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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 EIA 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(})lgilzggg;;y 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 N YA
SULPHATE (INCL. DHEA) 12-05-01-02-00 other 00082253 DE/CAS9HV?§§{&§Y"SN g’\nég??\i}\lxgqna S‘tl‘f%g@’élv-lz)?lca y
Date 202370627 090104 EEST
22| 17 OHPROGESTERONE K27 (O Progesterone EIA 12-05-01-07-00 | other | 00082256 DE/CAS9/IVRE®ERA: MpldSI@35Signafure007-10-29
23. | CANCER ANTIGEN 125 K222 CA 125 EIA Cat. Nr K222 12-03-01-06-00 other 00082257 DE/CA59/TV DA™ T OREs 10 2007-10-29
24. CANCER ANTIGEN 19-9 K223 CA 19.9 EIA Cat. Nr K223 12-03-01-03-00 other 00082258 DE/CA59/1VD/13/21 00055120 2007-10-29
25. CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 12-03-01-31-00 other 00082262 DE/CA59/1VD/13/20 00055123 2007-10-29
26. ALPHAFETOPROTEIN K225 AFP EIA Cat. Nr K225 12-03-90-01-00 other 00082264 DE/CA59/1VD/13/19 00055124 2007-10-29
27. CANCER ANTIGEN 15-3 K226 M12 (CA 15.3) EIA Cat. NrK226 12-03-01-02-00 other 00082265 DE/CA59/1VD/13/18 00055125 2007-10-29
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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)
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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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DNV

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
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Instruction for use

XEMA

MHCTPYKUIMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

ana UMMYHO®EPMEHTHOIO OMPEAEJIEHUA

AYTOAHTUTEN K TUPEONMEPOKCUAA3E B CbIBOPOTKE (MJIA3ME)
KPOBU

«AT-TMO - UOA»

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

aTPO EIA

HOMEP MO KATASTOTY K131
TY Ne 9398-131-18619450-2010

PErTMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2009/04489 ot 11 utoHs1 2010 roga

AxTnTena Kk BUY 1,2, Bupycy renatuta C u HBsAg oTcyTcTsytoT
KoHTponbHble CbIBOPOTKM, BXOAALME B COCTaB Habopa, HaKTUBUPOBaHbI.

W For 96 determinations /Ha 96 onpepaeneHuit

[inA uH 8UMPO ANArHOCTUKM
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XEMA Co., Ltd.

The 9th Parkovaya str., 48 Authorized Representative in EU:
105264 Moscow, Russia Polmed.de

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

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

internet: www.xema-medica.com e-mail: info@polmed.de
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1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 3
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4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
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10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 9
11. JINTEPATYPA 9
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K131I

«YTBEPXOEHA»
Mpuka3 PocaapaBHaasopa N2 5477-Mp/10 ot 11 utoHa 2010 r.
KP N¢ 33286 ot 27.05.2010

MHCTPYKLUHMA MO NPUMEHEHUNUIO HABOPA PEATEHTOB
aAand AMMYHO®EPMEHTHOIO OMNPEAENTEHNA AYTOAHTUTEN
K TUPEONEPOKCUAA3E B CbiIBOPOTKE (MJIASBME) KPOBM
«AT-TNO-NDA>»

1. HASBHAYEHME

1.1. Habop peareHTtoB <«AT-TMNO-UDA» npenHasHayeH ANs KOJMYECTBEHHOrO
ornpeaeneHnst KOHUEeHTpauum ayToaHTUTEN K TMpeonepoKkcmaase B CbiIBOPOTKe (nia3me)
KpOBW MeToAOM TBepA0dasHOro MMMyHO(pEPMEHTHOro aHanuaa.

1.2. TupouaHble  MUKpPOCOMasnbHble  aHTUTEeNna -  3TO  UMPKY/upylowme
MMMYHOM/106yIMHbI MPOTMB KOMMOHEHTa r1aAKoro 3HAO0MIa3MaTn4yeckoro peTmkysiyMma
KM1eTOK LWMTOBMAHON ene3bl. OCHOBHbIM KOMMOHEHTOM 3TOr0 MWKPOCOMasibHOro
aHTUreHa  sBnsetca  depMeHT  Tupeonepokcupasa (TMO). SDTm  aHTUTena
NpenMMyLLecTBEHHO MpuHaanexart K knaccy IgG. MNMpu ayTOMMMyHHbIX 3aboneBaHuax
LUMTOBMAHON >Xenesbl XenaTesibHO onpeaensATb OAHOBPEMEHHO aHTuTena Kk TrMNO wun
aHtuTena Kk TI. AHTuTena k Tl u/unu aTMNO onpeaensitoTCs B BbICOKMX KOHLEHTpaLMSax
npu 6onesHn lperBca, TMpeouanTe XawMMOTO U ero pa3HOBUMAHOCTSX: HOBEHW/IbHOM
nuMouMTapHOM TuUpeouamTe, XpOHU4YeckoM GUOPO3HOM BapuaHTe TupeouauTa,
naeonaTMyeckon Mukcegeme, aTpoPUUYECKOM acUMMNTOMaTUYECKOM TupeouaunTe U
cnHgpome LMuTTa. MOCKONBbKY Yy MauMeHTOB B 3aBMCUMMOCTM OT 3Tana 3abonesBaHus
MOXEeT HabnwaaTbCa rmno-, rmnep- Uin ayTupeonaHas crtagus, onpeaeneHne AaHHbIX
aHTUTen sBnsetrcs 6osee TOYHbIM AMArHOCTUYECKUM MPU3HAKOM MNpM MNOCTaHOBKEe
AnarHosa ayTOMMMYHHOIO MOPaXXeHUs LWUTOBUAHOW Xenesbl U ONnpeaeneHust cTeneHun
NopaxeHus, 4eM MpoBeAeHMe KIaCCUMYECKUMX FOpMOHasbHbIX TecToB. [locTaHOBKa
AaHHbIX TeCTOB 0COB6EHHO BaXkHa MpW ANArHOCTUKE CReayoLWmMX COCTOSHNI:

- KJIMHMYeCKMX nposiBneHmsax 6onesHun MperiBca 6e3 npm3HakoB 3k3odTanbMa m

yBeMYeHns WMTOBUAHOM Xenesbl;

- onpejaeneHve rmMnoTnpeosa y noapocTKOoB.

OnpepeneHune noBblWeHHbIX 3Ha4YeHnn aTlO y XeHLWWH BO BPeMs NepBbIX MecsiLeB
6epeMeHHOCTN sBNseTca (akTopoM pucCKa TupeouauTa B MOCNEpoAOBOM Mepuose.
Bbicokuii ypoBeHb aTlO MoxeT onpesenaTbCs MNpU JNleYeHUn amMmoaapoHOM. ITO
NleKapCTBO HasHa4aeTcs Npu cepaeyvyHOW apuTMUKM U coaepxuTt 37.2% noaa, KOTOpbIn
[O0CTaTO4YHO 6bICTPO BbIBOAUTCA U3 OpraHm3Ma. MI3BeCcTHO, YTO 3TO JIEKapCTBO Bbl3blBaeT
rmnoTnpeos y 20% nauMeHTOB B permoHax C NMOHWXeHHbIM noTpebneHunem iioga. bbino
HaWAeHOo, YTO y MauMeHTOB C FMMNOTMPEO30M, Bbi3BaHHbIM MPMEMOM 3TOrO JIEKapCTBa,
UMeKTCa unpKynupyowmne aHtutena k TrMNO. Takmm obpa3oMm, nepes HasHayeHuem
Nle4YeHnss y AaHHbIX NauMeHToB, Hapsaay c onpegenenwem T3, T4 u TTI, Heob6xoanMoO
npoBOAUTbL M 3TOT TecT.
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2. MPUHUMN PABOTblI HABOPA

OnpepeneHve ayToaHTUTEN K TUpeOonepoKCcuia3e OCHOBAHO Ha WCMOb30BaHUM
HenpsaMoro BapuaHTa TBepAodasHOro MMMyHOMEPMEHTHOrO aHann3a. Ha BHyTpeHHew
NOBEPXHOCTM IYHOK MfaHweTa uMMobunumsosaH aHtureH — TMNO. AHTUTena u3 obpasua
CBSI3bIBAlOTCS C @HTUIEHOM Ha MOBEPXHOCTM NyHKkW. O6pa3oBaBLUMACS KOMMJIEKC
BbISIB/ISIOT C MOMOLLUbI KOHbIOraTa MbIWWHBIX MOHOK/OHaNbHbIX aHTuTen Kk IgG
yenoBeka C NepokcMaason xpeHa. B pesynbraTe obpasyeTcs CBA3a@HHbIN C MNIaCTUKOM
«COHABMY», cofepxaliunii nepokcmaasy. Bo Bpema uHkybaumm ¢ pactBopoM cybcTpata
TeTpameTunbensmamHa (TMB) npoucxoauT OKpalMBaHWE pacTBOPOB B JIYHKaXx.
WHTEHCMBHOCTb OKpacky MpsiMO MPOMOpUMOHanibHa KOHUEHTpauuu cneumndunyeckmnx
ayToaHTUTenN K Tupeonepokcuaase. KoHLeHTpaumio ayToaHTUTEN K Tupeonepokcuaase
B uccnenyemblx obpasuax onpenenstoT Nno KanmbpoBOYHOMY rpadumKy 3aBUCMMOCTU
ONTUYECKON MNOTHOCTM OT COAEPXaHWA ayToaHTUTeN K Tupeonepokcuaase
B KannbpoBOYHbIX Npobax.

3. AHAJINTUYECKUE XAPAKTEPUCTUKHN

3.1. CneundmnYHOCTb. VICNob30BaHME BbICOKOOYMLLEHHOrO NpenapaTa no3sonseT
OOCTUYb BbICOKOM CrneumdunyHOCTM aHanmaa.

3.2. Bocrnpom3sBoAUMOCTb.

KoapdpuuneHT Bapumauum pesynbTaToB onpefeneHus cogepxaHusa AT-TMNO
B OAHOM W TOM Xe ob6pasue CbIBOPOTKM (MNna3Mbl) KPOBM C WCMOSIb30BaAHUEM
Habopa «AT-TMNO-NDA» He npesbiwaeT 8.0%.

3.3. JINHeNHOCTb.

3aBUCMMOCTb KOHLUeHTpaumn AT-TMO B obpasuax CbiBOPOTKM (Mna3Mbl) KPOBU
npwu pasBefeHUM UX CbIBOPOTKOW (MsiasMon) KpoBu, He coaepxawen AT-TMO, nmeet
JINHENHbIA XapakTep B AuanasoHe KoHueHTpauuin 30-1000 ME/mMn wn cocraenser
+10.0%.

3.4. TOYHOCTb.

[JaHHbIM  aHanUTU4YeCcKUi’i napaMeTp MpoBepsieTcss TEeCTOM Ha <«OTKpbiTUE» -
COOTBETCTBME U3MEPEHHOWN KOoHUeHTpauum AT-TMO npeanncaHHoM, Noay4YeHHON NyTeM
CMeLlIMBaHUS paBHbIX 0H6BEMOB KOHTPOJSIbBHOW CbIBOPOTKM U KasrMbpOBOYHOM Npobbl
100 ME/mn. MpoueHT «oTkpbITUA» coctasnseT 90-110%.

3.5. YyBCTBUTEJIbHOCTD.

MuHuManbHas goctoBepHo onpeaensemas Habopom «AT-TMO-NDA» KoHUeHTpauus
AT-TNO B cbiBOpOTKE (M1a3Me) KpoBKU He npesbiwaeTt 2.5 ME/mn.
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5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MoTeHUManbHbIl pUCKk NnpumMmeHeHnst Habopa — knacc 2a (FOCT P 51609-2000).

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

PactBOop cepHOM KkucnoTbl obnajaeT pasapaxatmowmm  aeicteuem.  U3beraTb
pa3bpbi3rnBaHNs 1 NoNagaHns Ha KoXy 1 Cnn3uncTble. Mpu nonagaHnum Ha KOXY U CIN3NCTble
NopaxeHHbIN y4acToK CrieayeT NpoMbITb 6ONbLINM KONIMYECTBOM MPOTOYHOW BOAbI.

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

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
nJacTMKOBbIEe NMepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTb Kak
noTeHuManbHO MHOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSTb
n nepepjasaTtb BWY, Bupyc rematuta wunu nwobon apyron Bo36yAuMTENb BUPYCHOM
MHDEKLMN.

6. OBOPYJOBAHUE N MATEPUAIJDI,
HEOBXOAUWMBIE NMPU PABOTE C HABOPOM
- (doTOMEeTp BEpTUKANbHOIO0 CKAHNMPOBAHMS, MO3BOJISOLLNIA U3MEPATb ONTUYECKYIO
MAOTHOCTb COAEPXMMOrO JIYHOK MaHLWweTa Npu ASIMHE BOSHbI 450 HM;
-  [03aTopbl CO CMEHHbIMW HaKOHEYHMKaMW, Mno3Bonsowme oTbmpatb 06bEMbI
B Anana3soHe 5-250 mk;
- TepMocTaT, noadepxusatrowmi Temnepatypy +37 °C £0.1 °C;
- UMAMHAP MepHbIN BMecTuMocTbio 1000 mn;
- BOAa AVUCTWIIMPOBaHHas;
-  repyaTku pe3nHOBblE UK MIACTUKOBbLIE;
- bymMmara dwunbTpoBasnbHas.

7. NOArOTOBKA PEAFEHTOB A/i1 AHAJIU3A

7.1. Mepen npoBefeHneM aHanm3a KOMMNOHeHTbl Habopa n nccneayemsie obpasubl
CbIBOPOTKM (NNasMbl) KpOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...+25 °C) He meHee 30 MUH.

7.2. MpuroToBJsieHMe NaaHLWIeTa.

BCKpbITb MakeT C NaaHWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMoe KOIMYyecTBO
ctpunos. OcTaBlWMecs  HEWCNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HMX BRarv, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHuUTb NMpu TemnepaType +2...+8 °C B TedeHuMe BCero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

Copepxumoe nakoHa C KOHLEHTPAaTOM OTMbIBOYHOIO pacTsopa (22 Mf1), nepeHecTn
B MEpHbI LUMAMHAP BMecTuMocTbio 1000 mn, pobasute 550 Mn aAncTunnvpoBaHHOWN
BOAbl M TWATeNbHO nepemewaTb. B cnyyae apobHoro ucnonb3osaHus Habopa cneayet
oTobpaTb HeobxoAMMOe KOMMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
OANCTUNNNPOBAHHON BOAOW B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacTteopa + 25 mn
ANCTUNNNPOBAHHON BOAbI).
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8. YCNOoBUA XPAHEHUA U SKCIMJTYATALUUUN HABOPA

8.1. Habop peareHToB «AT-TMO-UDA» fONXKEH XPAHUTLCS B YNaKOBKe NpeAnpusaTus-
N3roToBuTENS NpU Temnepatype +2...+8 °C B Te4eHne BCero cpoka rofHoCT!, yKazaHHOro
Ha ynakoske Habopa.

[onyckaeTtca xpaHeHue (TpaHcnopTupoBka) Habopa npwu Temnepatype ao +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3amMopaxusaHue Lenoro Habopa.

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

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

- OCTaBlUMECS HEeMCMOsb30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

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

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

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

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

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

MpumMeyaHue. Mocne MCNoNb30BaHUS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

dnakoHa. 3akpbliBaiTe Kaxablih (ps1akoOH CBOEN KPbILLKON.

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

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

8.6. lNpn wncnonb3oBaHnn Habopa Ana NpoBeAeHUS HECKOSIbKMX He3aBUCUMMbIX
Cepuin aHann3oB creayeT UMeTb B BUAY, YTO A5 KaXA0ro He3aBMCMMOro onpeaeneHns
Heob6XoAMMO  MOCTPOEHME HOBOro  KanuMbpoBOYHOro rpaduka; Kpome 3Toro,
pEeKOMEHAYETCA OnpeaeneHne KOHLUEHTpauMm ayToaHTUTen K Tupeonepokcuaase
B KOHTPOJIbHOWM CbIBOPOTKE.

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

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

10.1. OcHoBbIBasicb Ha pe3yfbTaTax MWCCnefoBaHuii, npoBeaeHHbix 000
«XEMA», pekoMeHAyeM MoJib30BaTbCA HOPMaMu, NMpuBEAEHHbIMU HUXKE. BMecTe C Tew,
B cooTBeTcTBMM C npaBunamm GLP (Xopowei nabopaTopHOM MpakTWUKKW), Kaxaas
nabopatopusi Ao/KHa cama onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble ANs
obcnenyemon nonynauuu.

MpumMmeuaHue. 3HauyeHMs KOHUeHTpaumin AT-TIMNO B wuccneayembix obpasuax,
HaxoAsilUMecss HMXe TrpaHuubl 4yBCTBUTENbHOCTM Habopa (2.5 ME/mn), a Takxe
rnpeBbilaoWne 3Ha4yeHne BepxHen KanmbposouHor npobel (1000 ME/mMn) cnepyet
npMBOAMTL B cneaytowei dopme: B nccnegyemom obpasue X KoHueHTpauust AT-TMO
Huxe 2.5 ME/Mn nnu Bbliwe 1000 ME/mn.

Uccnepyemas rpynna Eauuiubi, ME/wn
HwxkHuii npegen Bepxuwuii npegen
My>XUYMHbI - 30
XKeHWmHbI - 30
XXeHwmHbl cTapwe 50 net - 50

11. JINTEPATYPA

1. Amino N., Mosi H., Iwatani W., Tanizawa O., Kawashima M., Tsuge I., Ibiragi K., Kumahara Y., Miyai
K. - High prevalence of transient postpartum thyrotoxicosis and hypothyroidism. New Engl.J.Med.,
1982, 306:84.

2. Bastenie P., Neve P, Bonnyns M., Van Haelts L., Chailly M. - Clinical and pathological significance
of atrophic thyroiditis. Lancet, 1967, 1:915.

3. Bonnyns M., Van Haelts L., Bastenie P. - Asymptomatic atrophic thyroiditis. Horm. Res. 1982,
16:338.

4. Buchanan W., Alexander W., Crooks J., Koutras D., Wayne E., Anderson J.R., Goudie R. -
Association of thyrotoxicosis and autoimmune thyroiditis. Brit.Med. J., 1961, 1:843.

5. Czarnocka B., Ruf J., Ferrand M., Carayon P. - Parenté antigénique entre la peroxydase
thyroidienne et I'antigéne microsimal impliqué dans les affections auto-immunes de la thyroide.
C.R. Acad.Sc.Paris, 1985, t.300, Série II, No. 15:577.

6. Czarnocka B., Ruf J., Ferrand M., Carayon P., Lissitzky S. - Purification of the human thyroid
peroxidase and its identification as the microsomal antigen involved in autoimmune thyroid disease.
FEBS, 1985, 190:147.

Mo Bonpocam, kacatowmmcsa kayectsa Habopa «AT-TMNO-UDA>,
cnenyet obpawaTtbcs B 000 «XEMA» no agpecy:

105043, r. MockBa, a/s 58

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

3MEeKTPOHHasa noyta: info@xema.ru; rqc@xema.ru
WHTEpHEeT: www.Xema.ru; www.xema-medica.com

PykoBoauTtenb cnyx6bbl knueHTckoro cepsuca OO0 «XEMA»,
K. 6. H. [. C. KOoCTpuKuH
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K131I
Instruction for use

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

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of thyroid
microsomal antibodies in serum or plasma.

This kit is designed for measurement of thyroid microsomal antibodies in
serum or plasma. For possibility of use with other sample types, please, refer
to Application Notes (on request). The kit contains reagents sufficient for
96 determinations and allows to analyze 42 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Anti-TPO antibodies (formerly — thyroid microsomal antibodies) are directed against
a target protein - thyroid peroxidase (TPO) - located in the smooth endoplasmic
reticulum of thyroid cells. The presence of anti-TPO antibodies in serum is associated
with thyroid autoimmune diseases (Graves' disease and Hashimoto's thyroiditis). Anti-
TPO antibodies mostly belong to the IgG class.

Low to moderate levels of serum anti-TPO antibodies can be found in some other
autoimmune pathology (eg systemic lupus erythematosus or Sjogren syndrom) and,
rarely, in apparently healthy subjects (especially elderly women). Anti-TPO antibodies
are more sensitive in diagnosis of thyroid autoimmune diseases than anti-thyroglobulin
(anti-TG) antibodies. However, in some cases anti-TG positive sera may be negative for
anti-TPO. Therefore, combined determination of both types of anti-thyroid antibodies
(anti-TPO + anti-TG) provides a more sensitive laboratory diagnostic tool for thyroid
autoimmunity.

3. PRINCIPLE OF THE TEST

This test is based on indirect enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by the antigen. Antibodies from the specimen
bind coated antigen on the microwell surface. Unbound material is removed by
washing procedure. Second antibodies directed towards species specific 1g, 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.

Document: K1311 Instruction version: 1901 Format version: 310
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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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11



K131I

VI3 Odle
V/N sod 193ys eyep DO OTEM|TT
VI3 Odle
V/N sod uolonasug ITETH|0T
ade;
V/N sod Buijess a3eld €00N| 6
p1oe ounydins jo w1
9jep dxa |1un| ssajnojod | sod uonN|os [0A/|OA 9%0°G | ‘uonnjos dois d01S| 8
14 3e sAep mm»\_o
Do 8-C 1€ sAep .
mv - uonnjos |W 22 "X9¢
bulysem pain|iqg , 91eJ43u32u0d
91ep dxs |nun 9AneAIDsaLd B se gogulDo.d sulejuod ‘(0z usaml) uolnjos X92
- 9jeJjuaduo) | SSa}4nojod | sad juab193ap pue SpLIOJYD WNIPOS JO UOIIN|OS snoanbe buiysem | HSYM 4nd| £
‘uonn|os (diWl) ||w $T‘uonn|os
9jep dxa |1un| ssajdnojod |sod aulpizuaq|Ayiawel3a) Jusuodwod-a|buls asn-03-Apeal 21ensqns | dinl s9ns| 9
9Ap an|q pue aApeAsasald
se |jouayd 94,10 Ssulejuod ‘(0z-usaml) jusbisisp pue jw 0S
9jep dxa |1un an|q sod [IW dUIAOG WO} UISSED YHM duljes palayng ajeydsoyd Ja4Nnqg Vi3 3ds 11d| s
9Ap paJ pue aAneAsssald
se jouayd 94, T'0Q Sulejuod Aom-cmw\s._.w juabua3ap pue Mjiw
SUIAOQ WOy UISSED YIM UO0I3N|os paJayng aieydsoyd
uo pain|ip asepixoJad ysipelasioy yiim pajdnod b1 jw T
91ep dxa |1un pa. sod 03 SaIpoqijue [RUODOUOW SULINW JO UOIIN|OS snoanbe ‘21ebnfuo)| ddH [NOD| +
$S9]4n0J0d ‘jouayd 9, T 0 - 9AlRAISSDId fuoiIn|os
ulased Yiim salpoqiiue |euosoldiw plodAyy Jo Juajuod (lw 1°1)
syjyuow ¢| ssol4nojod |sod yb1y yyum ‘wnuas uewny pajdalasadd Jo uoin|Ip | wnJaas |03u0) | TOYLNOD| €
s JW/NT 000T
-00€ -00T -0€ -0
1sJojelqied §
9Ap paJ sulejuod sulejuod
(ss9]4noj0d os|e ‘jouayd 9, T'0 — @AIRAISSaId ‘UOIIN|OS UIBSED | 3135 By "Yoea
- 12) ‘wnJas sasJoy paldalasald jo padaying aieydsoyd jw T°T 39S
syjuow ¢ paJ saod ul pa1n|Ip SaIpOgIjue [BWOSOIDIW PloJAYy) uewny Jojesqiied S-1 V2| ¢
S|IoM ZTX8
‘sdinys
@jep dxa |iun sod OdL Ym pa3eod s|jemodiw sualAisAjod VI3 Odle| dlIW 940S| T
1M |yl JO sjuajuo) "T°S SININOdWOD 1IX 'S

Instruction version: 1901 Format version: 310

Document: K131I

12



XEMA

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;

Dry thermostat for 37 °C £0.1 °C;

Calibrated micropipettes with variable volume, range volume 5-250 pl;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

5.3. Storage and stability of the Kit

Store the whole kit at +2...48 °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...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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8. QUALITY CONTROL

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

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

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

9. CALCULATION OF RESULTS

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

9.2. Plot a calibration curve on graph paper: OD versus thyroid microsomal
antibodies concentration.

9.3. Determine the corresponding concentration of thyroid microsomal antibodies
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 Abs"(';bs%“;eml)j“'ts l
CAL 1 0 IU/ml 0.04
CAL 2 30 1U/ml 0.23 /
CAL 3 100 1U/m| 0.68 L
CAL 4 300 1U/ml 1.72
CAL5 1000 IU/ml 2.36 T

concentration

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

Units, IU/ml
Sex, age — -
Lower limit Upper limit
Males - 30
Females - 30
Females >50 yrs - 50
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical sensitivity
Sensitivity of the assay was assessed as being 2.5 IU/ml.

11.2. Linearity
Linearity was checked by assaying dilution series of 5 samples with different thyroid
microsomal antibodies concentrations. Linearity percentages obtained ranged within
90 to 110%.

11.3. Recovery
Recovery was estimated by assaying 5 mixed samples with known thyroid microsomal
antibodies concentrations. The recovery percentages ranged from 90 to 110%.

12, LITERATURE

1. Amino N., Mosi H., Iwatani W., Tanizawa O., Kawashima M., Tsuge I., Ibiragi K.,
Kumahara Y., Miyai K. - High prevalence of transient postpartum thyrotoxicosis and
hypothyroidism. New Engl.J.Med., 1982, 306:84.

2. Bastenie P., Neve P., Bonnyns M., Van Haelts L., Chailly M. - Clinical and pathological
significance of atrophic thyroiditis. Lancet, 1967, 1:915.

3. Bonnyns M., Van Haelts L., Bastenie P. - Asymptomatic atrophic thyroiditis. Horm.
Res. 1982, 16:338.

4. Buchanan W., Alexander W., Crooks J., Koutras D., Wayne E., Anderson J.R., Goudie
R. - Association of thyrotoxicosis and autoimmune thyroiditis. Brit.Med. J., 1961,
1:843.

5 Czarnocka B., Ruf J., Ferrand M., Carayon P. - Parenté antigénique entre la peroxydase
thyroidienne et I’'antigéne microsimal impliqué dans les affections auto-immunes
de la thyroide. C.R. Acad.Sc.Paris, 1985, t.300, Série II, No. 15:577.

6. Czarnocka B., Ruf J., Ferrand M., Carayon P., Lissitzky S. - Purification of
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Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npousBoacTBa / Date of manufacture

Homep no kartanory / Catalogue number

(o)

]

Homep cepwun / Batch code

3
3
3
£
H

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHne TemnepaTtypbl / Temperature limitation

TONbKO AN UH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHuumanwme! / Caution, consult accompanying documents

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

SORB MTP

I@%E%

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHas cbiBopoTka / Control sera

KoHnbtoraT / Conjugate

SUBS TMB

PactBop cybcTpaTa TeTpametTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLEeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

Cron-peareHT / Stop solution

O
-
(=]

N®A-Bydep / EIA buffer




(VBa)KaeMbuh Knuenrt! )
Ecnnnpouecce paboTbl ¢ Hawmmm Habopamu Bam noHago6mnmch nnacTMKoBble BAaHHOUKM ANA KUAKNX
peareHToB, OHOPa30Bble HAKOHEUHVKN AJSiA [03aTOPOB WU AOMONHUTENbHbIE O6beMbl peareHToB
(KOHULEeHTpaT oTMbIBOYHOTO pactBopa, IOA-Bydep, pactBop cybcTpata TeTpametnbeHsmamHa (TMB),
CTOM-peareHT), BXoAAwWmX B cocTaB Habopa, npocrm Bac 06patnTbca K nocTaBLymKy npogykummn OO0
«XEMA» B Bawiem pervioHe.

Bce ykasaHHble pacxogHble maTepuasnbl NpefocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans
\nposeneuml aHanunsa Konmyecrse. )
MNepeueHb Ha6opoB peareHTOB ANA ANArHOCTUKN NHGEKLMOHHbIX N\
3aboneBaHuil npounsBoacTBa 000 «XEMA»

Ne no Katanory HaumeHoBaHue

K101 «Toxoplasma IgG-UDA» Russian Diagnostic

K101M «Toxoplasma IgM-NOA» s

K102 «Rubella IgG-VIOA» chws

K102M «Rubella IgM-NDA» k: A

K103 «Cytomegalovirus IgG-NOA» JRussavassooHTOL | o
K103M «Cytomegalovirus IgM-UOA» — e
K104 «HSV 1,2 IgG-NOA»

K104M «HSV 1,2 IgM-VOA»

K105 «Chlamydia IgG-UOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cndunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHtutena-MOA»

K121 «Aspergillus IgG-MDA»

Homep ropauein nuHun TexHnyeckom nopgaepxku KnneHros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropAYe NMHUK 6ecnnaTHbI AnA 3BOHALLErO C No6oro
MOGWBHOTO MK CTalroHapHoro TenedoHa no Bcel Tepputopun Poccmu.

Xpem Bawux oT3bIBOB 1 NpeA/ioKeHul No agpecam:
LleHTpanbHbiit opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLnN:

105043, r. Mockga, a/a 58 S
105264, r. Mocksa, yn. 9-a lNapkosas, 4. 48, 1-i1 noa., 5 stax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xeman, Ten.: +7 (812) 271-24-41

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

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, r. Knes, yn. Akafemvika Edpemosa, 4. 23;
e-mail: info@xema.com.ua
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PYKOBOACTBO NMOJIb3OBATENA

HABOP PEATEHTOB

Aana UMMYHO®EPMEHTHOIO ONPEAENEHUA
TUPEOTPOMHOIO rOPMOHA B CbIBOPOTKE (MJ1IA3ME) KPOBU

«TTr-nodA»

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

TSHEIA

HOMEP MO KATANOTY K201
TY Ne 9398-201-18619450-2010

PETMCTPALUMOHHOE YOOCTOBEPEHWE
Ne OCP 2007/00665 oT 25 okTAbpa 2010 T.

AnTtnTena K BUY 1,2, Bupycy renatuta C n HBsAg oTcyTcTBYIOT
KOHTpOsbHble CbiIBOPOTKY, BXOAALIME B COCTaB Habopa, MHAKTUBMPOBaHbI.

W For 96 determinations/Ha 96 onpegeneHui

[Ons uH BUMPO AnMarHoCTUKM

“ C €
XEMA Co., Ltd.

A\ } The 9th Parkovaya str., 48 Authorized Representative in EU:
e 105264 Moscow, Russia Polmed.de

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

1 j e-mail: redkin@xema-medica.com Aichwald, Germany
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K201I

HABOP PEATEHTOB
ans AMMYHO®EPMEHTHOIO OMNMPEAENIEHUA
TUPEOTPOIMHOIro rOPMOHA
B CbIBOPOTKE (MJIASBME) KPOBU «TTr-NdA»

1. HASBHAYEHME

1.1. Habop peareHtoB «TIT-UOA» npeaHasHayeH Ana  KOJIMYECTBEHHOMO
onpeaeneHns KOHUEeHTpauMm TUPEOTPOMNHOro ropMoHa B CbIBOPOTKE (Mnia3me) KpoBu
MeToA0M TBepA0da3HOro MUMMyHO(EPMEHTHOIO aHanm3a.

1.2. TupeoTponHbIit ropMoH (TTI) - FAMKONPOTEUH C MONIEKYNSAPHON Maccol OKOoJ10
30 k[da, cekpeTupyetcs nepegHen ponen runodusa. Monekyna TTI cocTouT U3 ABYX
HEKOBaJIEHTHO CBA3aHHbIX MNOAWMNENTUAHbLIX LUenen: anbda- n 6beta-cybbeanHuLbI.
CneumdnyHocTb U 6MONOrMYECKyld aKTUMBHOCTb TFOpMOHa onpegenser ero 6eta-
cybbeanHunua. TTT Bbi3biBAeT NPOAYKLUMIO U BblAENEHNE LUIMTOBUAHON XXene30M TMPOKCMHa
(T4) wn TpunoaTnpoHuHa (T3). lMpn yBenMyeHUM KOHLUEHTpauuMm 3TUX FOPMOHOB B
CbIBOPOTKE KpOBW cekpeumnsa TTI nHrnbumpyetcs; Ha060poT, Koraa ypoBeHb TMPEOUAHbBIX
rOPMOHOB YMeHbLUaeTcs, B runoduse ysennumsaetcs Bbibpoc TTI 1, cneaosaTesibHO,
yBennMymMBaeTcs MpovM3BOACTBO U BbIOPOC FOPMOHOB LUMTOBMAHON xenesbl. Cekpeuuns
TTT NOAYNHSAETCA LUMpKaAHbIM (OKOIOCYTOYHBIM) pUTMaM € akpodas3on B HOYHOE BpeMS.
Hanbonbwwuin yposeHb TTI Habnwopaetcs B yTpeHHue 4acbl (6 4yacoB). CyTO4Hble
KonebaHns He3HaunTeNbHbI, OAHAKO, €C/IN NOJlyYeHHble pe3ysibTaTbl HE COOTBETCTBYIOT
KIIMHUYECKOM KapTMHE 1 NapamMeTpaM APYrnX UCCIeA0BaHNI, PEKOMEHAYETCS MOBTOPHOE
nposefeHne aHanusa. [NokasaHuna K onpegeneHuio T1T:

1) AmarHocTuka HapylweHun GyHKUMK LWNTOBUAHOWM Xenesbl;

2) rmnotnpeos (yposeHb TTI noBblwaeTcs. [JuarHo3 MNOATBEPXAAETCA HU3KUMU
KOHUeHTpauusmMm obwero u cBO6OAHOMO TUPOKCMHA W  TPUMOATUPOHMHa. [lpu
CybKNMHNYECKOM NerkoM rmnoTupeose, korga ypoBHW T3 u T4 B npepenax HOpMbl,
onpegeneHune TTI S9BASETCA pellaloLWwmmM);

3) runeptupeo3 (cuMHTEe3 M cekpeuus TTT noAasneHbl); OLEHKa aAeKBaTHOCTU
3aMecTUTEeNbHOM Tepannn TUPOKCUHOM;

4) CKPVUHWHI BPOXAEHHOrO runotupeosa (Ha NATOM AHE >KM3HW ONpeaenstoT
ypoBeHb TT[ B NSATHE KPOBM Ha (punbTpoBanbHOW Gymare unm B CbIBOPOTKE KPOBW).
YpoBeHb TTI moBbiweH npu poxaeHun (go 35 MMEa/n), ogHako yepe3 HeCKOIbKMUX
AHen cHuxaeTtcs Ao 6a3anbHOro (Kak y Manb4ymKkoB, Tak U Y AEeBOYEK).

KoHueHTpaums TII yBenuumsaeTcs BO Bpema 6epeMeHHocTM. [loBbieHHOE
cojepxaHve ropMoHa Habnwpaetcs nocne  TXenblX  BU3MYECKMX  Harpysok.
MoHMXeHHOe AaBneHue U MOHMXEeHHasa TeMnepaTtypa TakKXe CTUMYIMPYIOT CEKpeLumio
TTI. KopTr301 M rOPMOH pocTa yrHeTatT cekpeuuto TTT. MNoHuKeHHoe coaepxaHune TTI
4yacTo HabnaaeTca y NOXUAbIX NoAeN, NPU XPOHUYECKOM NOYEeYHON He[0CTaTOYHOCTH,
LMppo3e neyvyeHu, 3amMeasieHHOM MO0BOM pa3BUTUW, BTOPUYHOM aMeHopee, CUHApOMe
KylwmnHra, akpomeranuu.

Document: K201I Instruction version: 1901 Format version: 012

2



XEMA

2. IPUHUUN PABOTbl HABOPA

OnpepeneHve TMPEOTPOMHOIrO FOPMOHAa OCHOBAHO Ha MCMOMb30BAHUN «CIHABUY»-
BapwaHTa TBepAoda3Horo UMMyHoMhepMeHTHOro aHannsa. Ha BHyTpeHHen NoBEPXHOCTH
JIYHOK MJaHLWeTa MMMObMAN30BaHbl MbIlUMHbIE MOHOKJ/IOHasbHbIE aHTUTeNa K 6eTa-uenu
TTlryenoBeka. BnyHkax nnaHweTa, npuaobasneHnmnccnegyemoro obpasua, nponcxoant
cBsA3bIlBaHWe TTI, coaepiallerocs B uccneayemom obpasue, C aHTUTENaMu Ha TBEpPAOM
¢aze. Obpa3oBaBLUMICSA KOMMIEKC BbISBASIOT C MOMOLbIO KOHbtoraTa (Fab2) pparmeHTa
MbILMHbBIX MOHOK/IOHaNbHbIX aHTUTen Kk 6erta-uenu TT[ 4yenoBeka C MepoKCUAA30M
XpeHa. B pesynbTaTe o6pasyeTcs CBA3aHHbIM C MIACTUKOM «C3HABWY», coaep Kalimin
nepokcmaasy. Bo Bpems mHkybaumm c pactBopoM cybcTpata TeTpameTunbeH3manHa
(TMB) nponcxoauT okpaluMBaHWe pacTBOPOB B SIyHKaX. MHTEHCMBHOCTb OKpacKu NpsiMo
NponopuUnoHanbHa KOHLEHTpauMnm TUPEOTPONHOro ropMoHa B uccnegyemMom obpasue.
KoHLeHTpaunio TUPEeOTPONHOro ropMoHa B MccneayeMbix obpasuax onpeaenstoT Mo
KannbpoBOYHOMY rpaduKy 3aBMCUMOCTM OMNTUYECKOW MJIOTHOCTM OT COAepXaHus
TUPEOTPOMHOro ropMoHa B KaJIM6pPOBOYHbIX Npobax.

3. AHAJTUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOKJIOHAMbHbIX
aHTuTen Kk 6eta-uenu TTI c ApyruMun aHanutTamu npuseaeHa B Tabnuue:

Ananut NepekpecTHas peakuma, %
XTI <0.1
nr <0.1
OCr <0.1

3.2. BocnpomnsBoanUMOCTb.

KoadduruneHT Bapuaunm pesynbTaToB oOnpeaeneHus cogepxaHus TTT B OAHOM
1 TOM Xe obpasLe CbiIBOpOTKM (MnasMbl) KPOBM C Ucnosib3oBaHneM Habopa «TTIM-UDA»
He npeBbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHUeHTpauun TTT B obpasuax CbIBOPOTKM (MasMmbl) KpOBU Mpwu
pa3BeAeHnn UX CbiIBOPOTKOW (Naa3Moi) KpoBK, He coaepxaliert TTI, UMeeT NNHEeNHbI’
XapakTep B AMana3oHe KoHueHTpauuii 0.2-20.0 MME/n u coctaBnsieT £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMi napaMeTp MpOBEPSIeTCA TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME W3MEPEHHOM KOHUeHTpauun TIT npeanncaHHON, MOJy4YeHHOW nyTeMm
CMelUMBaHMS paBHbIX 0H6BEMOB KOHTPOJSIbHOW CbIBOPOTKU W KasiMbpoBOYHON Mpobbl
1.0 MME/n. MpoueHT «oTKpbITMa» coctaBnseT 90-110%.

3.5. YyBCTBUTENIbHOCTb.

MuHuUManbHas AocToBepHO onpeaensieMas Habopom «TTM-UDA» koHueHTpaums TTI
B CbIBOPOTKE (Nnna3Mme) Kposu He npesblilwaet 0.04 MME/n.
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Komnnekrtauus 5
CumBon

Konnuectso
1 SORB MTP 5wt
2| cai-s B O 1o T e © ")
3 CONTROL 5x0.8 Mn nnm 1x4 mn
4 CONJ HRP 5x14 mn unn 2x30 mMn
5 SUBS TMB 2x30 mn
6 BUF WASH 26X 2x50 mn
7 STOP 2x30 mn
8 NOO3 10 wT

5. MEPbl MPEAOCTOPOXXHOCTHU

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

5.2. Bce koMmnoHeHTbl Habopa, 3a ucknouveHnem cron-peareHta (5.0% pacrteop
CEPHOWM KNUCNOTbI), B UCMONb3YEMbIX KOHLIEHTPaLMAX SABASIOTCA HETOKCUYHBLIMU.

PactBop cepHoOli kucnoTel obnagaer pasgpaxawowum aencresveM.  Usberatb
pa3bpbi3rMBaHns 1 NoNagaHns Ha KoXy 1 cimsncTble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NMOPAXXeHHbIN y4YacCToK CnefyeT NpoMbITb 60NbLUMM KONNMYECTBOM MPOTOYHONM BOAbI.

5.3. Mpwu pabote c Habopom cneayet cobnogaTth «[paBuna yCcTponcTBa, TEXHUKM
6e30nacHOCTM, MPOM3BOACTBEHHOMW CaHUTapuu, MNPOTUBOINUAEMUYECKOrO pexuMa W
JINYHOWN rurueHbl npu paboTte B nabopaTopusax (OTAeneHusx, oTAenax) CaHUTapHO-
3MNUAEMMOSIOTMYECKNX YUYpPEXAEHNI CcUCTEMbl MUHUCTEpCTBa 3apaBooxpaHeHns CCCP»
(Mockga, 1981 r.).

5.4. Npn pabote c Habopom crneayeT HajeBaTb OAHOPA30Bble Pe3VMHOBblE WM
N1acTUKOBbIE NepYaTKM, Tak Kak obpasubl KpOBKU YenoBeka cneayeT paccMaTpuBaTh Kak
noTeHunanbHO MHMOULMPOBaHHLIVA MaTepuarsn, CNoCobHbIN ANNTENbHOE BPEMSI COXPaHATb
v nepeaasaTb BUY, Bupyc renatuta unu ntobon aopyror Bo3byanTens BUPYCHOM MHDEKLMN.

6. OBOPYQIOBAHUE U MATEPUAJbI,
HEOBXOAWUMBIE NMPU PABOTE C HABOPOM
- ¢oTOMeTp BEpTMKANbHOIO CKaHMPOBaHUS, MO3BONSOWMIA N3MEPATL ONTUYECKYIO
NIOTHOCTb COAEPXMMOrO JIYHOK MiaHweTa npu AnnHe BofHbl 450 HM;
- TepMocCTaT, nojaepxuBatrownii Temnepatypy +37 °C £3 °C;
- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3sonswwme oTbmpatb 0b6beMbI
B AnanasoHe 25-250 mkn;
- UMAMHAP MEepHbI BMecTuMocTbio 1000 mn;
- BOAA AVUCTWI/IMPOBAHHAs;
-  nepyaTKy pe3nHOBbIE MUY NNACTUKOBbIE;
- bymara ¢punbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB AJiA AHAJIU3A

7.1. lNepepn nposeaeHneM aHanmsa KOMMNoHeHTbl Habopa un nccnepyemble obpasuibl
CbIBOPOTKM (MN1a3Mbl) KpOBWM CnedyeT BblAepXaTb MNpW  KOMHATHOM TemnepaTtype
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpuroToBJ/ieHMe NMJaHwWerTa.

BCKpbITb MakeT C MJaHWeTOM M YCTaHOBUTb Ha paMKy Heobxoammoe KOAM4ecTBO
cTpunoB. OcTaBLUMECS HENCMOJIb30BAHHbBIMW CTPUMbI, YTO6bI NPeAOTBPaTUTL BO3AENCTBUNE
Ha HUX BNaru, TWaTenbHO 3aKk1enTb Bymaron Ans 3aknemBaHuns niaHWweTa u XpaHUTb Npu
Temnepatype +2...+8 °C B Te4yeHne BCero cpoka rogHoctn Habopa.
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7.3. MNpurorossnieHne OTMbIBOYHOIO pacTBopa.

Coaepxunmoe dhnakoHa C KOHLEHTPATOM OTMbIBOYHOrO pactBopa (22 Mn), nepeHecTu
B MEpHbIA UMAMHAP BMecTuMocTbio 1000 Mn, gobaswute 550 Mn AucTMRnmMpoBaHHOM
BOAbl M TWATeNnbHO nepemelwwaTtb. B cnyyae apobHoro mcnonb3oBaHus Habopa cneayer
oTobpaTb HeobXoAMMOe KOSIMYECTBO KOHLIEHTpaTa OTMbIBOYHOMO pacTBOpa WM pa3BecTu
ONCTUNNMPOBAHHOW BoAoM B 26 pa3 (1 M/ KOHUeHTpaTa OTMbIBOYHOIO pactsopa + 25 mn
ANCTUNNIMPOBAHHOWN BOAbI).

8. YCJ/1I0BUA XPAHEHUA U SKCNJIYATALUU HABOPA

8.1. Habop peareHTtoB «TT-UDA» AO/MKEH XPaHUTbCS B YMaKOBKe MpeanpuaTus-
M3roToBUTENS NpU Temnepatype +2...+8 °C B TeueHue BCero Cpoka rogHoOCTH, yKa3aHHOro Ha
ynakoBke Habopa. lonyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu temnepaType 40
+25 °C He 6onee 15 cyTok. He gonyckaeTcsi 3amopaxuvBaHue Lenoro Habopa. flonyckaercs
oAHoKpaTHoe 3aMopaxuBaHue (-20 °C) kasM6pOBOYHbIX NPO6 M KOHTPONbHOM
CbIBOPOTKM B aJ/IMKBOTaX.

8.2. Habop paccumtaH Ha npoBeaeHwe aHanusa B Aybnukatax 41 wnccneayemoro
obpasua, 6 KanuMbpoBOYHbIX MNpo6 M 1 npobbl KOHTPONILHOM CbIBOPOTKU (BCEro
96 onpeneneHnit).

8.3. B cnyyae gpobHoro ucnonb3oBaHuMsa Habopa KOMMOHEHTbI cneayeT XpaHWTb
cneayowmm obpasom:

- OCTaBLUMECS HEeWCNOoNb30BaHHbIMK CTPWMbl HEOBXOAMMO TLLATENbHO 3aKIenTb

6yMaron Ans 3akjiemBaHus MNnaHweTa U XpaHuTb Npu Temnepatype +2..+8 °C
B TeYyeHue BCero cpoka rogHoctn Habopa;

- KOHBlOrar, cybcTpaT, cTon-peareHT nocse BCKpbITUSA GpyIakoHOB creayeT XpaHUTb
npu Temnepatype +2...+8 °C B Te4eHune BCero cpoka rogHoctn Habopa;

- KannmbpoBOYHble NPO6bI M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (h/1akoHOB
cnenyeT XpaHuTb npu TemnepaTtype +2...+8 °C He 6onee 2 MecsLeB;

—  OCTaBLUMIACS HEWUCMONIb30BaHHbIM KOHLEHTPAT OTMbIBOYHOIO pacTBopa crneayet
XpaHuTb Npu Temnepatype +2...+8 °C B TeyeHne Bcero cpoka rogHoctn Habopa.
MpUroToBNEHHbIA OTMbIBOYHbLIA pPacTBOp cneayeT XpaHWUTb MpU  KOMHATHOWM
Temnepatype (+18..4+25 °C) He 6onee 15 cyTok wunu npu TeMmnepaType
+2...+8 °C He 6onee 45 cyTok.

MpumeyvaHue. locne MCNonb30BaHWS peareHTa HeMeASIeHHO 3aKpblBaWTe KPbILIKY

dnakoHa. 3akpbiBaiTe Kaxabli prakoH CBOENM KPbILLIKOMN.

8.4. 1na nposefeHMa aHanu3a He CreayeT WCMo/b30BaTb MEMONU3MPOBAHHYIO,
MYTHYO CbIBOPOTKY (M/1a3My) KPOBM, @ TakxXe CbIBOPOTKY (Nna3My) KpoBU, coAepiKallyto
asua HaTpusa. Ecnn aHanus NnponsBoanTCS He B IeHb B3STUS KPOBW, CbIBOPOTKY (Nia3my)
cnefyeT XxpaHutb npu TemnepaTtype -20 °C. MNoBTOpHOE 3aMOpaxuBaHWe-oTTamBaHue
06pasuoB CbIBOPOTKM (MNa3Mbl) KPOBW He AonyckaeTcs. [lonyckaeTcs uccnenosaHue
CbIBOPOTOK, XpaHeHWe KOTOpblX C MOMeHTa 3abopa KpOBM OCYLECTBAANOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. NckntovaeTca mncnonb3oBaHwe Ana aHanwmsa o6pasuoB CbiBOPOTKM (Ma3Mbl)
KPOBW NtOAeN, NONyYaBLWMX B LENsSX AMAarHOCTUKW WAM Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbILUWHbIE aHTUTENa.

8.6. MNpn wucnonb3oBaHMM Habopa Ans nNpoBeAeHUMS HECKOSbKMX He3aBUCUMbIX
cepuii aHanu3oB cneayeT UMeTb B BUAY, YTO AN KaXAOro He3aBMCMMOro ornpeaeneHus
Heo6Xx0AMMO NOCTPOEHME HOBOIO KaNnMbpOBOYHOIO rpadrka; KpoMe 3TOro, peKoOMeHAyeTCs
onpefeneHne KoHUeHTpauun TTI B KOHTPOJIbHOM CbIBOPOTKE.

8.7. [lna nonyyeHns HafeXHbIX pe3ysbTaToB HeobxoAMMO cTporoe cobniogeHue
PYKOBOACTBa Monb30oBaTens no npuMeHeHuto Habopa.

8.8. He ncnonb3yiite KOMNOHEHTbI U3 APYTrMX HAbOPOB MM N3 aHaNorMYHbIX Habopos
APYTUX Cepuit.
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10. OOXKMWAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCcb Ha pe3yfibTaTax uccnenoBaHuii, npoBefAeHHbIX 000 «XEMA»,
peKkoMeHAyeM MOosib30BaTbCA HOpMaMu, TMpUBEAEHHbIMKU HUxXe. BMecte c Tew,
B cooTBeTcTBMM C npaBunamm GLP (Xopowen nabopaTopHOM MpakTUKK), Kaxaas
nabopatopusa Ao/HKHa Ccama onpefenuTb MNapaMeTpbl HOPMbl, XapaKTepHble ANns
obcneayemolii nonynsiumn.

MpumeuaHme. 3HayeHUa KOHUeHTpaumh TII B uccneayembix obpasuax,
HaxoAsilMecss HuXe rpaHuubl 4YyBCTBUTENbHOCTM Habopa (0.04 MME/n), a Takxe
npeBbillaloWme 3Ha4yeHne BepxHen KanmbposouHoi npobbl (20.0 MME/n) cneapyet
npuBOAUTL B Crieaytolein dopme: B uccnenyemom obpasue X KoHueHTpaumnsa TTT Huxe
0.04 MME/n vnu Bbiwe 20.0 MME/n.

Uccnepyeman Eauunubl, MME/n
ARyang Huxunit npegen Bepxuuii npepen
340poBble AOHOPbI 0.3 4.0
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF TSH
N HUMAN SERUM OR PLASMA

1. INTENDED USE

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

This kit is designed for measurement of TSH 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

Thyroid stimulating hormone (TSH) is a glycoprotein with molecular weight
ca.30 kDa which is secreted by hypophysis. A molecule of TSH consists of two
noncovalently bound subunits: a- and B-HCG. B-subunit determines biological activity
and immunological specificity of TSH.

TSH stimulates thyroid gland to secrete thyroid hormones. TSH secretion
in hypophysis is controlled by a negative feedback regulation by thyroid hormones. TSH
secretion is subject to circadian rhythms with highest levels seen early in the morning
(6 a.m.). Changes of TSH blood level during a day are not significant; nevertheless,
if the results do not correspond with clinical status and other laboratory data, it is
recommended to take and test another blood sample.

Determination of TSH level in serum is recommended in the following states and
conditions:

1. Diagnostics of dysfunction of the thyroid gland;

2. Hypothyroidism (TSH level is increased. The diagnosis is confirmed by low
concentrations of total and free T4 and T3. In mild subclinical forms when T4 and
T3 levels are within normal ranges, determination of TSH concentration is critical);

3. Hyperthyroidism (synthesis and secretion of TSH are inhibited); monitoring
of replacement therapy;

4. Screening for inherited hypothyroidism (on day 5 after birth TSH level in blood
is determined). TSH level is elevated just after birth but it comes within the normal
range in several days (both in boys and in girls).

Serum TSH level is elevated during pregnancy, after physical stress, in individuals
with lowered blood pressure and lowered temperature. Secretion of TSH is inhibited
by Cortisol and Growth hormone. Low TSH levels are often seen in elderly people,
in patients with chronic renal insufficiency, liver cirrhosis, in retardation of sexual
development, in secondary amenorrhea, Cushing syndrome, acromegaly.

In a present test system, B- chain specific monoclonal antibody XTB78 is used
as capture reagent; enzyme-labelled (Fab2)-fragment of another B- chain specific
monoclonal antibody XTB11 is used as tracer. This combination enables to minimize
both cross-reactive reactions with other pituitary hormones and false positivity caused
by anti-species antibodies.
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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
B chain human TSH-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies - murine monocnoclonal
to (Fab2)-fragment of B chain human TSH, 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, 100-250 ul, is useful
but not essential;

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

Dry thermostat for 37 °C £3 °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. For
a longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

N

7. TEST PROCEDURE

.1. Reagent Preparation

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

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

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

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

7.2. Procedural Note:

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

7.3. Assay flowchart

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

Document: K201I Instruction version: 1901 Format version: 012

12



XEMA

pamoj|e siI 3]pAd buimeyl/buizasl) sauo Ajuo - (s)ajdwes |0J43u0d pue siojeiqied
sajou BulpueH *g £

'uoilonpad ejep 104 poyiaw juiod-Ag-juiod Ajddy

[

110321q1|ed 3SJY UOo Mue|q Ja33wojoyd 33S

1T

‘wu 0G4 3e (Ajsuap |eonndo) QO a4nsesy

0T

"S|[9M 33 03Ul dOLS 4o |1 00T asuadsia

Do G+ 8T+ 3B SAINUIW OZ-0T 238qndU]

"S||am a3 03Ul gL SANS 4o |1 00T asuadsia

'sawi} g sdiis ay3 ysem
ua3em pa|nsip Aq (X9Z HSYM 4Ng) 231eJ3uaouo0d uoinjos buiysem jo uoin|ip X9z Aq uonnjos buiysem aiedald

Do LE 1€ SAANUIW 09 21eqNOU]

"3 ay3 ojul papniout) adey aaisaype a1eid Aq s||om
3Y3 J9A0D "S|[9M Y3 03Ul s9jdwes umoudun pue JOYLNOD sojdwes |043u0d ‘9-T TyD sJoijeiqiied jo i 05 3adid

'S||om Y3 03Ul ddH CNOD 40 | 00T asuadsiq

‘juswainseaw
1094400U] 03 pea| Aew uoin|ip ajdwes J0) sjusbeal 40 siajinq 1aylo Jo asn (4o3eiqijed oiaz) buisn ‘Ajbuipiodoe
9|dwes siyl a1n|ip Ajjeuonippe “1ojeaqijed 1saybiy ayjy spasdxe ajdwes ayj ul uoilejuaduod aiAjeue paysabbns 1

'SdIYLS d3IsnNN
WOY4 3dV.L ONITVAS IAISTHAY IAOWIY LON OQ "d|duies umounun yoes Joj s||oM 0M} pue TOYLNOD sajdwes
[043U0D pue 9-T TyD SJ03eIqI|ed 9Y3 J0J S||9M T 238d0|[e ‘awel) ay3 03Ul sdii3SoJdIW JO Jaquinu padisap ay3 ind

2anpaooud Aessy L

Format version: 012

Instruction version: 1901

Document: K201I

13



K201I

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 total TSH concentration.

9.3. Determine the corresponding concentration of total TSH 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 Absczzl)sa;)nﬁiqL)Jnlts
CAL 1 0 mIU/I 0.08 o -
CAL 2 0.2 mIU/I 0.13 .
CAL 3 1 mIU/I 0.23 F -
CAL 4 5 miy/I 0.73
CAL5 [ 10 mIU/I 1.30 :
CAL 6 20 mIU/I 2.04
I ‘
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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
TSH. 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, miU/I
129 Lower limit Upper limit
Healthy donors 0.3 4.0

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
HCG <0.1
LH <0.1
FSH <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.04 mIU/I.

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

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

3HauveHue cumBona / Symbolize

Mpowussoantens / Manufacturer

[Hata npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

(o]

-

Homep cepwun / Batch code

3
3
2
z
H

Mcnonb3oBaTh Ao (roa-mecau) / Use By

OrpaHuueHne TemnepaTtypbl / Temperature limitation

-

VI

o

TONbKO ANSA VH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumaHue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npu HapyLIEHUN LIENOCTHOCTU yNaKoBKM /
Do not use if package damaged

I@%I%

SORB MTP

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTposnbHas ceiBopoTka / Control sera

KoHbloraT / Conjugate

SUBS TMB

PacTBop cy6cTpaTta TeTpameTunbensmanHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLLeHTpaT 0TMbIBOYHOIO pacTtsopa /
Washing solution concentrate

STOP

Cron-peareHT / Stop solution

DIL

N®A-Bydep / EIA buffer




YBaxaembin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb NnacTrkoBble BaHHOUKM A1 KUAKMAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [J03aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B coctaB Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxogHble MaTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa Konnuyecrse.
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8 800505 23 45
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000 «XEMA» &
Aépec AnAa KoppecnoHaeHuuun: 105264, r. Mocksa, a/a 58 Russian Diagnostic
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( +7 985 888-77-00

D dmitry@xema.ru

P> dmitry.kostrikin@gmail.com

L) dmitry kostrikin
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
CBOBOAHOIO TUPOKCUHA

B CbIBOPOTKE (IMJ1IA3SME) KPOBU

«cBT4-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF FREE THYROXIN IN HUMAN

SERUM OR PLASMA

fT4EIA

HOMEP MO KATASIOTY K214

TY N29398-214-18619450-2011

PEFMCTPALIMOHHOE YOOCTOBEPEHUE
Ne ®CP 2011/11006 ot 09 utoHAa 2011 ropa

AHTUTena K B4 1,2, Bupycy renatuta C v HBsAg oTcyTcTByioT
KoHTposnbHble CbIBOPOTKM, BXOAALLME B COCTaB Habopa, HaKT1BUPOBaHbI.

W For 96 determinations/Ha 96 onpepenexui

[nsA uH BUMPO AMAarHOCTUKN

“ XEMA Co., Ltd.

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

Tel./fax: +7(495) 510-57-07

e-mail: redkin@xema-medica.com
j internet: www.xema-medica.com
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«YTBEPXOAKO»
Mpukas Poc3apasHaasopa N2 3275-Mp/11 ot 09 uioHs 2011 r.
KPA N? 14067 oT 21.04.2011 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ansa AMMYHO®EPMEHTHOIO ONPEAEJIEHNA CBOBOAHOIO
TUPOKCUHA B CbIBOPOTKE (MJIASME) KPOBWU «cBT4-NDA>»

PekoMeHAOBaHa K yTBEpXAeHWU0 HayyHo-3akcnepTHbIM COBETOM MO MEAULIMHCKUM U3AENNSM

1. HABHAYEHMUE

1.1. Habop peareHTtoB «CBT4-UDA» npegHasHavyeH AN  KOJMYECTBEHHOro
onpefeneHns KOHLUeHTpauunm cBo6OAHOrO TUPOKCMHA B CbIBOPOTKE (Ma3Me) KpoBU
MeToAOM TBepAOda3HOro MMMyHOMEPMEHTHOIO aHanunsa.

1.2. TupokcuH (T4) wn 3,5,3TpumnoaTnpoHmnH (T3) — ropMoHbl, BblpabaTbiBaembie
LLMTOBUAHOWM XeNne3oin n LMpKyInpytowme B KpOBU Kak B CBOBGOAHON, Tak U B CBA3aHHOM
dopMe - B OCHOBHOM, C TMPOKCUHCBS3bIBalOWMM rnobynnHom (TCI). FopMoHanbHowM
AKTUBHOCTbIO 06n1agatoT Tonbko cBoboaHble T3 n T4, 04HAKO MX AONA OYeHb Mana:
0.03% ot obwero coaepxanua ans T4 n 0.3% - ana T3.

1.3. KoHueHTpauus T4 B CbIBOPOTKE KPOBU — HanboJsiee o6LWEenpuHSTLIN NokasaTesb
PYHKLUMN LIMTOBUAHOM Xene3bl, M03BOASIOLWMA AOBOSIbHO YETKO pa3rpaHnMymBaTh rmnep-,
rMno- n 3yTupeos.

1.4. lMoBblleHNe coaepxaHus obwero T4 HabntogaeTcs Npu runepTMpeose, nNpu
onyxonsax runodusa, nNpu COCTOSHUAX C MOBbIWEHHbIM ypoBHeM TCI (6epemMeHHOCTb,
OCTPbIf WN XPOHUYECKUI aKTUBHbIA renaTuT, 3CTPOreHCeKpeTUpyoLLmMe onyxonm uim
npueM 3CTPOreHoB, reHeTU4eckn o0bycnoBAEeHHOE NOBbIWEHNE), NPW NpUeMe opasibHbIX
KOHTpaLenTUBOB, reponHa, MeTafoHa, TUpeonaHbIX npenapaTos, TIT, TupeonmbepuHa.

1.5. CHmxeHne copepxaHus obwero T4 Habnogaetcs npu  rMNoTMpeose,
NaHrMNONUTYnTapuaMe, COCTOSHUSAX C MOHWXEHHbIM YypoBHeMm TCI (akpomeranus,
HedpOTMYECKMI A CUHAPOM, TUMNONPOTEMHEMUS, XpOHU4Yeckme 3aboneBaHus NeveHu,
aHAPOreHCeKPEeTUPYLLME ONYXONMUINNPUEM aHAPOreHoB, FreHeTu4eckn 06ycrnoBneHHoe
CHUWXeHMne), remonunse, U3NYECKOW Harpyske, Npuv MpueMe aMUHOCAJULMUIOBON U
aueTUICannumMIOBOM KMCNOT, MIOKOKOPTUKOMAOB, CyNibdaHnIaMmaoB, XxonectTmpammniHa,
pesepnuHa, noanaa Kanusa, TPUNOATUPOHUHA.
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2. IPUHUUN PABOTbl HABOPA

OnpeaeneHve cBO60AHOr0 TUPOKCMHA OCHOBAHO Ha MCMO/Ib30BaHUN KOHKYPEHTHOMO
MMMYHOMEPMEHTHOr0 aHanu3a. Ha BHyTpeHHel MOBEpXHOCTW JIYHOK MJaHLWeTa
MMMO6MIN30BaHbl MbllUMHbIE MOHOK/IOHaJbHblE aHTUTena Kk T4. CBO60AHbIA TUPOKCUH
13 obpasla KOHKYpUpYyeT C KOHbIOrMpoBaHHbIM T4 3a CBA3blBaHWE C aHTUTeNnamu
Ha TNOBEPXHOCTM JNyHKW. B pesynbTate ob6pasyeTcs CBA3aHHbIA C  MAACTUKOM
«C3OHABUY», copepxalumii nepokcuaasy. Bo Bpemsi uHkybaumm ¢ pactBopomM cybcTpaTa
TeTpameTunbeHsmanHa (TMB) npoucxoAuT OKpallMBaHWE pacTBOPOB B JIYHKaXx.
MHTEHCMBHOCTb OKpacku o06paTHO MpoMopuUMOHanbHa KOHLUEHTpauun cBo6oAHOro
TUpPOKCMHA B uccnesyeMoM obpasue. KoHUeHTpauuto CcBO60OAHOMO TUPOKCUHA
B uccnenyeMblx obpasuax onpeaensioT no KannbpoBOYHOMY rpaduKy 3aBUCUMMOCTU
ONTUYECKON MNNOTHOCTM OT COAEpXaHUs CBOOGOAHOrO TUPOKCUHA B KanMbBpOBOYHbIX
npob6ax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepeKkpecTHas peakuMs MbllUHBIX MOHOKJIOHANbHbIX
aHTUTEn K T4 C ApyrMMM aHanutamm npueeaeHa B Tabnuue:

Ananut NepekpecTHas peakuus, %
L-TupokcuH 100
D-TnpokcuH 30
T3 0.5

3.2. BocnpousBoaUMOCTb.

KoadduruneHT Bapnaummn pesynbTaToB OnpefeneHust coaepxaHust cBT4 B OAHOM
1 TOM Xe obpa3sLe CbiIBOpOTKM (Ma3Mbl) KpOBM C ncnonb3oBaHnem Habopa «ceT4-UDA»
He npeBbiwaeT 8.0%.

3.3. JINHEeHAHOCTb.

3aBMCUMOCTb KOHUEeHTpauun cBT4 B obpasuax CbiIBOPOTKM (Maasmbl) KPOBW Mpwu
pa3BefeHUM UX CbIBOPOTKON (M1a3Mon) KpoBU, He coaepxkallei cBT4, UMEET JIMHEHbIN
XapakTep B Avana3oHe KoHueHTpauuii 5-100 nmonb/n u coctaBnset £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napameTp MpOBEPSieTCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBME M3MEPEHHON KOHUEHTpauuu cBT4 npeanucaHHoOW, MOSy4YeHHOU nyTeMm
CMEeLNBaHUA paBHbIX OH6BEMOB KOHTPOJIbHOM CbIBOPOTKM WM KannbpoBOYHOW Mpobbl
10.0 nMonb/n. MpoueHT «oTKpbITUA» cocTaBnseT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHaa AOCTOBepHO ornpegensiemass Habopom «cBT4-UDA» KOHLEHTpauus
cBT4 B cbiBOpOTKe (Nna3Me) KpoBu He npesbiwaeTt 0.75 nmMonb/n.
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Komnnekrtauusa 5
Cumson

Konnyectso
1 SORB MTP 5wt
2| cai-s
3 CONTROL 5x0.8 Mn unm 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 NPEAOCTOPOXXHOCTHU

5.1. MoTeHumnanbHbIN puck NnpuMmeHeHna Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckiwo4veHuem crton-peareHta (5.0% pactBop
CEPHOW KUCNOTbI), B UCMO/b3YEMbIX KOHLEHTPaLMAX SBASIOTCS HETOKCUYHbLIMU.

PactBop cepHoit kucnoTbl obnajaeTr pasapaxatrowmm - geictsveM.  W3beratb
pa3bpbi3rMBaHns 1 NonagaHus Ha KoxXy v cimsncTble. Mpu nonagaHum Ha KOXY U C/IM3UCTble
NOpa)KeHHbIN y4acToK criefyeT NpoMbITb 60bLUMM KONNMYECTBOM MPOTOYHON BOABI.

5.3. lNpwn pabote c Habopom cneayet cobnoaate «lpaBuia yCTPOMCTBA, TEXHUKMU
6e30macHOCTM, MNPOM3BOACTBEHHOM CaHMTapuu, MNPOTUBOINUAEMUYECKOrO pexXuMa W
NINYHOW rurneHol npu pabote B nabopatopusx (OTAeneHusix, OTAenax) CaHuTapHO-
3NUAEMMOSIONMYECKNX YUpexaeHnin cucrtembl MuHuctepctBa 3apaBooxpaHeHuns CCCP»
(Mocksa, 1981 r.).

5.4. lNpn pabote c Habopom cnepyetr HageBaTb OAHOPA30Bble PE3VHOBbIE WU
naacTMKOBblE NepyaTKu, Tak Kak obpasLbl KPOBW YenoBeka creayeT paccMaTpuBaTh Kak
NoTeHUManbHO MHPULMPOBAHHBIN MaTepuan, CNocobHbI ANUTENbHOE BPEMSI COXPaHATb
n nepegasaTtb BUY, Bupyc renatuta nnun niobon apyroi Bo36yamTenb BUPYCHON MHMEKLMN.

6. OBOPYQOBAHUE N MATEPUAIIDI,
HEOBXOAUMbIE NPU PABOTE C HABOPOM

- (dOTOMETp BEpTUKANbHOIr0 CKaHMPOBAHWUS, NO3BOSIOLLMIA N3MEPATb ONTUYECKYIO
NAOTHOCTb COAEPXMMOIO JIYHOK MAaHLWeTa nNpu AnnHE BOMHbI 450 HM;

- TepMmocTaT, nogaepxusatrowni temnepatypy +37 °C £0.1 °C;

- [03aTopbl CO CMEHHbIMW HaKOHeYHWKaMu, no3Bonswmne oTdbupaTb 06bLEMDI
B Anana3oHe 25-250 mkn;

- UWAWHAP MepHbIn BMecTuMocTbio 1000 mn;

- BOAA AVUCTWIIMPOBAHHAS;

- nepyaTKu pe3nHOBbIE UMW NIACTUKOBbIE;

- bymara cdunbTpoBanbHas.

7. NOArOoTOBKA PEAFEHTOB AJ151 AHAJIN3A

7.1. lNepepn nposBeaeHneM aHanusa KOMMNoOHeHTbl Habopa n uccnenyemble obpasubl
CbIBOPOTKM (MN1a3Mbl) KpOBW CnedyeT BblAepXaTb MNpPU  KOMHATHOM TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MpwuroToB/ieHMe NMaHLwWerTa.

BCKpbITb MakeT € MiaHWeTOM M YCTaHOBUTb Ha paMKy Heobxoammoe KONM4ecTBO
cTpunoB. OcTaBLUMECS HENCMOJIb30BAHHbLIMW CTPUMbI, YTO6bI NPEAOTBPaTUTL BO3AENCTBMNE
Ha HUX BNaru, TWaTenbHO 3aKk1enTb Bymaron Ans 3aknemsaHuns niaHweTa u XpaHUTb Npu
Temnepartype +2...+8 °C B TeyeHune Bcero cpoka rogHoctun Habopa.
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7.3. MpurotoBneHne OTMbIBOYHOI0 pacTeopa.

Coaepxunmoe diakoHa C KOHLEHTPaTOM OTMbIBOYHOIO pacteopa (22 M), nepeHectu
B MepHbI UmnnHap BMectumocTtbio 1000 mn, pobasButb 550 Mn AMCTUNNMPOBAHHON BOAbI
N TWaTenbHO nepemewatb. B cnyyae apobHoro ncnonb3oBaHus Habopa cneayet otobpaTh
Heobx0AMMOoe KOJIMYECTBO KOHLIEHTpaTa OTMbIBOYHOrO pacTBopa M pasBecTy AUCTUINPO-
BaHHOM BoAoM B 26 pa3 (1 Mi KOHUeHTpaTa OTMbIBOYHOMO pacTeopa + 25 MA ANCTUAINPO-
BaHHOW BOAbI).

8. YCNoBUA XPAHEHUA N SKCINJIYATALNN HABOPA

8.1. Habop peareHToB «CBT4-UDA» A0MKEH XPaHMTbCA B YMaKOBKe MpeanpuaTms-
N3roToBUTENS NpU TemnepaType +2...+8 °C B TeyeHne BCero cpoka rofHOCTH, YKa3aHHOMo
Ha ynakoBke Habopa. [donyckaetrcs XpaHeHue (TpaHcrnopTupoBka) Habopa npu
TemnepaTtype Ao +25 °C He 6onee 15 cyTok. He ponyckaeTcs 3amMopa)kMBaHWe LEenoro
Habopa. [lonyckaeTcs oAHOKpaTHoe 3amMopakuBaHue (-20 °C) KasiIM6poBOYHbIX
npo6 n KOHTPOJIbHOM CbIBOPOTKU B aJIMKBOTaX.

8.2. Habop paccuuTaH Ha npoBeaeHMe aHanmsa B AybnukaTtax 41 uccnenyembix
obpasuoB, 6 kanMbpoBo4yHbIXx Npob6 M 1 nNpobbl KOHTPONBLHOW CbIBOPOTKM (BCEro
96 onpeneneHunit).

8.3. B cnyyae gpobHoro ucnonb3oBaHus Habopa KOMMOHEHTbI cnefyeT XpaHWTb
crnepyowmm o6pasom:

- OCTaBLUMECSH HEUCMOMb30BaHHbIMM CTPUMbl HEO6XOAMMO TLUATENbHO 3aKneuTb

6ymaron Ans 3ak/ievBaHusa NiaHLWeTa U XpaHuTb Npu Temnepatype +2...+8 °C
B TeYeHMe BCero cpoka rogHocTn Habopa;

- KOH®BlOrar, cybcTpaT, cTon-peareHT nocne BCKPbITUS (p1akoHOB crefyeT XpaHUTb

npu Temnepatype +2...+8 °C B TeueHMe BCero cpoka rogHoct Habopa;

- KanubpoBOuYHble MPO6bl 1 KOHTPOJIbHYK CbIBOPOTKY MOCAE BCKPbITUS (hNakoHOB

cnepyeT XpaHuUTb nNpu Temnepatype +2...+8 °C He 6onee 2 mMecaueB;

- OCTaBLUMICA HEWCNONIb30BaHHbIM KOHLEHTPaT OTMbIBOYHOIO pacTBopa creayer

XpaHUTbL Npu Temnepatype +2...+8 °C B TeueHne Bcero cpoka rogHoctn Habopa;

- NPWUrOTOBMIEHHbI OTMbIBOYHbIVA pPacTBOp CreAyeT XpaHWTb MpU KOMHAaTHOWN

Temnepatype (+18...+25°C) He 6onee 15 cyTtok wam npu TeMmnepatype
+2...+8 °C He 6onee 45 cyToK;

MpumeyaHue. locne MCNonb30BaHWSA peareHTa HeMeA/IeHHO 3aKpbliBalTe KpbIKY
¢nakoHa. 3akpbiBanTe Kaxabl pnakoH CBOEN KPbILLIKOW.

8.4. [Ina npoBefeHus aHanuMsa He CreayeT WCNonb30BaTbh EMOSIM3MPOBAHHYHO,
MYTHYIO CbIBOPOTKY (M/1a3My) KpPOBM, @ TaKXXe CbIBOPOTKY (Ma3My) KpoBW, COAEPXKALLYO
a3sung Hatpus. Ecnn aHanns npovsBoAUTCS HE B AeHb B3ATUS KPOBW, CbIBOPOTKY (M1asmy)
cnepyeTt xpaHuTb npu Temnepatype -20 °C. ToBTOpHOe 3aMopaxuBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKK (M1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. McknovaeTca mncnonb3oBaHve Ana aHanmsa o6pasuoB CbIBOPOTKKU (Mia3Mbl)
KpOBW NtoAel, MonyyaBLMX B LensxX AMAarHOCTUKW WAM Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbILUMHbIE aHTUTenNa.

8.6. lNpn wucnonb3osBaHun Habopa A1 NPOBEAEHUS HECKOSbKUX HEe3aBUCUMbIX
cepuii aHanu3oB creayeT UMeTb B BUAY, YTO AN KaXKA0ro He3aBMCUMMOro onpeneneHus
Heo6Xx0AMMO NOCTPOEHNE HOBOIO KaMBpOBOYHOIO rpadurKa; KpoMe 3TOro, peKoMeHayeTcs
onpeaeneHne KoHueHTpauun ceT4 B KOHTPOSIbHOW CbIBOPOTKE.

8.7. na nonyyeHWs HaAeXHbIX pe3ynbTaToB HeobxoAMMO cTporoe cobnioaeHue
NHCTpyKuMn no npuMmeHeHuto Habopa.

8.8. He ncnonb3yite KOMNOHEHTbI U3 APYrMX HABOPOB MK U3 aHaNOrMYHbIX HAbopoB
APYrux cepui.
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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
COOTBETCTBUM C npaBunamu GLP (Xopowen nabopaTOpHOW MpakTUKK), Kaxkaas
nabopatopusi Jo/MKHa camMa onpefenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnegyemon nonynsaunn.

MpumeuaHue. 3HayeHMs KOHUeHTpaumin cBT4 B wuccneayembix obpasuax,
HaxoAsilMecss Huxe rpaHuubl YyBCcTBUTENbHOCTM Habopa (0.75 nMonb/n), a Takxe
npeBbillaloWme 3HadYeHne BepxHen kanubposouyHoM mnpobbl (100 nmonb/n) crnepyet
NpuBOAUTL B creaytoLllen popme: B uccneagyemom obpasue X KoHUueHTpaums cBT4 Huxe
0.75 nmonb/n wnu Bbiwe 100 nMonb/n.

Wccnenyemasn Eauuuubl, nmonb/n

rpynna Hwxuuii npepen Bepxuuii npepen

340pPOBbl€ AOHOPbI

fo 60 net 10.0 25

ctapwe 60 net 10.0 21
BepemeHHbIe:

1-1 TpumecTp 9.0 26

2-A TpuMecTp 6.0 21

3-11 TpuMecTp 6.0 21

11. JINTEPATYPA
1. Tietz, N. W., Fundamentals of Clinical Chemistry, 2nd Ed., pg. 602, Sauders Press, Phila., 1976.
2. Horworth, P. J. N., Ward, RL., J. Clin Pathol. 1972; 25:259-62.

3. Sati, C., Chattor, A. J., Watts, N. Fundamentals of Clinical Chemistry. Ed. Tietz, N. W. 3rd Ed., pg.
586. Saunders press Phila. 1987.

4. Lundberg, P. A., Jagenburg, R., Lindstedt, G., Nystrom, E., Clin. Chem. 1982, 28:1241.

5. Melmed, S., Geola, F. L., Reed, A. W., Pekary, A. E., Park, J., Hershmen, J. M., Clin Endocrin.
Metabol. 1982, 54; 300.

6. Ingbar, S. H., et al. J. Clin. Invest., 1965, 44:1679.

7. Selenkow, H. A., and Robin, N. I., J. Maine Med. Assoc. 1970, 61:199.

Mo BonpocaM, kacatwmmcs kadectsa Habopa «cBT4-UDA»,

cnepyet obpawartbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Mapkosas, 4. 48, 1-1 noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)
3/1eKTpOoHHas noyta: info@xema.ru; rqc@xema.ru

WHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepenca OO0 «XEMA»,

K. 6. H. 1. C. KOCTpUKUH
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XEMA

Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of free thyroxin 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

Thyroid hormones thyroxin (T4) and 3,5,3'-triiodothyronine (T3) exert regulatory
influences on growth, differentiation, cellular metabolism and development of skeletal
and organ systems. T4 and T3 in blood are found both in free and bound form - mostly,
they are bound to thyroxin binding globulin (TBG). Only free forms of T3 and T4 exert
hormonal activity also their percentage is very low — 0.3% for T3 and 0.03% for T4.

The concentration of T4 is generally accepted as an index of thyroid function which
provide enough information to differentiate between hyper-, hypo- and euthyroidism.

Elevation of total T4 is found in hyperthyroidism, in patients with tumours
of pituitary gland, in subjects with elevated TBG level (pregnancy, acute or chronic
active hepatitis, estrogen-secreting tumours or estrogen intake, hereditary elevation of
TBG), in patients taking oral contraceptives, heroin, methadone, thyroid preparations,
TSH, thyroliberin.

Low total T4 is found in hypothyroidism, in patients with panhypopituitarism, in
subjects with low TBG level (acromegaly, nephritic syndrome, hypoproteinemia, chronic
liver diseases, androgen-secreting tumours, hereditary reduction), in patients taking
aminosalicylic and acetylsalicylic acids, cholestyramine, reserpine, potassium iodide,
trilodothyronine.

Document: K214I Instruction version: 1901 Format version: 803

9



K2141I

3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific murine monoclonal to T4-antibodies
simultaneously with conjugated fT4-peroxidase. fT4 from the specimen competes with
the conjugated fT4 for coating antibodies. 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 inversely 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, 100-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 pl;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

5.3. Storage and stability of the Kit

Store the whole kit at +2...4+8 °C upon receipt until the expiration date.

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

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...+8 °C before testing. For a
longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

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

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

2. Plot a calibration curve on graph paper: OD versus free thyroxin concentration.

3. Determine the corresponding concentration of free thyroxin 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.

4. Below is presented a typical example of a standard curve with the XEMA Co. Not
for calculations!

Calibrators Value A&;‘a’:m‘::’;g;’
CAL 1 0 pmol/I 2539 . T
CAL 2 5 pmol/I 2080
CAL3 | 10 pmol/I 1602 .,
CAL 4 25 pmol/I 993 o | \z'
CAL 5 50 pmol/I 541 S
CAL6  |100 pmol/I 161 R

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
fT4. 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.
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Units, pmol/I
Sex, age . s
Lower limit | Upper limit
Healthy donors
<60 yrs 10.0 25
>60 yrs 10.0 21
Pregnancy week:
1st trimester 9.0 26
2nd trimester 6.0 21
3rd trimester 6.0 21

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
L-Thyroxin 100
D-Thyroxin 30
T3 0.5

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.75 pmol/I.

11.3. Linearity

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

11.4. Recovery

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

12. LITERATURE

1. Tietz, N. W., Fundamentals of Clinical Chemistry, 2nd Ed., pg. 602, Sauders Press,
Phila., 1976.

2. Horworth, P. J. N., Ward, RL., J. Clin Pathol. 1972; 25:259-62.

3. Sati, C., Chattor, A. J., Watts, N. Fundamentals of Clinical Chemistry. Ed. Tietz, N. W.
3rd Ed., pg. 586. Saunders press Phila. 1987.

4. Lundberg, P. A., Jagenburg, R., Lindstedt, G., Nystrom, E., Clin. Chem. 1982,
28:1241.

5. Melmed, S., Geola, F. L., Reed, A. W., Pekary, A. E., Park, J., Hershmen, J. M., Clin
Endocrin. Metabol. 1982, 54; 300.

6. Ingbar, S. H., et al. J. Clin. Invest., 1965, 44:1679.

7. Selenkow, H. A., and Robin, N. I., J. Maine Med. Assoc. 1970, 61:199.
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Cumson / Symbol

3na c / Symbolize

Mpoussoautens / Manufacturer

Hata npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

-
HHIEIE
-

Homep cepun / Batch code

<
2
z
=
=

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHue TemnepaTypsbl / Temperature limitation

ToNbKO ANA UH BUTPO ANArHoCTUKM /
In Vitro Diagnostic Medical Device

BHumaHwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npu HapyLIEHUN LIETIOCTHOCTM YNaKoBKM /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

Al

-

Kann6poBoyHble npobbl / Calibrator set

CONTROL

KoHTposibHas ceiBopoTka / Control sera

KoHbtoraT / Conjugate

SUBS TMB

PacTBop cy6cTpaTa TeTpamMeTunbeHsuanHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

M

STOP

Cron-peareHT / Stop solution

=]
=]
=

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

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

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB A/A ANArHOCTNKIN NHPEKLUNOHHbBIX \
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 MNapkosas, A. 48, 1-11 noA., 5 aTax 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-TMeTepbypr, 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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