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number Short name: Classification Class All changed by Registration number number date Exp. date
00313369
1. THYROID PEROXIDASE K131 aTPO EIA Cat. Nr K131 00082228
(INCL. MICROSOMAL) ANTIBODIES 12-10-03-01-00 other DE/CA59/1VD/13/44 00055095 2007-10-29
2. THYROGLOBULIN AUTOANTIBODIES | K132 aTG EIA Cat. Nr K132 12-10-03-04-00 other 00082229 DE/CA59/1VD/13/43 00055096 2007-10-29
3. MPO ANCA K133 aMPO EIJA Cat. Nr K133 12-10-90-09-00 other 00082229 DE/CA59/1VD/13/42 00055097 2007-10-29
4. TISSUE TRANSGLUTAMINASE K160; Anti-tTG IgG EIA Cat. Nr K160;
ANTIBODIES K161 Anti-{TG IgA EIA Cat. Nr K161 12-10-90-21-00 other 00082231 DE/CA59/1VD/13/41 00055098 2007-10-29
5. GLIADIN ANTIBODIES K180; Gliadin IgG EIA Cat. Nr K180, 00082232/
K181; Gliadin IgA EIA Cat. Nr K181 ; 00055099
KIS2A, Deamidated Gliadin IgA EIA, 12-10-90-06-00 other c(})lgilzgggsbéy DE/CA59/1VD/13/40 2011-08-11
K182G Deamidated Gliadin IgG EIA
6. IMMUNOGLOBULIN E — TOTAL K200 Total IgE EIA Cat. Nr K200 12-02-01-02-00 other 00082233 DE/CA59/1VD/13/39 00055100 2007-10-29
7. THYROID STIMULATING HORMONE K201; TSH EIA Cat. Nr K201;
K201 A TSH Plus EIA Cat. Nr K201A 12-04-01-11-00 other 00082237 DE/CA59/1VD/13/38 00055103 2007-10-29
8. LUTEINISING HORMONE K202 LH EIA Cat. Nr K202 12-05-01-05-00 other 00082238 DE/CA59/1VD/13/37 00055104 2007-10-29
9. FOLLICLE STIMULATING HORMONE K203 FSH EIA Cat. Nr K203 12-05-01-04-00 other 00082239 DE/CA59/1VD/13/36 00055105 2007-10-29
10. HUMAN GROWTH HORMONE K204 GH EIA Cat. Nr K204 12-06-04-02-00 other 00082240 DE/CA59/1VD/13/35 00055106 2007-10-29
11. HUMAN CHORIONIC K205 HCG EIA Cat. Nr K205 00055107
GONADOTROPIN TOTAL 12-05-02-05-00 other 00082241 DE/CA59/1VD/13/34 2007-10-29
12. PROLACTIN K206 Prolactin EIA Cat. Nr K206 12-05-01-08-00 other 00082242 DE/CA59/1VD/13/33 00055108 2007-10-29
13. PROGESTERONE K207, Progesterone EIA Cat. Nr K207 ; 00082243/ 00055109 2025-05-25
K207S Salivary Progesterone EIA 12-05-01-06-00 other changed by DE/CAS59/1VD/13/32 2011-08-11 e
00120953
14. ESTRADIOL K208 Estradiol EIA Cat. Nr K208 12-05-01-03-00 other 00082244 DE/CA59/1VD/13/31 00055110 2007-10-29
15. TESTOSTERONE (WITH DEHYDRO K209 ; Testosterone EIA Cat. Nr K209 ; 00082245/
AND FREE TESTOSTERONE) K209S Salivary Testosterone EIA 12-05-01-10-00 other changed by DE/CA59/1VD/13/30 00055111 2011-08-11
00120954
16. CORTISOL K210 Cortisol EIA Cat. Nr K210 ; 00082246/ 00055112
K2108 Salivary Cortisol EIA 12-06-02-04-00 other changed by DE/CA59/1VD/13/29 2011-08-11
00120955
17. TRIIODOTHYRONINE K211 T3 EIA Cat. Nr K211 12-04-01-05-00 other 00082247 DE/CA59/1VD/13/28 00055113 2007-10-29
18. THYROXINE K212 T4 EIA Cat. Nr K212 12-04-01-07-00 other 00082248 DE/CA59/1VD/13/27 00055114 2007-10-29
19. FREE TRIIODOTHYRONINE K213 Free T3 EIA Cat. Nr K213 12-04-01-01-00 other 00082250 DE/CA59/1VD/13/26 00055115 2007-10-29
20. FREE THYROXINE K214 Free T4 EIA Cat. Nr K214 12-04-01-02-00 other 00082251 DE/CA59/1VD/13/25 00055116 2007-10-29
21. DEHYDRO-EPIANDROSTERONE K215 DHEA-S EIA Cat. Nr K215
SULPHATE (INCL. DHEA) 12-05-01-02-00 other 00082253 DE/CA59/1VD/13/24 00055117 2007-10-29
22. | 17 OH PROGESTERONE K217 (O Progesterone EIA 12-05-01-07-00 | other 00082256 DE/CAS9/TVD/13/22 00055118 |  2007-10:9
23. CANCER ANTIGEN 125 K222 CA 125 EIA Cat. Nr K222 12-03-01-06-00 other 00082257 DE/CA59/1VD/13/23 00055119 20
24, CANCER ANTIGEN 19-9 K223 CA 19.9 EIA Cat. Nr K223 12-03-01-03-00 other 00082258 DREIN UPYBA B2 MonastHetil Viorica?
25. CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 12-03-01-31-00 other 00082262 DRy QOSRIVIIB/RD:04:59 BI5 123 2 -0
26. ALPHAFETOPROTEIN K225 AFP EIA Cat. Nr K225 12-03-90-01-00 other 00082264 RBEB/GA YNl SignatufiH) 055124 20 { Bk
27. | CANCER ANTIGEN 15-3 K226 M12 (CA 15.3 ) EIA Cat. NrK226 12-03-01-02-00 other 00082265 LDE/GxEINNDID3/48 00055125 2007-F439
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Nomenclature term Catalog . EDMA number . . Certificate Registration
number Lo Classification e All changed by Registration number number date L34 GRYEE
00313369
28. | OTHER CANCER ANTIGENS K227, MUCI1 M22 EIA
K228 Cat. Nr K227;
MUCIL Mo0 EIA Cat. Nr K228 12-03-01-90-00 other 00082266 DE/CA59/IVD/13/17 00055126 2007-10-29
29. | OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA Cat. Nr K232 12-03-90-90-00 | other 00082267 DE/CAS59/1VD/13/16 00055127 2007-10-29
30. | B HUMAN CHORIONIC K235 Free beta HCG EIA Cat. Nr K235 00055128
GONADOTROPIN (INCL. SUBUNIT) 12-05-02-06-00 other 00082268 DE/CA59/IVD/13/15 2007-10-29
31. | PREGNANCY ASSOCIATED PLASMA | K238 PAPP-A EIA Cat. Nr K238
PROTEIN - A (DOWNS) 12-05-02-10-00 other 00082269 DE/CAS59/1VD/13/14 00055129 2007-10-29
32. | OTHER OTHER PLASMA PROTEINS K240 Alveomucin EIA Cat. Nr K240 12-01-90-90-00 other 00082270 DE/CA59/IVD/13/13 00055130 2007-10-29
33. | C-REACTIVE PROTEIN K250 CRP EIA Cat. Nr K250 12-11-01-09-00 other 00082271 DE/CA59/IVD/13/12 00055131 2007-10-29
34. | SEX HORMONE BINDING GLOBULIN | K268 SHBG EIA Cat. Nr K268 12-05-01-09-00 other 00082272 DE/CA59/IVD/13/11 00055132 2007-10-29
35. | TROPONIN (T + 1) K291 Troponin I EIA Cat. Nr K291 12-13-01-07-00 other 00082273 DE/CA59/IVD/13/10 00055133 2007-10-29
36. | IMMUNOGLOBULIN G K271 Total IgG EIA Cat. Nr K271 12-01-01-05-00 other 00082274 DE/CA59/IVD/13/9 00055134 2007-10-29
37. | IMMUNOGLOBULIN G SUBCLASS K272; T¢G2 EIA Cat. NrK272;
REAGENTS K274 18G4 EIA Cat, Nr K274 12-01-01-06-00 other 00082275 DE/CA59/1VD/13/8 00055135 2007-10-29
38. | IMMUNOGLOBULIN A K275 Total IgA EIA Cat. Nr K275
12-01-01-01-00 other 00082276 DE/CA59/IVD/13/7 00055136 2007-10-29
MM LOBULIN M K2 Total IgM EIA Cat. Nr K2
39 UNOGLOBU 77 olle Cat. NrK277 12-01-01-07-00 | other 00082277 DE/CASYIVD/13/6 00055137 2007-10-29
KQI13; AutoQon AT immunoassay control set 2025-05-25
Cat. Nr KQ13;
40. RHEUMATOID/AUTOIMMUNE KQ14; AutoQon ANA/ENA immunoassay
CONTROLS control set Cat. Nr KQ14;
KQl15 AutoQon ACL immunoassay control set 12-50-01-14-00 other 00082278 DE/CAS59/IVD/13/5 00055138 2007-10-29
Cat. Nr KQ15
41. | HORMONE CONTROLS KQ21 Pé‘;rtm;?l‘;‘(’)‘z“fm““oa“ay control set 12-50-01-04-00 | other 00082279 DE/CASYIVD/13/4 00055139 2007-10-29
42| TUMOUR MARKER CONTROLS KQ22 82;“3;’%8;’;““0355@ control set 12-50-01-10-00 | other 00082280 DE/CA59/TVD/13/3 00055140 2007-10-29
43. | CYFRA 21-1 K236 CYFRA 21-1 EIA 12-03-01-20-00 other 00120946 DE/CA59/1VD/13/45 00078973 2011-08-11
44. | CANCER ANTIGEN 724 K244 CA 124 EIA 12-03-01-05-00 other 00120947 DE/CA59/IVD/13/46 00078974 2011-08-11
4. Eggﬁ%g% THYROID STIMULATING | K20IN TSH-Neo EIA 12-04-01-03-00 other 00120948 DE/CA59/IVD/13/47 00078975 2011-08-11
46. | ESTRIOL K218 Free Estriol EIA 12-05-02-02-00 other 00120950 DE/CA59/IVD/13/48 00078977 2011-08-11
47. | IMMUNOGLOBULINE - K200S Specific IgE EIA
MONOTEST/MONORESULT - MULTI 12-02-01-04-00 other 00120951 DE/CA59/IVD/13/49 00078978 2011-08-11
AG
48. KAPPA AND LAMBDA CHAIN K279K Free kappa Igg light chain EIA,
K270L Free lambda lgg light chain EIA 12-01-01-20-00 other 00120952 DE/CA59/IVD/13/50 00078979 2011-08-11
49. | TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 12-01.90-08.00 other 00125311 DE/CASYIVD/13/51 00081283 2013-01-09
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 12-03.90-08.00 other 00126089 DE/CASO/IVD/13/52 00081687 2013-03-20
51 OTHER OTHER TUMOUR MARKERS K239 HE -4 EIA Cat. Nr K239 12-03-90-90-00 other 00126090 DE/CA59/IVD/13/53 00081688 2013-03-20
52. | HSVIgG K104 HSV %2 1gG EIA (Cat. NrK104) 15-04-03-05-00 other 00127648 DE/CAS9/IVD/13/67 00082628 2013-09-10
53. | HSVIgM K104M HSV 72 1gM EIA (Cat. Nr K104M) 15-04-03-06-00 other 00127649 DE/CAS59/IVD/13/66 00082629 2013-09-10
54. | MYCOPLASMA ANTIBODY ASSAYS | K106 Mycoplasma IgG EIA (Cat. Nr K106) 15-01-08-03-00 other 00127650 DE/CAS59/IVD/13/65 00082630 2013-09-10
55. | SYPHILIS ANTIBODY ASSAYS TOTAL | K111 Treponema pallidum Total Ab EIA
15-01-03-03-00 other 00127651 DE/CA59/1VD/13/64 00082631 2013-09-10

(Cat. NrK111)




Form

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

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

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

This is to certify that the management system of

XEMA Co, LTD

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

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

ISO 9001:2015

This certificate is valid for the following scope:

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

Place and date Zr Te marg Mo

Espoo. 14 February 2022 DNY - Business Assarance

o Keilaranta 1, 02150 Espoo, Finland
FINAS

S001 (EN ISOAEC 17021-1)

Kimmo Haarala
Management Representative

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




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

Appendix to Certificate

XEMA Co, LTD

Locations included in the certification are as follows;

Site Name Site Address

Site Scope

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

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

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

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

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

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

Page 2of2




000 «XEMA»

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

[ 8 800 505-23-45

< sale@xema.ru

{» www.xema-medica.com

10.02.2022
Hcx. Ne 10-01/02

STATEMENT

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

We declare that the company mentioned above is authorized to

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

Signature: Dmitry S. Kostrikin

Deputy general manager
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Instruction for use

MHCTPYKUMA NO MPUMEHEHUIO

HABOPA PEATEHTOB

Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
CA125 B CbIBOPOTKE (MJIASME) KPOBU

«CA125-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF CA125 IN HUMAN SERUM OR PLASMA

CA125EIA

Ha carite www.xema-medica.com AOCTYNeH KanbKynsTop pac4yeTa
puUCKa paka siyHuKa Mno JaHHbIM uccnefosaHus Ha aHTureHsl CA125
n HE4 npu wcnonb3oBaHun WPA Habopos npoussoacTBa Halen
KOMMNaHuu. HageeMmcsi, 4To 3TOT MHCTPYMEHT MO3BOMUT cneumanncram
no nabopaTopHON AMarHoCTMKe BpavaM-KaMHUUKUCTAM O6blTb  Ha
nepeaoBOV COBPEMEHHOW MeAWUMHbI U NOCnoco6CTBYET MOBbILEHWIO
YPOBHS 06CNYXUBaHWUS U 3aLUNTbI NALMEHTOB.

HOMEP MO KATASIOTY K222
TY Ne 9398-222-18619450-2010

PETMCTPALUVMOHHOE YOOCTOBEPEHUE
Ne®CP 2010/07151 ot 17 mapTa 2010r.

AnTtuTena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBytOT
KOHTponbHble CbIBOPOTKM, BXOAALLME B COCTaB Habopa, IHAaKTUBUPOBAHbI.

W For 96 determinations/Ha 96 onpepenexui

ONsA UH 8UMPO ANArHOCTUKN

"IN “ XEMA Co,, Ltd.

i& The 9th Parkovaya str., 48

e Authorized Representative in EU:
e, 105264 Moscow, Russia Polmed.de
Q«Pf\’% Tel./fax: +7(495) 510-57-07 Steinacker 20, D-73773

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

Em  internet: www.xema-medica.com e-mail: info@polmed.de
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K2221

«YTBEPXJEHA»
Mpuka3 PocsapaBHaasopa N2 2136-Mp/10 ot 17 mapTa 2010 r.
KPAQ N2 6171 oT 04.02.2010 r.

MHCTPYKUNA MO NPUMEHEHNIO HABOPA PEATEHTOB AnA
MMMYHO®EPMEHTHOIO ONMPEAEJIEHNA CA125
B CbIBOPOTKE (MJIASME) KPOBU «CA125-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«CA125-VOA» npegHasHayeH A8 KOJMYECTBEHHOrO
onpepeneHvs KoHueHTpauun CA125 B cbiBOpoTKe (nfasMe) KpoBW MeToAoM
TBEpAO(a3HOro MMMYHO(EPMEHTHOIrO aHanun3a.

1.2. CA125 npeacrtaBnsetr cobohi aHTureH (anmMTon), ACCOLMMPOBAHHbLIN
C afleHOoKapunHOMaMn SMYHMKOB M HEKOTOPbLIMU APYrMMK onyxonsamu. KonnyectseHHoe
onpeaeneHne CA125 B CbIBOPOTKE MK Ma3Me UCMO/b3YeTCs AN MOHUTOPUHIa 60/1bHbIX
C ageHokapuuHoMaMn smnyHukoB. dnuton CA125 obHapyXmBaeTcs Ha reTeporeHHoun
rpynne rMKONMPOTEMHOB C BbICOKOM MONEKYSIpHOW Maccon (MofiekynsapHas macca
oT 200.000 po 1.000.000). B BbICOKOM nMpoueHTe cny4daeB cogepxaHue CA125
NnoBbIWAETCA NpU  aAeHOKapUWMHOMAX SUYHUKOB, 3@ WCKIIOYEHUM MYLWMHO3HOW W
rpaHyfne3oKkNeTo4YHOM ructonormyeckorn dopmbl. Kpome Toro, CA125 obHapyxunaetcs
B HEKOTOPbIX 3MOPUOHAsbHbBIX TKAHAX M HEKOTOPbIX TKaHAX B3pOC/AOro OpraHuM3Mma -
B anutenun dannonueBbix Tpyb, B amoOKPWMHOBBIX MOTOBbIX >efe3ax, MOSOYHbIX
xenesax, sHAoMeTpuu. lMoBbllweHne KoHueHTpauun CA125 B cbiBOpoTKe HabnwgaeTcs
y 6onbwnHcTBa 60MbHBLIX C afeHOKapLMHOMaMU SSUYHUMKOB - B TOM 4YMC/e, Ha NepsoW
ctagun. OnpeaeneHuve ypoBHa CA125 nonesHo Ansa KOHTpons apPeKTUBHOCTM TeveHuns
N CNexXeHnsa 3a TeYyeHMEM a[eHOKapuWHOM SIMYHMKOB; BMeCTe C TeM, pe3yfbTaTbl
n3mepennss CA125 Bcerga cneayeTr MHTepnpeTMpoBaTb B KOMMEKCe C pe3ynbTaTamu
APYrMX MeTOA0B WCCNEeA0BaHUA W KIWMHWYECKUMW AAHHbIMW. [laHHble, MOSy4YeHHble
B nabopatopum XEMA, cBWAETENbCTBYIOT, 4TO Mepuoanyeckoe onpeaeneHue
ypoBHs CA125 MoxeT 6bITb MONE3HO ANS AMArHOCTUKWM pasBUTUS afeHOKapLMHOMbI
pnbpo3HON TKaHM nerknx y O60NbHbIX C WHTEpCcTMUManbHbiMKM 3aboneBaHus MU
nerkux. B onpepeneHnn aHtureHa CA125 ncrnonb3yoTca MOHOK/IOHasbHble aHTUTena
K 3NUTOMHbIM rpynnam A m B, nonydeHHble XEMA (X306 u X52); cneundunyHocTb
aHTUTEN NOATBEpPXAEeHa MeXAyHapoAHOW akcriepTHou rpynnon (TD1 workshop 2000,
International Society of Oncodevelopmental Biology and Medicine).OnpeaeneHue
ypoBHs CA125 He no3BossieT NpoBOAMTb PaHHIOW AMArHOCTUKY 3/10KaYeCTBEHHbIX
3aboneBaHuii, MOCKOMbKY MOBbIWeHHOe codepxaHne CA125 B CbIBOpOTKE MOXeT
HabngaTbCa Npyv KapuuvHoOMe MaTKW, rernatoMe, afeHOKapuMHOME MNOoAXenyLOYHOWM
Xenesbl, a Takxe npu 3abosieBaHNAX HEOMyX0neBOW NPUPOAbI — HanpuMmep, LUMppo3e
MeyYyeHn, WHTEepCTUUMaNbHbIX 3aboneBaHuax nerkmx. BHUMAHUE! 3Stotr Habop
npeaHasHayeH ToNbKo ANns paboTbl C CbIBOPOTKOW WM nnasMon. Mpu aHanuse Apyrux
TMNoB o6pasLoB - HanpuMep, acUMUTUYECKOM XWAKOCTU, MeBpasibHbIX BbIMOTOB WMAU
KYyNbTypanbHbIX CyNepHaTaHTOB — MOXHO MOJSyUYUTb JIOXKHbIE pe3yfbTaThbl.
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2. IPUHUUN PABOTbl HABOPA

OnpegeneHne CA125 OCHOBaAHO Ha MWCMNOSb30BAaHUM  «CIHABUY»-BapuaHTa
TBEpAOdasHOro WMMyHodepMeHTHOro aHanus3a. Ha BHYTPeHHel MnOBEPXHOCTH
NIYHOK niaHweTa MMMOOUIM30BaHbl MbIUMHbIE MOHOK/OHasbHble aHTUTena k CA125
yenoseka. B nyHkax nnaHweTta, npu gobasneHnn nccneayemoro obpasua, Nnponcxoant
cesa3biBaHMe CA125, copepxalwerocsas B uccnegyemom obpasue, C aHTMTENaMM Ha
TBepaon aze. O6pa3oBaBLUMINCS KOMMIEKC BbIABASAIOT C MOMOLWbIO KOHbtoraTta
MbIWMWHbBIX MOHOKMOHaNbHbIX aHTUTen k CA125 uenoBeka C nepokcuMaason XpeHa.
B pe3ynbtaTte o06pa3yeTcs CBSA3aHHbIM C MIACTUKOM «C3HABUY», COAep>Kalini
nepokcmaasy. Bo Bpemsi nHkybaumm c pactBopoM cybcTpaTa TeTpameTunbeH3nanHa
(TMB) nponcxoamT oKpallnBaHme pacTBOpPOB B IyHKax. MHTEHCMBHOCTb OKpacku npsimo
nponopunoHanbHa kKoHueHTpauun CA125 B uccnepyemom obpasue. KoHueHTpauwuio
CA125Buccnenyembix obpasuax onpeaensitoTno kaambpoBoYHOMY rpadmKy 3aBUCUMOCTH
OMNTUYECKOW MNOTHOCTU OT coaepxaHmst CA125 B kannbpoBouHbIX npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOKIOHANbHbIX
aHTuTen kK CA125 yenoseka c ApyrMMun aHanutamu npuseaeHa B tabnuue:

AHanurt NepekpecTHasa peakuus, %
K3A <0.1
CA19-9 <0.1
CA15-3 <0.1

3.2. BocnpousBoanMOCTb.

KoaddurumeHT Bapuauum pe3ynbTaToB onpeaeneHns coaepxanms CA125
B OAHOM UK TOM Xe obpasue CbIBOPOTKM (Ma3Mbl) KpPOBM C WCMOSb30BaHNEM
Habopa «CA125-UDA» He npeBbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBMCUMOCTb KOHUeHTpauun CA125 B obpasuax CbiBOPOTKM (MasMbl) KpOBU
npu pasBeaeHUM MX CbIBOPOTKOW (Mna3Moi) KpoBu, He coaepxawen CA125, nmeert
NMHENHbIN XapaKTep B AMana3oHe KoHueHTpauui 25-400 Ea/mn n coctanset £10.0%.

3.4. To4yHOCTDb.

[aHHbIA  aHanuUTMYecKMii napaMmeTp MpPOBEPSEeTCS TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBUE M3MepeHHOW KoHueHTpauun CA125 npeanncaHHOM, MOMYYEHHOW nyTem
CMELNBAHUA paBHbIX OH6BEMOB KOHTPOJSIbHOM CbIBOPOTKW W KannbpoBOYHOW Mpobbl
50.0 Ea/mn. MpoueHT «oTKpbITUsA» coctaBnsieT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHuManbHaa goctoBepHo onpeaenseMas Habopom «CA125-UOA» KOHLEHTpaums
CA125 B cbiBOpoOTKe (nna3Me) KpoBu He npesbliwaeTt 0.25 Ea/mn.
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Komnnekrauua 5
Cumson

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

5. MEPbl MPEAOCTOPOXXHOCTHU

5.1. lNMoTeHumanbHbIlh puck npuMeHeHnst Habopa — knacc 1 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a wucknouveHuem cron-peareHta (5.0% pacrteop
CEpHON KMUCNOTbI), B UCMOMb3YyEMbIX KOHLEHTPaUNSAX SIBASIOTCS HETOKCUYHbIMU.

PactBop cepHoli kucnoTbl obnagaeTr pasgpaxawwum  gencreveMm.  Msberatb
pa3bpbI3rMBaHMs 1 NonagaHusa Ha KOXy W cim3uctble. Mpu nonagaHumn Ha KOXY W CIM3UCTble
NOpPaxeHHbIM y4acToK CnefyeT NpoMbITb 60NbLUMM KONNMYECTBOM MPOTOYHOM BOAbI.

5.3. lNpwn pabote c Habopom cneayet cobnoaate «lpaBuia yCTPOMCTBA, TEXHUKMU
6e30nacHOCTN, MNPOM3BOACTBEHHOW CaHUTapunM, MNPOTUBOIMUAEMMYECKOrO pexuMma Wu
NINYHOW rurneHol nNpu pabote B nabopatopusax (OTAeneHusix, OoTAenax) CaHWTapHO-
3NUAEMUONIOTMYECKUX YUPEeXAEHUN cucTeMbl MuHUCTepcTBa 34paBooxpaHeHus CCCP»
(Mocksa, 1981 r.).

5.4. Mpn paboTte c Habopom cneayetr HageBaTb OAHOPA30Bble pPE3VHOBbIE WU
NnaacTMKOBble NepyaTKM, Tak Kak obpasLbl KPOBK YenoBeka cnefyeT paccMaTpuBaTh Kak
NOTEHUMANbHO UHPUULMPOBAHHBIN MaTtepuan, CNocobHbI ANUTENBHOE BPEMS COXPaHATb
1 nepenasaTb BUY, BUpyc renatnta unm noboii apyroi Bo36yantenb BUPYCHOM MHMEKLMN.

6. OBOPYOQOBAHUE N MATEPUAIIDI,
HEOBXOAWUMBbIE NPU PABOTE C HABOPOM

- ¢doTOMETp BEPTMKANbHOIO CKaHMPOBaHUS, MO3BOSOWMIA N3MEPATL ONTUYECKYHO
NAOTHOCTb COAEPXMMOr0 NIYHOK MaHLweTa npu AnnHe BosHbl 450 HM;

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

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, nossonswwme oTbmpatb 0b6bEMbI
B AnanasoHe 25-250 mkn;

- UMAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAA AVCTWI/IMPOBAHHAS;

- NepyaTKu Pe3nHOBbIE MM NNACTUKOBLIE;

- bymara ¢punbTpoBanbHas.

7. NOArOTOBKA PEAFEHTOB AJ1s1 AHAJIU3A

7.1. MNepen npoBeaeHneM aHanmsa KOMMoHeHTbl Habopa n uccnepyemble obpasubl
CbIBOPOTKM (MN1a3Mbl) KpOBW CnefdyeT BblAepXaTb MNpW  KOMHATHOM TemnepaTtype
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpurortosBsieHue NJaaHLWeTa.

BCKpbITb MakeT € MAaHWeTOM M YCTaHOBUTb Ha paMKy HeobXxoaMmoe KONM4ecTBO
cTpunoB. OcTaBLUMECS HENCNOIb30BAHHbLIMW CTPUMbI, YTO6bI NPefOTBPaTUTL BO3AENCTBUNE
Ha HUX Bfaru, TwaTenbHO 3aknenTb 6ymaroln Ansa 3aKnenBaHns NaaHWweTa u XpaHuUTb Npu
TeMmnepatype +2...+8 °C B TeyeHue BCero cpoka rogHoctn Habopa.
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7.3. NMpuroroBneHne OoTMbIBOYHOIO pacTBopa.

Coaepxunmoe diakoHa C KOHLEHTPATOM OTMbIBOYHOIO pacteopa (22 M), nepeHectu
B MEpHbI UMAMHAp BMecTuMocTblo 1000 mn, pobasutb 550 MA AUCTUANMPOBAHHOW
BOAbl W TWATeNbHO nepemewatb. B cnyyae apobHoro ucnonb3osBaHus Habopa cneayet
oTobpaTb HeobxoAMMOe KOMMYECTBO KOHLieHTpaTa OTMbIBOYHOrO pacTBopa W pasBecTu
ANCTUNNMPOBaAHHON BoAOM B 26 pa3 (1 M KOHLEeHTpaTa OTMbIBOYHOrO pacteBopa + 25 mn
ANCTUNNNPOBAHHOM BOAbI).

8. YC/NoBUA XPAHEHUA N SKCMNJIYATALUN HABOPA

8.1. Habop peareHToB «CA125-UDA» Ao/mKeH XpaHUTbCS B yYNakoBKe MpeanpuaTus-
N3roToBuTENS NpY TemnepaTtype +2...+8 °C B Te4eHne BCero cpoka rogHoOCTH, yKa3aHHOro Ha
ynakoeke Habopa. [lonyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu TemMnepaTtype
8o +25 °C He 6onee 15 cyTok. He gonyckaeTtcs 3aMopaxuBaHue Lenoro Habopa.

[donyckaeTca ogHOKpaTHOe 3aMopakuBaHue (-20 °C) kann6poBOUHbIX NPO6 1
KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTaX.

8.2. Habop paccuuTaH Ha mnpoBeaeHWe aHanm3a B Aybnvkatax 41 uccneayembix
obpasuoB, 6 kanMbpoBo4yHbIXx Npob6 M 1 nNpobbl KOHTPONBLHOW CbIBOPOTKM (BCEro
96 onpeneneHunit).

8.3. B cnyyae apobHoro mucnosnb3oBaHus Habopa KOMMOHEHTbI CleayeT XpaHwuTb
cnepyowmm 06pasom:

- OCTaBLUMECH HEWUCMNOSIb30BaHHbIMU CTPUMbl HEOBXOAMMO TLATENbHO 3aKIenTb

6ymaron Ans 3aknenmBaHWs NaaHLWeTa U XpaHuTb Npu Temnepatype +2..+8 °C
B Te4yeHune BCero cpoka rogHocTn Habopa;

- KOHBlOraT, cybcTpaT, CTon-peareHT Nocne BCKpbITUA h/1akoHOB ClefyeT XpaHuTb
npu TemnepaTtype +2...4+8 °C B TeuyeHne BCero cpoka rogHoctn Habopa;

- KanubpoBOuYHble MPo6bl U KOHTPOJIbHYK CbIBOPOTKY MOCAE BCKPbITUS (PNaKkoHOB
cnepyeT XpaHuUTb Npu Temnepatype +2...+8 °C He 6onee 2 MecsiLes;

- OCTaBLUMIACS HEWUCMONb30BaHHbIM KOHLEHTpaT OTMbIBOYHOrO pacTeBopa creayer
XpaHuTb Npu Temnepartype +2...+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.
MpUroTOBNEHHbI OTMbIBOYHbIN PacTBOp CneAyeT XpaHuTb MNpU KOMHaTHOW
Temnepatype (+18..+25 °C) He 6onee 15 cyTok wnauM npu TemnepaTtype
+2...48 °C He 6onee 45 cyTok.

MpumMeyaHue. ocne MCNoNb30BaHUSA peareHTa HeMeA/IeHHO 3aKpbiBalTe KpbIWKY

¢nakoHa. 3aKkpbiBanTe Kaxabli (pnakoH CBOEN KPbILLKOW.

8.4. 1na npoBeAeHUs aHanus3a He crneayeT MCMNosb30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (N1a3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, coaepiKallyto
asua HaTpus. Ecnv aHann3 npon3BoANTCSA He B AeHb B3ATUS KPOBWU, CbIBOPOTKY (M1asmy)
cnepyeT XpaHuTb npu TemnepaTtype -20 °C. MNoBTOpHOEe 3aMOpaXuBaHWe-OTTanBaHue
06pa3LoB CbIBOPOTKM (MAa3Mbl) KPOBM He AonyckaeTcs. [JonyckaeTcs uccrnefoBaHue
CbIBOPOTOK, XpaHeHWe KOTOpbIX C MOMeHTa 3abopa KpOBM OCYLLEeCTBASAOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. NcknovaeTca mncnonb3oBaHve Ana aHanmsa 06pasuoB CbIBOPOTKKU (Mia3Mbl)
KpOBM NtoAen, nony4vaslumMX B LEeNnsx ANAarHOCTUKW WAW Tepanuu npenapatbl, B COCTaB
KOTOPbIX BXOAAT MbIUWHbIE aHTUTENa.

8.6. MNpn wncnonb3osaHMnM Habopa ANS NpoBeAEHUS HECKONbKUX He3aBUCUMbIX
cepuii aHanu3oB cneayeT UMeTb B BUAY, YTO ANS KaXAOro He3aBMCMMOro ornpeaeneHus
Heobx0AMMO MNOCTPOEHME HOBOIO KannbpoBOYHOro rpadunka; KpoMe 3Toro, peKoMeHAyeTcst
onpeaeneHne koHueHTpauun CA125 B KOHTPOJSIbHOM CbIBOPOTKE.

8.7. Ana nonyyeHus HadexHbIX pe3yfbTaToB HeobxoauMMmo cTporoe cobntoaeHve
NHCTpyKumMn no npumeHeHuto Habopa.

8.8. He ncnonb3yrite KOMNOHEHTbI U3 APYrMX HAGOPOB MW U3 aHaNOrMYHbIX HAbopoB
APYTrnX Cepun.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Mofb30BaTbCd HOpPMaMu, MpUBEAEHHbIMW Huxe. Bmecte ¢ TeMm, B
cooTBeTCcTBMUM C npaBunamu GLP (Xopower nabopaTopHOW NpakTUKK), Kaxxaas
nabopatopusi Jo/MKHa camMa onpefenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnenyemon nonynsaunn.

MpumeuaHue. 3HauveHuss KoHuUeHTpaumint CA125 B wuccneayembix obpasuax,
HaxoAsilWmecs HMXe rpaHuubl 4YyBCcTBUTENbHOCTM Habopa (0.25 Ea/mn), a Takxe
npeBbillalOWmMe 3HavyeHue BepxHen kanubposouHow npobel (400 Eap/mn) cnepyet
npuBOAMTbL B cneaytouwer dopme: B nccnegyemMom obpasue X KoHueHTpauus CA125
Huxe 0.25 Ea/mn wnun Belwe 400 Ea/mn.

Uccneayemasn EanHuubl, EQ/mn
rpynna HvoxHuA npeaen BepxHui npeaen
My>XXUMHbI - 35
XKeHLWmHbI - 35
BepemeHHble:
1-14 TpuMecTp - 60
2- TpUMecTp - 150
3- TpumMecTp - 200
B nepwopa naktauum - 80

BHuMaHue! Habop peareHTtoB «CA125-UDA» npegHasHayeH Tonbko Ans paboTbl C
obpasuamum cbiBOpoTkM (Mnasmbl) KpoBu. Mpu MccreaoBaHum Apyrnx TMnos obpasuos
(acumMTUUYEeCKOM XNAKOCTH, NAeBPabHbIX BbIMOTOB UM KyJ1bTypPasibHbIX CyNepHaTaHTOB)
MOXHO MOSTYYUTb JIOXKHbIE pe3ynbTaThbl.
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Mo BonpocaM, kacatowmnmcs kadectsa Habopa «CA125-UDA»,
cnepyet obpawatbea B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/s 58

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

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

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF CA125
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of CA125
in blood serum or plasma.

This kit is designed for measurement of CA125 in blood serum or plasma.
For possibility of use with other sample types, please, refer to Application Notes
(on request). The kit contains reagents sufficient for 96 determinations and allows
to analyze 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

CA125 is an antigen (an epitope) associated with ovarian carcinoma and some other
tumors. Quantitative determination of CA125 in serum and plasma is used for follow-
up of patients with primary invasive ovarian carcinoma. The CA125 epitope is found
on a heterogeneous group of glycoproteins with a high molecular weight (MW 200.000
to over 1.000.000). CA125 can be detected in a high percentage of nonmucinous
epithelial ovarian tumours. In addition, CA125 is detectable in some fetal tissues
and in adult tissues in the epithelium of the phallopian tubes, apocrine sweat glands,
breast glands, endometrium and endocervix. Elevated serum concentrations of CA125
are found in most patients with epithelial ovarian cancer, including those with stage
1 disease. CA125 determination is useful for therapy control and follow-up of ovarian
cancer patients treated by any type of therapy. However, the CA125 values obtained
should always be interpreted in the context of the results obtained by other clinical
procedures.

Internal data obtained by XEMA suggest that serial determination of CA125 may be
helpful for diagnosis of adenocarcinoma development in fibrotic lung tissue in patients
with interstitial lung diseases.

In a present test system, monoclonal antibodies X306 (epitope group A) is used
to capture the antigen, and monoclonal antibodies X52 (epitope group B) are used as
a tracer. The epitope specificity of both antibodies were confirmed by an independent
expert group (TD1 workshop 2000, International Society of Oncodevelopmental Biology
and Medicine).

Determination of CA125 is not suitable for early diagnosis of malignancies because
elevated CA125 values may also be found in patients with uterine carcinoma, hepatoma
and pancreatic adenocarcinoma as well as in non-malignant conditions such as liver
cirrhosis, interstitial lung diseases, severe endometriosis and during pregnancy.
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3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to
human CA125-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies — murine monoclonal to human
CA125, labelled with peroxidase enzyme, are then added into the microwells. After
washing procedure, the remaining enzymatic activity bound to the microwell surface
is detected and quantified by addition of chromogen-substrate mixture, stop solution
and photometry at 450 nm. Optical density in the microwell is directly related to the
quantity of the measured analyte in the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

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

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines or
regulations.

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

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

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

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

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

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

4.10. Do not mix reagents from different lots.

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

4.12. Do not pipette reagents by mouth.

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

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

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

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 50-250 pl, is useful
but not essential;

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

Dry thermostat for 37 °C £0.1 °C;

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

5.3. Storage and stability of the Kit

Store the whole kit at 2 to 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...48 °C before testing. For
a longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

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

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

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

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

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.
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8. QUALITY CONTROL

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

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

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

9. CALCULATION OF RESULTS

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

9.2. Plot a calibration curve on graph paper: OD versus CA125 concentration.

9.3. Determine the corresponding concentration of CA125 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 Uﬂt’:?;bsao“:;) ::: I 25

CAL 1 0 U/ml 0.05 . )

CAL 2 25 U/ml 0.26 e P

CAL 3 50 U/ml 0.45 g ow | e

CAL4 | 100 U/ml 0.79 wl

CAL 5 200 U/ml 1.45 /f;}”

CAL 6 400 U/ml 2.20 Yo wm e m wo
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10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
CA125. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.

Sex, age Units, U/ml
! Lower limit | Upper limit
Males - 35
Females - 35
Pregnancy week:
1st trimester - 60
2nd trimester - 150
3rd trimester - 200
Lactation - 80

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte | Cross-reactivity, % wt/wt
CEA <0.1
CA19.9 <0.1
CA15-3 <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.25 U/
ml.

11.3. Linearity. Linearity was checked by assaying dilution series of 5 samples with
different CA125 concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery. Recovery was estimated by assaying 5 mixed samples with known
CA125 concentrations. The recovery percentages ranged from 90 to 110%.
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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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