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SYNTESYS 8.R.L.. uNPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.|. SELVE DI TEOLO (PD)
TEL. +39 0495 9903866 R.A. FAX +35 OH8 9903867
CF./PL/NREGIMP. PADOVA 03573950288

REA PD-320123 - CARP.SQC. 20.700,00€

E-MAIL INFOBSYNTESYSIT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

SYNTESYS

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, Chigsinau 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 31.12.2021

Teolo, 05.01.2021

Digitally signed by Monastirschii Viorica g
Date: 2023.03.24 09:39:01 EET T, G\
Reason: MoldSign Signature IR
Location: Moldova

ESYS SRL.
UNIPERSONALE

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.R.L.
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Cert N 6574/0

SYNTESYS S.AS. DIRINALDOR. & C.

SYNTESYS VIA G. GALILEL10/3

35037 2.1. SELVE DI TEOLO (PD)

TEL. +39 049 9903866 R.A. FAX +39 049 9903867
COD.FISCALE P.IVA NREG IMP. PADOVA 03573950288
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) ITALY

0 rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/aguthorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilitd che il prodotto/declares under his own
responsability that the product:

Padella per ammalati+ urinali uomo e donna. speculum vaginalia.
tamponcini cotonati. tamponi sterili in provetta. tamponi sterili
con terreno Amies e Stuart in provetta/ Bed pans Urinal’s man and
woman. Vaginal speculum. Cotton swab. Sterile swab in test tubes
Sterile swab with medium Amies or Stuart in test tube

Denominazione/Description

Polipropilene. Polietilene. Legno/ Polypropylene. Polyethylene:

Materiale/Material Wood

£ conforme alle disposizioni della direttiva 93/42/CE e smi. concernente i dispositivi medici
ed al Decreto Legislativo di recepimento con D.lgs. del 240271997 n° 4L/97 e soddisfa a
tutti i requisiti specificati.

Il dispositivo & stato classificato appartenente alla classe I° secondo i criteri stabiliti
in base a quanto previsto dallArt. 9 ed allegato IX dells direttiva sopra citata /It meets
the EC Directive 93/42 about Medical Devicer specifications established by the Italian law n
4L/97, dated Z24th February 1997 The device was classified as belonging to the 15t classs
gccording to the specifications of the established by the art.9. 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 sara 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-

Data 07.01.201b
Issued on January 7th 201k

SYNTESYS S.A.S.
Il legale rappresentante

C T
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Cert N 6574/0

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

SYNTESYS S.a.s. di Rinaldo Ruggero & C.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) TITALY

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 ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Cert N 6574/0

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 P.IVA NREG.IMP. PADOVA 035739550288
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 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 III della
sopra citata direttiva / It meets the (CE Directive 98/79 CE about in vitro diagnotic device
specifications established by the Italian law n- 332. dated Bt" September Z2000. The device is
made according to the specifications of the III attached 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 sara 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-

Data 07/01/201k
Issued on January 7t" 201k

SYNTESYS S.a-.s.

I1 legale rappresentante

0 Rug o
y >

e

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE




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.Ipitaliana.com - info@Ipitaliana.com Reg. Imp. C.F. e P.I. Ml 01794050151

@ LP ITALIANA SPA

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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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 Brazii 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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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 Brazii 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



000 «XEMA»

£3105264, r. Mockea, yn. 9-a Mapkosas, A. 48, 5 31.
(- +7 (495) 510-57-07

[ 8 800 505-23-45

< sale@xema.ru

{» www.xema-medica.com

10.02.2022
Hcx. Ne 10-01/02

STATEMENT

We, XEMA Co., Ltd. Having a registered office at 48, 9t Parkovaya
st., 104264 Moscow, Russia, assign Sanmedico Srl. Having a registered
office at srt. A. Corobceanu 7A, apt. 9, Chisindu MD 2012, Moldova, as
authorized representative in correspondence with the conditions of
directive 93/42/EEC, 98/79/EEC and 90/385/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.

Signature: Dmitry S. Kostrikin

Deputy general manager
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MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
282710-2019-AQ-MCW-FINAS 14 February 2019 15 February 2022 — 14 February 2025

This is to certify that the management system of

XEMA Co, LTD

bld. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

Design and development, manufacturing and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics and forensic investigations.

Place and date Zr Te marg Mo

Espoo. 14 February 2022 DNY - Business Assarance

o Keilaranta 1, 02150 Espoo, Finland
FINAS

S001 (EN ISOAEC 17021-1)

Kimmo Haarala
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnv filassurance




Certificate no.: 282710-2019-AQ-MCW-FINAS
Place and date: Espoo, 14 February 2022

Appendix to Certificate

XEMA Co, LTD

Locations included in the certification are as follows;

Site Name Site Address

Site Scope

XEMA Co, LTD bld. 48, 9-th Parkovaya str., Moscow,
Russian Federation, 105264

Design and development, manufacturing
and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics
and forensic investigations.

XEMA Co, LTD (production site) 2B, Trubetskaya str., Balashikha, Moscow
region, Russian Federation, 125000

Design and development, manufacturing
and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics
and forensic investigations.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnv.filassurance

Page 2of2




Annex 1

&
-
-

List of devices produced XEMA Co., Ltd.

Polmed.de

Vertretung und Reprdisentanz

XEMA Co., Ltd.

bld.48/4, 9th Parkovaya str.
Moscow 105264, RUSSIA,

Doc. 1/2022

| ©

registered in German (BfArM-DMIDS) with CE marking info@xema.ru; www.xema.ru
Form
Nomenclature term Catalog . EDMA number . . Certificate Registration
number Short name: Classification Class All changed by Registration number number date Exp. date
00313369
1. THYROID PEROXIDASE K131 aTPO EIA Cat. Nr K131 00082228
(INCL. MICROSOMAL) ANTIBODIES 12-10-03-01-00 other DE/CA59/1VD/13/44 00055095 2007-10-29
2. THYROGLOBULIN AUTOANTIBODIES | K132 aTG EIA Cat. Nr K132 12-10-03-04-00 other 00082229 DE/CA59/1VD/13/43 00055096 2007-10-29
3. MPO ANCA K133 aMPO EIJA Cat. Nr K133 12-10-90-09-00 other 00082229 DE/CA59/1VD/13/42 00055097 2007-10-29
4. TISSUE TRANSGLUTAMINASE K160; Anti-tTG IgG EIA Cat. Nr K160;
ANTIBODIES K161 Anti-{TG IgA EIA Cat. Nr K161 12-10-90-21-00 other 00082231 DE/CA59/1VD/13/41 00055098 2007-10-29
5. GLIADIN ANTIBODIES K180; Gliadin IgG EIA Cat. Nr K180, 00082232/
K181; Gliadin IgA EIA Cat. Nr K181 ; 00055099
KIS2A, Deamidated Gliadin IgA EIA, 12-10-90-06-00 other C(})lgilzggg;;y DE/CA59/1VD/13/40 2011-08-11
K182G Deamidated Gliadin IgG EIA
6. IMMUNOGLOBULIN E — TOTAL K200 Total IgE EIA Cat. Nr K200 12-02-01-02-00 other 00082233 DE/CA59/1VD/13/39 00055100 2007-10-29
7. THYROID STIMULATING HORMONE K201; TSH EIA Cat. Nr K201;
K201 A TSH Plus EIA Cat. Nr K201A 12-04-01-11-00 other 00082237 DE/CA59/1VD/13/38 00055103 2007-10-29
8. LUTEINISING HORMONE K202 LH EIA Cat. Nr K202 12-05-01-05-00 other 00082238 DE/CA59/1VD/13/37 00055104 2007-10-29
9. FOLLICLE STIMULATING HORMONE K203 FSH EIA Cat. Nr K203 12-05-01-04-00 other 00082239 DE/CA59/1VD/13/36 00055105 2007-10-29
10. HUMAN GROWTH HORMONE K204 GH EIA Cat. Nr K204 12-06-04-02-00 other 00082240 DE/CA59/1VD/13/35 00055106 2007-10-29
11. HUMAN CHORIONIC K205 HCG EIA Cat. Nr K205 00055107
GONADOTROPIN TOTAL 12-05-02-05-00 other 00082241 DE/CA59/1VD/13/34 2007-10-29
12. PROLACTIN K206 Prolactin EIA Cat. Nr K206 12-05-01-08-00 other 00082242 DE/CA59/1VD/13/33 00055108 2007-10-29
13. PROGESTERONE K207, Progesterone EIA Cat. Nr K207 ; 00082243/ 00055109 2025-05-25
K207S Salivary Progesterone EIA 12-05-01-06-00 other changed by DE/CAS59/1VD/13/32 2011-08-11 e
00120953
14. ESTRADIOL K208 Estradiol EIA Cat. Nr K208 12-05-01-03-00 other 00082244 DE/CA59/1VD/13/31 00055110 2007-10-29
15. TESTOSTERONE (WITH DEHYDRO K209 ; Testosterone EIA Cat. Nr K209 ; 00082245/
AND FREE TESTOSTERONE) K209S Salivary Testosterone EIA 12-05-01-10-00 other changed by DE/CA59/1VD/13/30 00055111 2011-08-11
00120954
16. CORTISOL K210 Cortisol EIA Cat. Nr K210 ; 00082246/ 00055112
K2108 Salivary Cortisol EIA 12-06-02-04-00 other changed by DE/CA59/1VD/13/29 2011-08-11
00120955
17. TRIIODOTHYRONINE K211 T3 EIA Cat. Nr K211 12-04-01-05-00 other 00082247 DE/CA59/1VD/13/28 00055113 2007-10-29
18. THYROXINE K212 T4 EIA Cat. Nr K212 12-04-01-07-00 other 00082248 DE/CA59/1VD/13/27 00055114 2007-10-29
19. FREE TRIIODOTHYRONINE K213 Free T3 EIA Cat. Nr K213 12-04-01-01-00 other 00082250 DE/CA59/1VD/13/26 00055115 2007-10-29
20. FREE THYROXINE K214 Free T4 EIA Cat. Nr K214 12-04-01-02-00 other 00082251 DE/CA59/1VD/13/25 00055116 2007-10-29
21. DEHYDRO-EPIANDROSTERONE K215 DHEA-S EIA Cat. Nr K215
SULPHATE (INCL. DHEA) 12-05-01-02-00 other 00082253 DE/CA59/1VD/13/24 00055117 2007-10-29
22. | 17 OH PROGESTERONE K217 (O Progesterone EIA 12-05-01-07-00 | other 00082256 DE/CAS9/TVD/13/22 00055118 |  2007-10-29
23. CANCER ANTIGEN 125 K222 CA 125 EIA Cat. Nr K222 12-03-01-06-00 other 00082257 DE/CA59/1VD/13/23 00055119 2007-10-29
24, CANCER ANTIGEN 19-9 K223 CA 19.9 EIA Cat. Nr K223 12-03-01-03-00 other 00082258 DE/CA59/1VD/13/21 00055120 2007-10-29
25. CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 12-03-01-31-00 other 00082262 DE/CA59/1VD/13/20 00055123 2007-10-29
26. ALPHAFETOPROTEIN K225 AFP EIA Cat. Nr K225 12-03-90-01-00 other 00082264 DE/CA59/1VD/13/19 00055124 2007-10-29
27. CANCER ANTIGEN 15-3 K226 M12 (CA 15.3) EIA Cat. NrK226 12-03-01-02-00 other 00082265 DE/CA59/1VD/13/18 00055125 2007-10-29




Form

Nomenclature term Catalog . EDMA number . . Certificate Registration
number Lo Classification e All changed by Registration number number date L34 GRYEE
00313369
28. | OTHER CANCER ANTIGENS K227, MUCI1 M22 EIA
K228 Cat. Nr K227;
MUCIL Mo0 EIA Cat. Nr K228 12-03-01-90-00 other 00082266 DE/CA59/IVD/13/17 00055126 2007-10-29
29. | OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA Cat. Nr K232 12-03-90-90-00 | other 00082267 DE/CAS59/1VD/13/16 00055127 2007-10-29
30. | B HUMAN CHORIONIC K235 Free beta HCG EIA Cat. Nr K235 00055128
GONADOTROPIN (INCL. SUBUNIT) 12-05-02-06-00 other 00082268 DE/CA59/IVD/13/15 2007-10-29
31. | PREGNANCY ASSOCIATED PLASMA | K238 PAPP-A EIA Cat. Nr K238
PROTEIN - A (DOWNS) 12-05-02-10-00 other 00082269 DE/CAS59/1VD/13/14 00055129 2007-10-29
32. | OTHER OTHER PLASMA PROTEINS K240 Alveomucin EIA Cat. Nr K240 12-01-90-90-00 other 00082270 DE/CA59/IVD/13/13 00055130 2007-10-29
33. | C-REACTIVE PROTEIN K250 CRP EIA Cat. Nr K250 12-11-01-09-00 other 00082271 DE/CA59/IVD/13/12 00055131 2007-10-29
34. | SEX HORMONE BINDING GLOBULIN | K268 SHBG EIA Cat. Nr K268 12-05-01-09-00 other 00082272 DE/CA59/IVD/13/11 00055132 2007-10-29
35. | TROPONIN (T + 1) K291 Troponin I EIA Cat. Nr K291 12-13-01-07-00 other 00082273 DE/CA59/IVD/13/10 00055133 2007-10-29
36. | IMMUNOGLOBULIN G K271 Total IgG EIA Cat. Nr K271 12-01-01-05-00 other 00082274 DE/CA59/IVD/13/9 00055134 2007-10-29
37. | IMMUNOGLOBULIN G SUBCLASS K272; T¢G2 EIA Cat. NrK272;
REAGENTS K274 18G4 EIA Cat, Nr K274 12-01-01-06-00 other 00082275 DE/CA59/1VD/13/8 00055135 2007-10-29
38. | IMMUNOGLOBULIN A K275 Total IgA EIA Cat. Nr K275
12-01-01-01-00 other 00082276 DE/CA59/IVD/13/7 00055136 2007-10-29
MM LOBULIN M K2 Total IgM EIA Cat. Nr K2
39 UNOGLOBU 77 olle Cat. NrK277 12-01-01-07-00 | other 00082277 DE/CASYIVD/13/6 00055137 2007-10-29
KQI13; AutoQon AT immunoassay control set 2025-05-25
Cat. Nr KQ13;
40. RHEUMATOID/AUTOIMMUNE KQ14; AutoQon ANA/ENA immunoassay
CONTROLS control set Cat. Nr KQ14;
KQl15 AutoQon ACL immunoassay control set 12-50-01-14-00 other 00082278 DE/CAS59/IVD/13/5 00055138 2007-10-29
Cat. Nr KQ15
41. | HORMONE CONTROLS KQ21 Pé‘;rtm;?l‘;‘(’)‘z“fm““oa“ay control set 12-50-01-04-00 | other 00082279 DE/CASYIVD/13/4 00055139 2007-10-29
42| TUMOUR MARKER CONTROLS KQ22 82;“3;’%8;’;““0355@ control set 12-50-01-10-00 | other 00082280 DE/CA59/TVD/13/3 00055140 2007-10-29
43. | CYFRA 21-1 K236 CYFRA 21-1 EIA 12-03-01-20-00 other 00120946 DE/CA59/1VD/13/45 00078973 2011-08-11
44. | CANCER ANTIGEN 724 K244 CA 124 EIA 12-03-01-05-00 other 00120947 DE/CA59/IVD/13/46 00078974 2011-08-11
4. Eggﬁ%g% THYROID STIMULATING | K20IN TSH-Neo EIA 12-04-01-03-00 other 00120948 DE/CA59/IVD/13/47 00078975 2011-08-11
46. | ESTRIOL K218 Free Estriol EIA 12-05-02-02-00 other 00120950 DE/CA59/IVD/13/48 00078977 2011-08-11
47. | IMMUNOGLOBULINE - K200S Specific IgE EIA
MONOTEST/MONORESULT - MULTI 12-02-01-04-00 other 00120951 DE/CA59/IVD/13/49 00078978 2011-08-11
AG
48. KAPPA AND LAMBDA CHAIN K279K Free kappa Igg light chain EIA,
K270L Free lambda lgg light chain EIA 12-01-01-20-00 other 00120952 DE/CA59/IVD/13/50 00078979 2011-08-11
49. | TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 12-01.90-08.00 other 00125311 DE/CASYIVD/13/51 00081283 2013-01-09
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 12-03.90-08.00 other 00126089 DE/CASO/IVD/13/52 00081687 2013-03-20
51 OTHER OTHER TUMOUR MARKERS K239 HE -4 EIA Cat. Nr K239 12-03-90-90-00 other 00126090 DE/CA59/IVD/13/53 00081688 2013-03-20
52. | HSVIgG K104 HSV %2 1gG EIA (Cat. NrK104) 15-04-03-05-00 other 00127648 DE/CAS9/IVD/13/67 00082628 2013-09-10
53. | HSVIgM K104M HSV 72 1gM EIA (Cat. Nr K104M) 15-04-03-06-00 other 00127649 DE/CAS59/IVD/13/66 00082629 2013-09-10
54. | MYCOPLASMA ANTIBODY ASSAYS | K106 Mycoplasma IgG EIA (Cat. Nr K106) 15-01-08-03-00 other 00127650 DE/CAS59/IVD/13/65 00082630 2013-09-10
55. | SYPHILIS ANTIBODY ASSAYS TOTAL | K111 Treponema pallidum Total Ab EIA
15-01-03-03-00 other 00127651 DE/CA59/1VD/13/64 00082631 2013-09-10

(Cat. NrK111)




Form

Nomenclature term Catalog - EDMA number Certificate Registration
number et x2 Classification : All changed by Reglstration nmuber number date A date
00313369
56. | SYPHILIS ANTIBODY IGG K111G Treponema pallidum lgG EIA _ _
15-01-03-05-00 other 00127652 DE/CAS9/IVD/13/63 00082632 2013-09-10
(Cat. Nr K111G)
57. | SYPHILIS ANTIBODY IGM KI1IM | Treponema pallidum IgM EIA N
15-01-03-06-00 other 00127653 DE/CAS9/IVD/13/62 00082633 2013-09-10
(Cat. Nr K111M)
58 | H PYLORI ANTIBODY ASSAYS K119 H.pylori IgG EIA (Cat. NrK119) 15-01-04-03-00 other 00127654 DE/CA59/IVD/13/61 00082634 2013-09-10
59. | H PYLORIANTIBODY ASSAYS K119M H.pylori IgM EIA (Cat NrK119M) 15-01-04-03-00 other 00127655 DE/CAS9/1VD/13/60 00082635 2013-09-10
60. ASPERGILLUS Ki21 Aspergillus IgG EIA (Cat NrK121) 15-06-01-01-00 other 00127656 DE/CAS9/IVD/13/59 00082636 2013-09-10
61. OTHER OTHER BACTERIOLOGY K126 Ureaplasma 1gG EIA (Cat. Nr K126)
IMMUNOASSAY 15-01-90-90-00 other 00127657 DE/CAS9/1VD/13/58 00082637 2013-09-10
62. GIARDIA LAMBLIA K171 Giardia lamblia Total Ab EIA (Cat Nr171); 00127658 i 00082638 2013-09-10
K171X Giardia lamblialgG/IgM/IgA EIA 15-05-10-08-00 other changed by DE/CASY/IVD/13/57A1 | changed by changed
(Cat. No. K171X) 00147228 00082638 2019-02-27
. T _
o ;),E“S'ITE;‘ TEMOURMAREER BAETD FEIN EENUeaowSecen (08 N X20) 12-70-03-90-00 | other 00127659 DE/CAS9/IVD/13/56 00082639 2013-09-10
- 2%
o ;)EHS'ITE;‘ TUMBPIRMARESEZATD M REREAeC AN (Gl NeXT) 12-70-03-90-00 other 00127660 DE/CAS9/1VD/13/55 00082640 2013-09-10
63 ;)E“;TE'S‘ DURMAREER BAED X239 HERCARCNEIES (02 1 X230) 12-70-03-90-00 other 00127661 DE/CAS9/1VD/13/54 00082641 2013-09-10 2025-05-25
66. | IMMUNOGLOBULIN A IgA K276 SECRETORY IgA ;
(sIgA) EIA (Cat. No. K276) 12-01-01-01-00 | other 00132459 DE/CASYAVIVIMG. | ooosass7 | 20141215
67. ECHINOCOCCUS K175 Cestodes IgG EIA (Cat. No. K175) 15-05-10-04-00 other 00137730 DE/CAS9/1VD/13/72E 00087715 2016-09-08
68, DISTOMATOSIS K176 Fasciola IgG EIA (Cat. No. K176) 15-05-10-03-00 other 00137731 DE/CAS9/1VD/A3TIE 00087716 2016-09-08
69. | TESTOSTERONE (WITH DEHYDRO K219 Free Testosterane EIA (Cat. No. K219) I ; .
AND FREE TESTOSTERONE) 12-05-01-10-00 | other 00137732 DE/CASOAVDAIIOE | go087717 | 2016-09-08
70, HUMAN PLACENTAL LACTOGEN HPL | K246 Human Placental Lactogen EIA e :
(Cat. No, K246) 12-05-02-07-00 | other 00137733 DE/CASIAVD/IGIE | 0087718 | 2016-09-08
71, CANCER ANTIGEN 242 K243 CA 242 HA (Cat. No. K243) 12-03-01-08-00 other 00139880 DE/CAS9/1VD/13/73 00088906 2017-04-11
72. | INSULIN K267N Insulin EIA (Cat. No. K267N) 12-06-01-03-00 other 00145610 DE/CAS9IVD/13/77 00091667 2018-10-05
73, C-PEPTIDE K267C C~pepLidc ELA(Cat No. K267C) 12-06-01-01-00 other 00145608 DE/CAS9IVD/13/76 00091665 2018-10-05
. 9,
. IO{E{RgoINEllEGS NANCY TESTING K245 AMHHIA (Cat. Na K245) 12-05-02-90-00 | other 00145607 DE/CAS9/1VD/13/75 00091664 2018-10-05
7. iQNTU?Cl:’é?IUS CELL CARCINOMA K237 SCCA) HIA (Cat. No. K237) 12-03-01-35-00 | other 00145606 DE/CAS9/1VD/13/74 00091663 2018-10-05
4 7l .
76. | ASPERGILLUS K021 GalM Ag EIA (Cat. No, K021) SO0 000 o P SR ABV S 2019-02-27
“ozuado‘#
T,
- Polmed.de, Beata Rozwadowska
EC REP | Fichtenstr. 124, 90763 Furth
Germany email: info(@polmed.de

Made on the basis of an Exiract from the database www. dimdi de ("German Medical Device Information and Database System” (DMIDS)
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
OBLLUEIFO NMPOCTATACNELUMNO®OUYECKOTO AHTUTEHA
B CbIBOPOTKE (MJ1IA3ME) KPOBU

«oowmn NCA-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL PSA IN HUMAN SERUM OR PLASMA

tPSA EIA

HOMEP MO KATAJOTY K221
TY 9398-221-18619450-2011

PEFMCTPALIMOHHOE YOOCTOBEPEHUE
Ne ®CP 2011/11007 ot 20 uioHA 2011 ropa

AxTnTena Kk BUY 1,2, Bupycy renatuta C u HBsAg oTcyTcTBytoT
KoHTposnbHble CbIBOPOTKM, BXOAALME B COCTaB Habopa, HaKTUBUPOBaHbI.

W For 96 determinations/Ha 96 onpenenexui

[nA uH 8UMPO ANArHOCTUKM

u XEMA Co., Ltd.

The 9th Parkovaya str., 48
e 105264 Moscow, Russia
‘f: = Tel./fax: +7(495) 510-57-07
I e-mail: redkin@xema-medica.com
internet: www.xema-medica.com
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K221I

«YTBEPXJAIO»

PykoBoanTens ®eaepanbHOM CyxX6bl
no HaA30py B cepe 34paBoOOXpaHeHUs
1 counanbHOro pasBuTus

P.y. Xabpunes

MHCTPYKUUA MO NPUMEHEHUIO HABOPA PEAFEHTOB
anda AIMMYHO®EPMEHTHOIO ONPEAEJIEHUA
OBLUEIO NPOCTATACNEUNOUYECKOIO AHTUITEHA
B CbIBOPOTKE (MJIA3SME) KPOBMU «o06wuit MCA-UDA»

PekomeHaoBaHa K yTBepxAeHuto HayuyHo-akcnepTHbIM COBETOM MO MEAULIMHCKUM U3AENNSAM.

1. HASBHAYEHME

1.1. Habop peareHToB «06Wwmnii MCA-UDA» npegHasHayeH A1 KONIMYECTBEHHOIO
onpeaeneHns KoHueHTpauun obwero MNCA B cbiBOpOTKe (Mla3Me) KpoBM MeTOAOM
TBEepAodasHoro UMMyHOMepMeHTHOro aHannsa.

1.2. MpocTatacneundunyecknini aHtureH (MCA) — rMMKONPOTEUH C MONEKYNSAPHOM
Maccon 34 k[a, cocTosWwMi M3 OAHOW NOMMMEenTUAHOM uenu, 6bin obHapyxeH
B 3MNUTENManbHbIX KJjieTKaX HopMasbHOW npocTaTbl. Ero KOHUEHTpauus B KpOBMU
nosblwaeTcss npu  AobpokayecTBEHHOW runepniasumM U 3/10KaYeCTBEHHOM
nepepoXAeHnn TKaHW MpocTaTbl, @ TakKXe Mpu MeTacTaTUYeCKOM pake npocTaThl.
MNCA sBngeTcss CepuHOBOW MNpoTeas3ol M3 ceMelcTBa KaJ/IMKPEWHOB, ero To4Hoe
Ha3BaHWe MNO 3H3UMOJIOrMYECKOM Knaccudukaumm - npekannvkpenH 3. Bbicokune
KoHueHTpaumu MCA HabnwoaalTca B MOJIOYHOM Xenese npu naktauuu M rpyaHoM
MOJIOKE, MO3TOMY JaHHbIA 6enoKk Henb3s cyuTaTb CTPOro crneunduyHbIM ANs
npoctatbl. B cbiBopoTke kpoBu MNCA HaxoauTCa MNpeuMMyLlecTBEHHO B KOMMJekce
C aHTunpoTeasamMum -  aAHTU-XUMOTPUMNCUHOM, anbda-2-MakpornobynmHoM u
aHTuTpuncuHoMm. Yactb MCA (cBob6oaHbi MCA) HaxoaMTCA BHE 3TUX KOMMJIEKCOB.
Mapa aHTUTEeNn, Mcnonb3yeMbiX B JAaHHOW TecT-cucteme (PS2-PS6), paBHOMEpHO
(akBMMONApHO) pacno3HaeT obe dopmbl MCA - cBO6OAHYIO W CBSI3aHHYO, 4TO
NOATBEPXAEHO pe3y/bTaTaMU He3aBUCUMbIX UCCNefoBaHWli B YHuMBepcuTeTe Typky,
OuHNaHana. Y 60nbHbIX aAeHOKapUMHOMONM MpocTaThl onpeaensieTcsl NoBbleHue
KOHUeHTpauuun MNCA paxe Ha paHHUX cTaamax 6ones3Hn. Y 607bHbIX C BbIPaXXEHHbIM
3aboneBaHnem oTmeyeHa KoHueHTpaumsa MCA 1000 Hr/mn un Bblwe. KnnHunyeckas
3HAUYMMOCTb [AAHHOr0 oOnpejeneHns 3ak/iyaeTcd B BO3MOXHOCTU KOHTpPONsA
W NporHosa nporpeccupoBaHus 3abonesaHunsa. HapacTaiowee wnm ycTonumsoe
nosbileHe KoHueHTpauuu MCA, cBuaeTenbCTBYOT 06 OMNyxosieBOW Mporpeccum
N HeapdeKTUBHOCTM Tepanuu. MHTepnpeTaumio AaHHbIX HeobxoAMMO NpOBOAUTb
C Y4YeTOM APYruUX KJIMHUYECKUX AaHHbIX. BaKHyK AOMOAHUTENbHY WHMOpMauuio
ans anddepeHumManbHON AMArHOCTUKM A06pOKaYeCTBEHHbIX W 3/10KaYeCTBEHHbIX
3aboneBaHnii npocTaTbl MO3BOMSIET MOJYUYMTb onpeaeneHne cooTHoweHus cel1CA/
06MNCA. Tpu 3TOM Heobx0AMMO y4uMTbiBaTb BO3PacCT MauMeHTa WM aHaMHe3: Tak,
Yy MyX4YuH A0 60 NneT COOTHOLWEHWE peKOMeHAyeTCs onpeaensTb MNpu ypoBHE
06MCA Bbiwe 4 Hr/MM; Npu 3TOM cleayeT MMeTb B BMAY, YTO CYLleCTBEHHOe — Bbllle
15 Hr/mn - noBblweHne ypoBHA O6MCA MoxeT HabnwoaaTtbCs He TOJIbKO Npu
3/10KaYeCTBEHHOM MEpPepPOXAEHUM TKAHM NPOCTaTbl, HO U NMpY NPOCTaTUTE N Maccaxe
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XEMA

npeactatenbHon xenesbl (Mo gaHHbiM OO0 «XEMA» — o 20 Hr/mn v go 80 Hr/mn
COOTBETCTBEHHO), @ TaKXe Mpu 38KyNsuMM HaKaHyHe WccnefoBaHusA. Y MYX4YMH
ctapwe 60 neT, kKoraa gobpokayecTBeHHas runepnnasmsa HabnoaaeTca NnpakTUYecku
y Bcex, ypoBeHb MNCA po 7 Hr/mMn uenecoobpasHo paccMaTpuBaTb KakK HOPMasbHbIN,
n cooTHoweHne cBlCA/MNCA onpeaensTb, HauuMHas c 7 Hr/mn. BHuMaHue: npwu
onpefeneHnn COOTHOLEHMS HeobxoAMMO Mnonb3oBaTbCsi Habopamu oAHON GUPMbI!
[OaHHbin Habop npeaHa3HadeH ANA WCNOMb30BaHUMSA € Habopom «cBlCA-UDA»
000 «XEMA», kaT. N2 K231.

2. NPUHUMN PABOTbl HABOPA

Onpepenenne obuwero NCA 0CHOBaHO Ha WMCMOJIb30BaHUU «C3HABUY»-BapuaHTa
TBEPAO(dA3HOro MMMyHO(MEPMEHTHOrO aHann3a. Ha BHyTpeHHen NOBEPXHOCTU TYHOK
nnaHweTa UMMOBMAIN30BaHbI MbIlWWMHbIE MOHOKJ/IOHa/NbHble aHTMTena Kk obwemy MCA
yenoseka. B nyHkax nnaHweTa, npu agobasneHnn nccneayemoro obpasua, npoMcxoamT
cBsA3biBaHMe obuwero MNMCA, coaepxawerocs B uccnegyemom obpasue, € aHTuTenamm
Ha TBepaoh ¢ase. O6pa3oBaBLUMNCS KOMMJIEKC BbISIBASKT C MOMOLWbIO KOHbOrata
MbILIWHBLIX MOHOKJIOHaNbHbIX aHTuTen k obuwemy MCA 4yenoseka C MepoKcuaason
XpeHa. B pesynbrate obpa3syeTcs CBA3aHHbIN C MNAACTUKOM «C3HABUY», COAEPXKALLUN
nepokcuaasy. Bo Bpems nHkybauum c pactBopom cybcTtpaTa TeTpameTunbeH3namHa
(TMB) npoucxoauT oOKpallnmBaHWe pacTBOPOB B JIYHKax. MHTEHCUMBHOCTb OKpacku
npsiMO NponopuMoHanbHa KOHueHTpauun obwero MNCA B wuccnegyemom obpasue.
KoHueHTpauuto obuwero MCA B mnccneayembix obpasuax onpenensaioT no kanmbpo-
BOYHOMY rpadmKy 3aBMCUMOCTM ONTUYECKON MJOTHOCTM OT coaepxaHus obuiero NCA
B KannbpoBOYHbIX Npobax.

3. AHAJTIUTUYHECKUE XAPAKTEPUCTUKHA

3.1. CneundPUYHOCTbD. O6a MbILUNHbIX MOHOKJ1IOHa/IbHbIX aHTuTena,
MCNoNb30BaH-Hble BAaHHOM Habope, AeMOHCTPUPYIOT 9KBUMOJISIPHOE B3aUMOAENCTBUE,
kKak co cBob6oaHbIiM MCA Tak un ¢ NCA-AXT KOMMNIEKCOM.

3.2. Bocnpou3BoguMOCTb.

KoadpduruneHT Bapnaummn pesynbraToB onpeneneHns cogepxaHus obuwero MCA
B OAHOM M TOM Xe obpasue CbiIBOPOTKM (MNa3Mbl) KPOBM C ncnonb3oBaHneMm Habopa
«o6wmin MCA-UDA» He npesblwaeT 8.0 %.

3.3. JInHehHOCTb.

3aBUCUMOCTb KOHLEeHTpaunmn obwero MNCA B o6pasuax cbiIBOPOTKM (NS1a3Mbl) KPOBU
npu pasBeAeHUMU UX CbIBOPOTKOW (Mn1a3MoM) KpPoBM, He coaepxalien obwwmin MCA,
MMeeT NIMHENHbIN XapaKkTep B AMana3oHe KoHueHTpaunin 1.5-30 Hr/Mn u cocTtaBnsaeT
+10.0 %.

3.4. TOYHOCTD.

[aHHbI aHanUTUYeCKMin napamMeTp MNpPOBEpsSeTCsa TECTOM Ha <«OTKpbITME» —
COOTBETCTBME U3MEPEHHOM KOHUeHTpaunu obwero NCA npeanncaHHoOM, NoOy4YeHHON
nyTeM CMelMBaHUS paBHbIX 06BbEMOB KOHTPOJIbHOW CbIBOPOTKM W KanubpoBOYHOWM
npo6bl 5.0 Hr/MA. MpoueHT «oTKpbITUA>» cocTaBnseT 90-110 %.

3.5. YyBCTBUTENIbHOCTD.

MuHUManbHas [AOCTOBEpPHO onpeaensemas Habopom «obwwuii  MNCA-UDOA»
KOHUeHTpaums obuero MNMCA B cbiBOpoTKe (Ms1a3me) kpoBu He npesbiwaeT 0.005 Hr/mi.
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XEMA

Komnnekrauua 5
Cumson

Konnyectso
1 SORB MTP 5wr
2| cA1-s > O %0 e Cw 6 G Lo
3 CONTROL 5x0.8 Mn nnm 1x4 mn
4 CONJ HRP 5x14 mn nnm 2x30 mn
5 SUBS TMB 2x30 mn
6 BUF WASH 26X 2x50 mn
7 STOP 2x30 mn
8 NOO3 10 wT

5. MEPbl NPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHus Habopa - knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknouveHnem cton-peareHTta (5.0 % pactBop
CEPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLEHTPaUNSX SBAAIOTCS HETOKCUYHbLIMMU.

PacTtBop cepHoi KkucnoTbl obnajaeT pasgpaxawwmm aeinctevem. UsberaTb
pa3bpbI3rMBaHns U NonaaaHns Ha KOXY 1 CAn3ucTble. Mpu nonagaHnm Ha KOXY U C/IM3UCTble
nopa)eHHbIN y4acTok cnefyeT NpoMbiTb 60/bLUMM KONNMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpwu pabote c Habopom cneayet cobnoaate «lpaBuna ycTpOMCTBa, TEXHUKMN
6e3onacHOCTM, MpPOM3BOACTBEHHOW CaHWTapuu, MNPOTUBO3MUAEMUYECKOTO pexunMa
M NWYHOW rurneHbl npu pabote B nabopatopusx (oTaeneHusx, oTaenax) CaHUTapHO-
3NMAEMNOSIOTNYECKUX YUpeXAeHUA cuctemMmbl MnHucTepcTBa 3apaBooxpaHeHmns CCCP»
(MockBa, 1981 r.).

5.4. lNpun pabote c Habopom cneayeTr HageBaTb OAHOPA30Bble pe3VMHOBbIE WU
NIacTUKOBbIE MepyYaTKK, Tak kak obpasubl KpOBM YenloBeKa crefyeT pacCcMaTpmBaTb Kak
noTeHuUManbHO MHMOULNPOBAHHbLIV MaTepuan, CNOCO6HbIN ANUTENbHOE BpeMSt COXpaHATb
n nepepasatb BWY, Bupyc renatuta wnu nwbon apyron Bo3byauTenb BUPYCHOM
MHDeKUnn.

6. OBOPYAOBAHUWE N MATEPUAIJbI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM

- (oToMeTp BEPTMKaNbHOIO CKAHMPOBaHWUS, MO3BONSIOLLMIA U3MEPATb ONTUYECKYHO
MAOTHOCTb COAEPXUMOr0 JIYHOK MaHLweTa npu AIMHE BOMHbI 450 HM;

- TepMocCTaT, noaaepxuatrowmii Temnepatypy +37 °C £0.1 °C;

- [03aTopbl CO CMEHHbIMUM HaKOHEeYHMKaMu, Mo3BonslwMe oTb6MpaTb 06bEMbI
B Anana3oHe 25-250 mkn;

- UMAMHAP MepHbIN BMecTuMocTbio 1000 Mn;

- BOAa AMCTUIIMPOBaHHas;

- nepyaTKu pe3nHOBble UK NIaCTUKOBbLIE;

- bymara dunbTpoBasabHas.

7. NOArOTOBKA PEATEHTOB )11 AHAJIU3A

7.1. lMNepep npoBeaeHMeM aHanusa KOMNoHeHTbl Habopa un nccnegyemble obpasupl
CbIBOPOTKM (Mna3Mbl) KpPOBW cCneayeT BblAepXaTb NPU  KOMHATHOM TemnepaType
(+18...425 °C) He MeHee 30 MUH.

7.2. NMpurotoBJsieHMe NJlaHLWeTa.

BckpbITb NakeT € NiaHWeTOM M YCTaHOBUTb Ha paMKy HeobxoAnMOe KOM4ecTBO
cTpunos. OcTaBWwKWecs  HEWCNOSIb30BAHHbIMKM  CTpUMbl, 4YTO6bI  NpeaoTBpaTUTb
BO34ENCTBME Ha HUX Bnaru, TwaTtenbHO 3aknenTb bymaron Ans 3akienBaHus nnaHweTa
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M XpaHUTb Npu TemnepaType +2...+8 °C B TedyeHMe BCero cpoka rogHoctn Habopa.

7.3. NMpurotoBJsieHNe OTMbIBOYHOIO pacTBopa.

Copepxumoe dhiakoHa ¢ KOHLEHTPATOM OTMbIBOYHOIO pacTBopa (22 M/1), MepeHecTn B
MepHbIA UMnuHAp BMecTumocTbio 1000 mMn, gob6asute 550 Mn ANCTUNNMPOBAHHOM BOAbI U
TWaTenbHO nepeMewatb. B cnyyae apobHoro ncnonb3oBaHus Habopa cnegyet otobpath
HeobxoAMMoe KONMYeCTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa U pa3BecTn ANCTUNNNPO-
BaHHOM BOAOM B 26 pa3 (1 Mn KOHUeHTpaTa OTMbIBOYHOrO pacTesopa + 25 mn guctunnum-
pOBaHHOW BOAbI).

8. YC/1OBUA XPAHEHNA U SKCNNTYATALNN HABOPA

8.1. Habop peareHTtoB «06wmini TMCA-UDOA» pomKeH XpaHMTbCS B yrnakoBKe
npeanpusaTUa-n3roToBuTens npm temnepartype +2...4+8 °C B TeyeHne BCero cpoka rogHocTH,
yKa3aHHOro Ha ynakoeke Habopa. [lonyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu
TemnepaTtype Ao +25 °C He 6onee 15 cyTok. He gonyckaeTcs 3aMopa)kMBaHue LEnoro
Habopa. [lonyckaeTcsa oAHOKpaTHoe 3aMopakuBaHue (-20°C) KanuM6poBOYHbIX
npo6 M KOHTPO/IbHOW CbIBOPOTKM B aJIMKBOTaX.
8.2. Habop paccumTaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccrenyembix
obpa3suoB, 5 kanMbpoBOYHbIXx Mpo6 M 1 nNpobbl KOHTPONMBHOM CbIBOPOTKM (BCEro
96 onpeaeneHuit).
8.3. B cnyyae gpobHoro ucnonb3oBaHus Habopa KOMMOHEHTbl crnefyeT XpaHuTb
cneayowmm obpasom:
- OCTaBLUMECS HEeWCMNoJSib30BaHHbIMKM CTPUMbl HEO6XOAMMO TLLATENbHO 3aKenTb
6ymaron Ansa 3akienBaHUsa NiaHwWeTa U XpaHuTb Npu TemnepaTtype +2..4+8 °C
B TeYEHMe BCero cpoka rogHocTn Habopa;

- KOHbBbtoraT, cybcTpaT, cTon-peareHT Moc/ie BCKpbITUS (nakoHOB cleayeT
XpaHuUTb Npu TeMnepaType +2...+8 °C B TeyeHne BCcero cpoka rogHocTn Habopa;

- KanmbpoBOYHble NPO6bl N KOHTPOJIbHYIO CbIBOPOTKY NMOC/E BCKPbITUS (P1akoHOB

cnepyet XxpaHuTb Npu TemnepaTtype +2..+8 °C He 6onee 2 mecsues;

- OCTaBLUMNCS HENCMOJIb30BaHHbIM KOHLEHTpaT OTMbIBOYHOIO pacTeopa cleayer

XpaHuTb Npun TeMnepaType +2...+8 °C B TeueHne BCcero cpoka rogHocTn Habopa;

-  MPWUrOTOBJIEHHbIM OTMbIBOYHbIA PacTBOP ClieAyeT XpaHWUTb MpW KOMHaTHOWM

Temnepatype (+18...4+25 °C) He 6onee 15 cyTok unm npu temnepatype +2...4+8 °C
He 6onee 45 cyToK;

MpumMeyaHue. MNocne UCnosb30BaHUA peareHTa HEMeA/IEHHO 3aKpbliBalTe KpbIWKY
(nakoHa. 3akpbiBanTe KaxAbli h1akoH CBOEN KPbILLKOMN.

8.4. [1na npoBeAeHWs aHanu3a He cleayeT WCMNO0/b30BaTb FeMOSIM3NPOBAHHYIO,
MYTHY'O CbIBOPOTKY (Mla3My) KPOBM, a TakXXe CbIBOPOTKY (M1a3My) KPOBU, COAEpKaLLYHO
asua Hatpus. Ecnv aHanu3 Npon3BOAMTCS He B IeHb B3STUS KPOBU, CbIBOPOTKY (Naa3smy)
cnepyeTt XpaHuTb npu TemnepaTtype -20 °C. lMoBTOpHOE 3aMOpa)kmBaHWe-oTTamBaHue
06pa3LoB CbiIBOPOTKM (N1a3Mbl) KPOBM He AOMYyCKaeTCs.

8.5. UcknovaeTcs ncnonb3oBaHne And aHanmsa o6pasLoB CbIBOPOTKM (MasMmbl)
KpOBW Nt0AeN, NOMyYaBLWMX B LEeNsx AMarHoOCTUKK UAM Tepanuu npenapaTtbl, B COCTaB
KOTOpPbIX BXOAST MbILLMHbIE aHTUTENa.

8.6. NMpu wucnonb3oBaHunm Habopa ana nNpoBefeHUS HECKOJIbKUX HEe3aBUCUMbIX
cepuii aHann3oB cneayeT UMeTb B BUAY, YTO AN KaXA0ro He3aBMCMMOro onpeaeneHns
HeobxoAMMO  MOCTpOEHMe HOBOro KaanmbpoBO4YHOro rpadwuka; Kpome 3TOro,
peKoMeHAyeTCs onpejenieHne KoHueHTpaunn obwero NCA B KOHTPOBLHOM CbIBOPOTKE.

8.7. ina nonyyeHus HadeXHbIX pe3ynbTaToB HeobxoamMo cTporoe cobniogeHue
MHCTpPYKLMM NO NpuMeHeHuto Habopa.

8.8. He ncnonb3yliTe KOMNOHEHTbI U3 ApYrMx HABOpPOB MM N3 aHaNorMyHbIX Habopos
ApYrux Cepui.
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10. O)XKXUAAEMbIE 3HAYEHUSAA N HOPMbI

10.1. OcHoBbIBasACb Ha pe3ynbTaTax UccrienoBaHuii, nposeaeHHbIx 000 «XEMA»,
pekoMeHAyeM Mosb30BaTbCA HOpMaMu, NpuBeAEeHHbIMWM HuxXe. Bmecte c TeMm, B
cooTBeTCTBMM C npaBunamm GLP (Xopowen nabopaTopHOW MNpakTUKK), Kaxaas
nabopatopus p[osmKHa caMa onpeaenuTb MapaMeTpbl HOPMbl, XapaKTepHble Ans
obcneayemon nonynsauuu.

NMpuMeuaHume. 3HayeHns KoHUeHTpauui obwero MCA B nccneayembix obpasuax,
HaxoAsWmecs HUXe rpaHuubl YyyBcTBUTEnbHocTM Habopa (0.005 Hr/mn), a Takxe
npeBbIIAOWNE 3Ha4vyeHue BepxHel KanmbpoBo4yHoW npobbl (30 Hr/mn) cnepyet
npuBOAUTL B Ccrneaytoweln gopme: B nccnegyemom obpasue X KoHueHTpaums obwero
MCA Huxe 0.005 Hr/mn vnn Bbiwe 30 HI/MA.

EQuHNLbI, HT/MA
Ncenepyemasn rpynna — —
HwxHuii npepen | BepxHuii npegen
My>XUMHBbI
<40 net - 4.0
41-60 net - 5.5
>61 roga - 7.0
XKeHLWwmnHbI - 0.45

11. INTEPATYPA
1. Oesterling JE Prostate-specific antigen: a critical assessment of the most useful
tumor marker fro adenocarcinoma of the prostate. J Urol 1991; 145: 907-23.
2. Oesterling JE et al.. Serum prostate-specific antigen in a community-based
population of healthy men: establishment of age-specific reference ranges. JAMA
1993; 270:860.
3. Catalona WJ] et al. Measurement of prostate-specific antigen in serum as a
screening test for prostate cancer. N Eng J Med 1991, 324: 1156-61.
4. Christensson A et al. Serum prostate-specific antigen complexed to
al-antichymotrypsin as an indicator of prostate cancer. J Urology 1993; 150: 100-5.
5. Milfor Ward A et al. Free/total PSA ratio as an aid to the diagnosis of prostatic
carcinoma. Clin Chem 1995; 41:5230.
6. Wu JT. Assay for prostate specific antigen (PSA): problems and possible solutions.
J Clin Lab Analysis 1994; 8:51-62.

Mo BonpocaMm, kacaruwmmMmcs kayectBa Habopa «o6wuin MCA-UDA>»,
cnenyet obpawaTtbes B OO0 «XEMA» no agpecy:

105043, r. Mocksa, a/sa 58

105264, r. MockBa, yn. 9-a Napkosas, a. 48, 1-ii noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasbHbI)
3/1eKTPOHHasa noyta: info@xema.ru; rqc@xema.ru

MHTEPHEeT: wWww.Xema.ru; www.xema-medica.com

PykoBoanTenb cnyx6bl knmeHTckoro cepsmca OO0 «XEMA»,

K. 6. H. [. C. KOCTpUKUKH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL PSA IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total
PSA in blood serum or plasma.

This kit is designed for measurement of total PSA in blood serum or plasma.
For possibility of use with other sample types, please, refer to Application Notes
(on request). The kit contains reagents sufficient for 96 determinations and allows
to analyze 42 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Prostate specific antigen (PSA) is a serin-like protease with molecular weight
ca. 34 kDa and was initially found exclusively in normal prostatic gland as well as
in prostatic fluid and seminal plasma. Later it was localized also in breast milk and,
according to its enzymological properties, was classified as human prekallikrein 3.
In human serum, most of PSA forms complexes with serine protease inhibitor proteins
(mostly alpha-1-antichymothripsin, alpha-2-macroglobulin and antithripsin). A minor
proportion of PSA (free PSA) is circulating outside these complexes.

Elevated serum PSA levels are found in patients with prostatic adenocarcinoma
even at early stages of the disease. Values of 1000 ng/ml and even more may be found
in patients with profound disease. Clinical value of this parameter is due to possibility
of clinical monitoring and prognosis of the disease. Continuous elevation of PSA level
isindicative of tumour progression and ineffective therapy. Nevertheless, interpretation
of the results obtained should be made in the context of other clinical data. According
to data obtained in University of Turku, Finland, the pair of monoclonal antibodies
used in present test system (PS2-PS6), recognizes both free and complex-bound
forms of PSA with equal affinity (equimolar binding).

Elevations of serum PSA levels are characteristic to prostatic hyperplasia,
inflammation and tumours. Serum PSA level can be used for monitoring and treatment
control of all diseases involving prostatic tissue, especially prostatic tumours.

Additional information valuable for differential diagnosis between benign and
malignant prostate hyperplasia may be obtained by estimation of free PSA/total PSA
ratio. In this case, age and case history of patients should be considered: that is, free
PSA/total PSA ration in patients under 60 years is to be estimated if total PSA level
is above 4 ng/ml while in males over 60 years when benign prostatic hyperplasia
is common this ratio is rational to be estimated when total PSA level is above
7 ng/ml. Besides, it should be kept in mind that significant elevation of total PSA
level may be found in patients with prostatitis as well as after massage of prostatic
gland and the next day after ejaculation (according to XEMA data, up to 20 ng/ml and
80 ng/ml, respectively).

Please, note, that free PSA/total PSA ratio should be estimated using EIA kits of
the same manufacturer. This kit is intended for use with XEMA fPSA EIA, Cat.# K231.
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3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to
human total PSA-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies — murine monoclonal to human
total PSA, labelled with peroxidase enzyme, are then added into the microwells. After
washing procedure, the remaining enzymatic activity bound to the microwell surface
is detected and quantified by addition of chromogen-substrate mixture, stop solution
and photometry at 450 nm. Optical density in the microwell is directly related to the
quantity of the measured analyte in the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2. This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human 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.

4.4. Avoid contact with stop solution containing 5.0 % H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol.
Optimal test results are only obtained when using calibrated pipettes and microplate
readers.

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

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request
directly from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

— Distilled or deionized water;

- Automatic or semiautomatic multichannel micropipettes, 100-250 ul,
is useful but not essential;

- Calibrated micropipettes with variable volume, range volume 25-250 pl;

- Dry thermostat for +37 °C £0.1 °C;

- Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED

BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...4+8 °C before testing.
For a longer storage, the specimens should be frozen at -20 °C or lower. Repeated
freezing/thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

- All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

- It is recommended to spin down shortly the tubes with calibrators on low
speed centrifuge.

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be

completed within 3 minutes.
7.3. Assay flowchart
See the example of calibration graphic in Quality Control data sheet.

Document: K221I Instruction version: 1901 Format version: 612
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal
regulations. The use of control samples is advised to assure the day to day validity
of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within
the test procedure, a sufficient number of controls for validating the accuracy and
precision of the test.

The test results are valid only if all controls are within the specified ranges and if
all other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus total PSA concentration.

9.3. Determine the corresponding concentration of total PSA in unknown samples
from the calibration curve. Manual or computerized data reduction is applicable on
this stage. Point-by-point or linear data reduction is recommended due to non-linear
shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Abso(r4bsaon;:|l)lmts o ‘

CAL 1 0 ng/ml 0.04

CAL 2 1.5 ng/ml 0.27 e

CAL3 5 ng/ml 0.57 N

CAL 4 10 ng/ml 0.91 e

CAL 5 30 ng/ml 2.34 e T
Document: K221I Instruction version: 1901 Format version: 612
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10. 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 tPSA. 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.

Units, ng/ml
Sex, age — —n
Lower limit | Upper limit
Males
<40 yrs - 4.0
41-60 yrs - 5.5
>61 yr - 7.0
Females - 0.45

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity / Cross reactivity

The pair of monoclonal antibodies used in present test system (PS2-PS6),
recognizes both free and complex-bound forms of PSA with equal affinity (equimolar
binding).

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being
0.005 ng/ml.

11.3. Linearity. Linearity was checked by assaying dilution series of 5 samples
with different total PSA concentrations. Linearity percentages obtained ranged within
90 to 110 %.

11.4. Recovery. Recovery was estimated by assaying 5 mixed samples with
known total PSA concentrations. The recovery percentages ranged from 90 to 110 %.

12. LITERATURE

1. Oesterling JE Prostate-specific antigen: a critical assessment of the most useful
tumor marker fro adenocarcinoma of the prostate. J Urol 1991; 145: 907-23.

2. Oesterling JE et al.. Serum prostate-specific antigen in a community-based
population of healthy men: establishment of age-specific reference ranges. JAMA
1993; 270:860.

3. Catalona WJ et al. Measurement of prostate-specific antigen in serum as a
screening test for prostate cancer. N Eng J Med 1991, 324: 1156-61.

4. Christensson A et al. Serum prostate-specific antigen complexed to
al-antichymotrypsin as an indicator of prostate cancer. J Urology 1993; 150: 100-5.

5. Milfor Ward A et al. Free/total PSA ratio as an aid to the diagnosis of prostatic
carcinoma. Clin Chem 1995; 41:5230.

6. Wu JT. Assay for prostate specific antigen (PSA): problems and possible solutions.
J Clin Lab Analysis 1994; 8:51-62.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




Yeaxaembliii Knnent!

Ecnv B npouecce paboTbi c Hawmmmn Habopamu Bam noHagobunmncs nnacTMKoBble BAHHOUKYM ANA KUOKUX
peareHTOB, OHOPa30Bble HAKOHEYHVKW ANA [103aTOPOB UMW [OMOHUTENbHblE 0ObeMbl peareHToB
(KoHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpaTta TeTpametnbeHsmamHa (TMB),
cTon-peareHT), BXxoAALmMX B cocTaB Habopa, npocum Bac obpatnTbea K noctaswuky npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBaAloTcA 6ecnnatHo, B Heo6xoanmom ans
\nposeneuvm aHanusa KonuyecTse.

J
MNMepeueHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHbIX \
3aboneBaHuii npousBoacTBa 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-VOA» Resion Dagrante.

K101™M «Toxoplasma IgM-NDA» o e

K102 «Rubella IgG-N®A»

K102M «Rubella IgM-UDA»

K103 «Cytomegalovirus IgG-NDA» s, W S,

K103M «Cytomegalovirus IgM-VIOA» — =

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-MOA»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cndunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MOA»

K121 «Aspergillus IgG-MDA»

Homep ropauei nuHumn rexHnyeckom nopaepxku KnveHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyei NIMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ noboro
MOGUNBbHOTO UK CTauoHapHoro TefiedoHa No Bcel Tepputopun Poccum.

pem Bawumx oT3bIBOB 1 NpeA/ioXKeHUI Mo agpecam:
LieHTpanbHbiit opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLnN:

105043, r. MockBa, a/s 58 S
105264, r. MockBa, yn. 9-a Mapkosas, A. 48, 1-i nop., 5 aTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xemay, Ten.: +7 (812) 271-24-41

191144, CankT-TMeTepbypr, JertapHbiii nep., A. 8-10, nutep A
e-mail: sppb@xema.ru

CM 000 «Xemma-TecTt», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malweposa, g. 11,
nutep A, kopn. 8/K, oduc 416

e-mail: hemma-test@yandex.ru

TOB «Xema», Ten.: (044) 422-62-16;

03179, r. Kues, yn. Akafiemvka Edpemosa, 4. 23;
e-mail: info@xema.com.ua




YourTrustedPartner

STATEMENT

We, ACON Laboratories, Inc., having a registered office at 5850 Oberlin Drive #340, San Diego, CA
92121 authorize SRL Sanmedico having a registered office at A. Corobceanu street 7A, apt. 9, Chisindu,

MD-2012, Moldova

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

Date: January 3, 2023

Signature: .
,L‘a?._..._..h I

Qiyi Xie, Md, MPH

Sr. Officer, Regulatory & Clinical Affairs
ACON Laboratories, Inc.

Ph: 858-875-8011

Email: gxie@aconlabs.com

ACON LABORATORIES, INC. | 5850 OBERLIN DRIVE #340 | SAN DIEGO, CA 92121 | T 858.875.8000 | F 858.875.8098 | aconlabs.com
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

Product Service

Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and distribution
of In Vitro Diagnostic Test Kits and Reagents for the
Determination of Infectious Diseases, Clinical
Chemistry, Drugs of Abuse, Tumor/Cardiac Marker,
Fertility/Pregnancy and Blood Glucose Monitoring
System, Lancing Devices and Lancets

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?q=cert:Q5 104507 0001 Rev. 03

Report No.: SH22743A01
Valid from: 2022-09-15
Valid until: 2025-09-06

C@t(—v

Date, 2022-09-15 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

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): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

Address holder for registration only

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Manufacture and distribution of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

ACON Laboratories, Inc.
6865 Flanders Dr., Suite B, San Diego CA 92121, USA

Storage of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Design and Development of

In Vitro Diagnostic Test Kits and Reagents for the Determination of
Infectious Diseases, Clinical Chemistry, Drugs of Abuse,
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose
Monitoring System, Lancing Devices and Lancets

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644
Tijuana B.C. CP, MEXICO

Manufacture of
blood glucose test strips, antigen rapid test and IgG/IgM antibody
rapid test for infectious disease.

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



US00 Urine Analyzer

Product Name

Mission Us0Q

SNBU/OU/TIA
acomrnan

Feature

Analyzer Type

Accurate and Efficient
* Up to 500 tests/hour for medium/large volume sample testing
« Professional accuracy equivalent to market leader
* Automatic strip detection and alignment for better efficiency
« Test categories include Routine, STAT and QC

Easy to Operate
« Large touch screen LCD offers simple menu navigation
* Uniquely designed strip platform/waste tray unit for easy one-step cleaning

Convenient
* Automatic calibration and waste disposal reduce hands-on time
* Can read strips with up to 14 parameters, including Microalbumin/Creatinine/Calcium
« Strip selection of up to 4 combinations for analyzer reading
« Stores up to 2,000 records and automatically flags abnormal results
« Capable of printing results on sticker paper for quick and easy record management

Data Management Capability
« Includes RS232C port for easy data transfer to an external computer or LIS
* Record Operator/Patient ID by Manual Entry and Barcode Reader

Unique Lockout Functions
« Strip Lockout
 Pre-set option to prevent using strips of another brand, with a barcode reader or by manual entry
 User Lockout
« Option to eliminate unapproved users with up to 10 operators
* QC Lockout
« Prevents testing without passing QC
« If QC tests fail, analyzer will switch to STAT mode and list “E” at the end of each test number

Specifications

Specifications

Semi-Automatic

Methodology

Reflectance Photometry

Detection

Photosensitive Diode

Throughput

500 tests/hour (Measuring cycle: 7 seconds/test)

Test Categories

Routine, STAT and QC

Lockout Functions

Strip Lockout: Available Upon Request; User/QC Lockout: Included with option to turn ON/OFF

Memory Last 2,000 Records

Strip Incubation Time 1 Minute

Wavelength 525 and 635 nm

Default Strips 8,9,10, 11 Parameters (108 mm x 5 mm)

Strips Available

1-14 parameters (108 mm x 5 mm); see URS Parameters

Parameter Order

Can select the order of parameters for display and print out

Total Combinations Per Analyzer

4 Combinations

Waste Disposal Capacity

Up to 150 Strips

Analyzer Ports

RS232C Port for Barcode Reader or Data Transfer
25 Pin Parallel Port for External Printer

Data Entry Capabilities

Operator/Patient ID - Manual Entry and Barcode Reader (Up to 25 characters)

Connection Capabilities

Internal Thermal Printer (included) RS232C Barcode Reader (optional)
Optional External Printer (not included) RS232C Data Transfer Cable (optional)

Major Readable Barcodes

Code 128, Code 39, Codabar (NW-7), EAN 8, EAN 13, Interleave 25, UPCA, UPCE

Calibration

Automatic

Available Languages on the Screen

English and additional language(s)

Operating Conditions

0-40°C (32-104°F); <85% RH

Storage Conditions

-5-50°C (23-122°F); <90% RH

Power Source

100-240 VAC, 50-60 Hz

Dimensions (L x W x H)

36.6cmx28.3cmx 19.5cm (14.4"x 11.1"x7.7")

Display Dimensions (L x W)

11.5cm x9.0cm (4.5" x 3.5")

Weight

4.0 kg (8.8 Ibs) without batteries or power supply

Catalog No.

Components

Ordering Information

Carton Dimensions
(L x W x H) & Weight

Kit Box Dimensions
(L x W x H) & Weight

Number of
Kits/Carton

1 Urine Analyzer 2 Fuses (2.0A) 51.0 cm x 42.0 cm x 38.5 cm; 7 kg
U500 Urine Analyzer U211-101+ 1 Strip Platform/Waste Tray 1 Power Cord . . . i 1
- 2 Printer Paper Rolls 1 Instruction Manual 20.1" X 16.5" x15.2"; 246.9 0oz
) 1 Urine Analyzer 2 Fuses (2.0A) 55.0 cm x 55.0 cm x 55.0cm; 9.2 kg
U500 Urine Analyzer U211t 1 Strip Platform/Waste Tray 1 Power Cord 1
with Barcode Reader 2 Printer Paper Rolls 1 Serial Splitter Cable (RS232C)
1 Barcode Reader (RS232C) 1 Instruction Manual 21.7" x21.7"x21.7";, 324.5 0z
N ; ; 23.6cm x10.8cm x7.8cm; 0.482kg| 63.0 cm x 37.0 cm x 30.0 cm; 12 kg
Barcode Reader u221-111 1 Barcode Reader (RS232C) 1 Serial Splitter Cable (RS232C) 9.3 %43 x3 1 17.0 0z 24.8"x 146" x 11.8" 4233 07 22
| 12.0cm x 12.0cm x 6.5 cm; 0.360 kg| 63.0 cm x 37.0 cm x 30.0 cm; 19.4 kg
Thermal Paper (0.06 m x 20 m): 200 results/roll 0 0 W 0 0 o
Printer Paper Rolls U121-101 4 Printer Paper Rolls all ) =0 4.7 ’1‘;‘; X 2-66 512-7%240 153 024-8 X3174(-)6 X 113-‘% 0684-32‘1324 - 50
) 9 UcmXx Ocmxb.ocm; 0. g Ucmx Ucmx .0 cm; E g
Sticker Paper (0.06 m x 9 m): 100 results/roll 2T XA T % 2.6 14 1oz 548 x 146" % 118" 6843 0z 7519 oz
. R Ni§ 16.0 cm x 13.0 cm x3.5cm; 0.147kg| 25.0 cm x 21.0 cm x 15.0 cm; 1.36 kg
U500 Data Transfer Kit U221-131 1 Data Transfer Cable (RS232C) 1 Package Insert 63 x5 1" x 1.4 5.203 98" X 83" x50 48002 8

JCE Marked for sale in the European Community c €
t FDA 510(k) Cleared




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 - gt
Signature: | ‘ b“
///7/ tlas Mcd\ca; E(D\:r\‘\g\3

| : i har
: o ! hlow
Date: S o ru:;?\_ﬂd - o
zﬁ%\ér\ken 30
15Tge\ 0049) 33708~ 50

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 II Industrial Estate, Amman, 11512, Jordan
Tel: +962 6 4026468
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* 22
Date: 130520
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)3370835503O
Email: info@atlas-site.com
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 II, 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
ENISO 18113-1, -2 :2011, EN ISO 15223:2016
EN ISO 14971:2019, EN I1SO 23640 :2015, ISO 2859 :2017,
EN 13612:2002, EN 13641:2002 , EN 13975:2003,
EN ISO 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 | o459

GMED, Laboratoire national de métrologie et d'essais
1 rue Gaston Boissier 75015 Paris
Tél. : 014043 37 00, TVA:FR 28 839 022522

EC Certificates No.:

* CE Certificate of Approval full Quality Assurance System: 33540 rev4
CE Certificate Of EC Design Examination: 33544 rev3,

Atlas Start of CE Markin Date of expi
g expiry Name & Positio i
Medical n Signature

th |
GmbH | 09" october 2017 26" May 2025 Amani Al-habahbeh | = MRXDO10F.11
(RA Manager) 21.10.2013

aAﬂGS M@(‘“Pm'

CamScanner


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

) Atlas Medical

Declaration Ref No: DC22-0015

Date : 13.05.2022

52538

T R T SRR sl R EG ns o R B SRR R, | GMDN Code
Product Code™| Product Name it G e e e |
; o ' \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), 10ml/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
52538
8.02.01.0.0010 Anti-B Monoclonal Reagent (Titer: 1/512), 10ml/vial, / Carton Box \
Anti-B Monoclonal Reagent (Titer: 1/512), 10ml/vial, 10 vials / Plastic 52538
8.02.01.1.0100 Pack
: . : . 52538 \
8.02.01.1.0180 Anti-B Monoclonal Reagent (Titer: 1/512), 10ml/vial, 18 vials / Carton Box
46442
8.02.02.0.0010 Anti-AB Monoclonal Reagent (Titer: 1/512), 10ml/vial, 1 vial/ Carton Box \ \
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
; . : . \52647 \
8.02.03.0.0010 Anti-D 1gG/1gM Blend Reagent (Titer: 1/128), 10ml/vial, 1 vial/ Carton Box
Anti-D 1gG/IgM Blend Reagent (Titer: 1/128), 10ml/vial, 10 vials / Plastic | 52647
8.02.03.1.0100 Pack
8.02.03.1.0180 Anti-D 1gG/1gM Blend Reagent (Titer: 1/128), 10ml/vial, 18 vials / Carton 52647
Box
8.02.04.0.0010 52532
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 52532
Pack
8.02.05.0. ; . : 38
2.0:0010 Anti-B Monoclonal Reagent (Titer: 1/256), 10ml/vial, 1vial/Carton Box \ =Fs
8.02.05.0.0100 \

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

8.02.05.6.0030

Pack

ABO Set (Anti-A (1/256), Anti-B (1/256), Anti-D (1/64)),3x10ml / plastic \ 45308

|

\

|

\

\ o

Anti-AB Monoclonal Reagent (Titer: 1/256), 10ml/vial,10 vials /Plastic \ 46442 J
J

52695
S 02U U029 ABO Set: Anti-A (1/256), Anti-B (1/256), 2x10m| /Plastic Pack
SIRA00 010010 Anti-AB Monoclonal Reagent (Titer: 1/256), 10ml/vial, 1vial/Carton Box 2098
8.02.06.1.0100
Pack
8.02.06.1.0180 Anti-AB Monoclonal Reagent (Titer: 1/256), 10ml/vial,18 vials / Carton 45308
Box
.02.07.0. : : . : 47
S0207000°0 Anti-D 1gG/IgM Blend Reagent (Titer: 1/64), 10ml/vial, 1Vial/ Carton Box \ 228
8.02.07.1.0100 Anti-D IgG/IgM Blend Reagent (Titer: 1/64), 10ml/vial, 10 vials / Plastic 52647 \
Pack
i Date of expi i+ i
MAt:i!:al Start of CE Marking piry Name & Position \  Signature, \ s
e
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8.02.47.0.0030 | ABO Set (Anti-A (1/512), Anti-B (1/512), Anti-D (1/128)),3x10m|/Plastic \ 45308 1
Pack
8.02.47.1.0030 | ABO Set (Anti-A (1/256), Anti-B (1/256), Anti-D (1/64)), 3x10ml /Carton | 45308 \
Box.
8.02.47.3.0030 | ABO Set (Anti-A (1/256), Anti-B (1/256), Anti-D (1/64)), 3x10ml /Plastic 45308 1
Pack
8.02.47.5.0030 | ABO Set (Anti-A (1/256), Anti-B (1/256), Anti-D (1/128)), 3x10ml/Plastic | 45308
Pack
8.02.49.0.0040 | ABO Set (Anti-A (1/256), Anti-B (1/256), Anti-AB (1/256), Anti-D (1/64)), | 45308
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)), | 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
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)), 45308
4x10ml, 4vials/Plastic Pack
8.02.70.0.0010 : : . 52532
Anti-A monoclonal reagent , Titer (1/1024), 10 ml/vial, 1Vial/ Carton Box
8.02.71.0.0010 ; ; . 52538
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 \ 45308
Box
8.02.85.0.0010 . ; 52647
Anti-D 1gG/IgM Blend Reagent , Titer 1/256, 10ml/vial, 1Vial/ Carton Box \

O Atlas Medical

/
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G M p— D CERTIFICAT
m— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 36655 rev.1

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

|SO 13485 2016 DocuSigfnedby:

Début de validité / Effective date October 9th, 2020 (included)
Valable jusqu'au / Expiry date : October 8th, 2023 (included)
Etabli le /Issued on: October 8th, 2020

cofrac
Beéatrice LYS
Technical Director
CERTIFICATION GMED N° 36655-1
DE SYSTEMES Ce certificat est délivré selon les régles 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 36655-0

www.cofrac.fr

GMED e« 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
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GROUPE LNE

Addendum au certificat n° 36655 rev. 1 page 1/1
Addendum of the certificate n° 36655 rev. 1
Dossier / File N°P601408

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.

French version:

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

Siége social, responsable de la mise sur le marché

English version:

Headquarter, legal manufacturer

French version:

*khkkkkhkhkhkhkkkhkhhkhkkhhikhkkhhikhkkhrhhkkhhiihhhiihkkikx

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

Conception, fabrication et contrdle final

English version:
Design, manufacture and final

French version:

Contact réglementaire
English version:
Regulatory Administration

control

FAIAAIAIAAARAIAAARAIAARIAIAAdddrAddhdiddhdhiiidxixk

William James House
Cowley Road,
Cambridge, CB OWX
United Kingdom

*hhkhkhkkhhkhkhkhkkhhkhkhkhkhihhkhkiihhkkhiihhkhiiihhiikx

3 sites / 3 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
Sieége 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 CE..

Blood Grouping Reagents:

Anti-A Monoclonal Reagent, Anti-B Monoclonal
Reagent, Anti-AB Monoclonal Reagent, Anti-D
1gG/1gM blend Reagent, & Their variants
SLIDE AND TUBE TESTS

For In-Vitro and professional use only

I~ /rm 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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Washington D.C., AABB 1984:25. 15827 Blankenfelde-Mahlow
8. Widmann F.K.ed Technical Manual, 9th Ed., Wahington D.C.: AABB Germany
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LIST OF VARIENTS:

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

Catalogue Number Temperature limit

In Vitro diagnostic medical
device

Caution

Consult  instructions
for use (IFU)

Contains sufficient for <n>
tests and Relative size

Batch code Manufacturer
Fragile, handle with care Use-by date
Do not use if

Manufacturer fax number
package is damaged

Manufacturer

telephone number Date of Manufacture
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Keep away from sunlight Keep dry
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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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anti-HBs

NDA-Habop KauecTBEHHOro onpegeneHns
CYMMAapHbIX aHTUTES K NTOBEPXHOCTHOMY aHTUreHy
Bupyca renatuta B

NHCTPYKUMSA NO NPUMEHEHWIO
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EQUI anti-HBs

NDA-Habop ons Ka4eCTBEHHOro onpeneneHns CyMMapHbIX aHTUTEN K
NOBEPXHOCTHOMY aHTUreHy Bupyca renatuta B

1. HASBHAYEHUE

NdA-Habop «EQUI anti-HBs» npegHasHayeH Ans kayecTBEHHOro onpeaeneHuns
CYMMapHbIX aHTUTEN K MOBEPXHOCTHOMY aHTUreHy Bupyca renatuta B (HBsAQ)
B CbIBOPOTKE WNU MfasMe KPOBW 4YerioBeka MeToAOM WMMMYHOEPMEHTHOro
aHanusa (MPA) c uenblo AMaArHOCTUKU nepeHeceHHoro renatuta B mn oueHku
NPOTEKTUBHOrO MMMyHUTETa. icnonb3oBaHue komnnekTa kannbpaTtopos «EQUI
anti-HBs Calibrators» ¢ Habopom «EQUI anti-HBs» nossonseTr nposoauTb
KONuM4yecTBEHHOE onpefeneHne cymmapHbix aHTuTen k HBsAg. [Mpouenypa
aHanus3a paccyuMTaHa Kak ANS PYy4YHOM MOCTaHOBKM C aBTOMATUYECKUMMU
nuneTkamm u cTaHZapTHbIM ob6opygoBaHMEM, Tak U ANS aBTOMaTUYECKOro
UMMYHO(EPMEHTHOrO aHanm3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: OHOpPbI; NuLa-noTpedbuTenn MHbEKLNOHHbLIX HAPKOTUKOB;
peuunMeHTbl KpOBU UMW OPraHoB; GepeMeHHble XEeHLUUHbI; AeTU, POXAEHHble
OT WHUUMPOBAHHBLIX MaTtepewn; nuua, uHduumpoBaHHble BUY; maumeHTbl C
cuMmntToMmamMmn 3aboneBaHnin NeYEeHMN.

MpumeHeHue: VNOA-Habop nNpuMeHsieTCA B KIMMHUYECKUX OUNArHOCTUYECKUX
nabopaTtopusix, B CTaHUUAX NepennuBaHns KpoBW, a Takxke B APYruX yupexaeHUsX,
paboTatomx B obnactu in vitro oUarHoCTUKMW.

2. KMMHUNYECKOE 3HAYEHMUE

OpHMM 13 cambix pacnpacTpaHeHHbIX 3aboneBaHnii NeYeHn ABAseTcs renaTnt
B. Ero atnonornveckun areHT - Bupyc renatuta B (BI'B). BB oTHocuTca K
cemencTBy Hepadnaviridae n cogepxut asyxuenoveyHyto OHK. MHdekumnoHHom
dopmon BUpYyCa ABMSAIOTCSA Tak Ha3blBaeMble «4acTuubl JenHa» gnameTpom 42-
49 nm, B 6€MKOBOM COCTaBE KOTOPbIX OCHOBHbLIMWU SIBMSIKOTCS MOBEPXHOCTHbIN
aHTureH (HBsAg) n kopeBon aHTureH (HBCAQ).

KnvHunyeckas kaptuHa renatmta B He no3Bonser gmarHoCTMpoBaTb €ro
ONUTenbHOEe BpeMsi U OTNNYMTbL OT OPYrMX BUPYCHbIX renatuTtoB. [loatomy
ONS CKPYHMHIOBBIX UCCIEAOBaHUN U NOATBEPXKAEHMS OMarHo3a BaXHYH posb
urpaeTt nabopatopHas AnarHOCTUKa, OCOOEHHO BbISABNEHUS aHTureHoe BIB
N aHTuTen K HumM metogom VOA. MNMepBbiM U OCHOBHBIM MapKkepom renatuta B
saBnsietca HBsAg, KkoTopbin 06HapyXnuBaeTcs B KpoBu Yepes 3-5 Hegenb nocne
NHULMpoBaHUSA. NIPMMEPHO B TO e BPEMS B KPOBU MOXHO 0OHapyxuTb [OHK
BB n HBeAg, KOTOpbIA CYUMTAETCS MapKepoM aKTUBHOW pennukaunmn supyca u
«3apasHocTu» kpoBu. BO3 pekomeHOyeT NpoOBOANTL MPOBEPKY BCEWN LOHOPCKON
kpoBn Ha HBsAg, 4TtobObl MpegoTBpaTuUTb TPaHCMWUCCUBHOW nepepayn BIB.
Uepes 2-3 Hepenu nocne nosierneHus HBsAg nosisnstwTtca aHtutena IgM k
kopoBomy aHTUreHy HBcAg, a Bckope nocrne Hux — aHtu HBcore IgG, koTopble
ObICTPO OOCTUralT BbICOKMX YpOBHEN. BBbI3gopoBneHne ot ocTporo renatuta
B conpoBoxaaeTcsa BbIBOAOM BUpyca M3 OpraHu3ma, nepectarT NposABASTbCS
HBsAg n aHtn-HBc IgM, nosiBngatotca aHtutena k HBeAg. AnTtutena IgG
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K KOPOBOMY aHTUIeHy MEPCUCTMPYIOT B TEeYEHWEe BCEW XMU3HU U SBMSIOTCA
MapKepoM UMEILLErocs UM nepeHeceHHoro renatuta B, , nx ypoBeHb B KpOBM
CHWXaeTcsa MeArneHHo. Yepe3 HECKOMbKO MecsLeB MOCHe MCYE3HOBEHUS U3
kKpoBu HBsAg HaumHatloT nposiBnaTbCca aHTU-HBs aHTuTena, KoTopble ABRSAOTCS
CBMAETENbCTBOM NEPEHECEHHOro renatuTta B n Hannyum nmmyHmTeTa. B nepuog
«Ceporiormyeckoro okHa» mexay sbiBogom HBsAg u nosiBneHmem aHTu-HBS
aHTUTEen mapkepom nHdekumn BI'B aBnsieTcsa cyMmMapHble aHTUTeNna K KOpoBoMy
aHTUreHy, Takxxe MOryT NposBNATbCA aHTu-HBe aHTuTena.

Ecnu nocne octpon dasbl He MNpPOMCXOOMT INUMUHALMA BUpyca U He
nosiBnaAlTCA aHTU-HBS aHTUTEna, pa3sBuBaeTcsa XpoHnyeckui renatut B. HBsAg
npogosmkaeT onpegenaTbca 6onee 6 MecsaueB, €ro KOM4YecTBO B KPOBU MOXET
3HauYMTENbHO KonebaTbcs. Ha pennmkaTMBHOM CTaanmn XpoHMYeckoro renatuta B
okasbiBaeTca [JHK Bupyca n HBeAg, aHtuten kK HBeAg Her.

BOS3 pekomeHayeT gMarHocTmpoBaTh OCTpbI renatut B ¢ Hannumem HBsAg
n antuten IgM k HBcAg, a xpoHuyeckui - 3a cTtonmkum npucytctenem HBsAQ B
TEeYeHNe He MeHee LLIEeCTN MEeCSLEB.

[MaBHbIM CcpeAcTBOM MpodunakTUkn renatuta B aBnsetca BakuuHauwus,
KOoTopas pekoMeHAoBaHa B MNepByl o4vepedb HOBOPOXAEHHbIM. [locne
BaKLUWHAL MM OpraHn3mMoM BeipabarbiBatoTca aHTU-HBs aHTuTena n gpopmmpyeTtcs
UMMYHWUTET y ML, KOTOPblE HE CTankuBanucb ¢ BUpycom renatuta B. Hannuue
aHTM-HBs aHTuTen Ha ypoBHe Gonee 10 IU / | (ME / n) npuHaTo cumtaTtbh
HWKHEN rpaHuuen NMPOTEKTUBHOIO MMMYHUTETa BCIEACTBME BaKuMHaUUW UIn
nepeHeceHHoro renatmrta B.

3. NIPUHUWIM AHAJTTU3A

BbisiBneHne cneunduyecknx aHtuten k HBsAg B W®A-HaGope «EQUI
anti-HBs» 6Gasupyetca Ha npuHUMNe «HenpsiMoro» TeepdodasHoro VDA B
OBYX3TanHomn uHkybaumm. B nyHkax nnaHweTa 3acopOvpoBaH peKOMOUHAHTHbIN
HBsAg cybTtunoB ad Ta ay. B kaxayto nyHKy gobaensitoTcst 06pasLbl ChIBOPOTKM
U1 NnasmMbl NaLMeHTa U KOHbOraT pekoMOMHaHTHbIX 6enkoB - aHanoros HBsAg,
C nepokcugason xpeHa. Bo Bpemsi nHkybauumn, B cnydae Hanmmyuusa aHTUTen K
HBsAg B o6pasLe, Ha TBepaon hase hopmMupyeTcs KOMMIEKC aHTUTEH-aHTUTENO-
aHTUreH («caHaBMY»). HecBA3aHHblE KOMMOHEHTbLI yAanslTCA BO BpeMs
OTMbIBaHWs. IMMyHHbIE KOMMIEKCHI OKa3blBaoTCA NyTeM JobaBneHns pacteopa
xpomoreHa 3,3’,5,5-TeTpametunbensngnHa (TMB) c nepekucbio BogopoAa.
Mocne 30-TM MUHYTHOM MHKYDauUM peakuusi oCTaHaBNMBaeTcsl JobaBneHuem
cton-pactBopa. OnTuyeckas nnotHocTb (Ol1) B nyHKkax onpegensieTca Ha
cnekTpodoToMeTpe Npu AnnHe BonHbl 450 / 620-695nm. IHTEHCMBHOCTbL XXENTON
OKpacku nponopLmMoHarnbHa KoNM4ecTBy aHTUTeN B obpasLe.

4. MATEPUAIIbI N OBOPYOOBAHUE

4.1. CoctaB Habopa
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1x96
NYHOK

STRIPS

CONTROLJ +] 1x1,6ml

CONTROLJ -] 2x1,6ml

CONJ[11x 1x0,6ml
[DILJCONJ 1x6ml
SOLN]TMB] 1x13 ml

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

1x13ml

MnaHwet NDA

B nyHkax nnaHweTa 3acopbupoBaHbl peKOMONHAHTHbIE
6enkn - aHanorn HBsAg cy6tunos ad Ta ay. JlyHku
MOXHa OoTAenATb. [locrne nepBoro BCKPLITUSA XpaHuTe
HEeWCnonb3oBaHHble  CTPUMNbl B yNakoBke  nNpwu
Temnepatype 2-8°C He 6onblue 6 mecsLeB.

Mo3uTUBHbLIN KOHTPONb

PactBop cneundunyHbix HBsAg umMyHorno6ynvmHos ¢
KOHCepBaHTOM (PO30BbIli). XpaHWUTb Npu TemnepaTtype
2-8°C

OTpuuaTenbHbIA KOHTPONb

OTpuuatenbHasa CbIBOpPOTKa KPOBWM C KOHCEPBAHTOM
(kenTbIN). XpaHnTb Npu TemnepaType 2-8°C

Konbtorat (11x koHUeHTparT)

11-Tn KpaTHbIN KOHLeHTpaT KOHblOraTa
pekoMbuHaHTHbIX HBsAg cy6tunoe ad un ay c
nepokcugason xpeHa B OydgepHoM pacTBope Co
ctabununsatopamu ((UONETOBbLIN).

PasBectn konbtorat (11x) 1:11 pactBopom Ans
pa3BefeHusi KOoHbkoraty nepead  WUCMNofib30BaHWEM
(Hanpumep, 30 pl koHueHTpaTta + 300 pl pacTBOpa ANg
pa3sBefeHus, goctaTtovHo Ans 8 nyHok). PasBegeHHbIn
pacTBop XxpaHuTb Npu Temnepatype 2-8 °C He Gonee 1
CYTOK.

PacTBOp AnsA po3BeAeHuUsi KOHbloraTa

BydepHsbit pacTBop ¢ 6enkamu nnasmMbl KPOBU KPYMHOTO
poraTtoro CcKoTa, [JETEPreHTOM U KOHCEPBAHTOM
(po3oBebilt). XpaHuTb Npu Temnepartype 2-8°C

PactBop TMB (roToBbIN K UCNOJIb30BaHUIO)
Pacteop TMbB, H,O,, crtabunusaTop, KOHCEpBaHT
(6ecuBeTHbIN). XpaHuTb Nnpu Temnepartype 2-8°C

PacTtBop ansa npombiBkn TWEEN (20x koHUeHTpaT)
20-Tn KpaTHbIA KOHUeHTpaT docdartHoro Gydepa c
TBnHOM-20 (Ge3uBeTHbIN). Pa3BecTu pacTtBop Ans
npombiBkn TWEEN (20x) 1:20 guctunnupoBaHHOWM
UM  OenoHu3MpoBaHHOM Bogou (Hanpumep, 5 ml
KOHUeHTpaTa + 95 ml Bogbl Ana 8 nyHok) nepef
ncnonb3oBaHUeM. Pa3BefieHHbIi pacTBOP XpaHUTb Npu
Temnepatype 2-8°C He Gonblue 7 CyTOK.

Cton-pacTBop (rOTOBbLIA K UCNOJIb30OBaHUIO)
Pacteop 0,5 mol H,SO, (6ecuBeTHbI). XpaHuTb npu
TemnepaTtype 2-8°C

B coctaB Habopa Takxe BXOAAT: KNenkas nneHka (2 Wr.), cxema BHECEeHUs
06pasuoB. (1 WT.), IMCT KOHTPOMBHbLIX UCMBITAHWUIA N MHCTPYKUMS MO NMPUMEHEHNIO.

Pepakuusa 7 ot 18.10.2021r.

5/16



4.2. lononHuTenbHbIe peakTUBbI, MaTepuanbl 1 060pyaoBaHue

ABTOMaTMYECKME NUNETKM NepeMeHHoro oobema Ha 10—1000 pl u HaKOHEYHMKIK
Onsa Hux, mepHasi nabopatopHasa nocyga (10—-1000 ml), genoHusmnpoBaHHas
Unu OUCTUNNUPOBAHHAas Boda, TepmocTaT Ha 37°C, OeMOoHM3MpOBaHHAA UMK
OVCTUNNMpoBaHHas BoAa, TepmocTaT Ha 450/620-695 nm, cooTBeTCTBYyOLINE
KOHTENHepbl AN OTXOAOB  MNOTEHUManbHO  3apaXeHHoro martepuana,
TanMep, GunbTpoBanbHas bymara, ogHOpa3OBble HEOMNyApeHHble nepyaTKy,
Je3nHgpuumnpyowmne cpegcraa.

5. MTIPEAOCTEPEXEHUNA U TEXHUKA BE3OIMNACHOCTHU

5.1. MpepocTepexeHus

lNeped nposedeHuem aHanu3a BHUMamesibHO 03HaKOMbMmecCh C UHCMpyKuueu
o ucnonb3ogaHur. [JocmogepHocmb pes3ynbmama 3agucum Oom 4Yemkozao
criedoesaHusi npoyedype aHau3sa.

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

— He UCnonb3yinTe BO BpeMS aHanm3a v He CMeLLVBanTe KOMMOHEHTbI Pa3HbIX
cepuii, KOMMOHEHTbI N3 HabopOB pa3HbIX HO30MOTUIN UMM peareHTbl APYrux
npounssoguTenen B coyetaHum ¢ Habopom «EQUI anti-HBs»;

— He 3amopaxmBarnte NPA-Habop UM ero KOMMNOHEHTbI;

—rocne WCnonb30BaHWA peareHTa 3akpblBanTe KaxAabl ¢nakoH CBOEW
KPbILLKOW;

— BO BpPeMS NPOMbIBAHWSI KOHTPONMPYWTE HAaMOMHEHME W NOJTHYIO acnupauuio
pacTBopa 13 ITYHOK;

—Kaxabl pa3 MCMNonb3yhTe HOBLIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
o6pa3suoB UM peareHToB;

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

—[SOLN[TMB] momkeH ObiTb OecuBeTHbIM Mepen Mcnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHWUWA UMW XeNTbl LUBET, €ro Henb3si MCNoMb30BaTh.
M3beraiiTe KOHTakTa C MeTannamu UnM NoHaMW MeTarnsos.
Ona paboTbl UCMOMb3yNTe TOSMbKO YMCTYH, TLATENbHO BbIMOMOCKAHHYHO
OUCTUNNMPOBaHHOW BOAOW NOCYAY;

— He NCMNONb3ynTe peareHTbl, UBET KOTOPbIX HE COOTBETCTBYET YKa3aHHOMY B
nyHkTe 4.1;

—HM B KOEM Crfly4ae He UCMOomnb3yhTe OOHY M Ty Xe nocyay Ansi pcTeBopa
KOHbloraTa 1 [SOLN[TMB];

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

— gononHutensHoe obopyaoBaHMe, Haxogslleecss B HenocpencTBEHHOM
KOHTakTe Cc Oumonormyeckum martepvanom WM KOMMOHeHTamu Habopa,
CUMTaeTCcs 3arpsi3HEHHbIM U HYXXAAeTCs B O4ULLEeHMM 1 obe33apaKmBaHuy;
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— N®A-Habop npepHasHayeH ana 96 aHanmsoB. KOMMNOHEHTbI mnocne
NCMNONb30BAHUA M OCTaTKM HEUCMNOSIb30BaHHbIX KOMMOHEHTOB [OOJIXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHMKa 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONMbKO AN nabopaToOpHOro
npoeccMoHanbHOro npuMMeHeHus B in vitro AnarHOCTUKE W MOryT
NCNONb30BaTbLCA TOSbKO KBAaNMULMPOBAHHLIM NEPCOHANoM;

— NOCTaAHOBKY aHanu3a NpoBOAUTb TOMbKO B OOHOPA30BbIX HEOMyApEeHbIX
nepyaTtkax 1 3alnTHbIX O4KaXx;

—He [JonyckaeTcd MNpuHUMaTb Nully, NUTb, KYpUTb WM NOMNb30BaTbCH
KOCMETMKOWN B KOMHaTe NpPOBeAEHMNs TECTA;

— He NMNeTMpoBaTb PacTBOPbLI PTOM;

— koHTponu NPA-Habopa «EQUI anti-HBs» npoTecTMpoBaHbl 1 NpU3HaHbI
oTpuuaTenbHeiMm Ha HBsAg mn antutena k BWY1/2, BIC, Treponema
pallidum, ogHako paboTaTb C KOHTPOMNSIMU U UCCIEeAYEMbIM Matepuanom
HeobXo4MMO Kak C NoTeHLUManbHO onacHbIM MHAEKLUMOHHBIM MaTepranom;

— HEKOTopble KOMMOHEHTbI Habopa coaepkaT HU3KME KOHLIEHTPaLUKN BpeaHbIX
BELLeCTB M MOryT CRpOBOLMPOBaTb pasfpa)KeHue KOXWM U CIU3UCTbIX
obonouyek. MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] 1 pacTBopa KOHbtoraTa
Ha crnM3ncTble 0OOMOYKM UMK KOXY HeOBXOOUMO HEMEANEHHO MPOMbITb
nopaxeHHoe MecTo 60NbLLIMM KONUYECTBOM BOAbI;

— BCNny4ae pa3bpbi3rnBaHns pacTBOPOB, HE COAEPXKaLLNX KUCMOTY, HanprumMep,
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3VHPUUMPYIOLUM CPenCcTBOM,
a 3aTeM Hacyxo BbiTepeTb unbTpoBanbHon Gymaron. B uHom cnydae
KMCNOTYy HeobXo4MMO CHavana HenTpanu3oBaTtb pacTBopoM bukapboHaTa
HaTpus, a 3aTEM BbITEPETb NOBEPXHOCTb, KaK ONMMCaHO BbILLE.

5.3. UHakTMBauma u yTunmsauma oTxonoB

—XNAKMe oTXxoAbl HeoOXoOAUMMO WHAKTMBMPOBATb, HaMpMMep, PacTBOPOM
nepekMcn BOAOPOAA B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacos
npy KOMHATHOW TemnepaTtype WM TUNOXSIOPUTOM HaTpUA B KOHEYHOM
KoHUueHTpauumn 5% B TedeHne 30 MUHYT unu OpyruMy paspelueHHbIMU
Oe3nHMUMpYOLWMMK cpeacTBamuy;

— TBEpAble 0TX0Abl CrieAyeT UHAKTUBMPOBaTb NyTEM aBTOKIIABUPOBAHUSA MpK
TemnepaType cTepunusaumm He MeHblle 132°C;

— He aBTOKNABMPYWTE pacTBOpPbI, cogepXallme a3ug HaTpus Unv rmnoxsopuT
HaTpus;

— YTUAN3aUnNl0 MHaKTMBUPOBAHHbLIX OTXOAOB NMPOBOAUTH B COOTBETCTBUU C
OEeNCTBYHOLLNM HaUMOHaNbHbIM 3aKOHOAATENBCTBOM.

6. XPAHEHUE U TPAHCITOPTUPOBKA

NDA-Habop cTabuneH B TeyeHMe cpoka rogHOCTU, YKa3aHHOro Ha 3TUKETKe,
ecrnu ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetca oOgHopas3oBasi TPaHCMNOPTUMPOBKA Mpu
TemnepaType He Bbilwe 23°C B Te4YeHne aByX CYTOK.
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7. PEKOMEHOALIUU MO OTBOPY, TPAHCITOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb HeobxoaouMmo oTOMpaTbh M3 BEHbl B CTEPUITbHYK Npobupky. MNMpobupka
JomkHa  ObiTb MpoMapkupoBaHa C  yKasaHMem  MAEHTUUKALNOHHbIX
OaHHbIX nauueHTa u gatbl oT6opa obpasua. LlenbHylo KpoBb OO OTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepartype 2-8°C, He gonyckas
3aMOpaxuBaHus.

CbIBOPOTKY MK nfasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
bonee 3 cyTok. [lJonyckaeTcsi 6onee NnpoAoIKNTENBHOE XPaHEHWE 3aMOPOXXEHHON
cbiBOpOTKM npu Temnepatype -20°C wunu -70°C. 33amopoxeHHble obpa3sLbl
nepen MCNonb30BaHUEM criedyeT pa3mopo3uTb U BblAepXKaTb MPU KOMHATHON
TemnepaTtype B TedeHme 30 wmuHyT. [locne pasmopaxuBaHusa obpasubl
cnegyeT nepemellatb AN AOCTUXEHUS ogHOPOAHOCTU. M3beratb NOBTOPHOrO
3aMopaxunBaHus-oTTanBaHus Mccrnegyemblx obpasuoB. B cnyvyae noMmyTHeHus
CbIBOPOTKM (MnM nria3mbl) 0CBOGOXAAKTCSA OT HEPACTBOPEHHbIX BKITHOUYEHUN
ueHTpudyrnposanHnem npu 3000 o6/mMunH B TedeHue 10-15 muHyT. He cnepyet
Mcnonb3oBaTb 06pasubl CbIBOPOTOK C BbIpa)XEHHOW NMNMAEMUEN, FEMONIN30M, a
Takxe bakTepuarnbHbIM NPOPOCTOM.

O6pasubl  CbIBOPOTOK  TpaHCMoOpTMpPOBaTb B TEPMOU3ONALMOHHBIX
KOHTenHepax. [1ns1 9TOro 3akpbiTble NPOMapPKMPOBaHHbIE NPOBMPKU HEOBXOANMO
NMOMECTUTb B MOMNNITUIEHOBBIN NAKET, NI0OTHO 3aneyvartaTb W NOMOXUTb B LIEHTpe
TEPMOKOHTENHepa. 3aMOpOXeHHble XnafareHTbl MOMOXWTb Ha OHO BAOIb
BOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMK 06pa3sLbl CbIBOPOTOK.

8. MOAIrOoTOBKA PEATEHTOB

lMpumeyaHue: lNeped ucronb3oeaHueM 8blOepxume 8ce KOMMOHeHmMbl VIDA-
Habopa npu koMHamHou memnepamype 18-25°C e meyeHue 30 MuHym!

8.1. MopgrotoBka nnaHweTta DA

Ona npegynpexaeHnsa KOHAEHcauun BoAbl B JIYHKax OTKpblBanTe
TONbKO nocrne BbigepxusaHvs 30 MUHYT Npu KOMHATHOW TemnepaType.
PackponTe BakyyMHYK ynakoBKY, OoTAenuTe HeobXxoaMMoe KONMMYeCTBO JYHOK,
a ocTanbHOe cpasy Xe TWwaTeNbHO YNakyuTe C BNaronornoTutenem n xpaHute
NIOTHO 3akpbITbIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nnaHweTta obecneynBaeT ero cTtabunbHOCTb B
TeyeHne 6 mecaues:

8.2. MNpuroToBrneHne NPoMbLIBOYHOIO pacTBopa

[na npurotoBneHnsa pacteopa ANsi NPoMbIBaHUs pa3BeauTe [TWEEN]WASH[20x]
1:20 (1+19) AOUCTMNNUMPOBAHHOW UMW  OEUOHU3NPOBAHHOW BOAOW, MNOTOM
nepemewante. Hanpumep, 5 ml koHueHTpaTta + 95 ml Bogbl, 4ero 4ocTaTouHO Ans
8 nyHok. Npy HanMuMM KpUCTansoB B KOHLEHTpaTe pacTBopa AMd NPOMbIBaHUSA
nporpeunte dnakoH npu temnepatype 37°C O NONHOro pacTBOPEHNSA KPUCTANNOB
(15—20 muHyT). PasBefeHHbIN pacTBOP MOXHO XpaHUTb nNpu Temnepatype 2-8°C
He Gornee 7 cyToOK.
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8.3. MpurotoBneHne pacTBopa KOHbIOraTa

Pabouee pa3BeeHne KOHblOraTa roToBUTCS cneayowmnm obpasom: pa3seguTe
(dbmoneToBbIN) B YncTOM hriakoHe pacTBOPOM (po3oBbIN) B
cooTHowweHun 1:11 (To ecTb, 1+10), pacTBOp OKpaLLMBaETCHA B (OMONETOBbLIN LiBET.
Hanpumep, ansa 8 nyHok aHanusa go6asuntb 4o 300 pl [DILJCONJ] 30 ul [CONJ[T1x].
PacTBop KoHbtorata B pabovem pa3BefeHUn CTabusbHbIA B TEYEHNE CYTOK MNPy
YCINOBUN XpaHeHus npu Temnepartype 2-8°C.

9. MPOUEAOYPA AHAITIN3A
9.1. MoaroToBbTE HEOOXOOMMOE KONMYECTBO NTYHOK AN aHanuaa (4etbipe NyHKx
AN KOHTponen n Heobxo4MMOe KONMYECTBO ANSA uccrnegyembix obpasuos),
BCTaBbTE MX B pamky nnaHweta VDA, JlyHKM C¢ KOHTponsamun obsizaTenbHO
BKJIHOYAMTE B KAXXOY NOCTAaHOBKY aHanmaa.

9.2. 3anonHuTe cxeMy BHeCceHWsi 06pa3LoB.
9.3. MNpurotoBbTe pacTBOpP ANS NPOMbIBAHUSA B COOTBETCTBUU C MYHKTOM 8.2.
9.4. MNMpurotoBbTE PAcTBOP KOHbIOraTa CornacHo NyHKTy 8.3.

9.5. BHecuTe B nyHku no 70 pl koHTponen n nccrnegyembix o6pasLos:

— B NyHKY A1,
[CONTROL[ -| — B nyHku B1, C1, D1,
B OCTalbHbI€ NYyHKN — uccrnegyembole obpasLbl.

9.6. BHecute B nyHkn no 35 pl pactBopa KoOHbIOrata noBepx KOHTpONem u
nccregyemblx obpasuyoB. [na npenoTBpalleHus KpOoCKOHTaMmHaumm ob-
pasuoB BHECWUTE pacTBOP KOHborata, He KacasiCb COAEPXaHMS ITYyHOK.
OCTOpOXHO NOCTYKMBAs No NiaHLWeTy, NepeMeLlanTe CMech B NyHKax.

9.7. 3aknente CTpunbl KNENKOW NAEHKON U MHKYOupynTe B TedeHne 120 MuHyT
npu Temnepatype 37°C.

9.8. o okoHYaHUN NHKYBaLMmM akKypaTHO CHAMUTE KITEMKYHO NITEHKY U MPOMOWTE
NYHKW NATb pa3 C UCMNONb30BaHWEM aBTOMAaTUYECKOro npomMbiBaTens unu
8-kaHanbHOWM NMNETKM crieayowmm obpasom:

— yoanute coaepXXmumoe NYyHOK B KOHTENHep AN XUAKUX OTXOA0B;

— HanosnHuTe NyHKn ctpunoB He MeHee 4em no 300 pl pacTBOpOM Ang
NPOMbIBaHWSA, OCTaBbTe HE MeHee, YeM Ha 30 cekyHa;

— acnvpupyinTe pacTBop u3 nyHok. OcTaToyHbIi 06beM pacTBopa nocrne
KaXKJoro atana acnupauumn JOJKEeH COCTaBnsaTb He 6onblie 5 pi;

— MOBTOpUTE MpoLuenypy NpoMblBaHUS elle NaTb pas;

— nocne nocnegHen acnupauny n3baBbTechb OT NULLHEN BNaru, NoCTyKnBas
nraHwWeToM no unbTpoBarnbHoOM Gymare.

9.9. BHecute B nyHkn no 100 pl [SOLN[TMB], He KacasiCb AHa U CTEHOK ITYHOK
nnaHwerTa.

9.10. MHkybupynTte ctpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTEe Npu KOMHaTHON
TemnepaTtype 18-25°C. He ncnonb3ynte Knenkyo nNreHKy Ha JaHHOM 3Tane.
9.11. BHecute B nyHkm cTtpunos no 100 pl ONsi OCTaHOBKM
depMeHTaTUBHON peakuuun, NnpuaepxmMBasiCb TON e NocreaoBaTenbHOCTH,
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YTO U NpU BHECEHNN [SOLN[TMB |. Bo BpeMA BHECEHNA NPOUCXOONUT USMEHEHNE
LiBeTa pacTtBopacC FOJ'IY6OI'O Ha XenTbln, B JTyHKaX C npo3paYv4HbiM paCcTBOpOM
HE3HAa4YNTEeJSIbHO MEeHAETCA OTTEHOK.

9.12. UamepbTe Ha pugepe Ol1 B Kaxgow nyHke npu gnuvHe BonHbl 450/620-
695 nm B TeyeHne 5 MUHYT Nocne OoCcTaHOBKM peakuuu. [Jo npoBefeHUs
namepeHuss ybegutecb B YMCTOTE BHELUHEW MOBEPXHOCTU OHA JyHOK U
OTCYTCTBUM My3bIPbKOB.

Yyem pe3ynbmamos aHasu3a MOXHO rnpogooums 8 0OHOBOSTHOBOM PEXUME
npu OnuHe 80s1HbI 450 nm, 8 smom criyyae ocmagbme JyHKY 0711 yCmaHO8/1eHUSI
bnaHka (8 makyo iyHKYy 8Hecume moJsibKo [SOLN[TMB] U [SOLN]STOP ).

10. YYET PE3YJIbTATOB U UX UHTEPMPETALMUA

10.1. YyeT pe3ynbTaToB aHanusa
Paccuutate cpegHee 3HadyeHue Ol HeratuBHOro koHtpons (Nc) ypoBeHb
rpaHnyHoro 3HadeHus (Cut off - CO).

Nc = (Nc1 + Nc2 + Nc3)/3; CO=Nc +0,2

10.2. KoHTponb AOCTOBEPHOCTU pe3ynbTaToB aHanusa
[aHHble TecTa cuuTalTCA [OOCTOBEPHLIMW, €CMM OHWM COOTBETCTBYHOT
cnegyowmm TpeboBaHNSM:

on=1,5
[CONTROL] - ] On<0,100

rae Ncn — Ol kaxgoro
nosTopa Nc

Ecnu opgHo n3 3HayeHnn Ol HeraTMBHOroO KOHTPOJA BbIXOOUT 3a npeaenbl
YKa3aHHOro Bblille WHTepBala, ero 0T6paCbIBaPOT n paccymTbiBaro Nc no
ocTanbHbiM 3HaveHusam Ol HeraTMBHOro KOHTpOnnA. Ecnn ©Gonee opgHoro
3Ha4veHust Ol HeraTMBHOIO KOHTPOJA HE OTBEYaeT yKa3aHHbIM Tpe6OBaHI/IF|M, TO
TECT CHUTaAeTCA HEKOPPEKTHbLIM U Tpe6yeT NMOBTOPHOIO NnpoBeageHnA.

[CONTROLI-]  Nc x 0,5<Ncn < Nc x 2,0

10.3. UHTepnpeTauunsa pe3ynbTaTtoB

OD_, . >CO TMMONOXUTENbHbLIN
e >, ’ rﬂ,e ODsampIe-
oD, . <CO OTPWULATENbHbIV o6pastia

sample

orn

Pesynbratel ong obpasuos, Ol kKOTOpbIX paBHa rPaHUYHOMY 3HAYEHUIO UIK
HaxoguTcs B npefenax £10%, cnegyeTt vHTepnpeTMpoBaTb OCTOPOXHO. Takue
obpasubl 4oMKHbI BbITb MCCNeaoBaHbl NOBTOPHO B ABYX NyHkax Habopa «EQUI
anti-HBs». Ecnu npu noBTOpHOM TeCTMpPOBaHWUU ODSample CHOBa HaxoguTcH B
npenenax +10% OT rpaHUYHOro 3Ha4YeHUd, crieqyeTt npoBecTn oTbop M aHanus
HoBOro obpasua.
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11. XAPAKTEPUCTUKU TECTA

11.1. AHanuTUYEeCKMe xapaKkTepuCcTUKU

MpeunsanoHHoOCTb
Bocnpoussodumocms pesyrnbmamos 8 ripedesiax 00HOU nocmaHo8Ku aHanusa
(Intra assay repeatability)

KoadhduumeHt Bapuauum (CV) ana  OByx CbIBOPOTOK C  pasfinyHON
KOHUeHTpaLumen anti-HBcore aHTuTen oueHnBanu B 32 noBTOpax Ha OAHON cepun
N®A-Habopos.

N2 cbIBOpPOTKM on,, (NTI\}IE//EL) CV, %
103/10 1,654 95,9 3,4
104/24 0,389 16,7 5,1

Bocnpoussodumocms pe3ynbmamosg Mex0y pa3HbIMU ocmaHoeKkaMmu aHasu3a
(Inter assay reproducibility)

Koacppuument Bapuaumm (CV) p[na OByX CbIBOPOTOK C  pasfinMyHOM
KOHUeHTpaunen anti-HBcore aHTuTEn oueHmBanu B TedyeHme 3 gHenm B 3
nocTaHOBKax aHanmsa, no 8 NOBTOPOB B KaXX[10M aHanmse.

miU/ml

Ne cbIBOpOTKM OI'ICp (MME/mn) CV, %
103/10 1,812 102,9 9,9
104/24 0,389 16,8 91

AHanuTnyeckasn cneumdpuyHoCcTb

Ha pesynbraT aHanusa He BnusieT npucyTcTBume B obpasue 6unupybuHa B
KoHueHTpauumn go 0,21 mg/ml (361,8 ymol/l), remornobuHa B KOHUEHTpauuun o
10 mg/ml n TpurnuuepmaoB B koHUeHTpauun go 10 mg/ml (11,3 mmol/l).

11.2. AnarHocTnyeckne xapakTepucTuKu

[na onpeaeneHns KNMHn4eckom YyyBcTBUTENbHOCTU MDA-Habopos «EQUI anti-
HBs» ncnons3oeanu 19 06pasLioB CbIBOPOTOK OT BAKLMHUPOBAHHbLIX MALUEHTOB 1
8 nonoxumTenbHbix 06pasLLOB C KOMMEPYECKOW NMaHen CbIBOPOTOK MPOM3BOACTBA
SeraCare Life Sciences Inc (CLUA). KnvHnyeckas 4yBCTBUTENBHOCTL HabopoB
«EQUI anti-HBs» coctasuna 100%.

WccnepoBaHve xapakTepucTMk MeToda Mo CPaBHEHWUIO C  aHanorn4yHbIM
kommepueckum VPA-Habopom MpoBOAMMAM Ha LeneBow rpynne GepeMeHHbIX
XEHLWMH 1 Bblbopke JoHopoB (168 obpasuoB). Onsi Bblbopku GepemeHHbIX
XKEHLLMH 1 JOHOPOB OTHOCUTENbHAas cneumdunyHocTb coctasuna 99,3%, npoueHT
coBnageHns coctoBnsAKT 97,6%.

12. OrPAHUNYEHUE AHAJIN3A

MonoxutenbHbii pesdynbtaT B VIDA-Habope «EQUI anti-HBs» saBnsetcs
CBMAETENbCTBOM Hanuuus y nauMeHTa aHTUTEeNn K MOBEPXHOCHOMY aHTUreHy
Bupyca renatuta B. AHTutena k HBsAg aBnstoTca nokasaTenem npoTeKTUBHOMO
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UMMYyHUTETA.

OTtpuuyatenbHbin  pesynstat B WPA-Habope «EQUI anti-HBs»
MoKa3sblBaeT, YTO TECTUPYEMbIN 0BpaseL He coaepXnuT aHTu-HBs aHTuten
UITN UX KOHLLEHTPaLMS HUXKE YPOBHS YyBCTBUTENBHOCTM aHanmaa.

BoisBneHne aHTu-HBs y nauueHTa He sABnsieTcsa Agoka3aTenbCTBOM
Hanu4ns Bupyca renatuta B B opraHuame, aTu aHTutena obHapy»kmBatTcs
npyv XPOHUYECKOM U NMEPEHECEHHOM B aHamHe3e renatute B, a Takxe y
BaKUMHMPOBaHHbIXMpoTuBrenatutaBnuy. YToOblOTANYMTL 3TN COCTOSHUSA,
pekoMeHayeTCcs NpoTecTUpPOBaTh NauueHTa Ha Apyrue MapKepbl renatuTa
B n uccneposatb 06pasey Ha Hannume HBsAQ 1 cneumduryecknx aHTUTen
knaccoB IgM n IgG k HBcore aHTureHa (Hanpumep, B MI®A-Habopax «EQUI
HBsAg», «<EQUI HBcore IgM» n «kEQUI HBcore IgG», COOTBETCTBEHHO).

[ns OueHKNn YpOBHSA MNPOTEKTMBHOMO WMMYHUTETa pPEKOMeHAyeTcs
onpenenuTb KOHUEeHTpauno aHTu-HBs aHTTen B 06pasLe c npumeHeHnem
komnnekTa kanubpatopos «EQUI anti-HBs Calibrators».

13. TPYOHOCTU, KOTOPbLIE MOI'YT BO3HUKHYTb
NnPU NPOBEAOEHUUN NDA

Bbicokuli ¢hoH 8 JIyHKax ecez20 rnjiaHwema MoXxem 803HUKHYMb U3-
3a:
— 3arpsi3HEHHOro NPOMbIBATENS;
— HM3KOrO Ka4yecTBa WUnu 3arpsi3HeHNst BOAb;
— MCMNOMb30BaHUSA MIOX0 NOMbITOW NOCYAb;
— MCNOMb30BaHUA Ae3NHPULMPYOLWNX CPEACTB, COAEPXKaLLNX XI10p;
— MCMNOMb30BaHUSA 3arpsi3HEHHbIX HAKOHEYHMWKOB;
— YBENUYEHUs1 BpEMEHU NHKYDaUUN Unu n3MeHeHnsa TemnepaTypHoro
pexuma.
Bbicokuli poH 8 omOesibHbIX psidax Moxem 6bImb c8si3aH C:
— NOBTOPHbIM BHECeHMeM pacTtBopa TMb;
—3arpsi3HeHMeM KOHyca aBTOMAaTM4YEeCKOW MUMETKU pacTBOPOM
KOHBbHOraTa;
— 3arpsi3HEHNEM OHOTO 13 KaHanoB NPOMbIBATENS.
lMony4yeHHoe 3Ha4YeHue OI1 nonoxumesibHO20 KOHMPOJIS HUXe
ycmaHoeJlIeHHOU epaHuubl, ecJlu:
— HenpaBuIlbHO NMPUrOTOBIIEH MM HE BHECEH OOUH 13 peareHToB (pa-
CTBOP KOHBblOraTa unm pactesop TMB);
— COKpaLleHo BpeMsi MHKyOaumum Ha 04HOM U3 3TanoB..
NumeHcueHOCMb oOKpawueaHusi JIYHOK He coomeemcmeyem
nony4yeHHoOU onmu4ecKoul MNiomHocmu. TO MOXeT CBMAETENbCTBOBATb
O CMELLEHHOM OMNTUYECKOM FyYe.
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MpounsBoguTens

MeaunuvHckoe usgenve ansa AMarHocTuku in vitro

Homep no kaTtanory
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TemnepaTypHOe orpaHuyeHmne
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CXEMA NPOBEOEHNA AHATNTU3A

Bblgepxatb peareHTbl 30 min npu temnepatype 18-25°C

BHecTtun no 70 pl koHTponen n nccnegyemMbix 06pasLOB B NYHKU:
A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],
E1 1 B ocTanbHble NyHKKU - uccrnegyemble o6pasLbl

BHecTtu no 35 yl npurotoBneHHoro 1:11 (1+10) pacTBopa KoHbtorata

3akneunTb CTpuUMbl NEHKOW, MHKYOupoBaTb 120 min npu Temnepartype
37°C

[MpombITb NyHKK 6 pa3 npurotoBneHHsim 1:20 (1+19) pactBopom Ans
npombiBaHna TWEEN (300 pl B nyHKy)

B nyHku ctpunoB BHecTy no 100 pl [SOLN[TMB]

MHkyBupoBaTb Ha npoTshkeHun 30 min B TeMHOTe Npu Temneparype
18-25°C

B nyHku ctpunos BHecTn no 100 pl [SOLN]STOP

(NpoucxoauT N3MeHeHWe LBETa C rofyGoro Ha XenThii)

YYET PE3YJIIbTATOB AHAJIN3A
Nc = (Nc1 + Nc2 + Nc3)/3;
CO=Nc+0,2;

Nc - CpenHee 3Ha4veHwne Ol 3-x [CONTROL[—]
CO - YpoBeHb rpaHnyHoro 3HaveHus (Cut off)

MHTEPMPETALUA PE3YNIBTATOB
oD >CO MNMONOXUTENbHbIN

sample =

OD <CO OTPWLATENbHbIV

sample




anti-HCV

NDA-HabGop Ana Ka4yeCTBEHHOro onpegeneHus
CyMMapHbIX aHTUTen K BUpycy renatuta C
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EQUI anti-HCV

NDA-Habop ons KauecTBEHHOro onpeneneHns CyMmMmapHbIX
aHTUTEn K BMpycy renatuta C

1. HASBHAYEHUE

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 ckpuHWHra foHopckomn Kposu. MNpouenypa
aHanusa paccyuMTaHa Kak ANd PyYHOM MNOCTaHOBKM C aBTOMaTUYeCKUMMU
nuneTkamnm u cTaHAapTHbIM OOopyaoBaHWEM, Tak M Afs aBTOMaTU4YeCKOro
MMMYHO(EPMEHTHOr0 aHanm3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: JOHOpbI; NMLa-noTpedbuteny MHbeKUMOHHbIX HapKOTUKOB;
peunnueHTbl KPOBM UITM OpraHoB; GepeMeHHble KEHLUUHbI;, AeTU, POXAEHHbIE
OT MHMUUMPOBaHHbLIX MaTepen; nuua, MHbuumpoBaHHble BUY; naumeHTbl C
cMMnToMamu 3aboneBaHni NeYeHN.

MpumeHeHue: NOA-Habop NpuMeHSEeTCS B KIMHUYECKUX OANArHOCTUYECKMX
nabopaTtopusx, CTaHUUAX NepennBaHns KpoBU, a Takxe B APYTnX yUPEeXAEHUSX,
paboTatoLwmx B o6nacTu in vitro AMarHoOCTUKM.

2. KMMHNYECKOE 3HAYEHUE

lenatut C — 910 BMpyCHOe MnopaxeHue neyeHu. Bupyc rematuta C (BIC)
BbI3bIBAET OCTPYIO MHMEKLNIO, KOTOPAA MOXET NepenTn B XPOHNYECKYI hopmy.
Bupyc renatuta C oTHocuTCs K cemencTtBy Flaviviridae. BUpuoHbl ManeHbkue
(50-60 nm), cdepuyeckne, NOKpbITbie 000MNOYKON. [eHeTuveckuin marepuan
BUpyca npegctasneH ogHouenovevHon PHK. lNepepaya Bupyca npoucxoaut
reMoTPaHCMUCCUBHbBIM Ny TeM, AN 3apa)KeHnsi 300pOBOro OpraHn3ma gocTaTto4qHo
HebonbLOro KonmMyecTsa Kpoewu, cogepxawen BIC. NHkybaumoHHbIA nepuog
renatuta C MOXeT 4NnTbCH OT ABYX HeAenb 4o nonyroa.

B cBAsn c GeccumnTomMHbIM TeyeHuem renatmt C pefko BbIABNSAT Ha
paHHUX ctagmsax. o pekomeHgaunamM MexayHapoaHbIX opraHu3aumin B cdpepe
3gpaBooxpaHeHus (BO3, CDC) gnarHoctuka nHdekumm BI'C nposoantcsa B ABa
atana. CHavyana npoBOAUTCSA CEPONOTMYECKUIA CKPUHUHE Ha aHTUTeNa K BUPYCy
renatuta C. 3atem gns nonoxuTenbHbiXx 06pa3yoB He0OXoaMMO NoaATBEPAMUTL
Hanuyne XpoHMYEecKoW renatuTtHoW MHdekumm obHapyxeHnem PHK Bupyca.
AHTuTena k BIC npm oOTCyTCTBMM TreHeTU4ecKkoro matepuana Bupyca He
MOryT CBUAETeNbCTBOBaTb 00 aKkTMBHOM WHdekumMM y nauueHTa. [locne
ONarHOCTMPOBAHWS renaTuTHOM WHMEKUUM OLEeHUBAKT CTEMEHb MNopaXeHus
neveHn (onbposa, unpposa), NPOBOAAT AOMONHUTENbHbIE NabopaToOpHbIE 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 HECKOMbKO MECHLEB.
Bnocneacteun, y 50-70% nuvu, 60nbHbIX XpoHunyeckum renatutom C, IgM
aHTMTena 0OHapyXMBatTCA HA HEBBLICOKNX YPOBHSAX, 0COBEHHO Npu 060CTpEHUN
NMHeKLMOHHOro npouecca. lNocne apdekTneHom Tepanumn BI'C-cneumdunyeckne
IgM aHTuTena ucyesalrT Yepes3 HECKONMbKO MecsaueB. OTOT MapKep BaXkeH Ans
MOHUTOPUHIa NEYEeHUs, HO He HABMSEeTCS MHPOPMAaTUBHBIM ANS CKPUHUHra
renaTtuta C. lNMpogyunpoBaHue aHtuten BI'C Ha OTHOCUTENBHO HU3KOM YPOBHE BO
BpeMs OCTpow drasbl HA4YMHaETCs NMOYTU 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 NOCre BblBe4eHUS BUpyca U3 opraHusma.

lMpn npomsBOACTBE MMMYHO(EPMEHTHBIX TECTOB TPETbero MOKOMeHUs
ana pguarHoctmkm renatuta C MCNoOnb3ylOTCA PEKOMOWHAHTHbIE aAHTUrEHbI
BI'C, aHanoru 6GenkoB Core, NS3, NS4 u NS5. YyBCTBUTENBHOCTb TaKMUX
TectoB gocturaet 99%, a cneuududHocTe npubnmxkaetcsa Kk 100%. OpHako,
YYBCTBUTENbHOCTb U creundunyHoctb VIPA TecToB pasHbix NpousBoauTenen
MOFyT HECKONbKO OoTnmyaTbCs. JIoKHOOTpMUaTenbHble aHanuabl BCTpeYaloTCs
Yy MMMYHOCYMNpPECCUMPOBAHHbIX fWL, a FOXHOMOMNOXNUTENbHbIE pe3ynbTaThl
MOryT ObITb CBsiI3aHbl CO CMOCOGOM MOMyYeHUA PEKOMOUHAHTHbIX OGenkoB.
PesynbTratel 06HapyxeHusa aHTuTen k BIC HeobxoamMmo nogTeBepXaaTb ApYrumm
nabopaTopHbIMM MeTOL4AMM.

3. MIPUHUUIN AHATTU3A

Onpepgenexne aHTuten, cneundunyHblx k BIrC, B UGA-Habope«EQUI anti-HCV»
GasupyeTca Ha NpuHUMUNE «HenpsiMoro» TBepgodasHoro NPA B OByxaTanHoM
MHKybaumun. B nyHkax nnaHweTa 3acopOvpoBaHbl peKOMOUHAHTHbIE aHTUMEHbI
Bupyca renatuta C: core, NS3, NS4 ta NS5. MNpu nepBom atane nHkybauumm
nccnegyembixobpasuyoBBriyHkaxnnaHweTta®AcneumdpudecknekBlrCarnturena,
€Cnn OHM NPUCYTCTBYIOT B 00pasuax, CBA3bIBAOTCS C COOTBETCTBYHLLUMM
aHTUreHamu Ha TBepgon dase. JlyHkM OTMbIBaOTCSA ANSA YAaneHns HecBA3aHHbIX
aHTUTEeN, OCTalTCs TONMbKO chneunduyeckne KOMMMEKCbl aHTUTeH-aHTUTENO.
Mocne atoro gobaBnseTcss CMeCb KOHBbIOraToB aHTUBUAOBLIX (AHTU-IGG 1 aHTuK-
IgM) MOHOKIOHaNbHbIE aHTUTENA C NePOKCUAA30M XPEHA, KOTOPLIE CBA3bIBAOTCS
C VMMMYHHbIMW KOMMMeKkcamu Ha TBepaon ¢ase. HecBaA3aHHbIE KOMMOHEHTHI
yaanswTcsa npu oTMbiBaHMU. KoMnnekcbl aHTUreH-aHTUTeNo obHapyXuBarTcs
nytem pJgobaBneHuss pacTtBopa xpomoreHa 3,3’,5,5-TeTpameTnnbeH3nguHa
(TMB) ¢ nepekucbio Bogopoga. lMocne 30-MUHYTHOWM WHKyGauuu peakuums
ocTaHaBnuBaeTca gobaBneHuem cton-pacteopa. Ontuyeckas nnotHocTb (ONT)
B NyHKax 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 MDA

B nyHkax nnaHLweTa 3acopbrpoBaHbl peKOMOUHAHTHbIE
1x96 aHturenbl BI'C: core, NS3, NS4 Tta NS5. JlyHku
NIYHOK ~ MOXHO oTAenATb. Nocne nepBoro BCKPbITUS XpaHUTe

HEeWCnonb3oBaHHble  CTPUMNbl B yNakoBke  nNpwu

Temnepatype 2-8°C He bonee 6 mecaueB

STRIPS

Mo3UTUBHbLIN KOHTPOIb
PacTtBop MMMyHOrnobynnHoB Yenoseka, 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] - tx1eml KOHCEpBaHTOM (kenTbi). XpaHUTb Npu Temneparype
2-8°C
PacTBop Ans pa3BeaeHusi CbIBOPOTOK
BydepHbii  pacTBOp C  9KCTpaKTOM  MOMOKa
DIL|SAMPLE 1x 11 ml . ’
[DILISAMPLE] xam 0EeTepreHToOM 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 1 IgM Yenoseka, KOHbIOFMPOBAHHBIN C NEPOKCUAA30M
XpeHa, Cco cTabunusatopamum U KOHCEPBAHTOM
(3eneHsbInt). XpaHuTb npu Temnepartype 2-8°C

PactBop TMB (roToB k ucrnonb3oBaHuto)

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 (BecupeTHbIVl). 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.), MUCT KOHTPOJbHbLIX UCMBITAHUA Y MHCTPYKLMS NO 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
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ANS10TXO40B MOTEHUMaNnbHO 3apaykeHHOro MaTepuana, Taimep, unsTpoBanbHas
Gymara, o4HOpa30Bble HeoNyApPeHHbIe NepyaTku, Ae3MHMULMpPYoLWUe CpeacTea.

5. MIPEAOCTEPEXEHUA U TEXHUKA BE3OIMNACHOCTHU

5.1. MpepocTepexeHus

lNeped nposedeHuem aHanu3a BHUMamesibHO 03HaKOMbMmecCh C UHCMpyKuueu
no npumeHeHur. [ocmogepHocmb pe3ynbmama 3agucum om 4Yemkozao
criedoesaHusi npoyedype aHau3sa.

— He Ucnonb3ymnTe KOMNoHeHTbl MPA-Habopa No ncteyeHmm cpoka roqHoCTy;

— He UCMoMb3yWTe NpU aHanua3e U He CMeLLUMBaNTe KOMMOHEHTbI Pa3nnyHbIX
cepuii, KOMMOHEHTbI M3 HAabOPOB pPa3fMYHbIX HO3OMOMMA UMW peareHThbl
OpYyrnx npousBoanTenen B coyetaHum ¢ Habopom «EQUI anti-HCV»;

— He 3amopaxmBarte NPA-Habop UM ero KOMMNOHEHTbI;

—rocne WCnonb30BaHWA peareHTa 3akpblBanTe KaxAabl ¢nakoH CBOEW
KPbILLKOW;

— BO BpeEMS MPOMbIBKN KOHTPONUPYNTE HaMOJIHEHWE U MOSTHYK acnupauuio
pacTBopa 13 NTYHOK;

— Kaxabl pa3 MCMNonb3yhTe HOBLIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
o6pa3suyoB UM peareHToB;

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

—[SOLN[TMB] OomkHO ObiTb GecuBeTHbIM Mepen ucrnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHWUWA UMW XeNTbl LUBET, €ro Henb3si UCNoMb30BaTh.
M3beraiiTe KOHTakTa C MeTannamu UnM MNoHaMM MeTarnsos.
Ona paboTbl UCMOMb3yNTe TOSMbKO YMCTYH, TLATENbHO BbIMOMOCKAHHYHO
OUCTUNNNPOBaHHOW BOAOW NOCYAY;

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

— HU B KOEM Clly4ae He UCMNOoMb3ynTe OA4HY U TY Xe nocyay Ans "
[SOLN[TMB;

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

— gononHutensHoe obopyaoBaHMe, Haxogslleecss B HenocpencTBEHHOM
KOHTakTe Cc Oumonormyeckum martepvanom WM KOMMOHeHTamu Habopa,
CuMTaeTCcs 3arpsi3HEHHbIM 1 TpebyeT OYMCTKM 1 06e33apakMBaHNs;

—WN®A Habop npepHasHadyeH pna 96 aHanm3oB. KoOMMOHEeHTbl nocne
NCNONb30BaHUsE W OCTaTKM HEUCNOSIb30BAHHbIX KOMMOHEHTOB OOSTXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHuKa 6e3onacHoOCTH
— BCe peareHTbl Habopa npegHa3HadYeHbl TONbKO ANs NPodeCCUoHanbLHOro
nabopaTopHOro NpUMeEHeEHNS B in Vitro AnarHOCTUKE UMOTYT MCMONb30BaTbCA
TONbKO KBAaNMdUUMPOBaHHbIM NEPCOHANOM;
— NOCTaHOBKY aHanu3a NpoBOAUTb TOMbKO B OO4HOPA30BbIX HEOMYAPEHHbIX
nepyaTtkax 1 3alnTHbIX O4KaXx;
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—He pJonyckaeTtcs MpMHMMaTtb MWWy, MWUTb, KypUTb WM MNOMb30BaTbCA
KOCMETUKOW B KOMHaTe NpoBeAeHNs TeCTa;

— He NMNeTMpoBaTb PacTBOPbI PTOM;

— [CONTROL] +] dA-HaGopa «EQUI anti-HCV» cogoepuT MMMyHOrno6ynuHbl
yenoBeka, cneuuduyeckne k BIC, koTopble ObInM BblgeneHbl C
WHAKTVBMPOBAHHbIM MPOrpeBaHNEM CbIBOPOTOK KPOBWM 4eroBeka, B
KOTopbIX He 6bino obHapyxeHo HBsAg v aHtuten k BIJ11/2 n Treponema
pallidum, ogHako paboTaTb C KOHTPOSIEM CIieayeT 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 KOHTPOMNeM 1 ndyvyaembiMy obpasuamm cnegyert Kak
C NoTeHUManbHO ONacHbIM UHMEKLMOHHBIM MaTepmnanom;

— HEeKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMe KOHLEeHTpauum
BpedHbIX BELLECTB M MOTyT Bbi3BaTb pa3gpa)keHue KOXW U CIU3UCTbIX.
MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] n [SOLN[CONJ| Ha cnunaucTblie unm
KOXy HeobxoguMMO HEMEAJIEHHO MPOMbITb MOpaXeHHOEe MeCcTo GonbLInM
KOnmMyecTBOM BOAbI;

— B criyyae pasbpbl3rBaHus pacTBOPOB, HE COAEPXKAaLLNX KUCMOTY, Hanpuvep
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3MHPUUMPYIOLUM CPeacTBOM,
3aTeM BbITEPETh Aocyxa hmunbTpoBanbHou 6ymaron. B npoTuBHOM criyyae
KMCMOTY CHayana Hy>XHO HenTpanu3oBaTb pacTtBopom 6ukapboHaTa
HaTpws, a 3aTeM BbITEPETb MOBEPXHOCTb, KakK OMMCAHO BbILLE.

5.3. MlHakTUBaUMA 1 yTUnu3aumus oTxonoB

—XnKue oTXoAbl criegyeT UHaKTUBMPOBAaTb, HAaNnpumep, pacTBOPOM NepeKknucu
BOZOPOAA B KOHEYHOW KOHUEHTpaLmn 6% B Te4eHne 3 4acoB Npu KOMHATHOM
TemnepaType WU rmnoxropuToM HaTpusi B KOHEYHOW KOHLUeHTpauun 5%
B TeueHne 30 MUHYT UNKU APYrMMKU paspeLleHHbIMU Ae3UHMDULMPYIOLWNUMY
cpencrTeamu;

— TBepAble 0TX0Abl CrieayeT UHAKTMBMPOBAaTb NyTEM aBTOKNABUPOBaHUS Npu
TemnepaType cTepunusaumm He meHee 132°C;

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

— YTUNM3auni0  WHaKTMBMPOBAHHbIX  OTXOAOB  MPOBOAUTbL  COrMacHo
OencTByoLeMy HaunoHanbHOMY 3aKkoHOA4aTeNbCTBY.

6. XPAHEHUE N TPAHCINMOPTUPOBAHUE

NDA Habop cTabunbHbIN B TEYEHME CPOKA FTOAHOCTU, YKa3aHHOrO 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 Heobxoammo cobupaTb M3 BeHbl B CTEPUIbHY0 Npobupky. MNMpobupka
OOMkHa ObiTb MpoOMapKMpoBaHa C yKasaHMeM WOAEHTUMUKALMOHHBLIX OaHHbIX
nauveHTa u gaTb 3abop obpasua. LlenbHyto KpoBb 0O OTAENEHUS CbIBOPOTKM
MOXHO XpaHuTb [0 24 vyacoB npu Temnepartype 2-8°C, He ponyckas
3aMopakuBaHusl.

CbIBOpPOTKY UM nna3smMy MOXHO XpaHUTb Npu TemnepaType 2-8°C B npegenax
3 cyTok. [lonyckaeTcs 6onee onuTenbHoOe XxpaHeHNe 3aMOPOXKEHHOW CbIBOPOTKU
npu Temnepatype -20°C wnun -70°C. MNepea ncnonb3oBaHMEM 3aMOPOXKEHHbIE
o6pasubl cnegyeT pasMopo3uTb U BblAepaTb NPY KOMHATHOW TeMnepaTtype B
TeyeHme 30 muHyT. Nocne pasmopaxkvmBaHusi obpasupbl criegyeT nepemellaTb
AN JOCTUXKEHUS OA4HOPOAHOCTU. 3beraTtb NOBTOPHON 3aMOPO3KM-OTTauBaHUS
nccrnegyemblx obpasuoB. [lpy MNOMYTHEHUM CbIBOPOTKM (MM Nnasmbl)
0CcBOOOXAATCA OT HEpPacCTBOPUMbIX BKMAYEHU LEeHTpUdYrnpoBaHMeEM Mpu
3000 o6/muH B TeudeHnme 10-15 mumHyT. He cnepyeT uvcnonb3oBaTb obpasubl
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 XMafdareHTbl MOMOXWTb Ha AHO BAOIb
GOKOBbIX CTEH TEPMOKOHTENHEPA 1 NOKPbITh UMW 06pasLibl CbIBOPOTOK.

8. MOAIrOoTOBKA PEATEHTOB

lpumeydaHue: Neped ucnonb308aHUEM 8bl0ep)KuUMme 8ce KOMIoOHeHmMb! 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. NpuroTtoBneHne NpoMbLIBOYHOIO pacTBopa

[Ona npurotoBneHWs nNpoOMbIBOYHOrO pactBopa passeaunte 1:20 (1+19)
OVUCTUNNNPOBAHHON UMW OEeNOHU3MPOBaHHOW BOAOW, 3aTeM MepemellanTe.
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 AN1st aHanu3a (YeTbipe NyHKK
O5s1 KOHTpornst n HeobxoaMmoe KONMMYeCcTBO AN uccnegyembix o6pasLoB),
BCTaBbTE MX B pamky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenbHO
BKJIHOYAMTE B KAXOY NOCTaHOBKY aHanmaa.

9.2.3anonHuTe cxeMy BHeceHus obpasLoB.

9.3.MMpurotoBbTE pacTBOp 4SSt NPOMbIBaHUS COMNMACHO NyHKTY 8.2.
9.4.BHecuTe BO BCe NMyHKM nnaHwweTa no 80 yl [DIL] SAMPLE].
9.5.BHecuTe B nyHkM no 40 pl koHTpornen n nccnegyemMbix 06pasyos:

CONTROL| +| — B nyHKy A1,
CONTROL[-]| — B nyHkn B1, C1, D1,
B OCTasbHble MyHKN — Uccrnegyemble obpasLbl.

Mpv BHECEHUN MPOUCXOAUT U3MEHEHWE LiBETA PacTBOPa C KOPUYHEBOTO Ha CUHUIA.
OCTOpPOXHO NUNEeTUPYIUTE CMECH B NyHKaXx, He Aonyckasi neHoobpasoBaHusl.

9.6.3aknente CTpUMbl KNEWKON NIIEHKOW N UHKYOUpynTe B TedyeHne 60 MUHYT
npw Temnepatype 37°C.

9.7. o okoOHYaHWM MHKYBaLUM akKkypaTHO CHUMUTE KIENKYI0 MAEeHKY N NpOMonTe
NYHKN NATb pa3 C MCMOMb30BaHNEM aBTOMAaTUYECKOro NpoMbiBaTeENs Unu
8-kaHanbHOW NUNeTkM cnegytowmm obpasom:

— yaanuTe COAepPXXMMOe NYHOK B KOHTENHEP ANs XUOKUX OTXOAOB;

— HanosiH1Te NyHKU cTpunos He meHee veMm no 300 pl pacTtBopom Ans
NPOMBbIBKMW, OCTaBbTe He MeHee 30 CeKyHA,;

— acnupupymnTte pacTBop u3 nyHok. OcTaToyHbIi 06bem pacTBopa nocre

KaXkJoro atana acnmpauumn JOSMKHO cocTaBnATb He 6onee 5 pl;

— NOBTOpPUTE Npoueaypy NPOMbIBKY eLLle YeTbipe pasa;

— nocne nocnegHen acnupauny n3basbTechb OT NULWLHEN BNaru, NocTykneBas
nnaHweToM no unsTpoBanbHOW 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 okoOH4YaHWM MHKYBaLUKM akKypaTHO CHUMMUTE KIEMKYI0 MAEHKY U MPOMONTe
NYHKM NSATb pas, Kak onMcaHo B NyHKTe 9.7.

9.10. BHecuTte B nyHkn no 100 pl [SOLN[TMB], HE KacasCb 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 nieHKy Ha JaHHOM 3Tane.

9.12.BHecute B nyHkm cTtpunos no 100 pl ONsi OCTaHOBKM
depmMeHTaTUBHON peakumn, cobniogasa Ty Xe nocrnefoBaTenbHOCTb, YTO
M Npu BHeceHun [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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nsMepeHusi ybeamTecb B YNCTOTE HAPYXKHON MOBEPXHOCTM OHA NYHOK U
OTCYTCTBUU Ny3bIPbKOB.

Yyem pe3ynbmamoe aHasiuza MOXHO npo8odumb 8 0OHOBO/IHOBOM PEXUME
rpu OnuHe 8osHbl 450 nm, 8 amom criydae ocmasebme fyHKY Ofsl yCmaHO8KU
b6naHka (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 koHTpons (NC) 1 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
TpeboBaHUAM:

onz1,5
Orn<0,100

_ _ rae Ncn — Ofll
NTROL
ICONTROLI-] Nc x 0,5 < Nen < Ne x 2,0 kaxxaoro nostopa Nc

Ecnu ogHo n3 3HayveHunn Ol HeraTMBHOro KOHTPOIA BbIXOOWUT 3a npeaernbl
YKa3aHHOro Bbllle WHTepBana, ero 0T6paCbIBaIOT 1N pacCcyYUTbIBaAKOT Nc no
ocTanbHbIM 3Ha4YeHuaM Ol HeraTuBHOro KOHTpOsA. Ecnun6onee ogHoro 3HadeHus
OI1 HeraTmMBHOIrO KOHTPOJ1A HE COOTBETCTBYET YKa3aHHbIM Tpe6OBaHI/IﬂM, TO TECT
CYHNTAEeTCA HEKOPPEKTHbLIM U Tpe6yeT NMOBTOPHOIO BbINOJIHEHUA.

10.3. UHTepnpeTauunsa pe3ynbTaTtoB

oD,,,... 2 CO MONOXWUTENbHbIN* ,TAe OD__ . -
oD <CO OTPULIATENbHbIN O obpasua

sample

* [epBOHa4YanbHO MOMOXUTENbHbIE 06pasubl AOJKHbI ObliTb MCCNeLOoBaHbI
NOBTOPHO B ABYX nyHkax Habopa VDA «EQUI anti-HCV». NMocne noBTOpPHOro
TECTUPOBaHUSA MOMNOXUTENbHLIMU CcYMTaOTCA 06pasubl, onTUYeckas NNOTHOCTb
KOTOpbIX XOTS 6bl B OOQHOM M3 MOBTOPOB MpEBbILAET NpedenbHOe 3HavyeHue.
CornacHo pekomeHpgauuam BOS3, ans pguarHoctukm renatuta C obpasubl,
WHTEpPNpeTUPOBaHHbIE KaK MONOXMWTErbHbIE, AOMKHbI OblTb AOMOMHUTENBHO
npoBepeHbl Ha Hanuune 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
Pepakuusa 7 ot 11.10.2021r. 10/16



anti-HCV». Ecnu npn noBTOPHOM TECTMPOBaAHUMU ODsample CHOBa HaxoguTcs B
npegenax +10% OT rpaHWYHOrO 3Ha4YeHus crnegyeT npoBecTn oTbop n aHanus
HoBOro obpasua.

11. XAPAKTEPUCTUKU TECTA
11.1. AHanUTUYECKMe XapaKTepPUCTUKHN

MpeunsanoHHoOCTb
lNosmopsiemocmb pe3ynbmamos 8 pamkax 00HOU nocmaHosku aHanusa (Intra
assay repeatability)

KoadppmumenT Bapuaumm (CV) ana ABYX CbIBOPOTOK C Pa3HbiM YPOBHEM
cneunduyecknx aHTUTen oueHmBanu B 32 noBTopax Ha oaHoun cepun VOA-
Habopos.

Ne cbiBOpOTKM on, CV, %
973/300 1,422 6,9
704/500 1,845 5,0

Bocnipouszsodumocmsb pe3yribmamoes Mex0y pa3HbIMU MOCMaHo8KaMu aHausa
(Inter assay reproducibility)

KoadppmumenT Bapuaumm (CV) ana ABYX CbIBOPOTOK C pPa3HbiM YPOBHEM
cneunduyecknx aHTUTen oueHuBanu B TedyeHWe 4 gHel B 4 nOCTaHOBKax
aHanusa, no 8 NOBTOPOB B KaXX4OM aHanuse.

Ne cbiBOpOTKMU OI'ICp CV, %
973/300 1,500 8,6
704/500 1,912 8,5

AHanutun4yeckas cneyupnIHOCTb

Ha pesynbrat aHanusa He BnMsSIET NMpuUCyTCTBME B obpasue GunupybuHa B
KoHueHTpauum 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. iInarHocTMYEeCKME XapaKTepUCTUKN

[nsa onpegeneHns KNMMHNYECKON YYBCTBUTENBHOCTU 1 cneumduyHocTn NOA-
Habopos «EQUI anti-HCV» ncnones3osanu 67 06pasLoB CbIBOPOTOK OT NaLMEHTOB
¢ anarHosom BI'C 1 300 o6pasuoB CbIBOPOTOK KITMHUYECKN 300POBbLIX JOHOPOB.
Kpome Toro, 66111 ncnonb3oBaHbl KOMMepYeckMe naHeny oxapakTepmnsoBaHHbIX
obpasuyoB npoussoacTeBa SeraCare Life Sciences Inc., a Takxe cTtaHgapTHas
naHens «CtaHgapt AT(+/-)BIC-MBA» npoussoactea OO0 «MepgbuoanbsiHey.
KnunHnyeckasa yysctButensHocte NPA-Habopos «EQUI anti-HCV» coctasuna
100%, knuHu4eckasa cneununyHocTb — 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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MonoxutenbHasa nporHocTuyeckas ueHHocTb (PPV) NMdA-Habopa «EQUI
anti-HCV» coctaBnset 99,1%, oTpuuaTenbHas NporHocTnyeckas LEeHHOCTb
(NPV) = 100%.

12. OrPAHUYEHUE AHATIN3A

VHTepnpeTauuns pe3ynbTaToB LOMKHA NPOBOAUTHCHA C YHETOM KITMHUYECKUX
NPosIBNEHMA W AaHHbIX KOMMnekca nabopaTopHbIX uccnegoBaHuin. [Ons
OVNAarHoCTUKM OCTPOro, XPOHWYECKOro UMM nepeHeceHHoro renatuta C,
OLEHKMN 3(pHEKTUBHOCTU TEpannn peKOMeHAyeTCs AOMNONHUTENbHO NPOBECTHU
nccnegoBaHue obpasua Ha Hannune PHK BI'C, aHTuUTen k oTaenbHbIM 6enkam
BI'C v antn-BI'C IgM aHtuten (Hanpumep, B UPA-Habopax «EQUI anti-HCV
Different» n «EQUI HCV IgM», COOTBETCTBEHHO), 1 OLIEHUTb BUOXUMMYECKUNE
nokasaTersiM CbIBOPOTKM KPOBMW.

CoBpeMeHHble MeToabl BbigBNeHUst aHTuTen k BI'C He moryT obecneunTb
BbISIBNIEHNS BCEX MHAPULMPOBAHHbBIX NAaLMEHTOB. HeratMBHbIM pesynbrart He
ncknyaeT MHdULUMpoBaHme BMpycom renatuta C nayneHTa, ocOOEHHO ecnm
OH MPOXOAUT UMMYHOCYMNPECCUBHOE fevyeHrne nnu nHpuumposaHHbeii BUY, a
TakXXe Ha paHHUX cTagusiX renaTtMTHON MHAEKLMN.

JToborinametonosIPAMOXKET 4ONYCTUTH FIOXKHOMOMOXUTENBHYO peakLmio.
Ona  WCKIYEHNsT NOXHOMOMOXUTENbHBIX pe3ynbTaTtoB  pekoMeHAyeTcs
npoeecTn BepudurkaLmoHHoe 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 rniaHwema Moem 603HUKHYMb U3-3a:
— 3arpsA3HEeHHOro NpoMbiBaTenNs;
— HM3KOro KayecTBa UNnu 3arpsa3HeHus Boabl;
— MCNOMb30BaHWs NIOX0 NOMbITON NOCYAbI;
— MCNOMb30BaHUs Ae3NHMULMPYIOLWLNX CPEACTB, coaepXaLlmx Xnop;
— UCNOMb30BaHuUs 3arpsi3HEHHbIX HAKOHEYHUKOB;
— YBENUYEHUS BPEMEHU WHKYDauun nnn M3MeHeHust TemnepaTypHOro
pexuma.
Bbicokuli poH 8 omOesibHbIXx psidax Moxxem 6bIMb c8si3aH C:
— MNOBTOPHbLIM BHeCeHueM pacTtsopa TME;
— 3arpsA3HeHneM KoHyca aBTOMaTU4eCKON NMMNETKN pacTBOPOM KOHbIOraTa;
— 3arps3HeHneM OHOro 13 KaHarnoB NPOMbIBaTENS.
lMonyyeHHoe 3HadyeHue OIfl nOsI0KUMENILHO20 KOHMPOJISA 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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UHmeHcusHocmb OKpawueaHuUsi JIYHOK He coomeemcmsayem
noJsiy4eHHouU onmuyYyeckol niiomHocmu. 3T0 MOXET CBUOETENbCTBOBATb O
CMeLlleHHOM ONTU4YeCKOM Jy4ye.
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MeauuuHckoe nsgenue ans AUarHocTUKK in vitro

Homep no kaTtanory

[JaTa nsrotoBneHus
Wcnonb3oBaTth A0

Kog naptum

TemnepaTypHOe orpaHu4yeHmne

Copepxut goctatovHo Ans (n-) UCnbiTaHUN

MpenoctepexeHne, 03HAKOMUTLCS C CONMPOBOAMNTENbHbLIMY
AOKYMeHTamu

O3HaKoMIeHne C MHCTPYKLME MO NPUMEHEHNIO

Bepeyb OT NPAMbIX COMHEYHbIX NyYen
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3HaK COOTBETCTBUSI TEXHUYECKUM pernaMmeHTam
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CXEMA NMPOBEOEHNA AHAJIU3A

Bbigepxxatb peareHTbl 30 min npu Temnepartype 18-25 °C

B nyHkun nnaHweTa BHecTu no 80 ul [DIL[SAMPLE

(KOpWYHEBbIW LIBET)

BHecTtun no 40 pl koHTponen n nccrnegyembix 06pasLOoB B MyHKK:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],
E1 n B ocTanbHble NyHKM - uccnegyemMble obpasubl
(nponcxogouT N3MEHEHUe LiBeTa C KOPUYHEBOIO Ha CUHMI)

3akneunTb CTpuUnbl 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, MHKYO6MpoBaTb 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 ctpunos BHecTy no 100 pl [SOLN

MHkybunpoBaTb B TedeHne 30 min B TeMHOTe npu TemnepaTtype 18-25°C

B nyHku ctpunos BHecTn no 100 pl [SOLN[STOP

(nponcxoauT M3MeHeHue LiBeTa € ronyboro Ha XenThbIi)

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

oD, .2 CO MONOXUTENbHBI
oD, . <CO OTPULIATESIbHbI

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



| WL 257 2 A 0 R TR 4
e ® Zhejiang Orient Gene Biotech Co.,LTD

STATEMENT

We, Zhejiang Orient Gene Biotech Co., Ltd , having a registered office at 3787#, East Yangguang
Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China assign SRL. SANMEDICO having a
registered office at A. Corobceanu street 7A, apt. 9, Chisiniu 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 Managez,

Date:2023/2/21

Mihk: WRTLAE WM T %275 BB e AE R B 3787 &
Add: 3787#, East Yangguang Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China
LT Tel:+86-572-5226111 {4 Fax: +86-572-5226222 % P.C.:313300



=
<
()
™
-
SS|
L]
(&)
\ 4
(=
(=]
<<
(&)
™
o
==
Ll
(&)
4
—
<
x
=
©
>
o
o
LI
()
¢
I
!

IELE
aaE s

ZERTIFIKAT o CERTIFICATE o

( 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:

EN SO 13485

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@IL\/

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

un 7 ®
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

=)

Product Service

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

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

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

See Scope of Certificate

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

** *** Benannt durch/Designated b

~<

Zentralstelle der Lander

i!Lé * fir Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko *4‘.7* ZLG-BS-245.10.07

EC Certificate

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

www.zlg.de

Product Service

No. V7 092378 0009 Rev. 00

Manufacturer: Healgen Scientific Limited

Liability Company
3818 Fuqua Street
Houston TX 77047

USA

Product: Screening test for Hepatitis C marker

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

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

Date, 2022-04-22 c
'@“‘\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
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ZERTIFIKAT & CERTIFICATE o

** *j’\(* Benannt durch/Designated by

Zentralstelle der Lander

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

Ko *** ZLG-BS-245.10.07

EC Certificate

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

www.zlg.de

=)

Product Service

No. V7 092378 0009 Rev. 00

Model(s): HCV Hepatitis C Virus Rapid Test

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

Parameters: Model Name: Model No.:

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

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

Page 2 of 2
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CE-DOC-0G039
c € Version 1.0

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)

H. pylori Ag Rapid Test Strip (Feces) GCHP-601a
H. pylori Ag Rapid Test Cassette (Feces) GCHP-602a
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 2
’J. g o

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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CE-DOC-0OGO070
c € Version 1.0

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 Cassette (Feces) GEFOB-602c
Fecal Occult Blood Rapid Test Strip (Feces) GEFOB-601c
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: March 1, 2018 :
. Ny

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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Houston, TX 77047, USA & %g,
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Tel: 42723 733 8088 feHEALGEN
Fax: +1713 733 8848 \ -

Web: www.Healgen.com S
E-mail: sales@healgen.com CE-DOC-H003

Ver.1.7

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

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

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

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

EDMA Code: 15 70 02 02

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

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

Notified Body: TUV SUD Product Service GmbH

Notified Body Address: Munich Branch Ridlerstral3e 65 80339 Miinchen Germany

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

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

It bears the mark

CE 0123

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

We hereby explicitly appoint

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

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

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

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

Signature; J 7
Name of authorized signatory: Joyce Pang

Position held in the company: Vice-President
Date: 2022.4.22
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HBsAg Rapid Test Cassette
(Whole Blood/Serum/Plasma)

INTENDED USE

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

INTRODUCTION

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

PRINCIPLE

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

PRODUCT CONTENTS

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

MATERIALS SUPPLIED

1. Test Cassette
2. Desiccant

3. Pipette Dropper
4. Buffer

5. Package Insert

MATERIAL REQUIRED BUT NOT PROVIDED

1.Specimen collection containers

2.Lancets (for fingerstick whole blood only)

3.Centrifuge (for plasma only)

4.Timer

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

STORAGE AND STABILITY

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

WARNINGS AND PRECAUTIONS

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

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

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

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

5.Handle all specimens as if they contain infectious agents.Observe established precautions against
microbiological hazards throughout testing and follow the standard procedures for proper disposal of specimens.
6.Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are
assayed.

7.Humidity and temperature can adversely affect results .

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

SPECIMEN COLLECTION

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

2.To collect Fingerstick Whole Blood specimens:
°Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
°Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip of the middle
or ring finger.
o Puncture the skin with a new sterile lancet for each person. Wipe away the first sign of blood.
° Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture site.
o Add the Fingerstick Whole Blood specimen to the test device by using a capillary tube:

- Touch the end of the capillary tube to the blood until filled to approximately 50 L. Avoid air bubbles.

- Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the whole blood into the
specimen well (S) of the test device.
° Add the Fingerstick Whole Blood specimen to the test device by using hanging drops:

- Position the patient’s finger so that the drop of blood is just above the specimen well (S) of the test device.

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

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

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

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

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

TEST PROCEDURE

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

1.Remove the test device 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 device on a clean and level surface.

For Serum or Plasma Specimens: Hold the dropper vertically and transfer 2-3 drops of serum or plasma
(approximately 60-90 pL) to the specimen well (S) of the test device. See illustration below.

For Venipuncture Whole Blood Specimens: Hold the dropper vertically and transfer 2 drops of venipuncture
whole blood (approximately 50uL) to the specimen well (S) of the test device, then add 1 drop of buffer
(approximately 40 pL) and start the timer. See illustration below.

For Fingerstick Whole Blood Specimens: Allow 2 hanging drops of fingerstick whole blood (approximately 50 p
L) to fall into the center of the specimen well (S) on the test device, then add 1 drop of buffer (approximately 40 p
L) and start the timer. See illustration below.

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

(Please refer to the illustration above)

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

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

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

QUALITY CONTROL

A procedural control is included in the test. A red line appearing in the control region (C) is the internal procedural
control. It confirms sufficient specimen volume and correct procedural technique.

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

LIMITATIONS

1.Though the HBsAg Rapid Test Cassette is a reliable screening assay, it should not be used as a sole criterion
for diagnosis of HBV infection.

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

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

4. A negative result can occur if the quantity of HBsAg present in the specimen is below the detection limits of the
assay (lower than1 ng/mL), or the HBsAg that are detected are not present during the stage of disease in which a
sample is collected.

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

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

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

PERFORMANCE CHARACTERISTICS

Sensitivity:

The HBsAg Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested with a sensitivity panel ranging from
0 to 300 ng/mL. All 10 HBsAg subtypes produced positive results on the HBsAg Rapid Test Cassette (Whole
Blood/Serum/Plasma). The test can detect 5ng/mL of HBsAg in 10 minutes, and 1 ng/mL of HBsAg in 15 minutes.
Specificity:

Antibodies used for the HBsAg Rapid Test Cassette (Whole Blood/Serum/Plasma) were developed against whole
Hepatitis B antigen isolated from Hepatitis B virus. Specificity of the HBsAg Rapid Test Cassette (Whole
Blood/Serum/Plasma) was also tested with laboratory strains of Hepatitis A and Hepatitis C. They all yielded
negative results.

HBsAg Rapid Test Cassette vs. EIA test

Meth EIA
ethod Total Results
Results Positive Negative
HBsAg Rapid
Toot Choonttal  Positive 345 5 350
Negative 2 980 982
Total Results 347 985 1332

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

REFERRENCE

1. Blumberg, B. S. The Discovery of Australian Antigen and its relation to viral hepatitis. Vitro. 1971; 7: 223
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HCV Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma)

INTENDED USE

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

INTRODUCTION

Hepatitis C Virus (HCV) is a small, enveloped, positive-sense, single-stranded RNA Virus. Antibody to HCV is found
in over 80% of patients with well-documented non-A, non-B hepatitis. Conventional methods fail to isolate the virus
in cell culture or visualize it by electron microscope. Cloning the viral genome has made it possible to develop
serologic assays that use recombinant antigens (2. Compared to the first generation HCV EIAs using single
recombinant antigen, multiple antigens using recombinant protein and/or synthetic peptides have been added in
new serologic tests to avoid nonspecific cross-reactivity and to increase the sensitivity of the HCV antibody tests ¢
4).

HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test to qualitatively detect the presence of
antibody to HCV in a whole blood, serum or plasma specimen. The test utilizes a combination of recombinant
antigen to selectively detect elveated levels of HCV antibodies in whole blood, serum or plasma.

PRINCIPLE

The HCV Ab Rapid Test Cassette is a lateral flow chromatographic immunoassay based on the principle of the
double antigen—sandwich technique. The test cassette consists of: 1) a burgundy colored conjugate pad containing
HCV antigens conjugated with colloidal gold (HCV Ag conjugates) and rabbit 1gG-gold conjugates, 2) a
nitrocellulose membrane strip containing a test band (T band) and a control band (C band). The T band is
pre-coated with non-conjugated HCV antigens, and the C band is pre-coated with goat anti-rabbit IgG. When an
adequate volume of test specimen is dispensed into the sample well of the cassette, the specimen migrates by
capillary action across the cassette. The antibodies: either the I1gG, the IgM, or the IgA, to HCV if present in the
specimen will bind to the HCV Ag conjugates. The immunocomplex is then captured on the membrane by the
pre-coated HCV antigens, forming a burgundy colored T band, indicating a HCV Ab positive test result. Absence of
the T band suggests a negative result. The test contains an internal control (C band) which should exhibit a
burgundy colored band of the immunocomplex of goat anti-rabbit IgG/rabbit IgG-gold conjugate regardless the
presence of any antibodies to HCV. Otherwise, the test result is invalid and the specimen must be retested with
another device.

PRODUCT CONTENTS

HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) containing HCV antigen coated particles and HCV
antigen coated on the membrane.

MATERIALS SUPPLIED

1. Test Strip 2. Pipette Dropper 3.Desiccant 4.Buffer 5.Package Insert

MATERIAL REQUIRED BUT NOT PROVIDED

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

STORAGE AND STABILITY

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

WARNINGS AND PRECAUTIONS

1.For professional In Vitro diagnostic use only. Do not use after expiration date.
2.Warning: the reagents in this kit contain sodium azide which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of such reagents, always flush with large volumes of water to

prevent azide build-up.

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

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

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

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

7. Humidity and temperature can adversely affect results .

SPECIMEN COLLECTION

1.The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole blood (from
venipuncture or fingerstick), serum or plasma.
2.To collect Fingerstick Whole Blood specimens:

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

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

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

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

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

- Touch the end of the capillary tube to the blood until filled to approximately 50 pL. Avoid air bubbles.

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

- Add the Fingerstick Whole Blood specimen to the test device by using hanging drops:

- Position the patient’s finger so that the drop of blood is just above the specimen well (S) of the test device.

- Allow 2 hanging drops of fingerstick whole blood to fall into the center of specimen well (S) on the test device or,
move the patient’s finger so that the hanging drop touches the center of the specimen well (S). Avoid touching the
finger directly to the specimen well (S).
3.Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear, non-hemolyzed
specimens.
4.Testing should be performed immediately after specimen collection. Do not leave the specimens at room
temperature for prolonged periods. Serum and plasma specimens may be stored at 2-8°C for up to 3 days. For long
term storage, specimens should be kept below -20°C. Whole blood collected by venipuncture should be stored at
2-8°C if the test is to be run within 2 days of collection. Do not freeze whole blood specimens. Whole blood collected
by fingerstick should be tested immediately.
5.Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed and mixed
well prior to testing. Specimens should not be frozen and thawed repeatedly.
6.If specimens are to be shipped, they should be packed in compliance with local regulations covering the
transportation of etiologic agents.

TEST PROCEDURE

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

1.Remove the test device 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 device on a clean and level surface.

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

For Venipuncture Whole Blood Specimens: Hold the dropper vertically and transfer 2 drops of venipuncture
whole blood (approximately 50uL) to the specimen well (S) of the test device, then add 1 drop of buffer
(approximately 40 L) and start the timer. See illustration below.

For Fingerstick Whole Blood Specimens: Allow 2 hanging drops of fingerstick whole blood (approximately 50 p
L) to fall into the center of the specimen well (S) on the test device, then add 1 drop of buffer (approximately 40 p
L) and start the timer. See illustration below.
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3. Wait for the red line(s) to appear. The result should be read in 15 minutes. Do not interpret the result after 15
minutes.
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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. 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 region (C) is the internal procedural
control. It confirms sufficient specimen volume and correct procedural technique. Control standards are not supplied
with this test. However, it is recommended that positive and negative controls are sourced from a local competent
authority and tested as a good laboratory practice, to confirm the test procedure and verify the test performance.

LIMITATIONS

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

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

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

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

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

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

PERFORMANCE CHARACTERISTICS

Sensitivity: HCV Ab Rapid Test Cassette (Whole Blood/ Serum/Plasma) has passed a seroconversion panel and
compared with leading commercial HCV EIA test using clinical specimens.

Specificity: The recombinant antigens used for HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) are
encoded by genes for both structural (nucleocapsid) and non-structural proteins. HCV Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma) is highly specific for antibodies to Hepatitis C Virus compared with a leading

commercial HCV EIA test.
The HCV Ab Rapid Test Cassette vs EIA test

Method EIA Total
Resul
Results Positive Negative esults
HCV Ab .
RapidTest | Positive 105 19 124
Negative 2 1760 1762
Total Results 107 1779 1886

Relative sensitivity: 98.1%
Relative specificity: 98.9%
Accuracy: 98.9%

REFERRENCE

1. Choo, Q.L., G.Kuo,A.J. Weiner, L.R. Overby,D.W. Bradley, andM. Houghton. Isolation of a cDNA clone derived
from a blood-borne non-A, non-B viral hepatitis genome Science 189;244:359

2. Kuo, G., Q.L. Choo, H.J. Alter, and M. Houghton. An assay for circulating antibodies to a major etiolog Virus of
human non-A, non-B hepatitis. Science 1989; 244:362.

3. Van der Poel, C.L., H.T.M. Cuypers, H.W. Reesink, and P.N. Lelie .Confirmation of hepatitis C Virus infection by
new four- antigen recombinant immunoblot assay. Lancet 1991;337:317
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H. pylori Ag Rapid Test Cassette (Feces) ce€

INTENDED USE

H. pylori Ag Rapid Test Cassette (Feces) is a sandwich lateral flow chromatographic immunoassay for the qualitative
detection of H.Pylori antigen in feces.lt is for professional in vitro diagnostic use only.

INTRODUCTION

H.Pylori is associated with a variety of gastrointestinal diseases included non-ulcer dyspepsia, duodenal and gastric
ulcer and active, chronic gastritis."? The prevalence of H.pylori infection could exceed 90% in patients with signs and
symptoms of gastrointestinal diseases. Recent studies indicate an association of H. Pylori infection with stomach
cancer.®H. Pylori colonizing in the gastrointestinal system elicits specific antibody responses**¢ which aids in the
diagnosis of H. Pylori infection and in monitoring the prognosis of the treatment of H. Pylori related diseases.
Antibiotics in combination with bismuth compounds have been shown to be effective in treating active H. Pylori
infection. Successful eradication of H. pylori is associated with clinical improvement in patients with gastrointestinal
diseases providing a further evidence.”

PRINCIPLE

H. pylori Ag Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle of
the double antibody—sandwich technique. The test cassette consists of: 1) a burgundy colored conjugate pad
containing H. Pylori antibodies conjugated with color particles (H. Pylori conjugates. 2) a nitrocellulose membrane
strip containing a test band (T band) and a control band (C band). The T band is pre-coated with non-conjugated H.
Pylori antibodies.

When an adequate volume of test specimen is dispensed into the sample well of the cassette, the specimen
migrates by capillary action across the cassette. The antigen of H. Pylori if present in the specimen will bind to the
H. Pylori antibodies conjugates. The immunocomplex is then captured on the membrane by the pre-coated H. Pylori
antibodies, forming a burgundy colored T band, indicating a H. Pylori antigen positive test 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. Otherwise, the test result is invalid and the
specimen must be retested with another device.

PRODUCT CONTENTS

H. pylori Ag Rapid Test Cassette (Feces) containing anti- H.pylori antibodies particles and anti-H.pylori antibodies
coated on the membrane.

MATERIALS SUPPLIED

20 Sealed pouches each containing a test cassette and a desiccant
20 Specimen collection tubes with extraction buffer, 2.0 mL
1 Package insert

MATERIAL REQUIRED BUT NOT PROVIDED

1. Clock or timer
2. Specimen collection containers.

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.

WARNINGS AND PRECAUTIONS

1. For professional in vitro diagnostic use only.

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

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

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

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

6. Humidity and temperature can adversely affect results

SPECIMEN COLLECTION

Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen collection container to obtain maximum
antigens (if present). Best results will be obtained if the assay is performed within 6 hours after collection. Specimen
collected may be stored for 3 days at 2-8°C if not tested within 6 hours. For long term storage, specimens should be
kept below -20°C.

To process fecal specimens:

° For Solid Specimens:

Unscrew the cap of the specimen collection tube, then randomly stab the specimen collection applicator into the
fecal specimen in at least 3 different sites to collect approximately 50 mg of feces (equivalent to 1/4 of a pea). Do
not scoop the fecal specimen.

e For Liquid Specimens:

Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops (approximately 80 pL) into the
specimen collection tube containing the dilution buffer. Screw on and tighten the cap onto the specimen collection
tube, then shake the specimen collection tube vigorously to mix the specimen and the dilution buffer. Leave the tube
alone for 2 minutes.

into the diflution tip here

’;&J Place the applicator 2 minutes < Break the
1 buffer and mix well

< Collect the feces

Leave the tube alone

\ Feces /

TEST PROCEDURE

1. Remove the test device from its foil pouch by tearing along the notch and use it as soon as possible.

2. Specimen collection. See also specimen collection.

3. Holding the sample collection device upright, carefully break off the tip of collection device.

4. Squeeze 2 drops (~80 pL) of the sample solution in the sample well of the cassette, as in the illustration.

5. Read the test results in 10 minutes. It is important that the background is clear before the result is read. Do not
read results after 10 minutes. To avoid confusion, discard the test device after interpreting the result.

INTERPRETATION OF RESULTS

2 Drops of Specimen

NEGATIVE POSITIVE  INVALID




H. pylori Ag Rapid Test Cassette (Feces)

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.

QUALITY CONTROL

A 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 correct procedural
technique.

Control standards are not supplied with this kit; however, it is recommended that positive and negative controls be
tested as a good laboratory practice to confirm the test procedure and to verify proper test performance.

LIMITATIONS

1. The Assay Procedure and the Assay Result Interpretation must be followed closely when testing the presence of
H. Pylori antigen in feces from individual subjects. Failure to follow the procedure may give inaccurate results.

2. H. pylori Ag Rapid Test Cassette (Feces) is limited to the qualitative detection of H. Pylori antigen in feces. The
intensity of the test band does not have linear correlation with the antigen titer in the specimen.

3. A negative result for an individual subject indicates absence of detectable H. Pylori antigen. However, a negative
test result does not preclude the possibility of exposure to or infection with H. Pylori.

4. A negative result can occur if the quantity of the H. Pylori angtigen present in the specimen is below the detection
limits of the assay, or the antigen that are detected are not present during the stage of disease in which a sample is
collected.

5. The results obtained with this test should only be interpreted in conjunction with other diagnostic procedures and
clinical findings.

PERFORMANCE CHARACTERISTICS

A study was performed with 165 patient feces samples including both symptomatic gastrointestinal disorders and
samples from non-symptomatic patients and 100 normal feces samples.Comparison for all subjects with H. pylori
Ag Rapid Test Cassette (Feces) and reference ELISA kit is showed in the following table:

Method EIA
Total Results
Results Positive Negative
H.P
Test Positive 163 0 163
Cassette
Negative 2 100 102
Total Results 165 100 265

Relative sensitivity: 98.8%
Relative specificity: 100%
Accuracy:98.9%
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