XEMA CO., Ltd.

bidg. 48/4, Sth Parkovaya str., 105264, Moscow, Russia
Tel./Fax: +7 (495) 510-57-07, +7 (495) 737-39-36
E-mail: info@xema.ru, info@xema-medica.com
Internet: www.xema.ru, www.xema-medica.com

STATEMENT

We, XEMA Co., Ltd. having a registered office at 48, 9™ Parkovaya st,
104264 Moscow, Russia, assign Sanmedico Srl. having a registered office
at str. A. Corobceanu 7A, apt. 9, Chisinau 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.

Date : November, 29, 2017

Signature: Andrei P. Redkin

Deputy general manager

Digitally signed by Monastirschii Viorica
Date: 2022.02.02 13:45:49 EET T
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)
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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

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

Fiir M

edizinische Dokumentati

W
V/ Polmed.de
/
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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
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Instruction for use

MHCTPYKLUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

ana UMMYHO®EPMEHTHOIO OMPEAEJIEHUA

AYTOAHTUTEN K TUPEOTNIOBYJINHY B CbIBOPOTKE (MJIA3BME) KPOBU

«AT-T-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF AUTOANTIBODIES TO THYROGLOBULIN
IN HUMAN SERUM OR PLASMA

aTGEIA

HOMEP MO KATANIOTY K132
TY Ne 9398-132-18619450-2010

PEFMCTPALIMOHHOE YOOCTOBEPEHUE
Ne ®CP 2008/03115 ot 11 uioHAa 2010 roaa

Antutena k BUY 1,2, Bupycy renatuta C v HBsAg oTcyTcTBYIOT
KoHTponbHble CbIBOPOTKM, BXOAALIME B COCTaB Habopa, NHAKTUBMPOBaHbI.

W For 96 determinations /Ha 96 onpepaeneHuit

[inA uH 8UMPO ANArHOCTUKM

XEMA Co., Ltd.

o —CQ

E‘;\ i The 9th Parkovaya str., 48 Authorized Representative in EU:
© =5 105264 Moscow, Russia Polmed.de

5 %n Telephone/fax: +7(495) 737-39-36; 737-00-40 Steinacker 20, D-73773

gz‘? } e-mail: redkin@xema-medica.com Aichwald, Germany

%OK & | internet: www.xema-medica.com e-mail: info@polmed.de
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K132I

«YTBEPXOEHA»
Mpuka3 PocaapaBHaasopa N2 5477-Mp/10 ot 11 utoHa 2010 r.
KP N¢ 33289 ot 27.05.2010

MHCTPYKLUHMA MO NPUMEHEHUNUIO HABOPA PEATEHTOB
aAand AMMYHO®EPMEHTHOIO OMNPEAENTEHNA AYTOAHTUTEN
K TUPEOINMOBYJINHY B CbiIBOPOTKE (NMJIABME) KPOBU
«AT-Tr-NOA>»

1. HASBHAYEHME

1.1. Habop peareHtoB <«AT-TM-U®A» npenHasHayeH AN KOJMYECTBEHHOrO
onpeaeneHns KOHUEHTpaumMn ayToaHTUTen K TupeornobynnHy B CbIBOpOTKe (nniasme)
KpOBW MeToAOM TBepA0dasHOro MMMyHO(pEPMEHTHOro aHanuaa.

1.2. AHTuTena Kk Tupeornobynuny (ATI)- 3TO UMPKYNMpPYOLWME UMMYHOIN06YNHbI
NPOTMB  Pas3fIMYHbIX  3MNUTOMOB  MOseKynbl  TupeornobynuHa (TI) yenoseka.
MpucyTtcTBme aHTuTen K Tl B CbIBOPOTKE CBS3@aHO C ayTOMMMYHHbIMW 3aboneBaHusMu
wmntoBmaHon >xenesbl (LK), B TOM umcne c 6onesHbto [peiiBca U TUpeonanTOM
XawwnmoTto, n ¢ anddepeHUMpoBaHHbIM PakoM LWUTOBUAHON >Xenesdbl. DT aHTuTena
NpenMyLLEeCcTBEHHO NMpuHaanexaT K knaccy 1gG v aBnATCA reTeporeHHbIMU: U3 OKOI0
40 noTeHuManbHbIX aHTUIEeHHbIX Y4aCcTKOB Ha Monekyne TI, Tonbko 4-6 pacno3HarTcs
aHTUTEeNaMu, LMPKYJNPYIOLNMN B CbIBOPOTKE KPOBW NPU ayTOMMMYHHbIX 3a6oneBaHusx.
Mpu pake WMTOBUAHOW Xene3bl pacno3HaloTca Apyrue anutonsl. OnpeneneHne ypoBHS
aHTUTen K Tl B CbIBOPOTKE KPOBM MOXHO MCMO/b30BaTb Kak ANArHOCTUYECKUIA KpUTEPUIA
npuv onpeaeneHnmn pucka nepepoxaeHunsa npn anpdepeHUnpoBaHHOM pake WUTOBUAHOM
xenesbl. lpu ayToMMMyHHbIX 3aboneBaHusax WK ATl >xenatenbHO onpenensTb
BMeCTe C aHTuTenamm K Tupeonepokcupasze («AT-TMNO-UDA», Habop OO0 «XEMA»,
kaT.N2 K131). ATl u/unu ATNO onpenensitoTCs B BbICOKMX KOHLLEHTpaumsax npu 6onesxm
IperiBca, TupeonanTe XalwWmMMOTO M ero pa3HOBUAHOCTSX: IOBEHWIbHOM NUMMOLUTAPHOM
TMpeonauTe, XpoHW4YeckoM GUOPO3HOM BapuaHTe TUpeouauTa, WAeonaTUYECcKom
MuKCuaeMe, aTpodUyYeckoM acMMNTOMaTM4YeCcKoOM TupeouauTe M cuHapome LlmwuTtTa.
MoCKoNbKy y MaumeHTOB B 3aBMCMMOCTM OT 3Tana 3abonesaHns MOXeT HabnoaaTbCs
rmno-, runep- Wan syTupeonaHas crtaaus, onpeaefnieHne AaHHbIX aHTUTen sBnseTcs
6onee TOYHbIM ANArHOCTUYECKMM NPU3HAKOM NpKU NOCTaHOBKE ANArHo3a ayTOMMMYHHOIo
nopaxenHus LXK 1 onpeaeneHnsa cteneHn nopaxeHus, 4em rnpoBefeHne K1accuyecknx
rOpMOHasnbHbIX TecToB. [locTaHOBKA AaHHbIX OCOH6EHHO BaXkHa MNpW AMarHoCTuKe
cnenyroLwmMx COCTOSIHUIA:

- MNPV KJIMHUYECKNX NposiBieHnsax 6onesHun Mpeneca 6e3 npusHakos 3k30dTanbMa

n yBenuueHus LLDK;

- onpeaeneHune NpUYMH rmnoTMpeosa y B3pocabIX ¢ Unn 6e3 nameHeHns pasmepos LLXK;

[JocTtaTo4yHO 4acTto BCTpevaeTcs yBenuyeHue ypoBHa ATI u ATMO, HO Henb3sA
3abbiBaTb, YTO MOSIBAIEHWE AAHHbIX aHTUTEN He CBA3aHO Mexay cobol, U y OAHMX
nauMeHToOB MOXET BCTpPeYyaTbCs MOBbIWEHWE TONbKO ypoBHa ATI, a y Apyrux -
Tonbko ypoBHA ATIMO. OnpeaneneHuve ypoBHAa ATI wn/vunn ATMO npu onpeaeneHum
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3(PHEKTUBHOCTN NledeHUss U HopManusaumm dyHkumii WK Hambonee pesynbTaTUBHO
COBMECTHO C onpejenieHneM yposHa T3, T4 n TTT. OaHaKo rnpu nedeHun TupeouanTa
XawnMoTO MpU3HAKOM pe3ynbTaTUBHOCTU SABASETCA MOHWXeHue ypoBHA ATI (ATMO
NOHWXaeTcs HaMHoro 6bicTpee). Mpu 6onesHn peiBca TUTP aHTUTEN nNajaeT nocne
cyb6TOTanbHOM TUPONASIKTOMUN UM @HTUTUPEOUAHON Tepanunm, HO Clerka ysenmyneaeTcs
npu ncnonb3oBaHmmn noaa-131. Huskme koHueHTpauun ATI HabnoaaTCa y 340pOBbIX
nofern, 0CO6eHHO Yy J>KeHWMH. [unarHoctuyeckas M MpOrHocTMyeckass 3Ha4yMMOCTb
AAHHOro KpUTepus noka mMano nsy4veHa.

2. MPUHUMN PABOTblI HABOPA

OnpepeneHne ayToaHTUTEN K TUPEOrsnoby/MHY OCHOBaHO Ha WCMONb30BaHWUM
HenpsaMoro BapuaHTa TBepAodasHOro MMMyHoMEPMEHTHOrO aHannsa. Ha BHyTpeHHew
MOBEPXHOCTM JIYHOK MJlaHweTa MMMobunmsoBaH aHTureH - Thyroglobulin. AHTUTena
n3 obpasua CBA3bIBAOTCA C aHTUIEHOM Ha MOBEPXHOCTM NyHkW. Ob6pa3soBasLuMiicA
KOMMJIEKC BbISIBMSIOT C MOMOLLbIO KOHBIOraTa MbILLMHbBIX MOHOK/IOHAsbHbIX aHTUTen K IgG
yenoBeka C NepokcMaason xpeHa. B pesynbrate obpasyeTcs CBA3a@HHbIN C MNIaCTUKOM
«COHABMY», cofepxalunii nepokcmaasy. Bo Bpema uHkybauumm ¢ pactBopoM cybcTpata
TeTpameTunbensmamHa (TMB) npoucxoauT OKpallMBaHWE pacTBOPOB B JIYHKaXx.
WHTEHCMBHOCTb OKpacky MpsiMO MPOMOpLMOHanibHa KOHUEHTpauuu cneumdunyecknx
ayToaHTUTen K TupeornobynuHy. KOHUEHTpauuio ayToaHTUTeNn K TUpeornobynunHy
B uccnenyemblx obpasuax onpenensioT Nno KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTU
ONTUYECKON  MMOTHOCTM  OT  COAEpXaHWs  ayToaHTUTen K  TUpeornobynuHy
B KannbpoBOYHbIX Npobax.

3. AHAJIUTUYECKUE XAPAKTEPUCTUKHN

3.1. CneundunYHOCTD. Ncnonb3oBaHne BbICOKOOYMLLIEHHOIO npenapaTta
no3BoNseT A4OCTUYb BbICOKOW CNeunduyHOCTM aHanmsa.

3.2. Bocnpon3BoAMMOCTbD.

KoaddurumeHT Baprauum pesynbTaToB onpeaeneHns cogepxaxHuns AT-TI B o4HOM m
TOM e obpa3sue CbiBOPOTKKN (M1asMbl) KPOBM C Ucnosib3oBaHneM Habopa «AT-TIM-NDA»
He npeBbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBUCMMOCTb KOHLeHTpaumm AT-TI B obpasuax cbiBOpOTKU (Mna3Mbl) KPOBM Mpu
pa3BefeHnn UX CbIBOPOTKOM (N1a3Mon) KpoBU, He coaepxawen AT-TI, uMeeT IMHEeNHbIN
XapakTep B AnanasoHe KoHueHTpauui 100-3000 ME/mMn u coctaensaeT £10.0%.

3.4. TOYHOCTb.

[aHHbIi  aHaNUTMYeCKMA napaMeTp TMpOBEPSIETCA TECTOM Ha <«OTKpbITME» —
COOTBETCTBME WU3MEPEHHOM KOoHueHTpauum AT-TI npeanucaHHOM, MONYYEHHOW MNyTeM
CMellMBaHUS paBHbIX 06 bEMOB KOHTPOJIbHOW CbIBOPOTKM M KannbpoBo4YHoM npobbl 300
ME/mn. MNpoueHT «oTKpbITUsi» cocTaBnseT 90-110%.

3.5. YyBCTBUTENIBHOCTD.

MunHMManbHas foctoBepHo onpegensemas Habopom «AT-TIM-UDA» KOHLEHTpauus
AT-TI B cbiBOpOTKE (Nna3me) KpoBu He npesbiwaet 5.0 ME/mn.
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5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MoTeHUManbHbIl pUCKk NnpumMmeHeHnst 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.

PactBOop cepHOM KkucnoTbl obnajaeT pasapaxatmowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHNs 1 NoNagaHns Ha KoXy 1 Cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3NCTble
NopaxeHHbIN y4acToK CrieayeT NpoMbITb 6ONbLINM KONIMYECTBOM MPOTOYHOW 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 cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
nJacTMKOBbIEe NMepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHuManbHO MHOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSTb
n nepepjasaTtb BWY, Bupyc rematuta wunu nwobon apyron Bo36yAuMTENb BUPYCHOM
MHDEKLMN.

6. OBOPYAQOBAHUE N MATEPWUAIJbI,
HEOBXOAWMMBbIE NPU PABOTE C HABOPOM
- ¢oToMeTp BepTMKaNbHOIr0 CKaHMPOBAHMS, MO3BONSAIOLWNIA N3MEPATb ONTUYECKYIO
NIOTHOCTb COAEPXMMOTrO JIYHOK MaHLweTa npu AsvHe BoAHbl 450 HM;
- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3onswolwme oTbupaTb 06bEMbI
B Anana3soHe 5-250 mk;
- UWIMHAP MepHbI BMecTMMocTbio 1000 mn;
- BOJa AUCTWUANIMPOBaAHHas;
- nepyaTKu pe3nHOBble UM NNACTUKOBbIE;
- bymara dunbTpoBanbHas.

7. NOArOTOBKA PEAFEHTOB A4J11 AHAJIU3A

7.1. lMepep npoBefeHWeM aHanm3a KoMnoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKM (NNasMbl) KpPOBM cnefyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He MeHee 30 MUH.

7.2. NMpurorosneHve niaaHwWweTa.

BCKpbITb MakeT C NiaHLWeTOM W YCTaHOBWUTb Ha paMKy HeobxoAMMoe KOMYecTBO
ctpynos. OcTaBwMecs  HEWCNONb30BaHHbIMKM  CTpUMbl, 4TOb6bl  MNpeaoTBpaTUTb
BO3JENCTBME Ha HUX BNaru, TwaTtesbHO 3aKkienTb 6ymMaron Ans 3akienBaHus niaHwerta
M XpaHUTb Npu TemnepaType +2...+8 °C B TedeHuMe BCEro cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacTBopa.

Coaepxumoe dnakoHa € KOHLEHTPATOM OTMbIBOYHOIo pactsopa (22 Mn), nepeHectun
B MepHbIN uUuAMHAp BMecTMMocTbio 1000 mn, pobaButb 550 MA AUMCTUANMPOBaHHOM
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3osBaHua Habopa cnepyer
oTobpaTb HeobxoaMMOe KOMUYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBOpa W pa3BecTu
AVCTUANIMPOBaHHOM BoAoM B 26 pa3 (1 Mn KOHUEeHTpaTa OTMbIBOYHOro pacTteopa + 25 mn
AVCTUAIMPOBAHHOM BOAbI).
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8. YCNOoBUA XPAHEHUA U SKCIMJTYATALUUUN HABOPA

8.1. Habop peareHToB «AT-TI-NOA» [OMKEH XPaHUTLCA B yrnakoBKe MpeanpusaTus-
N3roToBuTENS NpK Temnepatype +2...+8 °C B TeyeHne BCero cpoka rofHoOCT1, yKazaHHOro
Ha ynakoske Habopa.

[onyckaeTtca xpaHeHue (TpaHcnopTupoBka) Habopa npwu Temnepatype ao +25 °C
He 6onee 15 cyToK.

8.2. Habop paccumTaH Ha npoBeAeHMe aHanusa B Aybnukatax 42 uccnenyembix
obpa3uoB, 5 kanmbpoBouHbIX Npob6 M 1 nNpobbl KOHTPOSLHOM CbIBOPOTKM (BCEro
96 onpeneneHuit).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI crieayeT XpaHuTb
cnepytowmm obpasom:

- OCTaBlUMECS HEeMCMOsb30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror ansa 3aknemBaHus niaHweTa U XpaHuTb Npu TemnepaTtype +2...+8 °C
B Te4YeHne Bcero cpoka rogHoctn Habopa;

-  WNOA-bydep, KoHblOraT, cybCcTpaT, CTOM-peareHT Nnocne BCKpbITUS (h1akoHOB
cnepyeT XpaHuTb Npu Temnepatype +2...+8 °C B TeyeHue BCero cpoka roiHoCTu
Habopa;

- KanubpoBOYHble NPobbl M KOHTPOJSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (D1aKOHOB
cnepyeT xpaHuTb Npun TemnepaTtype +2...+8 °C He 6onee 2 mecsues;

- OCTaBLUMNCA HENCMO/Ib30BAHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb nNpu TemnepaTtype +2..+8 °C B TeuyeHMe BCero cpoka rogHOCTU
Habopa;

—  TMPUrOTOB/IEHHbIM OTMbIBOYHbIN PacTBOp CreAyeT XPaHWTb MNpU KOMHaTHOM
Temnepatype (+18..+425°C) He 6onee 15 cyTok uAXM Npu TemnepaType
+2...48 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHUS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

dnakoHa. 3akpbliBaiTe Kaxablih (ps1akoOH CBOEN KPbILLKON.

8.4. 1na npoBeAeHWa aHanu3a He cneayeT WCMNOob30BaTb FEMONIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KPOBM, @ Takxe CbIBOPOTKY (Maa3My) KpoBM, CoAepiKaLlyo
asuna HaTpus. Ecnn aHann3 nponsBoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (MaasMmy)
cneayet XpaHuTb npu Temnepatype -20 °C. [oBTOpHOE 3aMoOpaxuBaHWe-oTTanBaHue
06pa3LoB CbIBOPOTKM (Ma3Mbl) KPOBM He AonyckaeTcs. [JonyckaeTcs uccriefoBaHue
CbIBOPOTOK, XpaHeHWe KOTOpbIX C MOMeHTa 3abopa KpOBM OCYLLECTBASAAOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 CyToK.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (M1a3Mmbl)
KpOBW NtoAeN, NoayyasBlIMX B LensaxX ANarHOCTUKK UAK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlWMWHbIE aHTUTenNa.

8.6. lNpn wncnonb3oBaHnn Habopa Ana NpoBeAeHUS HECKOSIbKMX He3aBUCUMMbIX
Cepuin aHanuM3oB cfnefyeT uMMeTb B BWAY, 4YTO ANS KaXAOro He3aBMCMMOro
onpeaeneHns HeobxoAMMO MOCTPOEHME HOBOro KanubpoBo4yHOro rpadwuka; Kpome
3TOro, pekoMeHAyeTCs onpefefieHne KOHLEHTpauMn ayToaHTUTen K TUpeornobynunHy
B KOHTPOJIbHOWM CbIBOPOTKE.

8.7. 1ns nonyyeHns HadexXHbIX pe3ynbTaToB Heobxoanmo cTporoe cobnoaeHune
WNHCTpyKumn no npumeHeHuto Habopa.

8.8. He wncnonb3yite KOMMOHEHTbI M3 ApPYruxX HabopoB WAM M3 aHaNOrMYHbIX
HabopoB ApYyrmMx cepuii.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysbTaTax uccrienoBaHuii, npoBefeHHbIx 000 «XEMA»,
peKkoMeHAyeM MOMb30BaTbCA HOpMaMu, MpUBEAEHHbIMWM Huxe. Bmecte ¢ Tew,
B cooTBeTcTBMM C npaBunamm GLP (Xopowei nabopaTopHOM MpakTUKKW), Kaxaas
nabopatopus [do/mKHa camMa onpefenvTb MapaMeTpbl HOPMbl, XapakKTepHble Ans
obcnenyemon nonynsauuu.

MpumMmeuaHue. 3HayeHUs KoHueHTpaumin AT-TI B wuccneayembix obpasuax,
HaxoAsiluMecss HMXe TrpaHuubl 4yBcTBUTENbHOCTM Habopa (5.0 ME/mn), a Takxe
rnpeBbilaOWNe 3HavYeHne BepxHen KanmbposouHor npobel (3000 ME/mMn) cnepyet
npuBOAUTL B cneaytowen dopme: B uccneayemom obpasue X kKoHueHTpauumsa AT-TI
Huxe 5.0 ME/Mn nnu Bblwe 3000 ME/mn.

Wccnepyemas rpynna Equuuiel, ME/mn
HuwxHuii npegen Bepxuuii npegen
My>XUYMHbI - 100
XKeHLWMHbI - 100
ctapwe 50 nert - 150

11. JINTEPATYPA

1. U Feldt-Rasmussen - Analytical and clinical performance goals for testing
autoantibodies to thyroperoxidase, thyroglobulin, and thyrotropin receptor. Clin. Chem.,
Jan 1996; 42: 160 - 163.

2. PW Ladenson - Optimal laboratory testing for diagnosis and monitoring of thyroid
nodules, goiter, and thyroid cancer. Clin. Chem., Jan 1996; 42: 183 - 187.

3. Anthony P. Weetman - Graves' Disease. N. Engl. J. Med., Oct 2000; 343: 1236 -
1248.

Mo BonpocaM, kacatowmmcsa kayectsa Habopa «AT-TM-UDA>»,
cnepyet obpauaTtbes B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

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

3M1eKTPOHHas noyTa: info@xema.ru; rqc@xema.ru
MHTEpPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyxbbl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [1. C. KoCcTpnkunH
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K132I
Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF AUTOANTIBODIES TO THYROGLOBULIN

IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of autoantibodies to thyroglobulin in serum or plasma.

This kit is designed for measurement of autoantibodies to thyroglobulin in 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

Thyroglobulin (TG) is a well known target for autoantibodies occurring in thyroid
autoimmunity (Graves' disease and Hashimoto's thyroiditis). Anti-TG antibodies mostly
belong to the IgG class. Low to moderate levels of anti-TG antibodies can be found in sera
of other autoimmune patients (eg systemic lupus erythematosus or Sjogren syndrome).
In some cases anti-TG positive sera may show negativity for other type of anti-thyroid
antibodies — anti-TPO. Therefore, combined determination of both types of anti-thyroid
antibodies (anti-TPO + anti-TG) provides most sensitive laboratory diagnostic tool for
thyroid autoimmunity. Separately from autoimmunity, anti-TG antibodies may develop
in patients suffering from thyroid cancer. High level of anti-TG in such patients may
interfere with correct determination of serum thyroglobulin which serves as tumour
marker for therapy control in this group of patients.

3. PRINCIPLE OF THE TEST

This test is based on indirect enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by the antigen. Antibodies from the specimen
bind coated antigen on the microwell surface. Unbound material is removed by
washing procedure. Second antibodies directed towards species specific Ig, 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;
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...425 °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 reg-
ulations. 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 autoantibodies
to thyroglobulin concentration.

9.3. Determine the corresponding concentration of autoantibodies to thyroglobulin
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(l;bsaon;:anl)lmts wl - T
CAL 1 0 1U/ml 0.04
CAL 2 100 IU/ml 0.15
CAL 3 300 1U/ml 0.35 7
CAL 4 1000 1U/ml 1.07 b -
CAL 5 3000 1U/ml 2.30 oL

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
aTG. Based on data obtained by XEMA, the following normal range is recommended
(see below).

Units, IU/ml
Sex, age - —
Lower limit Upper limit
Males - 100
Females - 100
>50 yrs - 150
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity

Sensitivity of the assay was assessed as being 5.0 IU/ml.

11.2. Linearity

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

11.3. Recovery

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

12, LITERATURE

1. U Feldt-Rasmussen - Analytical and clinical performance goals for testing
autoantibodies to thyroperoxidase, thyroglobulin, and thyrotropin receptor. Clin. Chem.,
Jan 1996; 42: 160 - 163.

2. PW Ladenson - Optimal laboratory testing for diagnosis and monitoring of thyroid
nodules, goiter, and thyroid cancer. Clin. Chem., Jan 1996; 42: 183 - 187.

3. Anthony P. Weetman - Graves' Disease. N. Engl. J. Med., Oct 2000; 343: 1236 -
1248.

Document: K132I Instruction version: 1902 Format version: 310

16



Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npousBoacTBa / Date of manufacture

Homep no kartanory / Catalogue number

(o)

]

Homep cepwun / Batch code

3
3
3
£
H

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHne TemnepaTtypbl / Temperature limitation

TONbKO AN UH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHuumanwme! / Caution, consult accompanying documents

He vcnonb3oBaTb Npy HapyLEHWUN LeNOCTHOCTU YNaKkoBKu /
Do not use if package damaged

SORB MTP

I@%E%

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHas cbiBopoTka / Control sera

KoHnbtoraT / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpametTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLEeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

Cron-peareHT / Stop solution

O
-
(=]

N®A-Bydep / EIA buffer




(yBa)KaeMbll‘I'I Knuenrt! )
EcnnBnpouecce paboTbl ¢ Hawmmm Habopamu Bam noHago6mnmch nnacTMKoBble BAaHHOUKM ANA KUAKNX
peareHToB, O4HOPa30Bble HAKOHEUHVKIN AJiA [O3aTOPOB UAN AOMNONHUTENbHbIE O6beMbl peareHToB
(KoHUEeHTpaT oTMbIBOYHOTO pactBopa, IOA-Bydep, pactBop cybcTpata TeTpametnbeHsnamta (TMB),
CTOM-peareHT), BXoAAwWmX B cocTaB Habopa, npocrm Bac 06patnTbca K nocTaBLmKy npogykummn OO0
«XEMA» B Bawiem pervioHe.

Bce ykasaHHble pacxogHble maTepuasnbl NpefocTaBAAloTcAa 6ecnnaTtHo, B Heo6xoamom ans
\nposeneuvm aHanusa Konnvecrtee. )
MNepeueHb Ha6opoB peareHTOB ANA ANArHOCTUKN NHGEKLMOHHBIX N\
3a6oneBaHuil npounsBoacTBa 000 «XEMA»

Ne no Katanory HanmeHoBaHue

K101 «Toxoplasma IgG-UDA» Russian Diagnostic

K101M «Toxoplasma IgM-NOA» e

K102 «Rubella IgG-VIOA» ch?us

K102M «Rubella IgM-IDA> ? A \

K103 «Cytomegalovirus IgG-NOA» JRussavassoouTOn | o
K103M «Cytomegalovirus IgM-UDA» — ——
K104 «HSV 1,2 1gG-MOA»

K104M «HSV 1,2 IgM-VIOA»

K105 «Chlamydia IgG-UOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cndunuc IgG-OA»

K111 «Cundunuc cymmapHble aHtutena-MOA»

K121 «Aspergillus IgG-MDA»

Homep ropsauein nuHumn rexHnyeckom nopgaepxku KnneHros:
8800505 2345
Bce 3BOHKM Ha HOMep ropAYen MHUK 6ecnnaTHbl ANA 3BOHALLEro ¢ Nto6oro
MOOUMIbHOIO UNK CTaluMoHapHoro TenedoHa no Bcel Tepputopmmn Poccum.

Kpem Bawux oT3bIBOB 1 NpeioKeHuUl No agpecam:
LleHTpanbHbiit opuc 000 «XEMA»
ApApec Ana KoppecnoHAeHLnN:

105043, r. Mockga, a/a 58 S
105264, r. Mocksa, yn. 9-a lMapkosas, 4. 48, 1-i1 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 «Xemay, Ten.: +7 (812) 271-24-41

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

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03179, r. Kues, yn. Akafemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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