000 «XEMA»

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

[ 8 800 505-23-45

>4 sale@xema.ru

o 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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Digitally signed by Monastirschii Viorica
Date: 2022.04.27 15:38:08 EEST
Reason: MoldSign Signature

Location: Moldova




_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 Zerifikat

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
Zustindige 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
(GemiB 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 52853279 A
i
\/ Polmed.de
Valid with the Extract from the d > www.dimdi.de (German Instiute for Medical Documentation)
Gilt nur mit :Auszug aus der Datenbank www.dimdi.de (Deutsche Institut Fiir Medizinische Dokumentation)

Pagelof 4



_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)

Page 2 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
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

Documentation)

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
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
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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
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Instruction for use

XEMA

MHCTPYKLUMA MO NPUMEHEHWIO HABOPA PEATEHTOB
Ana UMMYHO®EPMEHTHOIO ONPEAENEHNA C-PEAKTUBHOIO
BEJIKA B CbIBOPOTKE (MJIA3ME) KPOBU

«CPB-UDA»

A SOLID-PHASE ULTRA-SENSITIVE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION

OF C-REACTIVE PROTEIN

IN HUMAN SERUM OR PLASMA

CRP Ultra EIA

HOMEP MO KATANOTY K250
TY Ne 9398-250-18619450-2010

PETMICTPALIMOHHOE YOOCTOBEPEHWE
Ne ®CP 2010/09176 ot 17 Hos6ps 2010 roga

W For 96 determinations/Ha 96 onpegeneHui

[Ons uH BUMPO AnMarHoCTUKM

“ C €
XEMA Co., Ltd.

T s
= e 9th Parkovaya str., 48 Authorized Representative in EU:
ey, 105264 Moscow, Russia Polmed.de

‘ZZ»“N¢ Telephone/fax: +7(495) 737-39-36; 737-00-40 Steinacker 20, D-73773

EK j e-mail: redkin@xema-medica.com Aichwald, Germany

internet: www.xema-medica.com e-mail: info@polmed.de
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K2501I

«YTBEPXOEHA»
Mpwuka3 Poc3apaBHaasopa N2 10517-Mp/10 ot 17 Hosi6psa 2010 r.
KPA N¢ 61700 ot 21.09.2010

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAEJIEHNA
C-PEAKTUBHOI'O BEJIKA
B CbIBOPOTKE (MJIASME) KPOBWU «CPB-®A >

1. HABHAYEHMUE

1.1. Habop peareHtoB <«CPB-U®A» npegHa3sHayeH AN KOJIMYECTBEHHOrO
onpeneneHnss KoHueHTpauum C-peakTMBHOro 6enika B CbiBOpPOTKe (Mnsia3me) KpoBU
MeTOAOM TBepAOoda3HOro MMMyHOdEPMEHTHOIO aHanunsa.

1.2. C-peaktnBHblin 6enok (CPB) - neHTamepHbii 6enok  (MEeHTPaKCuH)
c MonekynsapHo maccori okono 100 ka. CPB siBnsieTcs 0AHUM U3 Hanbonee 3BOSTIOLNOHHO
ApeBHUX PaKTOPOB BPOXAEHHOIO ryMopasibHOro MMyHuTeTa. CPB o6naaaeT BbICOKMM
CPOACTBOM KO MHOTMM BHYTPEHHUM aHTUreHam — pocdoaTaHoNnamMmmnHy, hochopuixonmHy,
rmcroHam, GUOGPOHEKTUHY, NTaMUHUHY U MONMKATUOHHBIM coeanHeHnsm. CPB cnocobeH
CBSA3blBaTb MO/MCaxapuibl KIETOYHbIX CTEHOK CTPENTOKOKKOB W CTaduIOKOKKOB,
NPUHMMaET yyacTMe B OYMUCTKE Ma3Mbl OT OCTATKOB amoONTOTUYECKM M HEKPOTUYECKU
nornbLlunx KNeTok, ycunueas ux arountos. CP6 cnocobeH akTMBMpoOBaTh KNacCcu4ecKui
Kackaj KOMMJeMeHTa W CTUMynuposaTb QaroumMTapHylo akKTUMBHOCTb Makpodaros.
Peskoe (po 1000 pa3s) yBenuueHume kKoHueHTpauum CPB B uupKynaumu sBnsieTcs
BbICOKOYYBCTBUTE/IbHbIM, HO HecneundunyeckuM MapkepoM OCTPOro BOCMASMUTENbHOMO
npouecca, MHAYUMPOBAHHOIO MHTEpPNIeNKMHOM 6. [MoBbiWeHHbI 6a3anbHblii YpOBEHb
CPBE nna3sMbl KPOBU pErucTpUpyeTCsl Yy >KEeHLWMWH B MeHonay3e, HaxoAsLMXCs
Ha 3aMeCTUTEeNIbHOW rOPMOHasIbHOW Tepanuu, a Takxe Y KypuibLMKOB.
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2. IPUHUUN PABOTbl HABOPA

OnpenenexHve C-peakTMBHOro 6esKka OCHOBAHO Ha WCMOJSIb30BAaHUU <CIHABUY»-
BapvaHTa TBepA0da3HOro MMMyYHO(EPMEHTHOr0O aHanm3a. Ha BHyTpeHHel NOBEPXHOCTH
JIYHOK nnaHweTa MMMOOWIM30BaHbl MbIlIMHbIE MOHOKJIOHaNbHble aHtTuTena k CPB
yenoseka. B nyHkax nnaHweTa, npu fobaeneHumn nccnenyemoro obpasua, NpoMCxXoauT
cBsa3biBaHne CPB, coaepxallierocs B uccneayemMom obpasue, C aHTUTeNaMu Ha TBepaoi
¢daze. O6pa30BaBLUNIACS KOMMIEKC BbISBASIOT C TMOMOLLbI KOHblOraTta MbIWMHbIX
MOHOK/IOHanbHbIX aHTuTen k CPB c nepokcuiasoin xpeHa. B pe3synbraTe obpasyetcs
CBSI3aHHbIM C NIACTUKOM «COHABWUY», coAepXalunii nepokcmaasy. Bo BpeMs uHkybaumm
Cc pactBopoM cybcTpata TeTpameTtunbensmamHa (TMB) npoucxoamT okpallvBaHue
pacTBOPOB B JlyHKaX. MHTEHCMBHOCTb OKPACKM NpsiMO NPOMopLUMOHanbHa KOHLEeHTpauum
C-peakTuBHoOro 6enka B nccnegyemom obpasue. KoHueHTpauuto C-peakTuBHOro 6enka
B uccnenyemblXx obpasuax onpeaensitoT no KanmbpoBoYHOMY rpadumKy 3aBUCUMOCTMU
OMTUYECKOWN NMOTHOCTU OT coaepxaHus C-peakTUBHOro 6enka B KanMBPOBOYHbIX
npobax.

3. AHAJTUTUNYECKUE XAPAKTEPUCTUKHA

3.1. CneuncUUYHOCTD.

Mcnonb3oBaHWe MbIWKMHBLIX MOHOK/IOHaNbHbIX aHTUTen Kk CPB no3sonsgetr goctuub
BbICOKOW CNeundnYHOCTN aHanumsa

3.2. Bocnpon3sBoauMOCTb.

KoadduruneHT Bapuaumm pesynbtaToB onpeaeneHns cogepxanHms CPb B ogHOM n
TOM >Xe obpasue cbiBOPOTKM (Mi1a3Mbl) KpOBU C mcrnonb3oBaHneM Habopa «CPB-UDA»
He npesbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBUCUMOCTb KOHUeHTpauun CPB B obpasuax CbiIBOpOTKM (Mna3Mbl) KPOBU MNpu
pa3BefeHnn nx CbIBOPOTKOM (Nna3mon) Kpoeu, He codepxallein CPB, numeeTt NMHenHbIN
XapakTep B AManasoHe KoHueHTpaunii 0.25-25 mr/n un coctasnseTr £10.0%.

3.4. TOYHOCTb.

[JaHHbIN  aHanUTUYeCKMA napaMeTp MPOBEPSETCA TEeCTOM Ha <«OTKpbITue» -
COOTBETCTBME W3MEpPeHHON KOHueHTpauum CPB npeanucaHHOM, MOSyYeHHOW nyTem
CMeLUMBAHUS paBHbIX 06BEMOB KOHTPOJIBHOW CbIBOPOTKM M KannMbpOBOYHONM MNpo6bI
1.0 Mr/n. MNMpoueHT «oTKpbITUS» cocTasnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHuUManbHas [AocToBepHO onpegensiemas Habopom «CPB-UDA» KOHLeEHTpauus
CPB B cbiBOpOTKE (nna3me) Kposu He npesbiwaet 0.05 mr/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN puck NpuMeHeHns Habopa — knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem cron-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YyEMbIX KOHLIEHTPALUAX SABASIOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUS U MoMajaHuMs Ha KOXYy W cnu3uctble. Mpu nonagaHuuM Ha KOXY U
CNM3UCTble MOPAXEHHbIW y4yacTOK crefyeT MpoMbiTb 60MbLIMM KOMYECTBOM MPOTOYHOM
BOAbI.

5.3. lNpu pabote ¢ Habopom cnepyet cobniogate «lMpaBuna yCTpONCTBa, TEXHUKMU
6e30MacHOCTN, MNPOU3BOACTBEHHOW CaHWUTapuu, NPOTUBOIMUAEMMYECKOTO pexuMma U
JINYHOWN rurneHbl npu paboTte B nabopaTtopusx (oTaeneHusX, oTAaesax) CaHUTapHO-
3NNAEMUNONONMYECKUX YUPEXAEHUI cucTeMbl MUHUCTEpCTBa 34paBooxpaHeHus CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayeT HaneBaTb OAHOPA30Bble PE3VMHOBbIE WU
nnacTMKOBblE MepyaTKy, Tak Kak obpasubl KPOBWM 4YenoBeka clieqyeT paccMaTpuBaTtbh
Kak noTeHuMasnbHO WHMUUUPOBAHHbLIA MaTepuasn, CrnocobHbI ANUTEeNbHOE Bpems
coxpaHaTb M nepepasatb BWY, Bupyc renatuta wnu nwobon apyrov Bo3byautenb
BUPYCHOW MHDEKLNN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAUMMBDIE NPU PABOTE C HABOPOM

- doToMeTp BEPTMKANbHOIO CKaHMPOBAHWS, MO3BOSIOLLNI N3MEPATL ONTUYECKYIO
NIOTHOCTb COAEPXXMMOrO JIYHOK MaHLweTa npu AnvHe BoAHbl 450 HM;

- TepMocCTaT, nogaepxuBarwmi temnepatypy +37 °C £0.1 °C;

—  [03aTopbl CO CMEHHbIMWU HaKOHEYHMKaMW, Mno3Bonsowme oTbmpatb 06bEMbI
B AnanasoHe 5-250 mkn;

- UWIMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUNNIMPOBaHHas;

- nepyaTku pe3nHOoBble UM NIACTUKOBbIE;

- 6ymara dunbTpoBanbHas.

7. NOANOTOBKA PEAFEHTOB AJid AHAJTIU3A

7.1. lMepepn npoBefeHWEM aHanM3a KOMMNoHeHTbl Habopa n nccneayemble o6pasubl
CbIBOPOTKM (NNnasMbl) KpOBM crneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHve njaaHwWeTa.

BCKpbITb MakeT C NaaHLWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAMMoe KOIM4yecTBO
ctpynoB. OcTaBwMecs  HEWCNONb30BaHHbIMM  CTpUMbl, 4YTObBbl  MNpeaoTBpaTUTb
BO34ENCTBME Ha HUX BNaru, TwaTenbHO 3aknenTb ByMaron Ans 3aknemBaHus NaaHwWeTa
M XpaHuUTb Npu TemnepaType +2...+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHNe OTMbIBOYHOIO pacTrBopa.

Copepxunmoe dnakoHa C KOHLEHTPaTOM OTMbIBOYHOro pacrsopa (22 mn), nepeHectu
B MEpHbIA uUunnHAp BMecTuMocTbio 1000 mn, pobaButb 550 MmN ANCTUANMPOBaHHOM
BOAbl M TWATeNbHO nepemewatb. B cnyyae apobHoro ucnonb3oBaHus Habopa cneayer
oTObpaTh HEOobXxoAMMOe KONIMYECTBO KOHLEHTpaTa OTMbIBOYHOIMO pacTBopa M pas3BecTu
ANCTUNNMPOBaHHOM Bogol B 26 pa3 (1 M KOHLUeHTpaTa OTMbIBOYHOrO pactesopa + 25 mn
ONCTUNTIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «CPB-U®A» [0MKEH XPaHUTbCS B yNakoBKe Mpeanpusitus-
M3roToBuTENS Npu TemnepaType +2...+8 °C B TeueHune BCero cpoka rogHOCTH, YKa3aHHOro
Ha ynakoBke Habopa.

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

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 41 mnccnepyembix
obpas3uoB, 6 KanMbpoBOYHbLIX MpPo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyae apobHoro mcnonb3oBaHusi Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBLUMECS HEeUCMOsIb30BaHHbIMU CTPUMbl HEO6XOAMMO TLLATENbHO 3aK/enTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeUeHne Bcero cpoka rogHoctn Habopa;

-  WOA-bydep, KoHblOraT, CybCcTpaT, CTOM-peareHT rnocne BCKpbITUS (y1akOHOB
cnenyeTr XpaHuTb npu TemnepaTtype +2...+8 °C B TeyeHme BCero cpoka
roaHocTn Habopa;

- KanuMbpoBOYHble NPObbl U KOHTPOSIbHYHO CbIBOPOTKY MOC/AE BCKPbITUA (DIaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHuTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBNEHHbIN OTMbIBOYHbIM pPacTBOp ClefyeT XpaHWTb MNpPU KOMHATHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTok unu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNONb30BaHWS peareHTa HeMea/IeHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpblBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHWa aHanuM3a He cneayeT WCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MaasMy) KpoBM, coaepikallyo
asua HaTpus. Ecnu aHann3 Nnpon3BoAMTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (Masmy)
cnepyeT xpaHuTb npu Temnepatype -20 °C. [MoBTOpHOE 3aMopaXkMBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ns1a3Mbl) KPOBM He AOMycKaeTcs.

8.5. VckntoyaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAew, Nony4vaBlIMX B Lensax AMarHOCTUKM UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. lNMpn wncnonbloBaHun Habopa ana npoBeAeHUS HECKONbKUX He3aBUCUMMbIX
Cepui aHanu3oB cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHns
Heob6xoAMMO  MOCTPOEHME HOBOro  KanmMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTCs onpegenieHne KoHueHTpauum C-peakTMBHOro 6enka B KOHTPOJIbHOM
CbIBOpOTKE.

8.7. [lns nony4yeHus HadeXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobntoaeHue
NHCTpyKUMK No npuMeHeHuto Habopa.

8.8. He wucnonb3yinte KOMMOHEHTbI M3 APYrMX HabopoB WM M3 aHANOrMYHbIX
HabopoB ApYyrnx cepum.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyfbTaTax uccnenoBaHuin, nposeaeHHbIx 000 «XEMA»,
peKkoMeHAyeM Mofb30BaTbCAd HOpMaMu, MNpuUBEAEHHbIMK Huxe. Bmecte c Tem, B
cooTBeTCTBUM C npaBunamm GLP (Xopowei nabopaTopHOM NpakTUKKM), Kaxaas
nabopatopusi Ao/KHa cama onpeaennTb MNapaMeTpbl HOPMbI, XapaKTepHble Ans
obcnenyemon nonynauuu.

MpumeuaHue. 3HauveHuss KoHuUeHTpaumint CPB B wuccneagyembix obpasuax,
HaxoAslWmMecss HMXe rpaHuubl 4yBcTBUTeNnbHocTM Habopa (0.05 wMr/n), a Takxe
rnpeBbilaOWne 3HavyeHue BepxHen kanubpoBoyHon npobbl (25 mMr/n) cnepyet
NpMBOAUTL B crieaytollen popme: B uccneayemom obpasue X kKoHueHTpaumst CPB Huxke
0.05 Mr/n wnu Bbiwe 25 mr/n.

Eaunuypl, mr/n
Huxuuit npepen BepxHuii npepen
300poBble LOHOPbI - 5.0

Wcenepyemasn rpynna

11. INTEPATYPA

1. Steven Black, Irving Kushner, and David Samols - C-reactive Protein. J. Biol. Chem.,
Nov 2004; 279: 48487 - 48490.

2. V B Patel, M A Robbins, and E J Topol - C-reactive protein: a 'golden marker' for
inflammation and coronary artery disease. Cleveland Clinic Journal of Medicine, Jun
2001; 68: 521 - 524.

3. Nader Rifai and Paul M. Ridker - High-Sensitivity C-Reactive Protein: A Novel and
Promising Marker of Coronary Heart Disease. Clin. Chem., Mar 2001; 47: 403 - 411.

Mo Bonpocam, kacawowmumcsa kayectsa Habopa «CPB-UDA >,

cneayet obpauaTtbes B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, a. 48, 1-n noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbI)

3M1eKTPOHHas noyta: info@xema.ru; rqc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoaunTenb cnyx6bl knneHTckoro cepeuca OO0 «XEMA»,
K. 6. H. [. C. KOCTpUKUH
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Instruction for use

A SOLID-PHASE ULTRA-SENSITIVE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF C-REACTIVE PROTEIN
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase ultra-sensitive enzyme immunoassay for the quantitative
determination of C-reactive protein in blood serum or plasma.

This kit is designed for measurement of C-reactive protein 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 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

C-reactive protein (CRP) is a member of penthraxin family with the MW ca. 100 kDa.
In evolution of vertebrates, CRP was one of the first developed factors of inborn
humoral immunity. CRP efficiently binds both endogenous (phosphoethanolamine,
phosphorylcholine, histones, fibronectin, laminin) and exogenous (cell walls of Gram
positive bacteria) ligands. The binding of these ligands as well as the debris of apoptotic
and necrotic cells by CRP facilitates the phagocytosis. CRP is capable to activate classic
pathway of complement activation and phagocytic activity of macrophages. Dramatic
(up to 1000 fold) elevation of serum CRP level is highly sensitive but nonspecific marker
of inflammation induced by interleukin 6.

Elevated serum CRP is also observed in smokers and post-menopausal women
receiving substitution hormonal therapy.

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
CRP-antibodies. Antigen from the specimen is captured by the antibodies coated onto
the microwell surface. Unbound material is removed by washing procedure. Second
antibodies — murine monocnoclonal to human CRP, labelled with peroxidase enzyme,
are then added into the microwells. After subsequent 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.
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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 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 5-250 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...4+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...+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...+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 C-reactive protein
concentration.

9.3. Determine the corresponding concentration of C-reactive protein 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 Absorbance Units (450 nm) B
CAL 1 0 mg/! 0.05 : -
CAL 2 0.25 mg/! 0.11 Hit g
CAL 3 1 mg/!I 0.32 I I
CAL 4 2.5 mg/I 0.74 wl 7
CAL 5 10 mg/I 1.97 v ‘ ‘ ‘
CAL 6 25 mg/I 2.74 ’ 2 e 0

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
CRP. 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.

Sex, age

Units, mg/I

Lower limit

Upper limit

Healthy donors

5.0

Document: K250I

Instruction version: 1901

15

Format version: 5072



K2501I

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.05 mg/I.

11.2. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
C-reactive protein concentrations. Linearity percentages obtained ranged within
90 to 110%.

11.3. Recovery

Recovery was estimated by assaying 5 mixed samples with known C-reactive
protein concentrations. The recovery percentages ranged from 90 to 110%.

12, LITERATURE

1. Steven Black, Irving Kushner, and David Samols - C-reactive Protein. J. Biol.
Chem., Nov 2004; 279: 48487 - 48490.

2. V B Patel, M A Robbins, and E J Topol - C-reactive protein: a 'golden marker'
for inflammation and coronary artery disease. Cleveland Clinic Journal of Medicine, Jun
2001; 68: 521 - 524.

3. Nader Rifai and Paul M. Ridker — High-Sensitivity C-Reactive Protein: A Novel and
Promising Marker of Coronary Heart Disease. Clin. Chem., Mar 2001; 47: 403-411.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[Hata npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

EQERES] 3

-
-

Homep cepun / Batch code

3
2
£

Mcnonb3oBaTb Ao (roa-mecau) / Use By

OrpaHu4yeHune TemnepaTypbl / Temperature limitation

ToNbKO ANA UH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumaHwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLIEHWUN LEENOCTHOCTM YNaKoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

Al

-

Kanun6poBoyHble npobbl / Calibrator set

CONTROL

KoHTposibHasa ceiBopoTka / Control sera

KoHbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunberHsmnamHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLEeHTpaT 0TMbIBOYHOrO pacteopa /
Washing solution concentrate

M

STOP

Cron-peareHT / Stop solution

=]
=]
=]

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;

03176, 1. Knes, yn. Akapgemvika Edpemosa, 4. 23;
e-mail: info@xema.com.ua
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