_S Polmed.de

Vertretung und Repriisentanz

Certificate

Of Marketing Authorization of Medical Product

Nr. AR/IVMD/Xema/01/2020

Issued on the basis of the Declaration of conformity and registration taking into account Article 10 of Directive 98/79/EC on In Vitro Diagnostic
Medical Devices and Medical Devices Act (MPG) § § 5.25,29,30

Ausgestellt auf Grund der Konformititserklirung und Registrierung unter Beriicksichtigung
der Richtlinie 98/97/EG Artikel 10 iiber In-vitro-Diagnostika und Medizinproduktgesetz (MPG) §§ 5,25,29,30

Manufacturer: xema CO., Ltd-

Hersteller bld.4, 48, The 9th Parkovaya str.
Moscow 105264, RUSSIA,
info@xema.ru; www.xema.ru

Product name; See annex to the Certificate

Produkt Siehe Anhang zum Zertifikat

Product Classification: In Vitro Diagnostic Medical Devices
Produkiklassifizierung In-vitro-Diagnostikum (VD) Medizinprodukte

Category: Common/ Other IVD

Kategorie Sonstige IVD-Produkle

Conformity Module: Module A (EC Declaration of Conformity)
Konformititsmodul (Annex lll, except point6, Directive 98/79/EC)

Modul A (EG-Konformitatserklarung)
(Anhang lll, auBer Nummer'6, Richtlinie 98/79 / EG)

Lead Competent Authority: DIMDI — German Institute of Medical Documentation and Information
Zustiindige Behdrde DIMDI — Deutsches Institut fiir Medizinische Dokumentation und Information
Product Registration Ref. No.: See annex to the Certificate

(Per Article 10, Directive 98/79/EC) Siehe Anhang zum Zertifikat

Produkt Registrationsnummer
(GemiiB Artikel 10 der Richtlinie 98/79 / EG)

Validto:  2022-05-25
Giiltig bis

Date of issue: 2020-01-01
Das Ausstellungsdatum

Represented in the EC by Polmed.de
Steinacker 5, 73773 Aichwald, Germany
email: info @polmed.de .
tel: +49 711 5283D%mlly signed by Monastirschii Viorica
Date: 2022.01.26 15:30:20 EET T

Reason: MoldSign Signature
Location: Moldova

ww.dimdi.de (German Institute for Medical Documentation)

Valid with the Extract from th

Gilt nur mit : Auszug aus der Date de (Deutsche Institut Fiir Medizinische Dokumentation)
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_S Polmed.de

Vertretung und Repriisentanz

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

AR/IVMD/Xema/01/2020

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

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland. in den Mitgliedsstaaten
der Europiischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
1 THYROID PEROXIDASE (INCL. MICROSOMAL) K131 aTPOEIA Cat. Nr K131 DE/CA37/IVD/13/44
ANTIBODIES
2. THYROGLOBULIN AUTOANTIBODIES K132 aTG ElA Cat. Nr K132 DE/CA37/IVD/13/43
3 MPO ANCA K133 aMPO EIA Cat. Nr K133 DE/CA37/IVD/13/42
4, TISSUE TRANSGLUTAMINASE ANTIBODIES K160 Anti-tTG IgG EIA Cat. Nr K160; DE/CA37/IVD/13/41
K161 Anti-tTG IgA EIA Cat. Nr K161
5. GLIADIN ANTIBODIES K180 Gliadin IgG EIA Cat. Nr K180; DE/CA37/IVD/13/40
K181 Gliadin IgA EIA Cat. Nr K181 ;
K182A Deamidated Gliadin IgA EIA,
K182G Deamidated Gliadin IgG EIA
6. IMMUNOGLOBULIN E=TOTAL K200 Total IgE EIA Cat. Nr K200 DE/CA37/IVD/13/39
7. THYROID STIMULATING HORMONE K201 TSH EIA Cat. Nr K201; DE/CA37/IVD/13/38
K201A TSH Plus EIA Cat. Nr K201A
8. LUTEINISING HORMONE K202 LH EIA Cat. Nr K202 DE/CA37/IVD/13/37
9. FOLLICLE STIMULATING HORMONE K203 FSH EIA Cat. Nr K203 DE/CA37/IVD/13/36
10. | HUMAN GROWTH HORMONE K204 GH EIA Cat. Nr K204 DE/CA37/IVD/13/35
11. | HUMAN CHORIONIC GONADOTROPIN TOTAL K205 HCG EIA Cat. Nr K205 DE/CA37/IVD/13/34
12. | PROLACTIN K206 Prolactin EIA Cat. Nr K206 DE/CA37/IVD/13/33
13. | PROGESTERONE K207 Progesterone EIA Cat. Nr K207 ; DE/CA37/IVD/13/32
K207S Salivary Progesterone EIA
14. | ESTRADIOL K208 Estradiol EIA Cat. Nr K208 DE/CA37/IVD/13/31
15. | TESTOSTERONE (WITH DEHYDRO AND FREE K209 Testosterone EIA Cat. Nr K209 ; DE/CA37/IVD/13/30
TESTOSTERONE) K2095 Salivary Testosterone EIA
16. | CORTISOL K210 Cortisol EIA Cat. Nr K210 ; DE/CA37/IVD/13/29
K210S Salivary Cortisol EIA
17. | TRIIODOTHYRONINE K211 T3 EIA Cat. Nr K211 DE/CA37/IVD/13/28
18. | THYROXINE K212 T4 EIA Cat. Nr K212 DE/CA37/IVD/13/27
19. | FREE TRIIODOTHYRONINE K213 Free T3 EIA Cat. Nr K213 DE/CA37/IVD/13/26
20. | FREE THYROXINE K214 Free T4 EIA Cat. Nr K214 DE/CA37/IVD/13/25
21. | DEHYDRO-EPIANDROSTERONE SULPHATE K215 DHEA-S EIA Cat. Nr K215 DE/CA37/IVD/13/24
(INCL. DHEA)
22. | 17 OH PROGESTERONE K217 17-OH-Progesterone EIA DE/CA37/IVD/13/22
Cat. Nr K217
23. | CANCER ANTIGEN 125 K222 CA 125 EIA Cat. Nr K222 DE/CA37/IVDf13/23
24, | CANCER ANTIGEN 19-9 K223 CA 19.9 EIA Cat. Nr K223 DE/CA37/IVD/13/21
25. | CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 DE/CA37/IVD/13/20

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkie sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from th
Gilt nur mit :Auszug aus der

r Medical

C Documentation)
Fiir M

edizinische Dokumentation)
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_S Polmed.de

Vertretung und Repriisentanz

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

AR/IVMD/Xema/01/2020

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

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland. in den Mitgliedsstaaten
der Europdischen Wirtschaftsgemeinschaft (EG) und in den Vertragsstaaten der EG in den Verkehr gebracht werden diirfen.

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
26. | ALPHAFETOPROTEIN K225 AFP EIA Cat. Nr K225 DE/CA37/IVD/13/19
27. | CANCER ANTIGEN 15-3 K226 M12 (CA15.3 ) EIA Cat. Nrk226 DE/CA37/IVD/13/18
28. | OTHER CANCER ANTIGENS K227 MUCI1 M22 EIA Cat. Nr K227; DE/CA37/IVD/13/17
K228 MUCI1 M20 EIA Cat. Nr K228
29. | OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA Cat. Nr K232 DE/CA37/IVD/13/16
30. | R HUMAN CHORIONIC GONADOTROPIN (INCL. K235 Free beta HCG EIA Cat, Nr K235 DE/CA37/IVD/13/15
SUBUNIT)
31. | PREGNANCY ASSOCIATED PLASMA PROTEIN - K238 PAPP-A EIA Cat. Nr K238 DE/CA37/IVD/13/14
A (DOWNS)
32. | OTHER OTHER PLASMA PROTEINS K240 Alveomucin EIA Cat. Nr K240 DE/CA37/IVD/13/13
33. | C-REACTIVE PROTEIN K250 CRP EIA Cat. Nr K250 DE/CA37/IVD/13/12
34, | SEXHORMONE BINDING GLOBULIN K268 SHBG EIA Cat. Nr K268 DE/CA37/IVD/13/11
35. | TROPONIN (T +1) K291 Troponin | EIA Cat. Nr K291 DE/CA37/IVD/13/10
36. | IMMUNOGLOBULIN G K271 Total IgG EIA Cat. Nr K271 DE/CA37/IVD/13/9
37. | IMMUNOGLOBULIN G SUBCLASS REAGENTS K272 IgG2 EIA Cat. NrK272; DE/CA37/IVD/13/8
K274 IgG4 EIA Cat. Nr K274
38. | IMMUNOGLOBULIN A K275 Total IgA EIA Cat. Nr K275 DE/CA37/IVD/13/7
39. | IMMUNOGLOBULIN M K277 Total IgM EIA Cat. Nr K277 DE/CA37/IVD/13/6
KQ13 AutoQon AT immunoassay control set Cat.
Nr KQ13;
40. | RHEUMATOID/AUTOIMMUNE CONTROLS KQi4 AutoQon ANA/ENA immunoassay DE/CA37/IVD/13/5
control set Cat. Nr KQ14;
KQ15 AutoQon ACL immunoassay control set Cat.
Nr KQ15
41, | HORMONE CONTROLS KQ21 HormoQon immunoassay control set Cat. Nr DE/CA37/IVD/13/4
KQ21
42. | TUMOUR MARKER CONTROLS KQ22 OmaQon immunoassay control set Cat. Nr DE/CA37/IVD/13/3
KQ22
43. | cYFRA21-1 K236 CYFRA 21-1EIA DE/CA37/IVD/13/45
44. | CANCER ANTIGEN 72-4 K244 CAT72-4EIA DE/CA37/IVD/13/46
45. | NEONATAL THYROID STIMULATING K201N TSH-Neo EIA DE/CA37/IVvD/13/47
HORMONE
46. | ESTRIOL k218 Free Estriol EIA DE/CA37/IVD/13/48
47. | IMMUNOGLOBULINE - K200S Specific IgE EIA DE/CA37/IVD/13/49
MONOTEST/MONORESULT - MULTI AG
48. | KAPPA AND LAMBDA CHAIN K279K Free kappa Igg light chain EIA, DE/CA37/IVD/13/50
K279L Free lambda Igg light chain EIA
49, | TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 DE/CA37/IVD/13/51
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 DE/CA37/IVD/13/52

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Valid with the Extract from th
Gilt nur mit :Auszug aus der

or Medical
Fiir M
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edizinische Dokumentation)

Page 3 of 4




_S Polmed.de

Vertretung und Repriisentanz

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

AR/IVMD/Xema/01/2020

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

Die folgenden Medizinprodukte in der Bundesrepublik Deutschland. in den Mitgliedsstaaten

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

Nomenclature term Catalog No. Name of device Produktbezeichnung DIMDI
Nomenklaturbezeichnung Katalog-Nr. Registration number
Registriernummer
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 DE/CA37/IVD/13/52
51. | OTHER OTHER TUMOUR MARKERS K239 HE —4 EIA Cat. Nr K239 DE/CA37/IVD/13/53
52. | HSV IgG K104 HSV % IgG EIA (Cat. NrK104) DE/CA37/IVD/13/67
53. | HSV IgM K104M | HSV % IgM EIA (Cat. Nr K104M) DE/CA37/IVD/13/66
54. | MYCOPLASMA ANTIBODY ASSAYS K106 Mycoplasma IgG EIA (Cat. Nr K106) DE/CA37/IVD/13/65
55. | SYPHILIS ANTIBODY ASSAYS TOTAL K111 Treponema pallidum Total Ab EIA DE/CA37/IVD/13/64
(Cat. NrK111)
56. | SYPHILIS ANTIBODY IGG K111G Treponema pallidum 1gG EIA DE/CA37/IVD/13/63
(Cat. Nr K111G)
57. | SYPHILIS ANTIBODY IGM K111M | Treponema pallidum IgM EIA (Cat. Nr DE/CA37/IVD/13/62
K111M)
58. | H.PYLORI ANTIBODY ASSAYS K119 H.pylori IgG EIA (Cat. Nr K119) DE/CA37/IVD/13/61
59. | H. PYLORI ANTIBODY ASSAYS K119M | H.pylori igM EIA (Cat. Nr K119M) DE/CA37/IVD/13/60
60. | ASPERGILLUS K121 Aspergillus IgG EIA (Cat. Nr K121) DE/CA37/IVD/13/59
61. | OTHER OTHER BACTERIOLOGY K126 Ureaplasma IgG EIA DE/CA37/IVD/13/58
IMMUNOASSAY (Cat. Nr K126)
62. | GIARDIA LAMBLIA K171 Giardia lamblia Total Ab EIA DE/CA37/IVD/13/57A1
(Cat. Nr 171)
K171X Giardia lamblialgG/IgM/IgA EIA
(Cat. No. K171X)
63. | OTHER TUMOUR MARKER RAPID TESTS X220V XEMAtestOvaScreen DE/CA37/IVD/13/56
(Cat. Nr X220V)
64. | OTHER TUMOUR MARKER RAPID TESTS X222 XEMAtestCA125 (Cat. Nr X222) DE/CA37/IVD/13/55
65. | OTHER TUMOUR MARKER RAPID TESTS X239 XEMAtestHE4 (Cat. Nr X239) DE/CA37/IVD/13/54
66. | IMMUNOGLOBULINA IgA K276 SECRETORY IgA (slgA) EIA DE/CA37/IVD/13/68
(Cat. No. K276)
67. | ECHINOCOCCUS K175 Cestodes IgG EIA (Cat. No. K175) DE/CA37/IVD/13/72E
68. | DISTOMATOSIS K176 Fasciola IgG EIA (Cat. No. K176) DE/CA37/IVD/13/71E
69. | TESTOSTERONE (WITH DEHYDRO AND FREE K219 Free Testosterone EIA DE/CA37/IVD/13/70E
TESTOSTERONE) (Cat. No. K219)
70. | HUMAN PLACENTAL LACTOGEN HPL K246 Human Placental Lactogen EIA DE/CA37/IVD/13/69E
(Cat. No. K246)
71. | CANCER ANTIGEN 242 K243 CA 242 EIA (Cat. No. K243) DE/CA37/IVD/13/73
72. | INSULIN K267N Insulin EIA (Cat. No. K267N) DE/CA37/IVD/13/77
73. | C-PEPTIDE K267C C-peptide EIA(Cat. No. K267C) DE/CA37/IVD/13/76
74. | OTHER PREGNANCY TESTING HORMONES K245 AMH EIA (Cat. No. K245) DE/CA37/IVD/13/75
75. | SQUAMOUS CELL CARCINOMA ANTIGEN K237 SCC(A) EIA (Cat. No. K237) DE/CA37/IVD/13/74
76. | ASPERGILLUS K021 GalM Ag EIA (Cat. No. K021) DE/CA37/IVD/13/78

The above-mentioned medical products are marked with the CE symbol.
Die oben genannten medizinischen Produkte sind mit dem CE-Zeichen gekennzeichnet.

Represented in the EC by Polmed.de
Steinacker 5, 73773 Aichwald, Germany

email: info @polmed.de
tel: +49 711 52853279

Valid with the Extract from th

Gilt nur mit :Auszug aus der

Date: January 01, 2020

Fiir M
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DNV-GL

MANAGEMENT SYSTEM

CERTIFICATE

Certificate No: Initial certification date:
282710-2019-AQ-MCW-FINAS 14 February 2019

This is to certify that the management system of

XEMA Co, LTD

Valid:
14 February 2019 - 14 February 2022

bldg. 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:
Moscow, 14 February 2019

Oz
CNITIoN ARRANCS

(A)
FINAS

Finnish Accreditation Service
S001 (EN ISO/IEC 17021)

For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

S, Gvoo bide

Serguei Groubine
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200. assurance.dnvgl.com



DNV-GL

Certificate No: 282710-2019-AQ-MCW-FINAS
Place and date: Moscow, 14 February 2019

Appendix to Certificate

XEMA Co, LTD
Locations included in the certification are as follows:

Site Name Site Address Site Scope

XEMA Co, LTD bldg. 48, 9-th Parkovaya str., Design and development,
Moscow, Russian Federation, manufacturing and sales of in vitro tests
105264 for food and feed control, clinical and

veterinary diagnostics and forensic
investigations.

XEMA Co, LTD (Production site) Trubetskaya str., 2B, Balashikha, Design and development,

Moscow region, Russian Federation, | manufacturing and sales of in vitro tests
125000 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 GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:4+358 10 292 4200. assurance.dnvgl.com
Page 1of1



DNV-GL

MANAGEMENT SYSTEM

CERTIFICATE

Certificate No: Initial certification date:
53899-2009-AQ-MCW-FINAS 22 May 2009

This is to certify that the management system of

XEMA CO., LTD.

Valid:
22 January 2019 - 30 April 2021

bldg. 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 13485:2016

This certificate is valid for the following scope:

DESIGN, DEVELOPMENT, MANUFACTURING AND SALES OF KITS FOR IVD

USE.

Place and date:
Moscow, 22 January 2019

Oz
CNITIoN ARRANCY

(A)
FINAS

Finnish Accreditation Service
S001 (EN ISO/IEC 17021)

For the issuing office:

DNV GL - Business Assurance
Trekhprudny per. 9 build. 2, office 406,
Moscow, Russian Federation

S, Gvoo bide

Serguei Groubine
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200. assurance.dnvgl.com



DNV-GL

Certificate No: 53899-2009-AQ-MCW-FINAS
Place and date: Moscow, 22 January 2019

Appendix to Certificate

XEMA CO., LTD.
Locations included in the certification are as follows:

Site Name Site Address Site Scope

XEMA CO., LTD. bldg. 48, 9-th Parkovaya str., DESIGN, DEVELOPMENT,
Moscow, Russian Federation, MANUFACTURING AND SALES OF KITS
105264 FOR IVD USE.

XEMA Co., LTD ( production site) | Trubetskaya str., 2B, Balashikha, DESIGN, DEVELOPMENT,
Moscow region, Russian Federation, | MANUFACTURING AND SALES OF KITS
125000 FOR IVD USE.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:4+358 10 292 4200. assurance.dnvgl.com

Page 1of1



4]

Instruction for use

MHCTPYKLUMA NO NPUMEHEHUIO HABOPA PEATEHTOB
ana UMMYHO®OEPMEHTHOIO ONPEAEJIEHNA
TPOMOHUHA |1 B CbIBOPOTKE (MJ1IA3ME) KPOBU

«TPOMOHUH | - UDA»

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

TROPONIN I -EIA

HOMEP MO KATANIOTY K291
TY Ne 9398-023-18619450-2007

PETMICTPALIMOHHOE YOOCTOBEPEHWE
Ne OCP 2007/00663 ot 9 okTA6ps 2013 roga

AHTtnTena K BUY 1,2, Bupycy renatuta C n HBsAg oTcyTcTByioT
KOHTpOnbHble CbIBOPOTKY, BXOAALLME B COCTaB Habopa, MHaKTVBUPOBaHbI.

W For 96 determinations/Ha 96 onpepenexuit

Ons uH 8BUMPO [NArHOCTUKM

XEMA Co., Ltd.

¥ Sy,
K%,
5%
3
] g
K
O
-

% ISo
HE

105264 Moscow, Russia

Tel./fax: +7(495) 510-57-07
e-mail: redkin@xema-medica.com
internet: www.xema-medica.com

)
5
£

9

%,
J;
~—

Ou,m
e
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&

The 9th Parkovaya str., 48 Authorized Representative in EU:

Polmed.de

Steinacker 20, D-73773
Aichwald, Germany
e-mail: info@polmed.de
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HA3HAYEHUE

MPUHLUWMM PABOTbl HABOPA

AHANTUTUYECKUE XAPAKTEPUCTUKN

COCTAB HABOPA

MEPbI MPEAOCTOPOXXHOCTHU
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K291I

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ansa AMMYHO®EPMEHTHOIO ONPEAEJIEHNA TPOMOHUHA 1
B CbIBOPOTKE (MJIABME) KPOBU «TPOMOHWH I-N®A>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «TPOMOHUH I-NDA» npeaHasHayeH AN KOIMYECTBEHHOrO
onpefeneHns KOHUEeHTpauuuM TponoHuMHa I B CbiBOpOTKe (Mna3mMe) KpPOBM METOAOM
TBEpAoda3HOro MMMyHO(EPMEHTHOIO aHanuns3a.

1.2. KonnuyectBeHHoe onpeaeneHne TpornoHuHa I (THI) no3BonseTr nNpoBOAUTbL
nabopaTtopHyK AMArHOCTUKY OCTporo WHdapkta Muokapaa (OWM), nosTopHOro
MM n UM, passuslerocsd Ha ¢dOHE TAXenoW OpraHM4ecKon naTosiorMm Muokapaa.
THI - 6enok c MonekynspHom macconm 22.5 k[ - BXOAWT B COCTaB TPOMOHWMHOBOIO
KOMMeKca, UrpatwLero BaXHyK pofib B Perynsunmn MbllUeYHbIX COKpAaLLEHUI K1eToK
nomnepeyHo-nosiocaTton Myckynatypbl M Muokapaa. WM3sectHo Tpu wu3odopMbl THI
yenoseka: ABe crneunduyHbl ANA CKeNeTHOW MYCKynaTypbl, U OAHa — ANS MUOKapAa.
Kapanocneundunyeckas nsocbopma THI He 3KCNpeccMpyeTcs HU B KaKUX MHbIX TKaHSX,
KpoMe Mnokapaa. Ee cTpyKTypHble 0TAINYMS NO3BOMSIOT C MOMOLLbIO MMMYHOOMMYECKNX
MeTOAO0B OT/IMYaTb ee OT Apyrux m3odopm THI. THI nosiBnseTcsa B KPOBOTOKE 4yepes
4-6 yacoB nocsfie pasBMTUSA XapakTepHOro 601eBOro NpUCTyna; ero ypoBeHb AOCTUraeT
MaKkCMMyMa B TeyeHue nepBbix 16-20 yacoB. B TeueHne nepBoro AHA nocne uHdapkTa
KnHeTuka BbicBOOOXAEHMS THI M3 HEKpOTMYECKMX TKaHel MuokapAa aHanornvHa
KnHeTuke Bbixoga CKMB, Ha MpOTSXXEHMM nocnefHero AecATUNEeTUS CUMTatoLLerocs
«30/10TbIM» CTaHAApPTOM B gmnarHoctmke OVM. OgHako B TO BpeMs, Kak ypoBeHb CKMB
OCTaeTCs MOBbIWEHHbIM NNLWb B TeYeHue ABYX-TpeX AHeW nocne pa3sButus 6onesoro
npuctyna, THI B KpOBOTOKE Onpefensercsds Ha MNpOTSHXKEHWW OAHOW Hedenu nocne
pasBuUTUSA MepBbIX CMMATOMOB 3abonesaHuns. Mo3ToMy THI MOXET MCMONb30BaTbCA He
TONbKO ANA paHHEWN, HO U Ans OTAANeHHOM AnarHocTtukn OUM, koraa obpasel, CbiIBOPOTKM
Nnoslyd4eH CrnycTs HeCKONbKO [AHel nocne pas3sButus 6onesoro npucrtyna. B stom
oTHoweHun THI cxopaeH ¢ THT - Apyrum npeacraBuTeneM TPOMOHMHOBOrO CeMencTBa
M3 rpynnbl MapkKepoB MopaxXeHwus Muokapaa. Bmecte c Tem, 6bi1o nokasaHo (Adams
et al., Amer. Heart J, 1996; 131:308-12), 4yTOo B OTCYTCTBME KakKuUX-TMHO nposBneHnin
nwemmyeckorn 6onesHn ceppua KoHueHTpaumm THT (paBHO kKak M ypoBHu CKMB)
B KPOBM HeEpeaKo MOBbIWATCA Y 60MbHbIX, HAXOASAWMXCS HA XPOHUYECKOM Auanuse,
a Takxe Yy MNauMeHTOB C XPOHWYECKUMW 3aboneBaHUAMM CKeNeTHOW MyCKynaTypbl.
OTO 06BbSACHSETCSA TeM, 4YTO Yy 60JbHbIX 3TOW rpynnbl Kapauocneunduyeckme ¢opmsbl
THT n CKMB MOryT skcrnpeccMpoBaTbCsl B CKeNETHOM MycKkynaType. B To e Bpems
aKkcnpeccum kapavocneumdundeckon hopmbl THI B CKeNeTHON MycKyaType 1 NoBbILEeHNSA
KOHLIEHTPaLWUKN 3TOro Mapkepa B KpoBu 60/1bHbIX AaHHOW rpynnbl BbIIBEHO He 6bIno.
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2. IPUHUUN PABOTbl HABOPA

OnpepeneHve TpONOHWHa I OCHOBAHO Ha WCMOJIb30BaHMU <«CIHABUY»-BapuaHTa
TBepA0dazHoOro MMMyHodbepMeHTHOro aHanmsa. Ha BHyTpeHHel MOBEepPXHOCTU JIYHOK
nnaHweTa MMMOOWIN30BaHbl MbIWWHbIE MOHOKJIOHA/NbHblE @HTUTENa K TPOMOHWUHY I
yenoseka. B nyHkax nnaHweta, npu gobasneHun nccnegyemoro obpasua, NnpoMcxoant
cBsi3biBaHWe TpomoHuHa I, coaepxallerocs B uccrneayemom obpasue, C aHTUTEnamu
Ha TBepaoW ¢ase. O6pa30BaBLUIMACA KOMMIEKC BbIABASAIOT C MOMOLLbIO KOHbOraTa
MbILWWHbBIX MOHOKJIOHA/IbHbIX aHTUTEN K TpomoHuMHy I 4enoseka C MNepoKcUAasoM
XpeHa. B pe3synbTtate obpasyeTrcsi CBA3aHHbIA C MNACTUKOM «C3IHABUY», COAEPXKALUUN
nepokcmaasy. Bo Bpemsi nHkybaumm c pactBopoM cybcTpaTa TeTpameTunbeH3uanHa
(TMB) nponcxoauT okpaluMBaHWe pacTBOPOB B JIyHKaX. MHTEHCMBHOCTb OKpPacKu NpsiMo
NponopunoHasnbHa KOHLEeHTpaumm TponoHuHa I B uccnegyemom obpasue. KoHueHTpaunio
TponoHuHa I B uccneayembix obpasuax onpeaensoT Nno KanmbpoBOYHOMY rpaduky
3aBMCMMOCTU ONTUYECKOW MOTHOCTU OT COAEPXaHUSA TPormoHWMHa I B KannbpoBOUHbIX
npobax.

3. AHAJTUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneuncUYHOCTD.

Mcrnonb3oBaHME MbIWKHBIX MOHOK/IOHAIbHbIX aHTUTen K TponoHwHy I nossonser
AOCTUYb BbICOKOW CNeunduruyHOCTM aHanmsa

3.2. Bocnpon3BoauMOCTb.

KoaddunumneHT Bapmaumm pesynbTaToB OnpefeneHus cogepxaHus TponoHuHa I
B OAHOM M TOM e obpa3sue CbiIBOPOTKM (MnasMbl) KPOBW C MCMOAb30BaHMeM Habopa
«TPOMNOHWH I-NDA» He npesbiwaeT 8.0%.

3.3. JINHEeHHOCTb.

3aBMCUMOCTb KOHLUEeHTpauum TponoHuHa I B 06pa3suax cbiBOPOTKN (Nn1a3Mbl) KPOBU
npv pasBefeHnN UX CbIBOPOTKOM (NS1a3MON) KPOBK, He codepikallein TponoHuH I, nmeet
JINHENHbIV XapaKTep B AnanasoHe KoHueHTpaumin 0-10 Hr/mn u coctaBnsieTr £10.0 %.

3.4. TOYHOCTb.

[aHHbI  aHaNUTMYeCKM napameTp MpPOBEPSETCA TECTOM Ha <«OTKpblITME» -
COOTBETCTBME M3MEPEHHON KOHLUeHTpauuu TponoHuHa I npeAnncaHHOW, MOy4YeHHOMN
nyTeM CMeLlMnBaHUS paBHbIX O6bEMOB KOHTPOSbHOM CbIBOPOTKM W KannbpoBOYHOWM
npobbl 4 Hr/mMA. MpoueHT «OTKpbITUSA» cocTanseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHuManbHaa [OocTtoBepHO onpegensemas Habopom «TPOMOHUH  I-UOA»
KOHLeHTpaums TponoHuHa I B cbiBOpoTKe (nna3Me) Kposu He npesbiwaeT 0.01 Hr/mn.
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5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 2a (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLEHTPaUUSAX ABASIOTCA HETOKCUYHBIMMU.

PactBop cepHoOW kucnoTbl obnajaeT pasgpaxawmowmm aencteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NonagaHmsa Ha KOXy U Cnn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTble
MOPaXeHHbIN y4acTOK cneayeT NpoMbiTb H0MbLINMM KONMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu pabote c HabopomM cneayet cobniogatb «lMpaBuna yCTPONCTBa, TEXHUKHU
6e3onacHoOCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NMYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNeHuax, oTaenax) caHuUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA cMCTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneayer HageBaTb OAHOPA30Bble PE3VHOBbIE WM Mia-
CTMKOBble MepyaTkn, Tak Kak obpasLbl KpOBWU YenoBeka creayeT paccMaTpuBaTb Kak Mo-
TeHUMaNbHO MHMULMPOBaHHbIN MaTepuan, CnocobHbIN ANNTENbHOE BPpEMS COXPaHATb U ne-
penasatb BMY, BMpyc renatuta wnmn niobon Apyron Bo3byanTenb BUPYCHON MHMEKLUMN.

6. OBOPYAQOBAHUE N MATEPUAIJDI,
HEOBXOAWMBIE NMPUN PABOTE C HABOPOM
- doToMeTp BEPTMKANIbHOIO CKaHMPOBaHWS, MO3BONSIOLNI M3MEPATL ONTUYECKYIO
NIOTHOCTb COAEPXXMMOTrO JIYHOK MaHweTa npu AnvHe BofHbl 450 HM;
- TepMocCTaT, noaaepXxuBarwmin temnepatypy +37 °C £0.1 °C;
—  [03aTopbl CO CMEHHbIMW HaKOHEYHMKaMW, Mno3Bofstowme oTbmpatb 06bEMbI
B AnanasoHe 25-250 Mkn;
- UWIMHAP MepHbI BMecTuMocTbio 1000 mn;
- BOAa AUCTUNIMPOBaHHas;
- nepyaTKu pe3nHOBble UMY NIACTUKOBbIE;
- bymara dwunibTpoBasibHas.

7. NOArOTOBKA PEATEHTOB AJ11 AHAJIU3A

7.1. lMepepa npoBeAeHWeM aHanm3a KOMNoHeHTbl Habopa n nccneayemble o6pasubl
CbIBOPOTKM (NNasMbl) KpPOBM crlieAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MNMpurorosneHue niaaHweTa. BckpbiTb NakeT C NJAHLWETOM U YCTaHOBUTb Ha
pamMKy HeobxoanMMoe KONM4ecTso CTpunoB. OCTaBLUMECS HEUCMNOSIb30BaHHbIMWU CTPUMbI,
4YTO6bI NPefoTBPaTUTL BO3AENCTBME Ha HWMX BNarun, TWaTeNbHO 3aKnenTb bymaron ans
3aKfeMBaHMs MaaHweTa M XpaHuTb npu Temnepatype +2...+8 °C B TeueHue BCero
cpoka rogHoctn Habopa.

7.3. NMpurotoBsieHne OTMbIBOYHOro pacrtBopa. Coaepxumoe ¢nakoHa C
KOHLEHTPAaTOM OTMbIBOYHOro pacteopa (22 MA), MNepeHecTM B MEpHbIA LUUANHAP
BMecTuMocTbto 1000 mn, pobasutb 550 mMA AMCTUANMpPOBaAHHOWM BOAbl M TLWATENbHO
nepeMeluaTtb. B cnyyae gpobHoro ncnonb3osaHua Habopa cnenyet otobpaTtb Heob6xoanmoe
KOJINYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa M pa3BecTy ANCTUINIMPOBAHHON BOAOW
B 26 pa3 (1 M1 KOHUeHTpaTa OTMbIBOYHOIO pacTeBopa + 25 M ANCTUANMPOBAHHON BOAbI).

7.4. NMoaroTtoBka KasM6poOBOYHbIX Npo6. [lpurotoBbTe KanMHGPOBOYHbIE
npobbl M KOHTPO/IbHYIO CbIBOPOTKY: AobaBbTe 1 MA 6MANCTUNNMPOBAHHOW BOAbl B
KaXablh (nakoH M TwaTenbHO nepeMewanTe. Xuakuve kanubpaTopbl AOKHbI 6bITh
MCMoNb30BaHbl B TeyeHWe 1 yaca; ANd NOBTOPHOIO MUCMONb30BaHUSA UX PEKOMEHAYeTCs
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3aMOpo3uTb B aJIMKBOTax Npu Temnepatype Hmxe -15 °C. BHMAHUE: ponyckaeTtcs He
6onee 1 unkna 3amopaxmBaHus-oTTansaHmsa!

8. YC/NOBUSA XPAHEHNSA N SKCIMJTYATALUN HABOPA

8.1. Habop peareHtoB <«TPOMOHWH I-U®A» pomxkeH XpaHUTbCS B YyMaKoBKe
npeanpuaTUA-u3roToBuTens npu Ttemnepatype +2...+8 °C B TeuyeHue BCero Cpoka
roAHOCTW, YKa3aHHOro Ha ynakoeke Hab6opa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype ao +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

[AonyckaeTca ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannbpoBOUHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTaX.

8.2. Habop paccuuTtaH Ha npoBeAeHue aHanusa B Aybnukatax 42 uccnenyembix
o6pa3uoB, 5 kanmMbpoBOYHbIX Npob6 M 1 nNpobbl KOHTPONBLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBlUMECS HeuCrnosib30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATEeNbHO 3aK/enTb

6ymaror Ans 3aknevBaHusA NiaHLWweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaT, CTon-peareHT nocne BCKPpbITUA (h1akoHOB cnefyeTt Xpa-
HUTb Npu TemnepaTtype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa;

- nmodunmsnpoBaHHble KaanbpoBoYHbIe NPO6bl U KOHTPOJSIbHYO CbIBOPOTKY Cre-
AYyeT XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeyeHMe BCero Cpoka rogHoCTu
Habopa;

- OCTaBLUMIACA HEWUCMOJIb30BAHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayet
XpaHuUTb Npu TemnepaType +2...+8 °C B TeueHne BCcero cpoka rogHoctu Habopa.
MpUroTOBNEHHBIN OTMbIBOYHbIA pacTBOp CreAyeT XpaHWUTb MpuU KOMHAaTHOM
TemnepaTtype (+18..+25 °C) He 6onee 15 cyTok uAM npu TemnepaTtype
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoONb30BaHMS peareHTa HeMeA/IeHHO 3aKpbiBalTe KpbILWKY

¢nakoHa. 3akpblBaliTe Kaxabli hf1akoH CBOEN KPbILLIKON.

8.4. [ina nposefeHus aHanu3a He creayeT WCMoJb30BaTb MEMOSIM3MPOBAHHYIO,
MYTHY CbIBOPOTKY (M/1a3My) KPOBU, a Takxe CbIBOPOTKY (Ms1iasMy) KpoBU, COAEpPKaLLYHO
asua HaTpus. Ecnn aHanu3 npovsBoANTCS He B A€Hb B3ATUS KPOBU, CbIBOPOTKY (Maasmy)
cnepyet xpaHuTb Npu Temnepatype -20 °C. [NoBTOpHOe 3aMopa)kMBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKU (N1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. VckntoyaeTcs Mcnosb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Mia3Mmbl)
KpOBW Nt0AEN, NONy4YaBLIMX B LensaxX AMarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIUNHbIE aHTUTENa.

8.6. Mpn uncnonb3oBaHuM Habopa AN NpoBeAEHUS HECKOSbKMX He3aBUCUMbIX
Cepuin aHann3oB creayeT UMeTb B BUAY, YTO A5 KaXA0ro He3aBMCMMOro OnpeaesieHmns
Heob6XxoAMMO  MOCTPOEHWE HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCs onpeAesieHne KOHUEHTpaLmMm TPONoHMHa I B KOHTPO/IbHOWM CbIBOPOTKE.

8.7. Ins nony4vyeHns HaAexHbIX pe3ysbTaToB Heob6XoAMMO cTporoe cobnioaeHue
WNHCTpyKLUMK No npuMeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMx HabopoB WAM M3 aHANOMMYHbIX
HabopoB ApYyrUX CEPUii.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Mosb30BaTbCs HOpMaMu, NpuBeAEHHbIMM HWxe. Bmecte ¢ TeMm, B
COOTBETCTBUM C npaBuiamu GLP (Xopowen nabopaTOpHOW NpaKTUKK), Kaxxaas
nabopartopusi Jo/MKHa camMa onpefenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnegyemMon nonynsaunn.

MpumeuaHue. 3HayeHMs KOHUEHTpauui TpornoHuHa I B uccnenyemolx obpasuax,
HaxoasWmecss HwWXe rpaHuubl 4YyBCcTBUTEeNbHOCTM Habopa (0.01 Hr/mn), a Takxe
npeBbillaloWme 3HavyeHne BepxHen kKanmbpoBouyHoW npobbl (10 Hr/mn) crneapyert
npuBOAMTbL B cneaytowen dopme: B uccneayemom obpasue X KoHueHTpaumsi TpornoHuHa I
Huxe 0.01 Hr/mMn unu Bbiwe 10 Hr/MA.

EQuHMLbI, HT/MA
Huxuuit npepen BepxHuii npeaen
340pOBbie AOHOPSI - 0.5

11. INTEPATYPA

1. David C Gaze and Paul O Collinson - Multiple molecular forms of circulating cardiac
troponin: analytical and clinical significance. Ann Clin Biochem, Jul 2008; 45: 349 - 355.
2. Laura Coudrey - The Troponins. Arch Intern Med, Jun 1998; 158: 1173 - 1180.

Wccnepyemas rpynna

Mo Bonpocam, kacawwmnmcs kadectsa Habopa «TPOMOHUH I-UDA>,
cnepyet obpawaTtbcs B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-4 MNapkosas, 4. 48, 1- noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIN)

3N1eKTPOHHAasa noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepenca OO0 «XEMA»,
K. 6. H. . C. KOCTpUKUH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of Troponin I 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

During the last decade cardiac Tnl has been proved to be one of the most specific
and sensitive markers of acute myocardial infarction (AMI), perioperative myocardial
infarction, and other types of myocardial tissue damage.

TnI is a protein with MW 22.5 kDa and comprises a component of troponin
complex, or simply troponin. Troponin plays an important role in the regulation of
striated and cardiac muscle contraction and consists of three components — troponin
C (TnC), troponin I (TnI) and troponin T (TnT), each of them performing specific
roles. Three isoforms of Tnl are known for human muscular tissue - two isoforms
are characteristic for skeletal muscles and one isoform is strictly cardiac-specific. The
structural differences enable to discriminate between skeletal and cardiac isoforms of
Tnl by immunological methods.

Tnl appears in the bloodstream within 4-6 hours after onset of the chest pain
attack and reaches its peak level during the first 16—-20 hours. Within the first day after
AMI cardiac Tnl is released from necrotic myocardial tissue showing similar pattern
to CKMB - the 'golden' AMI marker of the 1990s. However, while CKMB remains
elevated for two-three days after onset of the chest pain, Tnl can be detected in serum
or plasma for up to one week after the first symptoms of the AMI. Therefore, Tnl can be
used not only for rapid diagnostics of AMI, but also for late evaluation, if serum testing
was non-available during the acute phase.

This property of Tnl assay makes Tnl to resemble TnT - another representative
of the troponin family among cardiac markers. However, it has been demonstrated that
TnT (as well as CKMB) concentrations may be increased in chronic dialysis patients
and in patients with chronic skeletal muscle disease even in the absence of ischaemic
heart disease. This fact is explained by expression of cardiac isoform of TnT and CKMB
in abnormal skeletal muscle in such groups of patients. On the contrary, no expression
of cardiac Tnl was detected in skeletal muscles of the patients with chronic renal and
skeletal muscle diseases and the concentration of this analyte in such groups of patients
mostly remains within the cut-off level.
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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
Troponin I-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies — murine monoclonal to human
Troponin I, 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, 50-250 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.

For long term storage it is recommended to freeze the calibrators during 1 hour in
aliquoted portions and store below -15 °C but no longer than 2 months.

ATTENTION: AVOID REPEATED FREEZE-THAW CYCLES.

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...+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

.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+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.
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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 Troponin I concentration.

9.3. Determine the corresponding concentration of Troponin I 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!

T Production control 1
Calibrators Value Absorbsaon;f“l)lmts
CAL1 0 ng/ml 0.051
CAL 2 0.3 ng/ml 0.106
CAL 3 1 ng/ml 0.194
CAL 4 4 ng/ml 0.591
CAL 5 10 ng/ml 2.189
Document: K2911 Instruction version: 1901 Format version: 608
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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 Troponin I. 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
Lower limit Upper limit
Healthy donors - 0.5

Sex, age

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.01 ng/ml.

11.2. Linearity

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

11.3. Recovery

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

12. LITERATURE

1. David C Gaze and Paul O Collinson - Multiple molecular forms of circulating cardiac
troponin: analytical and clinical significance. Ann Clin Biochem, Jul 2008; 45: 349 - 355.
2. Laura Coudrey - The Troponins. Arch Intern Med, Jun 1998; 158: 1173 - 1180.
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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




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax 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 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

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