_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 Tﬁ}gﬁ%ﬁﬁg&d by Monastirschii Viorica y
Date: 2022.02.18 09:51:36 EET TS
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
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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
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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

UHCTPYKLUMA NO NPUMEHEHUIO HABOPA PEATEHTOB
ana UMMYHO®EPMEHTHOIO ONPEAEJNIEHNA OBLLEIO IgG

B BUOJTIOTUHECKUX X KUOKOCTAX
«o6wun lgG-NOA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION

OF TOTAL IgG IN HUMAN BIOLOGICAL FLUIDS

Total IgG EIA

HOMEP MO KATANIOTY K271
TY N 9398-271-18619450-2009
PETVICTPALIMOHHOE YJOCTOBEPEHME

Ne ®CP 2009/06104 ot 19 HOos6ps 2009 roga

AnTnTena Kk BUY 1,2, Bupycy renatuta C u HBsAg oTcyTcTBytoT

KOHTpOHbeIe CbIBOPOTKW, BXOAfALLME B COCTaB Ha6opa, NHAKTUBUPOBaHbI.

W For 96 determinations/Ha 96 onpepenexuit

Ons uH 8BUMPO [NArHOCTUKM

“ XEMA Co., Ltd.

The 9th Parkovaya str., 48
105264 Moscow, Russia

%
£

oM Wszyé‘»
2
o }
j 3
=
=Y

.
;‘fx¢ Tel./fax: +7(495) 510-57-07

%K i& e-mail: redkin@xema-medica.com
*\. B internet: www.xema-medica.com

C€

Authorized Representative in EU:
Polmed.de

Steinacker 20, D-73773
Aichwald, Germany

e-mail: info@polmed.de
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K271I

«YTBEPXOEHA»
Mpuka3 PocaapaBHagsopa N2 9364-Mp/09 ot 19 Hosi6ps 2009 r.
KP 68434 ot 24.09.2009 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONPEAEJIEHNA OBLLUEIO IgG
B BUOJTIOTMYECKUX XXNAKOCTAX «o6wmi IgG-UDA »

1. HABHAYEHMUE

1.1. Habop peareHToB «06wnii IgG-UDA» npesHasHayeH ANA KOJNYECTBEHHOrO
onpeneneHus KoHueHTpauum obuwero IgG B 6MONOrMYeckux Xnakoctsax (CM. Tabnuuy
M) meTonoMm TBepAoda3HOro MMMYHO(EPMEHTHOrO aHann3a.

1.2. AHTuTtena knacca IgG npeobnagatwT B coctaBe dpakuum y — r1obynnHoB
N ABNSIOTCS OCHOBHbIM KJ/1IACCOM aHTUTEN, MNPUCYTCTBYHOLWMX B CbIBOPOTKE KPOBU
yenoseka. YBenunyeHne KoOHUeHTpauun IgG B CbIBOPOTKE KPOBW SBMSETCSH OCHOBHbIM
NPU3HAKOM 3pefioro MMMYHHOMO OTBETA, @ CHWXEHWEe MX KOHUEHTpauuu Huxe 5 r/n
CBMAETENbCTBYET O Pa3BUTUM TAXENOro MMyHoaeduumTa. OnpeneneHne KOHLEHTpauum
IgG B cbIBOpOTKE KPOBU, KakK WU COOTHOLWEHMS coaepxxaHua 1gG/IgA/IgM MoXeT cnyXuTb
OAHWM N3 OCHOBHbIX KpUTEPUEB OLLEHKM UMMYHHOIO CTaTyca UHAMBMAA M UCNO1b30BaTbCS
Npy KOHTPOJIE NIEYEHUSI HEKOTOPbIX WHEKLMOHHbIX 3aboneBaHunii. Pe3koe noBbilleHne
KOHUeHTpauun IgG B cbiIBOpOTKe KpOBWU HabnoaaeTcs Nnpyu MMeNoOMHOW 6onesHu.

2. MPUHUMN PABOTblI HABOPA

OnpeneneHne obuwero IgG OCHOBaHO Ha MCMOMb30BaHUW «CIHABWUY»-BapuaHTa
TBEpAOda3HOro UMMyHOMEPMEHTHOro aHanusa. Ha BHyTpeHHeW MOBEepXHOCTU NYHOK
nnaHwera MMMOOMAM30BaHbl MbIWHbIE MOHOK/IOHANbHble aHTUTena K obwemy IgG
yenoseka. B nyHkax nnaHweta, npu gobaBneHun nccregyemoro obpasua, npoucxoant
cBsA3biBaHWe obuwero IgG, cogepxkalierocs B uccrnegyemom obpasue, C aHTMTenamu
Ha TBepaoi dasze. O6pa30BaBLUMIACA KOMMIEKC BbISBASIOT C MOMOLLbIO KOHblOraTa
MbILLIMHbBIX MOHOK/TOHANbHbIX aHTUTEN K 06LeMy IgG c nepokcuaasoni XxpeHa. B pesynbtaTe
obpasyeTcsi CBA3aHHbIN C N1IaCTUKOM «C3HABMY», CoAepXalunii nepokcmaasy. Bo Bpems
MHKybaumMm c pactBopoM cybcTpaTta TeTpameTunbeHsmamHa (TMB) npoucxoauTt
oKpaluMBaHue pacTBOPOB B JlyHKax. IHTEHCMBHOCTb OKpacku NpsiMO MponopLMoHanbHa
KOHUeHTpauun obuwero IgG B uccnegyemom obpasue. KoHueHTpauumto obuwero IgG
B uccneayembix obpasuax onpenenstoT no KanambpoBoyHOMY rpaduky 3aBUMCUMMOCTU
ONTUYECKOWN MNOTHOCTM OT cofepxaHus obuero IgG B KanubpoBOYHbIX Npobax.
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3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunYHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTEn K o6wemy IgG ¢ ApyruMu aHanuMTaMmn npusBeaeHa B Tabnvue:

Ananut NepekpectHas peakuma, %
IgA <0.1
IgM <0.1
IgE <0.1

3.2. Bocnpou3BoanMOCTb.

KoadduuneHT Bapumauuum pesynbTaTtoB onpeaeneHns copepxaHusa obuwero IgG
B O4HOM W TOM >e obpasue 61MoNorMyecknx XuAKoOCTeln C mcnonb3oBaHneM Habopa
«obwmnin IgG-NDA» He npeBbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUeHTpauunu obuiero IgG B obpasuax 6MonormMyecknx Xuakocren
npu passeneHnm nx GUoNOrMYeCcKUMmN XNAKOCTAMU, He coaepxalummm obwmin IgG, nmeet
NMHENHbIN XapakTep B Anana3oHe KoHueHTpauun 1-25 r/n n coctasnset £10.0%.

3.4. To4yHOCTb.

[aHHbIA  aHanUTMYecKuMii napameTp MpPOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME WM3MEPEHHON KOHLUeHTpauun obuwero IgG npeanncaHHOW, MOyyYeHHOMU
NnyTeEM CMeLMBaHUS paBHbIX O6bEMOB KOHTPOJIbHOM CbIBOPOTKM W KanaMbpOBOYHOW
npobbl 5.0 r/n. MpoueHT «oTKpbITUA» coctaBnsieTr 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHaa [4OCTOBEepHO onpegensiemass Habopom  «obwmin  IgG-UDA»
KOHUeHTpauus obuero IgG B 6nonormyeckmnx Xmnakoctsx He npesbiwaeT 0.06 r/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPAUUSAX SABNSIOTCA HETOKCUYHBIMMU.

PacTtBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NoNaaaHmsa Ha KOXy 1 CAn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTbe
NopaKeHHbI y4acToK cnefyeT NpoMblTb 60MbLINMM KOTMYECTBOM NPOTOYHONM BOAbI.

5.3. lNpu pabote c HabopomM cnepyet cobntogate «lMpaBuna yCTpONCTBa, TEXHUKN
6e3onacHoCTN, MPOU3BOACTBEHHOW CaHWUTapuu, MNPOTUBOIMUAEMMYECKOrO pexuma u
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeNneHuax, oTaenax) caHuTapHO-
3MNAEMMUONIOTNYECKUX YUPEXAEHUIA cucTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. MNpu pabote ¢ Habopom cneayeT HaaeBaTb OAHOPA30Bble PeE3VMHOBbIE WU
NnJacTMKOBbIE MepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasatb BWY, Bupyc renatuta unm nwboi apyroi Bo3byauTenb BUPYCHOM
MHbEKLMN.

6. OBOPYAOBAHUE U MATEPUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEpTUKANbHOI0 CKAHMPOBAHMS, MO3BOJISAOLLNI U3MEPATb ONTUYECKYIO
MAOTHOCTb COAEPXKMMOrO JIYHOK MaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocTaT, noaaepxuBarwmin temnepatypy +37 °C £0.1 °C;

— [03aTopbl CO CMEHHbIMW HaKOHEe4YHMKaMu, no3Bonswwme oTbéupate 06bEMbI
B AmanasoHe 10-250 mMkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTWIMPOBaHHas;

- rep4yaTku pe3nHOBble WU NIACTUKOBbLIE;

- bymara dwunbTpoBasibHas.

7. NOANTOTOBKA PEATEHTOB A/ AHAJIN3A

7.1. lNepepa npoBeAeHWeM aHanm3a KOMMNoHeHTbl Habopa n nccneagyemble 06pasubl
CbIBOPOTKM (NNasMbl) KpPOBM cleAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM M YCTaHOBUTb Ha paMKy Heo6XxoaMMoe KONM4YecTBO
ctpunos. OcCTaBLUMECS  HEUCMONb30BaHHbIMM  CTpUNbl, 4TObbl  MpeaoTBpaTUTb
BO3JENCTBME Ha HUX Braru, TwaTesbHO 3akenTb ByMaron Ans 3akieMBaHuns naaHLweTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctu Habopa.

7.3. MpurortoBsieHNne OTMbIBOYHOIO pacTBopa.

Copnepxumoe pnakoHa C KOHLEHTPATOM OTMbIBOYHOrO pacTteopa (22 M), nepeHecTu
B MEpHbIA LUMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AUCTUANMPOBAHHOWN
BOAbI M TWaATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osanns Habopa cnenyet
oTO6paTh Heo6Xx0AMMOE KOMMYECTBO KOHLUEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 MN KOHLEHTpaTa OTMbIBOYHOro pacteopa + 25 mn
AVCTUAIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «06wmnii IgG-UDA» p[onkeH XpaHUTbCS B yMakKoBKe
npeanpuaTUA-nU3roToBuTens npu TemnepaTtype +2...+8 °C B TeyeHwe BCeEro cpoka
roAHOCTW, YKa3aHHOro Ha ynakoeke Hab6opa.

[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 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

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

- bydep ang passeaseHns obpasuos, KOHbloraT, cybcTpaT, CTon-peareHT nocne
BCKPbITUS PTaKOHOB cneayeT XpaHUTb Npu TemnepaTtype +2...4+8 °C B TeyeHune
BCero cpoka rogHoctu Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
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 wnu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpuMeyaHue. MNocne NCNoNb30BaHUA peareHTa HeMeasSleHHO 3aKpblBalTe KpbILKY

dnakoHa. 3akpbiBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

8.4. 1na npoBeAeHna aHanuM3a He cneayeT UCMNO0/b30BaTb FEMONIM3MPOBAHHYIO,
MYTHYH CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (MnasMy) KpoBM, coaepikallyo
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyeT XpaHuTb npu TemnepaTtype -20 °C. MNoBTOpHOEe 3aMOpaXuBaHWe-oTTanBaHue
06pa3uoB CbIBOPOTKM (NAasMbl) KPOBM He aonyckaeTcs. [JonyckaeTcss uccrenoBaHue
CbIBOPOTOK, XpaHeHWe KOTOpblX C MOMeHTa 3abopa KpOBM OCYLLECTBASAIOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknoyaeTcs Mcnosb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Mia3Mmbl)
KpOBW Nt0AeN, NONy4vaBLIMX B LensaX ANarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILUNHbIE @aHTUTENa.

8.6. Mpu uncnonb3oBaHuM Habopa AN NpPoBeAEHUS HECKOSbKUX HEe3aBUCUMbIX
Cepuin aHann3oB creayeT UMeTb B BUAY, YTO A5 KaXA0ro He3aBMCMMOro onpeaesieHmns
Heob6XxoAMMO  MOCTPOEHME HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCs onpeaeneHne KoHueHTpauum obuero IgG B KOHTPOJIbHOWM CbIBOPOTKE.

8.7. Ins nony4vyeHns HaAexHbIX pe3ysnbTaToB Heob6XoaMMo cTporoe cobniogeHue
NHCTpyKuMM no npumeHeHuto Habopa.

8.8. He wucnonb3ayinTe KOMMOHEHTbI M3 APYrMx HabopoB WM M3 AHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesynbTaTax uccnenoBaHuin, nposeaeHHbIx OO0 «XEMA»,
pekoMeHAyeM MoNb30BaTbCs HOpMaMu, NMPUBEAEHHbIMU HWXe. BMmecTe ¢ TeMm, B COOT-
BETCTBMM C npaBunamMmmn GLP (Xopolueli nabopaTopHOM NpakTUKK), kaxxaas nabopatopus
AO/KHa caMa onpefennTb napaMeTpbl HOPMbl, XapakTepHble Ana obcneayemon nony-
naumm.

MpumMmeuaHue. 3HauyeHUss KOHUeHTpaumi obwero IgG B uccneayeMbix

obpasuax, Haxoaswmecs HWxXe rpaHuLbl YYBCTBUTENBHOCTMN Habopa
(0.06 r/n), a Takxe nMpeBblWaKLWMe 3Ha4YeHWe BepxHen KanmbpoBOYHOW nNpobbI
(25 r/n) cnepyet npuBOAUTb B cneayowen dopme: B
nccneayemom obpasue X KOHLIeHTpauus obuiero 1gG HWxXe
0.06 r/n wnun Bbiwe 25 r/n.
Wcenepyeman rpynna Equimupl, F/n
Huxnuii npegen | Bepxuuit npegen
HOBOPOXAEHHbIE 7.0 15
1-3 mMecsua 2.7 8.0
4-6 mecsues 1.8 8.5
7-12 mecsues 3.5 12
1-6 net 6.5 18
7-11 net 8.5 15
> 11 net 9.0 20

11. INTEPATYPA

1. RG Hamilton - Human IgG subclass measurements in the clinical laboratory. Clin.
Chem., Oct 1987; 33: 1707 - 1725.

2. V. A. Semenova, E. Steward-Clark, K. L. Stamey, T. H. Taylor, Jr., D. S. Schmidt, S.
K. Martin, N. Marano, and C. P. Quinn - Mass Value Assignment of Total and Subclass
Immunoglobulin G in a Human Standard Anthrax Reference Serum. Clin. Diagn. Lab.
Immunol., Sep 2004; 11: 919 - 923.

Mo BonpocaM, KacawLlwmMcsa kavectsa Habopa «o6wmuit IgG-UDA>»,
cnepyet obpawaTtbca B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

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

3MeKTPOHHas noyTa: info@xema.ru; rqgqc@xema.ru
WHTEPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepenca OO0 «XEMA»,
K. 6. H. [I. C. KoCTpUKuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgG IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgG
in biological fluids.

This kit is designed for measurement of total IgG in biological fluids. 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

Immunoglobulin G (IgG) is the main part of serum y - globulin fraction. IgG
is secreted during secondary immune response and plays a key role in humoral immunity.
Decrease of serum IgG concentration below 5 g/l is a marker of severe life-threatening
immunodeficiency. Determination of serum IgG concentration and IgG/IgA/IgM ratios
can be used for monitoring of humoral immune status. Marked elevation of serum IgG
may be observed in chronic inflammation, autoimmune diseases and myeloma.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to human
total IgG-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 total IgG, 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 10-250 pl;

Dry thermostat for 37 °C £0.1 °C

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

5.3. Storage and stability of the Kit

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

After opening the pouch keep unused microtiter wells TIGHTLY SEALED
BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.
Specimens may be stored for up to 48 hours at +2...+8 °C before testing.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4+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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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)
CAL 1 0g/l 0.08 m}//
CAL 2 1 g/l 0.38 §omr
CAL 3 5 g/l 1.15 i
CAL 4 10 g/l 1.78 of - s
CAL 5 25 g/l 230 |\ -

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
total IgG. 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.a Units, g/l
»age Lower limit | Upper limit
newborn 7.0 15
1-3 month 2.7 8.0
4-6 month 1.8 8.5
7-12 month 3.5 12
1-6 yrs 6.5 18
7-11 yrs 8.5 15
> 11 yrs 9.0 20

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
IgA <0.1
IgM <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.06 g/I.

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

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

12. LITERATURE

1. RG Hamilton = Human IgG subclass measurements in the clinical laboratory. Clin. Chem., Oct
1987; 33: 1707 - 1725.
2. V. A. Semenova, E. Steward-Clark, K. L. Stamey, T. H. Taylor, Jr.,, D. S. Schmidt, S. K. Martin,
N. Marano, and C. P. Quinn - Mass Value Assignment of Total and Subclass Immunoglobulin G in a
Human Standard Anthrax Reference Serum. Clin. Diagn. Lab. Immunol., Sep 2004; 11: 919 - 923.
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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. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA
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K2751I

«YTBEPXOEHA»
Mpuka3 PocaapaBHagsopa N2 9363-IMp/09 oT 19 Hosi6ps 2009 r.
KPO 68431 ot 24.09.2009 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAEJIEHNA OBLLEIO IgA
B BUOJTOTMYECKUX XKNOKOCTAX «o6wmin IgA-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHToB «06WwmMii IgA-UDA» npegHasHayeH ANA KOJMYECTBEHHOro
ornpeneneHns KoHueHTpaumm obero IgA B 6uonornyeckmx xunakoctsax (cm. Tabnuuy M)
MeTOAOM TBepAOoda3HOro MMMyHOdEPMEHTHOIO aHanunsa.

1.2. NmmyHorno6ynnH A (IgA) OCHOBHOW TryMOpanbHbli (akTop WMMYHHOWN
3alnTbl CM3UCTbIX 06onovek. OANH M3 Hanbonee YacTo BCTPEYaLWMXCS B NONYNsSUmMm
BPOXAEHHbIX AedheKTOB — 3TO cenekTuBHbIM IgA peduumnt. CenekTuBHbIM aAedpuumt
IgA NpvBOAUT K CUHAPOMY XPOHUYECKUX WMHMEKLMOHHBbIX 3aboneBaHUn Xenyao4yHo-
KWWEYHOro TpakTa, MOYEBLIBOASAWMX U  AblXaTeNbHblX nyTeh. OnpeneneHune
KOHLeHTpauun IgA B CbIBOPOTKE KPOBW, a TakXe B APYrMX BMONOrMYECKUX XUAKOCTAX
MOXEeT MWCMOMb30BaThCA B KayeCTBE OCHOBHOIMO CKPUHWHIOBOrO TecTa ANl OLEHKMU
ryMopasbHOro MMMYHHOro cTaTyca MHAMBUAA. Pe3koe nNOBbIWEHWE CbIBOPOTOYHOM
KOHUeHTpauun IgA xapakKTepHO AN HEKOTOPbIX ayTOMMMYHHbIX 3abonesaHuin u
MUenomMHon 6onesHu.

2. MPUHUMN PABOTblI HABOPA

Onpepenenve obuiero IgA OCHOBaAHO Ha MCMOMIb30BAaHUWU «CIHABUY»-BapuaHTa
TBEpAO(A3HOro MMMYyHOMEPMEHTHOro aHanmsa. Ha BHYTpeHHeW MOBEPXHOCTU NTYHOK
nnaHwetra WMMOOWMNN30BaHbl MbIMHbIE MOHOKJ/IOHaNbHble aHTuTena Kk obuwemy IgA
yenoseka. B nyHkax nnaHweta, npu gobasneHun nccnegyemoro obpasua, NpoMcxoant
cBa3biBaHWe obuero IgA, coaepxxalerocs B uccneagyemMom obpasue, ¢ aHTUTENnaMmn Ha
TBepAor dase. O6pa3oBaBLUNIACSA KOMMIEKC BbISBASIOT C MOMOLLbIO KOHbIOraTa MblLWNHBIX
MOHOKJIOHaNbHbIX aHTUTen Kk obweMmy IgA c nepokcuaasoil xpeHa. B pesynbtaTte
obpa3yeTcs CBA3aHHbIN C NNACTUKOM «CIHABUY», coAepiKalunii nepokcnaasy. Bo spems
MHKybaumm C pactBopoM cybcTpaTta TeTpametunbeHsuamHa (TMB) npoucxoauTt
OKpaluMBaHWe pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKpacKu NpsiMO NpomnopLMoHabHa
KOHUeHTpauun obwero IgA B wuccnegyemom obpasue. KoHueHTpauuto obuero IgA
B uccnenyemblx obpasuax onpenenstoT rno KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTMU
ONTMYECKOM MNOTHOCTM OT coaepxaHusa obwero IgA B KanMbpoBOYHbIX Npobax.
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XEMA

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunYHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTEn K obwemy IgA c ApyrMMun aHanMTaMmn npusBeaeHa B Tabnvue:

Ananut | lepekpecTHas peakumsa, %
IgG <0.1
IgM <0.1
IgE <0.1

3.2. BocnpousBoanMOCTb.

KoadduumeHT Bapuauum pesynbTaTOB oOnpefeneHus coaepXxaHus obuwero IgA
B O4HOM W TOM >e obpasue 61MonorMyecknx XuAKOCTelr C mcnonb3oBaHneMm Habopa
«obwmin IgA-DA» He npesbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUEeHTpaumm obuiero IgA B obpasuax 6Monornyecknx Xuakocren
npwn passeaeHnn nx 6MoNorMyecKMMmn XUAKOCTAMU, HE coaepiKallen obwmin IgA, umeet
NMHENHbIN XapakTep B Anana3oHe KoHueHTpauun 0.1-5 r/n n coctaBngetr £10.0%.

3.4. TOYHOCTb.

[aHHbIM  aHanuUTMYecKuMii napaMmeTp MpPOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHON KOHUeHTpauun obuero IgA npeanvcaHHOM, MOMyYeHHON
nyTeM CMeLMBaHUA paBHbIX 06bEMOB KOHTPOJSIbHOM CbIBOPOTKM U KanMbpoBOYHOM
npobbl 0.5 r/n. MNpoueHT «oTKpbITUSA» cocTaBnseT 90-110%.

3.5. UyBCTBUTENbHOCTbD.

MuHuManbHaa  AoCToBepHO onpegenseMas Habopom  «obwuii  IgA-UDOA»
KOHLeHTpauus obero IgA B 6M0N0rMyeckmnx XmaKkoctax He npesbiwaet 0.06 r/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (pOoTOMeTp BEPTUKANbLHOIO CKaHUPOBaHMWS, MO3BONSAIOLWNIA U3MEPATb OMNTUYECKYHO
MAOTHOCTb COAEPXMMOrO JTYHOK MfaHweTa npu ASIMHE BOSHbI 450 HM;

- TepMmocTaT, noaaepxusatowmi Temnepatypy +37 °C 0.1 °C;

- [03aTopbl CO CMEHHbIMU HaKOHe4YHWKaMu, mno3sonswmne oTbupats 0b6bEMBI
B AnanasoHe 5-250 mkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUNIMPOBaHHas;

—  rep4yaTku pe3nMHOBble UKW NIaCTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTesnbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «06WMin IgA-UDA» pOo/mKEH XpaHUTbCS B yMakKoBKe
npeanpuaTUA-nU3roToBuTens npu TemnepaTtype +2...+8 °C B TeyeHwe BCEro cpoka
roAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu TemnepaType go +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

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

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

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 Temnepatype +2...+8 °C B TeyeHme BCero cpoka
roaHocTn Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
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 Temnepartype -20 °C. [MoBTOpHOE 3aMopaXkMBaHue-oTTanBaHue
06pa3L0oB CbIBOPOTKU (Ns1a3Mbl) KPOBM He AOMycKaeTcs.

8.5. VckntoyaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KpOBW NtoAew, Nony4yaBlIMX B Lensax AMarHOCTUKM UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. lNMpn wncnonbloBaHun Habopa ana npoBeAeHUS HECKONbKUX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heob6xoAMMO  MOCTPOEHME HOBOro  KanmMbpoBOYHOro rpaduka; Kpome 3TOro,
pekoMeHAyeTCs onpeaeneHne KoHueHTpauum obuiero IgA B KOHTPO/IbHOM CbIBOPOTKE.

8.7. 1ns nony4yeHns HadexXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobnwoaeHune
WNHCTpyKUMM No npumMmeHeHuto Habopa.

8.8. He wvcnonb3yiite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMUHbIX
HabopoB Apyrmnx cepui.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyfbTaTax uccnenoBaHuin, nposeaeHHbIx 000 «XEMA»,
pekoMeHAyeM Mosib30BaTbCsl HOpMaMu, NMpuBeAeHHbIMU HUXe. BMmecTe c TeM, B COOT—
BETCTBMU C npaBunamMmmn GLP (Xopolueli nabopaTopHOM NpakTUKK), Kaxxaas nabopatopus
AO/DKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcnenyemon
nonynsumu.

MpuMmeuaHue. 3HayeHUa KOHLeHTpaumin obwero IgA B nccneayembix obpasuax,
HaXoAsALWMeCa HUXe TrpaHuubl 4YyecTBuTeNbHOCTM Habopa (0.06 r/n), a Takxke
rnpesbllatowne 3Ha4YeHne BepxHen kanmbposoyHom npobsl (5 r/n) cneayet npuBoAUTb
B cneaytouwein dopme: B uccneayeMmom obpasue X KOHUeHTpauus obwero IgA Huxke
0.06 r/n wnu Bblwe 5 r/n.

Nccnepyemas Epusmubl, r/n
rpynna Huxkuuit npepen BepxHuii npepen
340pOBble AOHOPbI 0.9 5.0
>61 ropa 1.0 6.5
HOBOPOXAEHHblE - 0.05
1-3 mecsua 0.06 0.6
4-6 mecsaues 0.1 1.0
7-12 mecsaueB 0.35 1.7
1-6 net 0.8 2.2
7-11 net 0.9 2.6

11. JINTEPATYPA

1. Heiddis B. Valdimarsdottir and Arthur A. Stone - Psychosocial Factors and Secretory
Immunoglobulin A. Critical Reviews in Oral Biology & Medicine, Jan 1997; 8: 461 -
474,

2. Amir H Abdul Latiff and Michael A Kerr — The clinical significance of immunoglobulin
A deficiency. Ann Clin Biochem, Mar 2007; 44: 131 - 139.

Mo BonpocaM, Kacatowmumcsa kayectsa Habopa «ob6wmin IgA-UDA>»,
cneayet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

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

3M1eKTPOHHas noyta: info@xema.ru; rgc@xema.ru
VHTEpHET: www.xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KoCcTpukunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IGA IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgA
in biological fluids.

This kit is designed for measurement of total IgA in biological fluids. 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

Immunoglobulin A (IgA) is a main factor of mucosal immune response to bacteria
and viruses. Selective IgA deficiency is one of the most frequent hereditary disorders
causing chronic infections inflammation in gastrointestinal, urinary and respiratory
systems. Determination of IgA concentration in serum and other biological fluids can be
used as screening for selective IgA deficiency and other immunodeficiency syndromes.
Marked elevation of serum IgA is observed in some autoimmune diseases and IgA
myeloma.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to human
total IgA-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 monoclonal to human total IgA, 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...+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.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4+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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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)
CAL 1 09/l 0.08 fal
CAL 2 0.1 g/l 0.40 Pl
CAL 3 059/l 1.32 o/
CAL 4 2 g/l 2.45 y
CALS 549/1 2.92 T

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
total IgA. 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, g/I
Sexiage Lower limit Upper limit

Healthy donors 0.9 5.0
>61 yr 1.0 6.5
newborn - 0.05
1-3 month 0.06 0.6
4-6 month 0.1 1.0
7-12 month 0.35 1.7
1-6 yrs 0.8 2.2
7-11 yrs 0.9 2.

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
1gG <0.1
IgM <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.06 g/I.

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

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

12. LITERATURE

1. Heiddis B. Valdimarsdottir and Arthur A. Stone - Psychosocial Factors and Secretory
Immunoglobulin A. Critical Reviews in Oral Biology & Medicine, Jan 1997; 8: 461 - 474.

2. Amir H Abdul Latiff and Michael A Kerr - The clinical significance of immunoglobulin A
deficiency. Ann Clin Biochem, Mar 2007; 44: 131 - 139.
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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. Kues, yn. Akagemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKLUMA MO NPUMEHEHWIO HABOPA PEATEHTOB
Ana UMMYHO®EPMEHTHOIO ONPEAENEHNA OBLLEIFO IgM
B BUOJIOTUYECKUX XKUAKOCTAX

«O6wun igM-UOA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgM IN HUMAN BIOLOGICAL FLUIDS

Total IgM EIA

HOMEP MO KATANOTY K277
TY Ne 9398-277-18619450-2009

PErMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2009/06102 ot 19 HOA6pA 2009 T.

AnTtnTena K B/Y 1,2, Bupycy renatuta C n HBsAg oTcyTcTBYIOT
KOHTponbHble CbiIBOPOTKY, BXOAALME B COCTaB Habopa, MHAKTUBNPOBaHbI.

W For 96 determinations/Ha 96 onpegeneHui

[Ons uH BUMPO AnMarHoCTUKM

“ C €
XEMA Co., Ltd.

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

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

Z’K j,& e-mail: redkin@xema-medica.com Aichwald, Germany

o) internet: www.xema-medica.com e-mail: info@polmed.de
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COAEPXXAHMUE

HA3HAYEHUE

MPUHLUWMM PABOTbl HABOPA

AHANTUTUYECKUE XAPAKTEPUCTUKN

COCTAB HABOPA

MEPbI MPEAOCTOPOXXHOCTHU

OBOPYAOBAHUE N MATEPWAJbI, HEOBXOAUMBIE MNMPN PABOTE C HABOPOM
NOArOTOBKA PEATEHTOB /14 AHAJTIN3A

YCNoBMA XPAHEHUA U SKCMJTYATALUN HABOPA

MPOBEAEHWNE AHAJTIN3A

. OXMOAEMbIE 3HAYEHNA 1 HOPMbI
. JINTEPATYPA

CONTENT

INTENDED USE

SUMMARY AND EXPLANATION
PRINCIPLE OF THE TEST

WARNINGS AND PRECAUTIONS

KIT COMPONENTS

SPECIMEN COLLECTION AND STORAGE
TEST PROCEDURE

QUALITY CONTROL

CALCULATION OF RESULTS

10. EXPECTED VALUES
11. PERFORMANCE CHARACTERISTICS
12. LITERATURE
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WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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K2771

«YTBEPXJEHA»
Mpuka3 PocagpaBHaasopa N2 9362-Mp/09 ot 19 Hoabpsa 2009 r.
KPA 68430 ot 24.09.2009 r.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans NMMYHO®EPMEHTHOIO ONMPEAEJIEHNA OBLLUEIO 1igM
B BUOJIOTMYECKUX XKXUAKOCTAX «06wuin IgM-UDA »

1. HABHAYEHMUE

1.1. Habop peareHTtoB «O6wwnii IgM-UDA» npegHasHayeH AN KOMYECTBEHHOrO
onpeneneHns KoHueHTpaumm obwero IgM B 6uonornyeckmx xumakoctax (cm. Tabnvuy M)
MeToAOM TBepAOda3HOro MMMyHOMEPMEHTHOIO aHannsa.

1.2. immyHornobynnH M (IgM) npucyTCcTBYeT B KPOBM KakKk B MOHOMEPHOW,
Tak W B neHTamMepHon dopmax. [loBbileHHaa KoHueHTpauus IgM B cbiBOpOTKe
KPOBW SABNAETCA OCHOBHbIM MMPU3HAKOM MEPBMYHOrO MMMYHHOro OTBeTa, a Takxe
MOXET CBMAETENbCTBOBATb O MNEpCUCTUpyoWwmMx 6akTepuanbHbIX W BUPYCHbIX
nHbekumax. CHuMKeHne KoHueHTpauuu IgM B cbiBOpOTKe KpoBM Habniopaetca npu
HEKOTOpbIX WMMyHoAeduuMTax. Pe3koe noBsblleHMe YypoBHA IgM xapakTepHO AN
MakpornobynuHemumn (6onesHu BanbaeHcTpema) n IgM mnenomel.

2. MPUHUMN PABOTblI HABOPA

OnpepeneHne obuwero IgM OCHOBaHO Ha MCMNOSIb30BaHUU <CIHABUY»-BapuaHTa
TBEpAO(A3HOro UMMyHOMEPMEHTHOrO aHanmsa. Ha BHYTpeHHeW MOBEPXHOCTU JTYHOK
nnaHwera MMMOOMIN30BaHbl MblWMHbIE MOHOK/OHANbHble aHTUTena Kk obwemy IgM
yenoseka. B nyHkax nnaHweta, npu agobasneHnn nccnegyemoro obpasua, NnpoMcxoamt
cBa3blBaHWe obuiero IgM, coaepixalerocsi B uccneagyemom obpasue, C aHTUuTenamm Ha
TBepAor dase. O6pa3oBaBLUNIACS KOMMEKC BbISBSIOT C MOMOLLbIO KOHbOraTa MblLWNHbIX
MOHOKJ/IOHa/NbHbIX aHTuTen Kk obwemy IgM c nepokcupasor xpeHa. B pesynbrarte
obpa3syeTcs CBSI3aHHbIA C MJACTUKOM <«C3HABWY», coAepXalui nepokcuaasy. Bo
BpeMsi MHKybauumm c pactBopoMm cybcTpata TeTpameTunbeHsmnanHa (TMB) npoucxoaut
OKpalluMBaHWe pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKpacku NpsiMO NpPonopLMOHanbHa
KOHUeHTpauun obuwero IgM B mnccneayemom obpasue. KoHueHTpauuio obwero IgM B
nccneayembix obpasuax onpenenstoT Mo KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTMU
OMTUYECKOM NMNOTHOCTK OT coaepxaHusa obwero IgM B kannbpoBoYHbIX Npobax.
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XEMA

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundunYHOCTb. [lepekpecTHasi peakuusi MbIlWWHbIX MOHOKJIOHAbHbIX
aHTUTEnN K obwemy IgM c apyruMmmn aHanutamu npveeaeHa B Tabnuue:

Raniy ﬂepexﬂ:gugaﬁﬂ peak-
IgA <0.1
IgG <0.1
IgE <0.1

3.2. BocnpousBoauMOCTb.

KoacdduumeHT Bapuaumm pesynbTaToB OMNpeaenieHns copepxaHus obuwero IgM
B OAHOM WM TOM e obpasue 61Monormyecknx XuMAKoCTen C mcnonb3oBaHneMm Habopa
«06wmnn IgM-NO®A» He npesbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUeHTpauuun obuwero IgM B obpasuax 6Monormyecknx xXumakocren
npu pasBeaeHun nx 6UONOrMYeCcKMMmN XNUAKOCTAMU, He coaepallen obwmin IgM, nmeet
JINHEWNHbIV XapaKTep B AnanasoHe KoHueHTpaumin 0.5-10 r/n n coctasnset £10.0%.

3.4. To4yHOCTDb.

[aHHbIA  aHanuUTMYecKMii napaMmeTp MNpOBEpPSeTCs TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHOW KOHUeHTpauuu obuiero IgM npeanucaHHOM, MONyYeHHOMN
nyTeM CMELWBAHUSA paBHbIX O0ObEMOB KOHTPOJSIbHOM CbIBOPOTKU U KanMbpoBOYHOM
npo6bl 2.0 r/n. MNpoueHT «oTKpbITUA>» cocTaBnsieT 90-110%.

3.5. HyBCTBUTEJIbHOCTD.

MuHuManbHaa poctoBepHo onpegensemas Habopom  «O6wmii  IgM-UOA»
KOHUeHTpaumsa obwero IgM B 6Monornyecknx Xunakoctax He npesbiwaet 0.06 r/n.
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«YoOU-WDBI uMmgo» goLHalead edogeH

- Lm ea1oohex srodiHoxd Ldoudey| - OLLDA|TT
«YoOU-WDBI uMmgo» goLHalead edogeH
- m OIMHHOWMdU Oou BUNIMAdLOHNY - 12421 0T
- ‘m BLOMHEBLL BMHREUILRE BUT BleWAg - ¢OON| 6
9LOONTUXK BERHL281D99 (UW $T) OIMHREOETLOLDU M 90101
seHhedeodu Lm ‘1Ha1ead-uo1) d0l1S Z0S0d| 8
(Uw zz) viaHLedy-x9g
QLOOMITUX BRHL28MD39 ‘(YoLOLPUN NOHWOEHDQ M QZ-HMEL D doalded X92
seHhedeodu m nosgswod) edoalded 010HhogI9WL0 LediHdNHOY | HSYM 4Ng Z800S| Z
qLO0MTUX BRHL2ETID99 (UW $T) OiIMHEEOEQUOUDM X g0L0d ‘(gI\L)
seHhedeodu ‘1m eHUTueHaguruiawedlal erted1dgAd doaloed | giNL SANS ZGS0d| 9
©.198M 0J43HMD (UW 0OT) OIMHREOEALOLOUN 3 §0L0
9100 TUX BeHhedeodu Lm ‘dacpAg-vou 3dS 11d ¥ZTT10S| §
elaan oloHdAudAu (UW $T) OIMHREOEILIOLIOM X 80104
9LO0MTUX BeHhedeodu im ‘1e10i1aHO) | dYH CNOD Z2..C]1| v
(UW T) OIMHREOEILIOLUOM X 90101 ‘BT 018MQo
QLOONTUXK BRHLR8MD99 WaMHeXdaF0D WIGHLD2gEM D eMagoLdh naody
seHhedeodu “1m mi1odogigad 990HI0 eH exiododiad seHarodiHo) | TOYLINOD 7,./.20| €
(910X TMX BEHL28TD99
seHhedeodu - Q (BemXed UW T oU) OIMHRE0EILOLDN X 1990104
egodu seHhogodguLeX) ‘v/10T 'S ‘T !S'0 ‘0 - WHI 019MQOo eaLIBhULION
e1adgn oloHdAudAu 919H1098eM anmexdarod ‘(¢ /-¢'/ Hd) edadAg
NLD0MTUX a19Hhedsodu m -Ond1 9890HI0 eH 1I990du 31I9Hhogodguure)| S-T VD 7//170]| ¢
0IMHRE0E9LOLDN X 9010 ‘UIGHHeg0dUUNdLD
- ‘1m ‘niIggoroduionrou NIGHhOHAL-96 1omHuerry | d1IN 940S Z2..2d| T

VdO9VH 9v1000 ‘v

Instruction version: 1901 Format version: 506

Document: K2771



XEMA

5. MEPbI MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (QoToMeTp BepTUKaANbHOrO CKaHWPOBAHWSA, MO3BONAKOWMIA U3MEPATbL OMTUYECKYIO
NIOTHOCTb COAEPXMMOrO NIYHOK MiaHweTa npu AnvHe BoAHbl 450 HM;

- TepMmocTaT, noaaepxusatowmnii Temnepatypy +37 °C £0.1 °C;

- [03aTopbl CO CMEHHbIMWM HaKOHeYHWKaMu, Mo3BoNswWwmne oTbéupatb 0b6beMbl
B AMana3oHe 5-250 mkn;

- UMAMHAP MepHbI BMecTuMocTbio 1000 Mn;

- BOAQ AUCTUNMPOBAHHAas;

- MepyaTKuM pe3nHOBbIE UIN NNACTUKOBbIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. lMepep npoBeAeHWeM aHanu3a KOMNoHeHTbl Habopa n nccneayemble obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHATHOW TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosseHne njaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy HeobXoaMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNoNb30BaHHbIMM  CTpUMbl, 4YTOBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTenbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHne Bcero cpoka rogHoctu Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHtoB «O6wuii IgM-UDA» ponxkeH XpaHUTbCS B YyMakKoBKe
npeanpuaTUA-U3roToBuTeNns npu Temnepatype +2...+8 °C B TeuyeHue BCero Cpoka
roAHOCTW, YKa3aHHOro Ha ynakoeke Habopa.

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

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

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

- bydep ang passeaseHns obpasuos, KOHbloraT, cybcTpaT, CTon-peareHT nocne
BCKPbITUS (h1aKOHOB cneayeT XpaHuUTb Npu Temnepatype +2...+8 °C B TeyeHune
BCero cpoka rogHoctu Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
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.

MpuMeyaHue. MNocne NCNoNb30BaHUA peareHTa HeMeAsSIeHHO 3aKpbliBalTe KpbILWKY

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
asuna HaTpus. Ecnn aHann3 npon3BoANTCS He B AeHb B3ATUS KPOBM, CbIBOPOTKY (Maasmy)
cnepyeT XpaHuTb npu TemnepaTtype -20 °C. MNoBTOpHOE 3aMOpaXuBaHWe-OTTanBaHue
06pa3uoB CbiBOPOTKM (MAa3Mbl) KPOBM He ponyckaeTtcs. [JonyckaeTcss uccrnenoBaHue
CbIBOPOTOK, XpaHeHWe KOTOpblX C MOMeHTa 3abopa KpOBM OCYLLECTBASAAOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VckntoyaeTcs Mcnosb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (Ma3Mmbl)
KpOBW Nt0AeN, NoNy4vaBLIMX B LensaxX ANarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIUNHbIE @aHTUTENa.

8.6. Mpn uncnonb3oBaHuM Habopa AN NpoBeAeHUS HECKOSbKUX He3aBUCUMbIX
Cepuin aHann3oB creayeT UMeTb B BUAY, YTO A1 KaXA0ro He3aBMCMMOro onpeaeseHmns
Heob6XxoAMMO  MOCTPOEHME HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3TOro,
peKoMeHAyeTCs onpeaeneHne KoHueHTpaumm obwero IgM B KOHTPONIbHOW CbIBOPOTKE.

8.7. Ins nony4vyeHns HaAexHbIX pe3ynbTaToB Heob6XoAMMO cTporoe cobniogeHue
NHCTpyKuMM no npumeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMx HabopoB WM M3 aAHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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9. NPOBEAEHUE AHAJIU3A

MoMecTTe B paMKy Heo6X0AMMOe KONIMYECTBO CTPUMOB — UccredyeMble o6pasubl B 2
noBTopax n 12 nyHoK Ans KanMbpoBOYHbIX MPO6 U KOHTPOSIbHOW CbIBOPOTKM.

Pas6aBbTe 06pa3subl cbiBOpoTkM (Mnasmbl) kpoBu B 5000 pas, ucnonb3ys UOA-Bydep.
Mpumep: B npobupky Pa3ssegeHune 1 (1:100): 10 mkn obpasua + 990 mkn UDA-Bydepa. B
Apyryto npobupky PasseaeHune 2 (1:5000) pobasbte 10 Mkn PasseaeHus 1 + 490 mkn UDA-
Bydepa. PasseneHune 2 (1:5000) cneayeT ncnonb3oBaTtb B aHanunse. Cnocob passeneHus ans
ApYyrux BUAOB MaTepuana npuseaeH B Tabnuue M. He pasbasnsaite kanmbpoBouyHble Npobbl
1N KOHTPOJIbHYIO CbIBOPOTKY.

Ecnn npepnonaraemasi KoHueHTpauusi obwero IgM B uccnegyemom obpasue npesbillaer
10 r/n, ero cnenyeT AONOMHWUTENbHO pa3BecTn, ucnonb3ys NOA-Bydep. Micnonb3osaHue
apyrux 6ydepoB n peareHToB Ans pasbaBrneHns 06pasLOB MOXET WCKaxaTb pe3y/bTaThbl
onpeaenexHus!

MpuMeyaHue. NS nNonydYeHUs HaAEXHbIX pe3ynbTaTOB PEKOMEHAYETCA WCNOMb30BaTb
HECKONbKO MocfiefoBaTeNlbHbIX  pa3BeAeHnii  uccnegyemoro obpasua  6uMonornyeckmnx
XNOAKOCTEN.

BHecuTe B COOTBETCTByHOLME JNyHkM B Ay6aukatax no 100 Mka kakaou
KaM6poOBOUYHO NPO6bI U KOHTPOJIbHOW CbIBOPOTKMU. [1py MCCNefoBaHMM CbIBOPOTKM
(nnasmbl) KPOBM B JTYHKM, NpeAHa3HavyeHHble 4518 nccneayemblx o6pasLos, BHECUTE Mo
100 mkn pas6aBneHHbix o6pasyos (PasseaeHue 2). Npu nccnegoBaHum Apyrux
BMAOB MaTepuana obbemM BHOCMMOro mccrneayemoro obpasua ykasaH B Tabnuue M.
BHeceHMe KannmbpoBOYHbIX NMP06, KOHTPOLHOM CbIBOPOTKM U MUCCefyeMbix 06pa3uoB
HeobxoAMMO NMPOM3BECTU B TedyeHne 15 MUHyT.

AKKypaTHO MepeMellainTe CoAepXWMoe MaHlWeTa KpPyroBbiIMW ABVMXKEHUAMU O
rOpU30HTa/IbHOW MOBEPXHOCTM, 3aK/elTe NiaHwWweT 6ymMaroi Ans 3aknenBaHus naaHLweTa.
UHKy6upyiite nnaHwert B TeueHne 30 MUHYT Npu Temnepartype +37 °C.

Mo oKOH4YaHMM WHKYbauun yaanuTe COAEPXMMOE JIYHOK acnupauunein (Hanpumep,
C NOMOLLbIO BOAOCTPYWHOIO Hacoca) Wiv AeKaHTUPOBaHMEM U OTMOMTE JIYHKMU 3 pasa.
Mpn kaxpgon oTMbiBKe AobaBbTe BO BCe JYHKM MO 250 MKA OTMbIBOYHOrO pacTtBopa
(cM. n. 7.3), BCTPSXHWUTE MNAHWET KPYroBbiMW ABMXEHUAMWU MO FOPU30OHTASIbHOW
NMOBEPXHOCTU C MOC/NeAyloLWen acnupauven wnv AeKaHTMpoBaHWEM. 3adepXkKa
npu OTMbIBKE (3aMauyMBaHuWe NyHOK) He TpebyeTcsa. pu KaxXAoM [AeKaHTMpPOBaHMU
HeobXx0AMMO TLATENIbHO YAANATb OCTATKM XXUAKOCTU U3 JTYHOK.

BHecuTe BO BCe siyHkn no 100 MKk KOHblOrara.

3aksenTe nnaHweT 6ymMaroi AN 3aKfieuBaHus NiaHLleTa » MHKY6UpyWTe ero B Te4eHue
30 MMHYT Nnpu TeMmnepartype +37 °C.

M0 OKOHYaHWW MHKYBaLMKN yaanuTe CoOAepXUMOe JIYHOK 1 OTMOWUTE JIyHKU 5 pas.

BHecuTe Bo Bce nyHku no 100 mkn pacrtBopa cy6crpata TeTpameTunbeHsnan-
Ha. BHeceHune pacTtBopa cybcTpaTa TeTpameTunbeHsnamHa B YHKU Heo6XoaAnuMo Mnpo-|
M3BECTU B TeyeHune 2-3 MvH. MHKYy6upyiTe nnaHwWeT B TEMHOTE NMpPyU KOMHaTHOM
TemnepaTtype (+18...+25 °C) B TeueHme 10-20 MMHYT B 3aBUCUMOCTUN OT CTEMNEHU
pa3BUTUSI CUHEro OKpalUMBaHUs.

11

BHecuTe BO BCe JIYHKM C TOW XXe CKOPOCTbIO W B TOW Xe NOCNef0BaTeNbHOCTU, KaK U
pactBop cybcTpaTta TeTpamMeTunbeHsmanHa, no 100 MK cTon-peareHTa, rnpu 3ToMm
COAEepXUMOe TYHOK OKPaLUMBAETCS B SIPKO-XKEeNTbllA LBET.

12

U3MepbTe BeNUUMHY onNTUYEeCcKoM mJIoTHoctu (Of) copep>KMMOro JiyHOK
njiaHwera Ha d¢oToMeTpe BepTUKaSbHOr0 CKaHWPOBaHVUS MPU AJSIMHE BOJIHbI
450 HM. M3mepeHune Ol coaep>XXmMMOro NyHOK niaHweTa HeobxoAnMO Npou3BecTu B
TeyeHue 15 MWH nocne BHeceHUs cTon-peareHTa. bnaHk doToMeTpa BbiCTaBnaniTe Mo
kannbposoyHoi npobe C1.

npoaosikeHne Tabauubl Ha cTp. 8
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13 | MocTpoiiTe B NUHENHbIX KoopAuHaTax KannmbpoBOuYHbIM rpaduk: ocb abcumcc (x) -
KOHUeHTpauus obwero IgM B kanubpoBouHbix npobax (r/n), ocb opauHaT (y) -
onTuyeckas MAOTHOCTb KannbposouHblix Npob (O 450 HM). Ana anroputma obcyeTta
(annpokcuMaumm) KanmbpoBOYHOro rpaduka UCMonb3ynWTe MHTEepBasbHbIA (KyCOYHO-
JNIMHENHbIW, «OT TOUYKM K TOYKE») METOA.

14 | Onpenennte no kanubpoBo4vyHOMY rpaduKky copepxaHue obuwero IgM B nccneagyembix
obpasuax. Ecnu wuccneayembli obpasen npeapassoaumnn  (CM. n.3), yMHOXbTe
Nnofly4YeHHbI pe3ynbTaT Ha dakTop pasBeaeHusi. pu aHanuse pasfiMyHbIX BUAOB
MaTepuana HeobXoAMMO YMHOXWUTb MOJSIyYeHHble 3HaveHus Ha PakTop nepecyeTa,
npueeAeHHbI B Tabnuue M.

Tabnuua M
cbiBopoTka | Mccnepyembie 06pasubl Pasegenue 1(1:100): 10 mkn obpasua 0 100 1
(nnasma) | JOMKHbI ObITb TLIATENbHO + 990 mkn bydepa Ana passenenus
KpoBU | OTLIEHTPUGYIMpOBaHbI. 06pa3LoB. B apyryto npobupky

AHanu3 MyTHBIX, XNe3HbIX PasBepenue 2 (1:5000) nobaBbre

11 remonmuTMyeckmux 06pasuoB | 10 mkn PazseseHue T+ 490 mkn
MOXET MPUBECTU K UCKaxKeHWto | bydepa ana pa3seseHna 0bpasLios.
pe3ynbTaTos. Pa3Begenue 2 (1:5000) cnepyet
CMONb30BaTh B aHanu3e

aioHa | Wcenepyemble obpasupl 90 10 0.002
AOMKHDI ObITb TLLATENbHO
OTLIeHTPUGYrupoBaHbl. AHanu3
MYTHbIX 06Pa3Li0B MOXeT
MPUBECTU K MCKXKEHNIO
pe3ynbraTos.

moua | Wccnepyemble obpasupl 50 50 0.0004
LOMKHDI ObITb TLLATENbHO
OTLIeHTPUGYrupoBaHbl. AHanu3
MYTHbIX 06Pa3Li0B MOXeT
MPUBECTU K UCKAKEHNIO
pe3ynbraTos.

CnuHHO- | Viccnepyemble 06pasLibl 80 20 0.001
MO3r0BaA | AOMKHbI ObITb TLUATENbHO
KUBKOCTb | OTUEHTPUGYrMpoBaHbl. AHanu3
MYTHbIX 06Pa3Li0B MOXeT
MPUBECTU K UCKKEHNIO
pe3ynbraTos.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ynbTaTtax nccnenoBaHui, npoBeAeHHbIX
000 «XEMA», pekoMeHAyeM MO/sib30BaTbCs HOpPMaMW, NpuUBEAEHHbIMK HMXe. BmecTte
C TeM, B COOTBETCTBUM C NpaBunamu GLP (Xopowei nabopaToOpHOM NpaKTUKK), Kaxkaas
nabopatopua AO/HKHA camMa onpefennTb MapaMeTpbl HOPMbl, XapakTepHble ANs
obcnenyemon nonynauuu.

MpumMmeuaHue. 3HayeHUss KOHUeHTpauuii obwero IgM B uccneayembix obpasuax,
HaxXoAsAWMeCa HUXe rpaHuubl 4YyBcTBuUTeNbHOCTM Habopa (0.06 r/n), a Takxke
rnpesbllatoWwme 3HayeHne BepxHern kanmbposoyHor npobel (10 r/n) cneayeT npuBoAnUTb
B cnepytowen gopme: B nccnenyemMoMm obpasue X KoHuUeHTpauusa obuero IgM Huxke
0.06 r/n wnun Bbiwe 10 r/n.

Eaunuupl, r/n
Wccnepyemasn rpynna — —
HwxHuii npepen Bepxuuit npegen
340pOBble AOHOPbI 0.7 3.7
HOBOPOXAEHHbIE 0.1 0.35
1-3 mecsqua 0.12 0.9
4-6 mecsaues 0.25 1.2
7-12 mecsues 0.35 1.0
1-6 net 0.55 2.2
7-11 net 0.65 1.7

11. INTEPATYPA

1. Erik J. Wiersma, Cathy Collins, Shafie Fazel, and Marc J. Shulman Structural and
Functional Analysis of J Chain-Deficient IgM J. Immunol., Jun 1998; 160: 5979 -
5989.

Mo BompocaM, kacawLwmmcs kayectsa Habopa «O06wmn IgM-UDA >,
cnenyet obpawatbca 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 (MHOrokaHanbHbIl)

3M1eKTPOHHas noyta: info@xema.ru; rgc@xema.ru
VHTEpHET: www.xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. [. C. KoCTp1kunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF TOTAL IgM IN HUMAN BIOLOGICAL FLUIDS

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of total IgM
in biological fluids.

This kit is designed for measurement of total IgM in biological fluids. 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

Immunoglobulin M (IgM) is secreted during primary immune response and exists
in monomeric and pentameric forms. Elevated serum IgM is observed in chronic
inflammation, macroglobulinemia and IgM myeloma. Decreased IgM level may occur in
some immunodeficiency syndromes.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to human
total IgM-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 total IgM, 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-'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...+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.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...4+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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9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

: Absorbance units Production control 1
Calibrators Value (450 nm) -
CAL 1 0 g/l 0.08 - s
CAL 2 0.5 g/l 0.32 oL
CAL 3 29/l 0.93 - /
CAL 4 5 g/l 2.15 Bl
CALS 10 g/l 3.01 o

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 total IgM. 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, g/I
Sex, age Lower limit Upper limit
Healthy donors 0.7 3.7
newborn 0.1 0.35
1-3 month 0.12 0.9
4-6 month 0.25 1.2
7-12 month 0.35 1.0
1-6 yrs 0.55 2.2
7-11 yrs 0.65 1.7

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
IgA <0.1
I1gG <0.1
IgE <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.06 g/I.

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

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

12, LITERATURE

Erik J. Wiersma, Cathy Collins, Shafie Fazel, and Marc J. Shulman Structural and
Functional Analysis of J Chain-Deficient IgM J. Immunol., Jun 1998; 160: 5979 - 5989.
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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. Akagemnika Eppemosa, f. 23;
e-mail: info@xema.com.ua
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