAB «PROMSTANDART»,

3d by telephone: (056) 742-82-39
PROMSTANDART», LLC: prom-standart.com.ua
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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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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)

D-Dimer Rapid Test Cassette (Whole Blood/Plasma) GDDDI-402b

Classification: Other
Conformity assessment route:  Annex Il (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: QARAD BV

EC Representative’s Address: Cipalstraat 3, 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

/71/‘*?7.

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President

Date Signed: November 11, 2021
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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)

Fecal Occult Blood Rapid Test Strip (Feces) GEFOB-601b
Fecal Occult Blood Rapid Test Cassette (Feces) GEFOB-602b
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: November 28, 2017
/77 « [ of

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

STATEMENT

We, Zhejiang Orient Gene Biotech Co., Ltd , having a registered office at 37874, East Yangguang
Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China assign SRL SANMEDICO having a
registered office at A. Corobceanu street 7A, apt. 9, Chiginiu 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 on the territory of the Republic of Moldova.

General Manage

Date:2023/2/21

Mhbt. WHIREIMT RS BBEHEPIERERER 3787 &
Add: 3787#, East Yangguang Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China
HE Tel:+86-572-5226111  {% 3 Fax: +86-572-5226222  Hii% P.C.:313300



Troponin |

Troponin | Rapid Test Device
(Whole Blood/Serum/Plasma)
Package Insert

A rapid visual immunoassay for the qualitative presumptive detection of cardiac Troponin |
in human whole blood, serum, or plasma specimens.

For professional in vitro diagnostic use only.

INTENDED USE

The Troponin | Rapid Test Device (Whole Blood/Serum/Plasma) is a rapid visual
immunoassay for the qualitative presumptive detection of cardiac Troponin | 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 | (cTnl) is a protein found in cardiac muscle with a molecular weight of
22.5 kDa." Troponin | 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 calcmm sensitive ATPase activity of actomyosin in striated skeletal and
cardiac muscle.? After cardiac i injury occurs, Troponin | 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 | remains elevated for 6-10 days, thus
providing for a longer window of detection for cardiac injury. The high specificity of cTnl
measurements for the identification of myocardial damage has been demonstrated |n
conditions such as the perioperative period, after marathon runs, and blunt chest trauma.®
cTnl 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, Troponln | has recently become the most preferred biomarker for
myocardial infarction.®

PRINCIPLE

The Troponin | Rapid Test Device (Whole Blood/Serum/Plasma) has been designed to
detect cardiac Troponin | 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. Testis 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

*  The Troponin | Rapid Test Device (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.

¢ 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.

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

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

* 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
Materials Provided
. Test devices * Disposable Droppers
. Buffer ¢ Package insert
Materials Required But Not Provided
. Specimen collection containers *  Clock or Timer

. Centrifuge (for plasma only)

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 drops of serum or plasma to the specimen well of the device with a
disposable pipette provided in the kit, and then start the timer.

OR

Transfer 3 drops of whole blood specimen to the specimen well of the device with a
disposable pipette provided in the kit, then add 1 drop of buffer, and start the timer.
OR

Allow 3 hanging drops of fingerstick whole blood specimen to fall into the center of the
specimen well (S) on the device, then add 1 drop of buffer, and 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.

3. Wait for the colored band(s) to appear. The result should be read at 10 minutes. Do
not interpret the result after 20 minutes.

2 Drops of Serum or Plasma 3 Drops of Whole Blood

1 Drop of Buffer
g

3 Drops of Fingerstick
Whole Blood

' I Drop of Buffer
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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:

1. The intensity of the color in test region (T) may vary depending on the concentration
of aimed substances present in the specimen. Therefore, any shade of color in the
test region should be considered positive. Besides, the substances level can not be
determined by this qualitative test.

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

2. The Troponin | Rapid Test Device (Whole Blood/Serum/Plasma) will only indicate the
presence of Troponin | 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 | 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 | Rapid Test vs. EIA

Troponin |
Msthod Rapid Test Device R-!;thlts
Results Positive Negative
EIA Positive 138 2 140
Negative 1 315 316
Total Results 139 317 456

Relative Sensitivity: 98.6% (94.9%-99.8%)*

Relative Specificity: 99.7% (98.3%-99.9%)*

Overall Agreement: 99.3% (98.1%-99.9%)*

*95% Confidence Interval

BIBLIOGRAPHY

1. Adams, et al. Biochemical markers of myocardial injury, Inmunoassay Circulation 88:
750-763, 1993.

2.  Mehegan JP, Tobacman LS. Cooperative interaction between troponin molecules
bound to the cardiac thin filament. J.Biol.Chem. 266:966, 1991.

3. Adams, et al. Diagnosis of Perioperative myocardial infarction with measurements of
cardiac troponin I. N.Eng.J.Med 330:670, 1994.

4.  Hossein-Nia M, et al. Cardiac troponin | release in heart transplantation. Ann. Thorac.
Surg. 61: 227, 1996.

5. Alpert JS, et al. Myocardial Infarction Redefined, Joint European Society of
Cardiology American College of Cardiology: J. Am. Coll. Cardio., 36(3):959, 2000.
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Fecal Occult Blood Rapid Test Cassette (Feces)

INTENDED USE

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the qualitative detection of
human occult blood in feces by professional laboratories or physician's offices. It is useful to detect bleeding caused by a
number of gastrointestinal disorders, e.g., diverticulitis, colitis, polyps, and colorectal cancer.

Fecal Occult Blood Rapid Test Cassette (Feces) is recommended for use in1) routine physical examinations, 2) hospital
monitoring for bleeding in patients, and 3) screening for colorectal cancer or gastrointestinal bleeding from any source.

INTRODUCTION

Most of diseases can cause hidden blood in the stool. In the early stages, gastrointestinal problems such as colon cancer,
ulcers, polyps, colitis, diverticulitis, and fissures may not show any visible symptoms, only occult blood. Traditional
guaiac-based method lacks sensitivity and specificity, and has diet-restriction prior to the testing.

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid test to qualitatively detect low levels of fecal occult blood in feces.
The test uses double antibod- sandwich assay to selectively detect as low as 50 ng/mL of hemoglobin or 6 pg hemoglobin/g
feces. In addition, unlike the guaiac assays, the accuracy of the test is not affected by the diet of the patients.

PRINCIPLE

Fecal Occult Blood Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle of
the double antibody-sandwich technique. The membrane is pre-coated with anti-hemoglobin antibodies on the test line
region of the device. During testing, the specimen reacts with the colloidal gold coated withl anti-hemoglobin antibodies.
The mixture migrates upward on the membrane chromatographically by capillary action to react with anti-hemoglobin
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 proper volume of specimen has been added and membrane wicking has
occurred.

MATERIALS PROVIDED

20 Test cassettes
20 Specimen collection tubes with buffer
1 Package insert

MATERIALS REQUIRED BUT NOT PROVIDED

1. Specimen collection containers 2. Clock or timer

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 of the expiration date printed
on the sealed pouch. Do not freeze the kit or expose the kit over 30°C.

PRECAUTIONS

1. For professional in vitro diagnostic use only.

2. This package insert must be read completely before performing the test. Failure to follow the insert gives inaccurate test
results.

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. Do not use specimen with visible blood for the testing.

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

7. Specimen extraction buffer contains Sodium Azide (0.1%). Avoid contact with skin or eyes. Do not ingest.

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

9. Humidity and temperature can adversely affect results.

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

PATIENT PREPARATION

1. A specimen should not be collected from a patient with following conditions that may interfere with the test results:

C€

o Menstrual bleeding

o Bleeding hemorrhoids

o Constipating bleeding

e Urinary bleeding.

2. Dietary restrictions are not necessary.

3. Alcohol and certain medications such as aspirin, indomethacin, phenylbutazone, reserpine, cortocosteroids, and
nonsteroidal anti-inflammatory drugs may cause gastrointestinal irritation and subsequent bleeding, thus gives positive
reactions. On the advice of the physician, such substances should be discontinued at least 48 hours prior to testing.

SPECIMEN COLLECTION AND PREPARATION

Consider any materials of human origin as infectious and handle them using standard biosafety procedures.

. Collect a random sample of feces in a clean, dry receptacle.

. Unscrew the top of the collection tube and remove the applicator stick.

. Randomly pierce the fecal specimen in at least five (5) different sites.

. Remove excess sample off the shaft and outer grooves. Be sure sample remains on inside grooves.

. Replace the stick in the tube and tighten securely.

. Shake the specimen collection bottle so that there is proper homogenisation of feces in buffer solution.

Note: Specimens prepared in the specimen collection tube may be stored at room temperature (15-30°C) for 3 days
maximum, at 2-8°C for 7 days maximum or at -20°C for 3 months maximum if not tested within 1 hour after preparation.

TEST PROCEDURE

Allow the test cassette, specimen, and/or controls to reach 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, flat surface.

3. Shake the specimen collection tube several times.

4. Hold the specimen collection tube upright and then unscrew and open the upper cap.

5. Squeeze 3 drops (~90 pL) of the sample solution in the sample well of the cassette and start the timer.

6. Wait for the colored line(s) to appear. Read results in 5 minutes. Do not interpret the result after 5 minutes.

3 Drops of specimen
'
FOB

e —H0
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Unscrew and
open the
upper cap
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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. The test should be repeated using a new cassette. If the problem persists, discontinue
using the test kit immediately and contact your local distributor.

NOTE:

1. The intensity of color in the test region (T) may vary depending on the concentration of analytes present in the specimen.
Therefore, any shade of color in the test region should be considered positive. Note that this is a qualitative test only, and



Fecal Occult Blood Rapid Test Cassette (Feces)

cannot determine the concentration of analytes in the specimen.
2. Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely reasons for control band
failure.

QUALITY CONTROL

An internal procedural control is included in the test. A colored line appearing in the control line region (C) is an internal
procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correctl 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. This test kit is to be used for the qualitative detection of human hemoglobin in fecal samples. A positive result suggests
the presence of human hemoglobin in fecal samples. In addition to intestinal bleeding the presence of blood in stools may
have other causes such as hemorrhoids, blood in urine etc.

2. Not all colorectal bleedings are due to precancerous or cancerous polyps. The information obtained by this test should
be used in conjunction with other clinical findings and testing methods, such as colonoscopy gathered by the physician.

3. Negative results do not exclude bleeding since some polyps and colorectal region cancers can bleed intermittently or not
at all. Additionally, blood may not be uniformly distributed in fecal samples. Colorectal polyps at an early stage may not
bleed.

4. Urine and excessive dilution of sample with water from toilet bowl may cause erroneous test results. The use of a
receptacle is recommended.

5. Feces specimens should not collect during the menstrual period and not three day before or afterwards, at bleeding due
to constipation, bleeding haemorrhoids,or at taking rectally administered medication. It could cause false positive results.
6. This test may be less sensitive for detecting upper g.i. Bleeding because blood degrades as it passes through the g.i.
Track.

7. The Fecal Occult Blood Rapid Test Cassette (Feces) is to aid indiagnosis and is not intended to replace other diagnostic
procedures such as G.l. fibroscope, endoscopy, colonoscopy, or X-ray analysis. Test results should not be deemed
conclusive with respect to the presence or absence of gastrointestinal bleeding or pathology. A positive result should be
followed up with additional diagnostic procedures to determine the exact cause and source for the occult blood in the feces.

PERFORMANCE CHARACTERISTICS

1. Sensitivity:99.6%

Fecal Occult Blood Rapid Test Cassette (Feces) can detect the levels of human occult blood as low as 50 ng/mL hemoglobin
or 6 ug hemoglobin/g feces.

2. Prozone Effect:

It is observed that this FOB test can detect 2 mg/mL hemoglobin.

3. Specificity: 99.9%

Fecal Occult Blood Rapid Test Cassette (Feces) is specific to human hemoglobin. Specimen containing the following
substances at the standard concentration was tested on both positive and negative controls and showed no effects on test
results at standards concentration.

Concentrations
Substances (Diluted with the extraction buffer)

Beef hemoglobin 2 mg/mL
Chicken hemoglobin 0.5 mg/mL

Pig hemoglobin 0.5 mg/mL
Goat hemoglobin 0.5 mg/mL
Horse hemoglobin 20 mg/mL

Rabbit hemoglobin 0.06 mg/mL

REFERENCES

1. Simon J.B. Occult Blood Screening for Colorectal Carcinoma: A Critical Review, Gastroenterology, Vol. 1985;88:820.
2. Blebea J. and Ncpherson RA. False-Positive Guaiac Testing With lodine, Arch Pathol Lab Med, 1985;109:437-40.
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HBYV Hepatitis B Virus Combo Rapid Test Cassette (Whole Blood/Serum/Plasma)

For professional in vitro diagnostic use only.

INTENDED USE
HBV Hepatitis B Virus Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of Hepatitis B Surface Antigen (HBsAg), Hepatitis B Surface Antibody (HBsAb),

Hepatitis B Envelope Antigen (HBeAg), Hepatitis B Envelope Antibody (HBeAb), and Hepatitis B Core Antibody (HBcAb)
in human whole blood, serum and plasma.

SUMMARY

Chronic hepatitis B is a serious, debilitating iliness that can cause cirrhosis of the liver, liver cancer and death.

Chronic hepatitis B is the main cause of liver cancer and the tenth leading cause of death worldwide, with 400,000,000
people infected with the virus. Every year, one million people worldwide are expected to die from this infection.

Most people fight off the infection themselves, but approximately 5-10 percent of those infected with the virus become
carriers, and an additional 5-10 percent of those infected each year will progress to chronic liver disease, cirrhosis and
possibly liver cancer.

HBV Hepatitis B Virus Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test to qualitatively detect the
presence of HBsAg, HBsAb, HBeAg, HBeAb and HBcAb in human whole blood, serum and plasma without the use of an
instrument.’

PRINCIPLE

HBsAg and HBeAg

The HBsAg and HBeAg tests are qualitative, two-site sandwich immunoassays for the detection of HBsAg or HBeAg in
human whole blood,serum or plasma. The membrane is pre-coated with anti-HBsAg or anti-HBeAg antibodies on the test
line region of the strip. During testing, the whole blood, serum or plasma specimen reacts with the particle coated with
anti-HBsAg or anti-HBeAg antibodies. The mixture migrates upward on the membrane chromatographically by capillary
action to react with anti-HBsAg or anti-HBeAg antibodies on the membrane and generate a colored line. The presence of
this colored line in the test line region indicates a positive result, while its absence indicates a negative result.

HBsAb

Hepatitis B surface Antibody (HBsAb) is also known as anti-Hepatitis B surface Antigen (anti-HBs). This test is a
qualitative, lateral flow immunoassay for the detection of HBsAb in human whole blood, serum or plasma. The membrane
is pre-coated with HBsAg on the test line region of the strip. During testing, the whole blood, serum or plasma specimen
reacts with the particle coated with HBsAg. The mixture migrates upward on the membrane chromatographically by
capillary action to react with HBsAg on the membrane and generate a colored line. The presence of this colored line in the
test line region indicates a positive result, while its absence indicates a negative result.

HBeAb and HBcAb

Hepatitis B envelope Antibody (HBeAb) is also known as anti-Hepatitis B envelope Antigen (anti-HBe). Hepatitis B core
Antibody (HBcADb) is also known as anti-Hepatitis B core Antigen (anti-HBc). These tests are immunoassays based on the
principle of competitive binding. During testing, the mixture migrates upward on the membrane chromatographically by
capillary action. The membrane is pre-coated with HBeAg or HBcAg on the test line region of the strip. During testing,
anti-HBe antibody or anti-HBc antibody, if present in the specimen, will compete with particle coated anti-HBe antibody or
anti-HBc antibody for limited amount of HBeAg or HBcAg on the membrane, and no line will form in the test line region,
indicating a positive result. A visible colored line will form in the test line region if there is no anti-HBe antibody or anti-HBc
antibody in the specimen because all the antibody coated particles will be captured by the antigen coated in the test line
region. To serve as a procedural control, a colored line will always appear in the control line region indicating that proper
volume of specimen has been added and membrane wicking has occurred.

PRECAUTIONS

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

« Do not eat, drink or smoke in the area where the specimens or kits are handled.

» 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.

» Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are being
tested.

» Humidity and temperature can adversely affect results.

STORAGE AND STABILITY

Store as packaged in the sealed pouch either 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.

SPECIMEN COLLECTION AND PREPARATION

» HBV Hepatitis B Virus Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using human whole
blood, serum and plasma.
+ Separate the serum or plasma from blood as soon as possible to avoid hemolysis. Only clear, nonhemolyzed specimens
can be used.
« Testing should be performed immediately after the specimens have been collected. 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. 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.
* 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.
« If specimens are to be shipped, they should be packed in compliance with local regulations for the transportation of
etiologic agents.

MATERIALS
Materials Provided
« Test cassette Buffer Dropper

Materials Required but Not Provided

Package insert

Centrifuge (for plasma only) Timer
DIRECTIONA FOR USE
Allow test cassette, specimen, and/or controls to equilibrate to room temperature (15-30°C) prior to testing.

1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed 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 to each

specimen well (S) of the test cassette respectively, then start the timer. Avoid trapping air bubbles in the specimen

well (S). See illustration below.

For Venipuncture Whole Blood specimens: Hold the dropper vertically and transfer 2 drops of whole blood to the

specimen well (S) of the test cassette, then add 1 drop of buffer and start the timer. See illustration below.

Wait for the red line(s) to appear. The results should be read at 15 minutes. Do not interpret the results after 20

minutes.

 Specimen collection container

o

2-3 Drops of serum or plasma

b 2 Drops of whole blood
to each specimen well

to each specimen well

1 Drop of buffer
to each specimen well

4 ° HBsAg, HBsAb, HBeAg
C C C
C) Hesab T T T
Positive Negative Invalid

OR

) HBeAg »
HBeAb, HBcAb

) HBeAb
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4 0 Positive Negative Invalid

INTERPRETATION OF RESULTS
(Please refer to the illustration above)
WARNING: Do not interpret all 5 tests with the same criteria. Carefully follow the directions below.
HBsAg, HBsAb, HBeAg

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

NEGATIVE: One red line appears in the control 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 device. If the problem persists,
discontinue using the test kit immediately and contact your local distributor.

HBeAb, HBcAb
POSITIVE: One red line appears in the control line region(C), No apparent red or pink line appears in the test region (T).

C). No apparent red or pink line appears in the test line region



NEGATIVE: Two red lines appear. One line should be in the control line region (C) and another line should be 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 device. 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 line 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 good laboratory practice to confirm the test procedure and to verify proper test performance.

LIMITATION

1. The HBV Hepatitis B Virus Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use

only. This test should be used for the detection of HBsAg, HBsAb, HBeAg, HBeAb and HBcAb in human whole blood,

serum or plasma. Neither the quantitative value nor the rate of increase in the concentration of HBsAg, HBsAb,

HBeAg, HBeAb and HBcAb can be determined by this qualitative test.

The HBV Hepatitis B Virus Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence

of HBsAg, HBsAb, HBeAg, HBeAb and HBcAb in the specimen and should not be used as the sole criteria for the

diagnosis of Hepatitis B 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
suggested. A negative result at any time does not preclude the possibility of Hepatitis B Virus infection.

PERFORMANCE CHARACTERISTICS

Sensitivity and Specificity

The HBV Hepatitis B Virus Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) was compared with leading
commercial ELISA of HBsAg, HBsAb, HBeAg, HBeAb, HBcADb tests, the results show that the HBV Hepatitis B Virus
Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) has a high sensitivity and Specificity.

N

HBsAg
Method — ELISA - Total results
HBsAg test Regqlts Positive Negative
cassette Positive 145 5 150
Negative 0 150 150
Total results 145 155 300
Analysis of the results
Relative Sensitivity >99.0%
Relative Specificity 96.8%
Accuracy 98.3%
HBsAb
Method ELISA
Results Positive Negative Total results
HBsADb test —
cassette Posmye 220 2 222
Negative 0 150 150
Total results 220 152 372
Analysis of the results
Relative Sensitivity >99.0%
Relative Specificity 98.7%
Accuracy 99.5%
HBeAg
Method ELISA Total results
HBeAg test Reslullts Positive Negative
cassette Positive 111 6 117
Negative 2 332 334
Total results 113 338 451

Analysis of the results

Relative Sensitivity 98.2%
Relative Specificity 98.2%
Accuracy 98.2%

HBeAb

Method — ELISA - Total results
HBeAb test Res_u_lts Positive Negative
cassette Posmye 103 9 112
Negative 6 321 327
Total results 109 330 439
Analysis of the results
Relative Sensitivity 94.5%
Relative Specificity 97.3%
Accuracy 96.6%
HBcAb
Method — ELISA - Total results
HBCAD test Res‘ullts Positive Negative
cassette Positive 443 4 447
Negative 17 120 137
Total results 460 124 584
Analysis of the results
Relative Sensitivity 96.3%
Relative Specificity 96.8%
Accuracy 96.4%
Precision
Intra-Assay

Within-run precision has been determined by using 15 replicates of three specimens containing negative, low positive and
high positive of HBsAg, HBsAb, HBeAg, HBeAb and HBcAb. The negative and positive values were correctly identified 99%
of the time.

Inter-Assay

Between-run precision has been determined by using the same three specimens of negative, low positive and high
positive of HBsAg, HBsAb, HBeAg, HBeAb and HBcAb in 15 independent assays. Three different lots of the HBV One
Step Hepatitis B Virus Combo Test Device (Whole blood/Serum/Plasma) have been tested over a 3 months period using
negative, low positive and high positive specimens. The specimens were correctly identified 99% of the time.

BIBLIOGRAPHY

1. Chizzali-Bonfadin C., Addlassnig K.P., Kreihsl M., Hatvan A., Horak W., Knowledge-based interpretation of serologic
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Rasch M.C., de Man R.A,, vab Hattum J., Chamelueau R.A., Reesink H.W., Jones E.A., Relation between laboratory
results and histological hepatitis activity in individuals postitve for hepatitis B surface antigen and antibodies to
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D-Dimer Rapid Test Cassette
(Whole Blood/Plasma)

INTENDED USE

The D-Dimer Rapid Test Cassette (Whole Blood/Plasma) is a rapid chromatographic immunoassay for the qualitative detection of D-dimer in
human whole blood or plasma. It is intended to be used as a screening test and as an aid in the diagnosis of disseminated intravascular
coagulation (DIC), deep vein thrombosis (DVT). Any reactive specimen with the D-Dimer Rapid Test Cassette (Whole Blood/Plasma) must be
confirmed with alternative testing method(s) and clinical findings.

INTRODUCTION

During blood coagulation process, fibrinogen is converted to fibrin by the activation of thrombin. The resulting fibrin monomers polymerise to
form a soluble gel of non-cross-linked fibrin. This fibrin gel is then converted to cross-linked fibrin by thrombin activated Factor XIII to form
an insoluble fibrin clot. Production of plasmin, the major clot-lysing enzyme, is triggered when a fibrin clot is formed. Although fibrinogen and
fibrin are both cleaved by the fibrinolytic enzyme plasmin to yield degradation products, only degradation products from cross-linked fibrin
contain D-dimer and are called cross-linked fibrin degradation products. Therefore, fibrin derivatives in human blood or plasma containing
D-dimer are a specific marker of fibrinolysis.

The D-Dimer Rapid Test Cassette (Whole Blood/Plasma) is a rapid test that qualitative detects the presence of D-dimer in whole blood or
plasma specimens at the sensitivity of 500 ng/mL. The test utilizes a combination of monoclonal antibodies to selectively detect elevated levels
of D-dimer in whole blood or plasma. At the level of claimed sensitivity, the D-Dimer Rapid Test Cassette (Whole Blood/Plasma) shows no
cross-reactivity interference from the related Troponin I, Troponin T, CK-MB, Myoglobin or others at high physiological levels.

PRINCIPLE

The D-Dimer Rapid Test Cassette (Whole Blood/Plasma) is immunochromatographic assay including D-Dimer specific monoclonal antibody
conjugated to colloidal gold particles, second D-Dimer specific monoclonal antibody on test line and Goat anti-mouse IgG antibody on the
control line. When the specimen containing D-Dimer is added to sample pad, it moves to conjugate pad and forms a complex (D-Dimer and
antibody-gold conjugate). The complex migrates through a nitrocellulose membrane by capillary action and captured at test line which is
second D-Dimer specific monoclonal antibody has been bound. The complex is concentrated at test line and a pink or purple line is showed if
the D-Dimer concentration is higher than the clinically established cut-off. Uncaptured gold conjugate continues to flow towards control line
which Goat anti-mouse IgG is bound and forms a pink or purple color line, indicating test is working as designed and the result is valid. If the
control line does not appear, the test result is not valid.

PRODUCT CONTENTS
The D-Dimer Rapid Test Cassette (Whole Blood/Plasma) containing Anti-D-dimer particles and Anti-D-dimer coated on the membrane.
4. Buffer 5. Package Insert
MATERIAL REQUIRED BUT NOT PROVIDED

Test Cassette 2. Pipette Dropper 3. Desiccant

Timer 2. Lancing device for whole blood test

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.

2. Do not use after the expiration date indicated on the package. Do not use the test if the foil pouch is damaged. Do not reuse tests.

3. This kit contains products of animal origin. Certified knowledge of the origin and/or sanitary state of the animals does not completely
guarantee the absence of transmissible pathogenic agents. It is therefore recommended that these products be treated as potentially
infectious, and handled by observing usual safety precautions (e.g., do not ingest or inhale).

4. Read the entire procedure carefully prior to testing.

5. Do not eat, drink or smoke in any area where specimens and kits are handled.

6. Handle all specimens as if they contain infectious agents. Observe established precautions against microbiological hazards throughout the

procedure and follow standard procedures for the proper disposal of specimens. Wear protective clothing such as laboratory coats,
disposable gloves and eye protection when specimens are assayed.

7. Do not interchange or mix reagents from different lots. Do not mix solution bottle caps.

8. Humidity and temperature can adversely affect results.

SPECIMEN COLLECTION AND PREPARATION

1. The D-Dimer Rapid Test Cassette (Whole Blood/Plasma) is intended for use with human whole blood or plasma specimens only.

2. Only clear, non-hemolyzed specimens are recommended for use with this test. Whole blood or Plasma should be separated as soon as
possible to avoid hemolysis.

3. Perform testing immediately after specimen collection. Do not leave specimens at room temperature for prolonged periods. 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.

Containers containing anticoagulants such as EDTA, citrate, or heparin should be used for whole blood storage.

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.

v

6. If specimens are to be shipped, pack them in compliance with all applicable regulations for transportation of etiological agents.
7. Icteric, lipemic, hemolysed, heat treated and contaminated specimens may cause erroneous results.

TEST PROCEDURE

Bring tests, specimens, reagents and/or controls 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 Whole Blood Specimen: With the 10/20puL mini plastic dropper provided, draw the whole blood specimen to the upper scale line as

showed in the following image and then transfer drawn whole blood into the sample well ( S ) of the test device., then add 2 drops of buffer

(approximately 80pL) and start the timer. See illustration below.

For Plasma Specimen: With the 10/20pL mini plastic dropper provided, draw the plasma specimen to the bottom scale line as showed in the

following image and then transfer drawn plasma into the sample well ( S ) of the test device. Then add 2 drops of buffer (approximately 80uL)

and start the timer. See illustration below.

Note: Practice a few times prior to testing if you are not familiar with the mini dropper. For better precision, transfer specimen by pipette

capable to deliver 10 and 20uL of volume.

3. As the test begins to work, color will migrate across the membrane.

4. Wait for the colored band(s) to appear. The result should be read in 10 minutes. Do not interpret the result after 15 minutes.

10uL of plasma

| Specimen Line

\ 2 drops of buffer

20pL of Whole Blood

d

INTERPRETATION OF RESULTS

-

—> 20pL upper line

- 80 0 80

POSITIVE  NEGATIVE INVALID

—> 10pL bottom line

|—— Specimen Line

(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.

UALITY 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
rocedure and verify the test performance.

The D-Dimer Rapid Test Cassette (Whole Blood/Plasma) is for in vitro diagnostic use only. This test should be used for the detection of
D-dimer in whole blood or plasma specimens only. Neither the quantitative value nor the rate of increase in D-dimer can be determined by
this qualitative test.

The D-Dimer Rapid Test Cassette (Whole Blood/Plasma) will only indicate the qualitative level of D-dimer in the specimen and should not
be used as the sole criteria for the diagnosis of Disseminated Intravascular Coagulopathy (DIC), Deep Vein Thrombosis (DVT) and
Pulmonary Embolism (PE).

During the process of serum is formed, also fibrinogen is converted to fibrin by the activation of thrombin and it also can be detected by
D-dimer antibody. So serum specimen can’t be used for D-Dimer Rapid Test Device (Whole Blood/Plasma).

The D-Dimer Rapid Test Cassette (Whole Blood/Plasma) cannot detect less than 500 ng/mL D-dimer in specimens. A negative result at any
time does not preclude the possibility of Disseminated Intravascular Coagulopathy (DIC), Deep Vein Thrombosis (DVT) and Pulmonary
Embolism (PE).

False negative readings can occur if the sample is taken either too early after thrombus formation, if testing is delayed for several days or if
the sample was take too later after the occurrence of thromboembolic infarction, because the D-dimer concentration may decrease to
normal values after one week already. Additionally, a treatment with anti-coagulants prior sample collection can render the test negative
because it prevents thrombus extension.

As with all diagnostic tests, all results must be interpreted together with other clinical information available to the physician. E.g. use
“Wells score” for DVT resp. PE, Ultrasound, quantitative laboratory D-Dimer results etc.

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

14

w

Eal

w

>

=



PERFORMANCE CHARACTERISTICS

The D-Dimer Rapid Test Cassette (Whole Blood/Plasma) has been evaluated with a leading commercial D-dimer EIA test using clinical
specimens. The results show that the sensitivity of the D-Dimer Rapid Test Cassette (Whole Blood/Plasma) is 98.6% and the specificity is
98.6% relative to the leading EIA test.

Method EIA Total Results
Results Positive Negative
D-Dimer Rapid Test Positive 71 3 73
Cassette Negative 1 211 212
Total Results 72 214 286

Relative Sensitivity: 98.6%
Relative Specificity: 98.6%
Accuracy: 98.6%

REFERRENCE
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SYNTESYSSAS DIRINALDDOR. & C.

SY NTESYS VIA G. GALILEL 1Q/3

35037 Z.1. SELVE DI TEOLO (PD)

TEL. +39 049 99032866 R A. FAX +39 049 9903857
COD.FISCALE P.IVA NREG IMP. PADOVA O357305S0288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

Il sottoscritto. Rinaldo Ruggero legale rappresentante della ditta:
The undersigned. Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo R. & (.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) TTALY

¢ rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Cosmunity

Mendatario autorizzatoe/auvthorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own
responsability that the product:

Padella per ammalati. urinali uomo e donna. speculum vaginali.
tamponcini cotonati. tamponi sterili in provetta. tamponi sterili
con terreno Amies e Stuart in provetta’/ Bed pan+ Urinal’s man and
woman. Vaginal speculum. Cotton swab: Sterile swab in test tube,
Sterile swab with medium Amies or Stuart in test tube

Denominazione/Pescription

Polipropilene. Poliatilene. Legno/ Polypropylene, Polyethylene.

Materiale/Material Wood

£ conforme alle disposizioni della direttiva 93/42/CE e smi. concernente i dispositivi medici
ed al Decreto Legislative di recepimento con P.lgs. del 2u/08/1997 n°® 4L/97 e soddisfa a
tutti i requisiti specificati.

Il dispositivo & statoe classificato appartenente alla classe I° secondo i criteri stabiliti
in base a quanto previsto dall’Art. 9 ed allegato IX della direttiva sopra citata /It mests
the EC Directive 93742 about Medical Device. specifications established by the Italien law n
46/97+ dated Z4h February 1997. The device was classified as belonging to the 1%t class.
according to the specifications of the estasblished by the art.%. IX enclosure of the above
mentioned directive-

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell'azienda e sard posta alls disposizione di chi
la richiede/ declares that all technical documents attached te this conformity statment asre
filed in our company and can be ceonsulted by any authorized body on demand.

Pata 07.0)- 20k
Issued on January 7th 20Lb

SYNTESYE S.4.S.
Il legale rappresentante

C T
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SYNTESYS S.AS DIRINALDOR. & C
VIA G. GALILEI,10/3
35037 Z.I. SELVE DI TEOLO [PD)
TEL. +39 OM9 9903866 R A. FAX +39 049 9903867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

I1 sottoscritto. Rinalde Ruggero legale rappresentante della ditta:
The undersigned. Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

i __SYNTESYS S.a.s. di Ripaldo Ruggero & C.
indirizzo/address

Via 6- Galilei, 10/3 35037 Zena Industriale SELVE DI TEOLC (PADOVA) ITALY

0 rappresentante il mandatario autorizzato entro 1la Unione Europea or representing the
authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own
responsability that the product:

Denominazione degli Contenitori per urina. contenitori per feci.
articoli contenitori universali. Pipette Pasteur. Piastre di
prodotti/Description of Petri. Anse Sterili per batteriologia. Aste a “L"-
Manufacturer Puntali Eppendorf gialli e blue. cuvette per

spettrofotometro. tazzine per campionamento siero-
bacchette per distacco ed estrazione del coagulo.
pinzette in polistirolo monouso. provette monouso in
plastica- tappi alettati per provette diam. 12 mm e
lkmm. provette con granuli ed acceleratore. provette
sottovuoto per prelievo. Sistema SEDIPLAST.
Microprovette. Portavetrini. Vetrini precoloratia
Portaprovette. supporti per microprovette. bottiglie
per raccolta urine.

Urine container. faeces container. universal
container. Pasteur pipette. Petri dishes. Sterile
loops. Sterile loops open “L". Eppendorf tips yellow
and blue. cuvettes for spectrophotometer: samples
cups.: Rod to detach clot. disposable forcepsi
Disposable plastic tubes., winged stoppers for tubes
diam- 12mm & lbmm. Test tube with granules and clot
activator. vacuum test tube: SEDIPLAST systems

micro test tubes, Slides Nailer "TESTSIMPLETS" slide:
rack for test tubes. rack for micro test tubes.
Bottles for urine collection-

PRODOTTI E STRUMENTAZIONE PER ANALIS| DI LABORATORIO - DISPOSABLE LABWARE
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SYNTESYS S.AS. DIRINALDOR. & C.

VIA G. GALILE|, 10/3

35037 Z.I. SELVE DI TEOLO [PD]

TEL. +39 049 9903866 R.A. FAX +39 O49 99503867

SYNTESYS COD.FISCALE RP.IVA N.REG.IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT
Polipropilene+ Polistirolo. Polietilene e
Materiale/Material Polimetilmetacrilato

Polypropylene. Polystyrene» Polyethylene and
Polymetilmetacrylate

E conforme alle disposizioni della direttiva 98/79/CE concernente i dispositivi medici
diagnostici im vitro e recepito in Italia con D.L. del 08s/09/2000 n° 332 allegato 1
(requisiti essenziali) ed & fabbricato in accordo a3i reguisiti di cui all’Allegato III della
sopra citats direttiva /7 It meets the (f Directive 98/79 CE about in vitro diagnotic device
specifications established by the Italian law n- 332. dated 8¢ September 2000. The device is
made according to the specifications of the III attached of the sbove-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell’azienda e sard posta alla disposizione di chi
la richiede/declares that all technical documents attached to this conformity statment are
filed in our company and can be consulted by any authorized body on demand.

bata 07/01/2010b
Issued on January 7" 201k

SYNTESYS S.a.s.
Il legale rappresentante

e

PRODOTTI E STRUMENTAZIONE PER ANALIS| DI LABORATORIO - DISPOSABLE LABW AIRE




DP75H.Al2 Rev. 1

B
DICHIARAZIONE DI CONFORMITA' UE
EU DECLARATION OF CONFORMITY
conforme all'Allegato 1V del Regolamento (UE) 2017/746 "Dispositivi medico-diagnostici in vitro"
according to Annex IV of the Regulation (EU) 2017/746 "In vitro diagnostic medical devices"
fabbricante ROLL S.R.L.
manufacturer articoli per laboratori analisi - disposable labware
N° registrazione unico
SRN IT-MF-000021270
indirizzo Via Leonardo da Vinci, 24/A
address 35028 PIOVE DI SACCO (PD) - ITALIA
telefono fax posta
+39-0499719511 +39-0499719543 elettronica  roll@tecnomeus.it

phone fax e-mail

Identificazione dei prodotti PROVETTE PST 16X100 MM 10 ML CONICHE CON BORDO

Product identification PS CONICAL TEST TUBES 16X100 MM 10 ML WITH RIM

Destinazione d'uso CAMPIONAMENTO DI LIQUIDI BIOLOGICI

SAMPLING OF BIOLOGIC LIQUIDS
Intended use

BASIC UDI-DI 805938689TTUBEVZ

CND W050301020102

numero di numero di lotto scadenza

catalogo 18304 32641 31/05/2028
part number batch number expiry date

classificazione dei prodotti ~ dispositivi non sterili rientranti nella classe A del regolamento 2017/746, conforme alla regola 5

product identification non sterile devices included in the class A regulation (EU) 2017/746, according to rule 5

Si dichiara
sotto la propria esclusiva responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili dal
regolamento 2017/746 Dispositivi Medico-Diagnostici In Vitro.
La documentazione tecnica richiesta dal succitato regolamento e quella comprovante il rispetto dei Requisiti generali di
sicurezza e prestazione di cui all'Allegato | del Regolamento, sono conservati a cura del Fabbricante
Hereby we declare
Under our sole responsability that the above mentioned devices meet the applicable provisions of the Regulation (EU)
2017/746 on "In vitro diagnostic medical devices"

The technical documentation, as required by Regulation (EU) 2017/746 and documents in order to prove conformity to
general safety and performance requirements as listed in Annex |, are retained under the premises of the Manufacturer

luogo e data

place and date PIOVE DI SACCO, 01/07/2023

firma ROLL SR.L. b s
signature Quality Assurance C[ Lo LU (J'FL-LL\J*LLL.«
Giovanni Chiarin
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SYNTESYS S.R.L. UNIPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 O49 9903866 R.A. FAX +395 049 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPR.SOC. 20.700,00€

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT

SYNTESYS PEC POSTARPEC.SYNTESYS.IT

Cert. N.7111/2 Cert. N.6574/2

DICHIARAZIONE DI CONFORMITA’
Conformity declaration

C€

Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:
The undersigned, Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

| SYNTESYS S.r.l. |
indirizzo/address

‘ Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY ‘

O rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own responsability that the product:

Microprovette tipo Eppendorf in polipr. coniche graduate 1,5 ml
Denominazione/Description c/tappo /Polypropylene microtubes Eppendorf type conical graduated
with cap vol. 1,5 ml

Lotto/Lot 21184378 Data di scadenza/expiry date 06.2026
Codice/Code 318766

Materiale/Material Polipropilene/ Polypropylene

Confezione/Pack 10.000 pezzi/10.000 pcs.

E conforme alle disposizioni della direttiva 98/79/CE concernente i dispositivi medici diagnostici in vitro e recepito in Italia
con D.L. del 08/09/2000 n° 332 allegato 1 (requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all’Allegato Il della
sopra citata direttiva / It meets the CE Directive 98/79 CE about in vitro diagnostic device specifications established by the
Italian law n. 332, dated 8" September 2000. The device is made according to the specifications of the Il attached of the
above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita & conservata presso gli
uffici dell’azienda e sara posta alla disposizione di chi la richiede/ declares that all technical documents attached to this
conformity statement are filed in our company and can be consulted by any authorized body on demand.

Data 09.09.2021
SYNTESYS S.R.L.

UNIPERSONALE
Il Legale Rappresentante

Rinaldo Ruggero

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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LP ITALIANA SPA

Via C. Reale 15/4, 20157 Milano, ITALY Capitale Sociale € 309.600,00
T +39 02 3933 06.1 - F +39 02 3931 3484 R.E.A. MI 882798
www.|pitaliana.com - info@|pitaliana.com Reg. Imp. C.F. e P.I. Ml 01794050151

CONFORMITY DECLARATION

Serological Pipettes

References: Invoice FV-22-02443 of OCT. 10, 2022

Product Code Description Lot n.
BO890BAA
160110 PS STERILE 1 ML PIPETTE, SINGLE WRAP. Expiry Date
2027-07

LP ITALIANA declares that all quality qualifications of the products have been
respected and that all information on these documents are correct.

Products are manufactured in accordance with quality system ISO 13485 and ISO 9001
Products passed visual and functional controls and are in accordance with our internal procedures.

Irradiating process is validated and in accordance with ISO 11137

N N N N

Products are irradiated by ionizing radiations at nominal dose of 18 kGy. Batch number 3172253

LP ITALIANA SPA
Massimiliano Capitanio
Quality Assurance Manager

(This certificate is electronically generated. Signature and check marks are in digital form) Mod 08032 declaration of conformity
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SYNTESYS S.R.L. UNIPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 O49 9903866 R.A. FAX +39 O49 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPR.SOC. 20.700,00€

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

SYNTESYS

DICHIARAZIONE DI CONFORMITA’ UE
EU Declaration of conformity

C€

Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:
The undersigned, Rinaldo Ruggero legal representative of the company:

fabbricante/manufacturer

SYNTESYS S.r.l.

indirizzo/address

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

O rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own responsability that the product:

Cont. urina 120 ml 55x70 mm polipropilene trasparente con tappo

Denominazione/Description a vite bianco inserito con etichetta / Transparent polypropylene urine
container 120 ml with white screw cap and yellow label

Codice/Code 331162

Lotto/Lot 22349397 Data di scadenza/Expiry date ~ 11.2027

Classe di rischio / Risk class Classe A/ Class A

Numero di registrazione unico (SRN)
/ Unique registration number (SRN)
UDI-DI di base / Basic UDI-DI 805414149CONTURINANZ

Non disponibile / Not available

E conforme secondo il Regolamento (UE) 2017/746 concernente i Dispositivi Medico-Diagnostici in vitro e soddisfa tutti i
requisiti specificati. 1l dispositivo & stato classificato appartenente alla Classe A secondo la Regola 5 dell” Allegato VIII /

It complies with the Regulation (EU) 2017/746 concerning In Vitro Diagnostic Medical Devices and meets all the specified
requirements. The device has been classified as belonging to Class A according to Rule 5 of Annex VIII.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita & conservata presso gli
uffici dell’azienda e sara messa a disposizione delle autorita competenti secondo quanto prescritto dall’Art. 10 punto 7 del
Regolamento. / It also declares that the technical documentation supporting this declaration of conformity is kept at the
company offices and will be made available to the competent authorities in accordance with the provisions of Art. 10 point 7
of the Regulations.

Teolo (PD), 17.12.2022

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Cert. N.7T11122 Cert. N.B574/2

SYNTESYS S.R.L. unieersonaLs

VIA G. GALILEIL, 10/= - 35037 Z.I. SELVE DI TEOLO [PD)]
TEL. +3S 049 9903866 R.A FAX +33 045 S9S03867
CF./PL/NREGIMP. PADOVA 03573550288

REA PD-320123 - CAP.SOC. 20.700,00¢

E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

SYNTESYS PEC POSTABPEC SYNTESYS.IT

AUTHORIZATION LETTER

We, Syntesys S.R.L. having a registered office at Via G. Galilei 10/3,
35037 Selve di Teolo - PD - Italy, assign Sanmedico SRL having a registered
office at A.Corobceanu str., apt. 9, Chisinau MD-2012, Moldova, as authorized
representative.

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.

This letter is valid till 28.08.2024

Teolo, 28.08.2023

® ——
SYNTESYS S.R.L.
UNIPERSONAILLE
Via G. Galilei, 10/3 - 35037 Z.1. Selve - Teolo {PD)
CF/PI/R.. PD: 03573950288 - Cap. Soc 2070000 €
Tel. 048 JO0386E - Fax 049 2903867

Rinaldo Ruggero
CEQ and Legal Representative
SYNTESYS S.R.L.

| PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2022-06-05
First issued on: 2013-06-05
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: IT-83562

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China €CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazil FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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CISQ is a member of

The International Certification Network

ICIM www.ignet-certification.com

CERTIFICATO N.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.R.L.

Sede e Unita Operativa
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia
Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio

e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la

conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.
Unita Operative

Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) — ltalia *

* Magazzino.

6574/3

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 29 - 14

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio
e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la
conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
05/06/2013 05/06/2022 04/06/2025

L Ay

incenzo De/acq
Rappresentante Direzione / Managem nt Representative

ICIM S.p.A.
Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (Ml)
: www.icim.it

ACCREDIA T,

L'ENTE ITALIANG DI ACCRECHTAMENTO.

WWWw.Cisq.com

SGO N® 004 A CJaGLIa ltaliana di Org di
Certit i dei sistemi di i aziendale. CISQ
Is the Italian Federation of management system
Certification Bodies
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Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the

preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 13485:2016
Issued on: 2022-06-05
First issued on: 2014-06-21
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-93779

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China €CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazil FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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