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1. THYROID PEROXIDASE K131 aTPO EIA Cat. Nr K131 00082228
(INCL. MICROSOMAL) ANTIBODIES 12-10-03-01-00 other DE/CA59/1VD/13/44 00055095 2007-10-29
2. THYROGLOBULIN AUTOANTIBODIES | K132 aTG EIA Cat. Nr K132 12-10-03-04-00 other 00082229 DE/CA59/1VD/13/43 00055096 2007-10-29
3. MPO ANCA K133 aMPO EIJA Cat. Nr K133 12-10-90-09-00 other 00082229 DE/CA59/1VD/13/42 00055097 2007-10-29
4. TISSUE TRANSGLUTAMINASE K160; Anti-tTG IgG EIA Cat. Nr K160;
ANTIBODIES K161 Anti-{TG IgA EIA Cat. Nr K161 12-10-90-21-00 other 00082231 DE/CA59/1VD/13/41 00055098 2007-10-29
5. GLIADIN ANTIBODIES K180; Gliadin IgG EIA Cat. Nr K180, 00082232/
K181; Gliadin IgA EIA Cat. Nr K181 ; 00055099
KIS2A, Deamidated Gliadin IgA EIA, 12-10-90-06-00 other C(})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
SULPHATE (INCL. DHEA) 12-05-01-02-00 other 00082253 DE/CA59/1VD/13/24 00055117 2007-10-29
22. | 17 OH PROGESTERONE K217 (O Progesterone EIA 12-05-01-07-00 | other 00082256 DE/CAS9/TVD/13/22 00055118 |  2007-10-29
23. CANCER ANTIGEN 125 K222 CA 125 EIA Cat. Nr K222 12-03-01-06-00 other 00082257 DE/CA59/1VD/13/23 00055119 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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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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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)




e A S R

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

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEAFEHTOB

Ana UMMYHO®EPMEHTHOIO OMPEAENIEHNA

lgG AHTUTEN K AHTUTEHAM HERPES SIMPLEX VIRUS
12 TUNA (HSV 1, 2) B CbIBOPOTKE (MJIA3BME) KPOBU

«HSV 1,2 IgG-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IlgG ANTIBODIESTO HSV 1, 2

IN HUMAN SERUM OR PLASMA

HSV 1/2 IgG EIA

HOMEP MO KATASIOTY K104
TY Ne 9398-104-18619450-2009

PETMCTPALUMOHHOE YOOCTOBEPEHUE
Ne ®CP 2010/07032 ot 1 mapTta 2010 T.

Antutena k BUY 1,2, Bupycy renatuta C n HBsAg oTcyTcTByioT
KoHTponbHble CbIBOPOTKM, BXOAALLME B COCTaB Habopa, NHAKTMBMPOBaHbI.

W For 96 determinations /Ha 96 onpepeneHun

[ns uH 8UMPO ANATHOCTUKN
N XEMA Co,, Ltd. . .
£8 j The 9th Parkovaya str, 48 Authorized Representative in EU:
I = i Polmed.de

105264 Moscow, Russia Steinacker 20, D-73773

L5, Tel /fax: +7(495) 510-57-07 A.eL”aCIderG o
gs i& e-mail: redkin@xema-medica.com c wla f ermlanydd
%OK & | internet: www.xema-medica.com e-mail:info@poimed.de
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K104I

«YTBEPXOEHA»
Mpukas PocsgpaBHaasopa N2 1493-Mp/10 ot ot 1 mapTa 2010 r.
KPA N 74895 ot 29.10.2009 r.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA 1gG AHTUTEN
K AHTUFEHAM HERPES SIMPLEX VIRUS 1 1 2 TUNA (HSV 1,2)
B CbIBOPOTKE (NMJIASME) KPOBUM «HSV 1,2 IgG-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «HSV 1,2 IgG-UDA» npepgHasHayeH ANs KayeCTBEHHOrO
onpeaeneHnsa KoHueHTpaunm IgG aHTuTen K aHtureHam Herpes simplex virus 1 v 2 Tuna
(HSV 1,2) B cbiBOpOTKE (NN1a3Me) KPOBUM METOAOM TBEPAO0(PA3HOro UMMYHOMEPMEHTHOIO
aHanusa.

1.2. VIHdekumnm, Bbi3biBaeMble BUPYCOM NpocToro repreca (BMIM) oTHocATcs K ymucny
Hanbonee 4acTbix 3aboneBaHuii Yenoseka. [poBeaeHHbIE CepoanuAeMMonornyeckne
nccnenoBaHms nokasanu, 4To okono 90% Bcero HaceneHus K 4-i aekae XU3HU UMelT
aHTuTena k BMI. MNepepava yepe3 MHOUUMPOBaHHbIE CEKpeTbl SBNASETCH OCHOBHbIM
nytem nepegadn uHdbekumu. JlaTeHUMs W peakTMBauus OYEeHb 4YacTO BCTpeyarTcs
npu BMM-nHdekumn. AHTUTEna K BMI urpatoT 3aWunTHYO posib B NpeaoTBpalleHnmn
pa3BuTusa 3aboneeBaHns U OrpaHUYEHUN NaTeHuuu, XOTa 1 He obecrneymBatoT NOMHOM
3awmnTbl. NccneposaHune cneundunyeckmnx IgG-aHtuten k B BbINOMHAETCS HA paHHUX
Cpokax 6epeMeHHOCTW Ans OUEeHKW Mnpeablaylien 3KCnosvuum K Bupycy. B cnyuae
CepoHeraTMBHOCTN 6epeMeHHOl NoKa3aHo OrpaHNyYeHne KOHTaKToB.

2. MPUHUMN PABOTblI HABOPA

Onpepenenve IgG aHTUTEen K aHtureHam Herpes simplex virus 1 n 2 Tuna
(HSV 1,2) ocHOBaHO Ha MWCMNOMb30BaHMW  HeNpsMOro BapuaHTa TBepaodasHoro
UMMYHOMEPMEHTHOr0 aHanu3a. Ha BHyTPeHHENW MNOBEPXHOCTU JIYHOK MaHLeTa
MMMobunusoBaH aHTureH — HSV 1,2. AHTuTena 13 obpasua CBA3bIBAKOTCHA C aHTUIEHOM
Ha MOBEPXHOCTM JNyHKM. O6pa3oBaBLUIMIACA KOMMMAEKC BbISBASIOT C MOMOLLbIO
KOHbBblOraTa MbIWNHBIX MOHOK/IOHaNbHbIX aHTUTen k IgG uenoseka C MepoKcuAason
xpeHa. B pesynbTate obpasyeTcs CBA3aHHbIM C MNAACTUKOM «CIHABUY», COAEPXKALUUN
nepokcuaasy. Bo Bpemsi MHKybaumMm C pacTBOpoM cybcTpaTa TeTpaMeTunbeH3namHa
(TMB) npoucxoauT OKpallnBaHME pacTBOPOB B JIYHKaX. MIHTEHCMBHOCTb OKpacku npsMo
NponopunoHanbHa KoHUeHTpauun cneumdunyecknx IgG aHTUTENn K aHTUreHam Herpes
simplex virus 1 n 2 tnna (HSV 1,2). KoHueHTpauus IgG aHTUTeN K aHTMreHam Herpes
simplex virus 1 n 2 Tuna (HSV 1,2) B uccneayembix obpasuax paccyMTbiBaeTcs Mo
dopmyne, NnpMBeAEeHHON B MHCTPYKLUN.

3. AHAJIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneynPMrUYHOCTb. Mcrnonb3oBaHue BbICOKOOYULLEHHOIO npenaparta
no3BosiieT AOCTUYb BbICOKOW CneunduyHoCTM aHanmsa.

3.2. Bocnpou3sBoauUMOCTb.

KoapdpurumneHT Bapuaummn pesynbTaToB onpeaeneHus copepxaHus IgG aHTtuten
K aHTuUreHam Herpes simplex virus 1 n 2 Tuna (HSV 1,2) B ogHOM 1 ToM e obpasue
CbIBOPOTKM (MnasMbl) KPOBM C wucnonb3oBaHMeM Habopa «HSV 1,2 IgG-UOA»
He npeBbiwaeT 8.0%.
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5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MoTeHUManbHbIN puck NnpuMmeHeHuns Habopa - knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHTta (5.0% pacTtBop
CEepPHOW KUCNOTbI), B UCMOJIb3YEMbIX KOHLEHTPaUMUSX SABASOTCS HETOKCUYHbIMMU.

PactBop cepHoM KMCNOTbl obnajaeT pasapaxatrowmm  aeicteuem. UM3beraTb
pasbpbi3rmBaHns 1 NonagaHns Ha KoXxy n cnmsucTtble. MNpu nonagaHnm Ha KOXY U CIN3UCTbIe
MOPAXXEHHbIN y4acTOK crefyeT NpoMbiTb 60/bLLIMM KONNYECTBOM MPOTOYHOM BOAbI.

5.3. lNpu paboTe c Habopom cnepyet cobnogatb «lpaBuna yCTPOMCTBA, TEXHUKU
6e3onacHoOCTN, MPOM3BOACTBEHHOW CaHUTapuu, MNPOTUBOIMNUAEMMYECKOrO pexuMma U
NINYHOM rurmeHbl npu pabote B nabopatopusax (OTAeNeHUsX, oTAenax) CaHWTapHo-
3MUAEMMUONIONNYECKUX YUPEXAEHUIA cuCcTeMbl MUHUCTEpCTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. lNpu pabote c Habopom cneagyer HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
NacTUKOBble MNepyaTKn, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NnoTEeHUManbHO MHPUUMPOBAHHbBIA MaTepuasn, CNOoCObHbI ANUTENbHOE BPEMS COXPaHATb
n nepepasaTb BWY, Bupyc renatuta wnm nwoborn apyron Bo36yauTeENnb BUPYCHOWM
MHbekunn.

6. OBOPYAOBAHUE U MATEPUAJbI,
HEOBXOAWUMBIE NP PABOTE C HABOPOM
- doToMeTp BepTUKANbHOIO CKaHMPOBaHMS, MO3BONSAKOWUNA U3MEPATb OMTUYECKYHO
MAOTHOCTb COAEPXKMMOrO JIYHOK MJaHLWweTa Npu ASIMHE BOJSIHbI 450 HM;
- TepMocTaT, noaaepxuBarwmin Temnepatypy +37 °C £0.1 °C;
— [403aTopbl CO CMEHHbIMM HaKOHEYHWKaMK, Mno3BoasAWMe O0TbmMpaTb 06beMbI
B AnanasoHe 5-250 mkn;
- UMAMHAP MepHbIN BMecTuMocTbio 1000 mn;
- BOAa AVCTWIMPOBaHHas;
- repyaTku pe3nHOBblE UK NACTUKOBbIE;
- byMara cdunbTpoBasbHas.

7. NOArOTOBKA PEAFEHTOB AJid AHAJIU3A

7.1. Mepepn npoBeaeHneM aHanmsa KOMNoHeHTbl Habopa n nccneayemslie obpasubl
CbIBOPOTKM (NnasMbl) KpOBM clieAyeT BblAepXaTb MNpUM KOMHATHOW TemnepaTtype
(+18...4+25 °C) He MeHee 30 MUH.

7.2. MpuroToBJieHME NNaHLIeTa.

BCKpbITb MakeT C NAaHLWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMOe KONMyecTBO
ctpunoB. OcTaBlMecs  HEWCMNONb30BaHHbIMKM  CTpUMbl, 4YTO6bI  MNpeaoTBpaTUTL
BO3JENCTBME Ha HUX BRaru, TwaTenbHO 3akfenTb byMaron Ang 3aKienBaHuns niaHLeTa
M XpaHuUTb NMpun TemnepaType +2...+8 °C B TeueHMe BCero cpoka rogHoctn Habopa.

7.3. NMpurotoBsieHne OTMbIBOYHOIO pacTreopa.

Coaepxxmmoe pnakoHa C KOHLEHTPaTOM OTMbIBOYHOMO pacteopa (22 M), nepeHecTtu
B MEpHbI UMAMHAP BMecTuMocTbio 1000 mn, pobaswutb 550 Mn AMCTUANMPOBAHHOW
BOAbl M TLWaTeNbHO nepeMewatb. B cnyyae apobHoro ucrnonb3osaHusa Habopa cnepyet
oTobpaTb Heo6xoAMMOE KOMYECTBO KOHLEHTpaTa OTMbIBOYHOIO pacTBOpa W pasBecTu
ANCTUNNNPOBAHHON BOAOW B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOro pacteopa + 25 mMn
ANCTUNNIMPOBAHHON BOAbI).
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8. YCNoBusA XPAHEHUA N SKCNJIYATALUUN HABOPA

8.1. Habop peareHToB «HSV 1,2 IgG-UDA» ponxeH XpaHWUTbCS B ynakoBKe npea-
npuUsaTUA-NU3rotToBuTeNns npu temnepatype +2..+8 °C B TeyeHue BCero Cpoka rofHocCTH,
YKa3aHHOro Ha ynakoBke Habopa.

[onyckaeTcs XpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C He
6onee 15 cytok. He gonyckaeTtcs 3amMopaxuBaHue Lenoro Habopa.

8.2. Habop paccuuTaH Ha nMpoBeAeHue aHanusa B aybnukatax 45 vccneayembix
obpasuoB, 1 KanMBpOBOYHbLIX MpPo6 M 2 MNpobbl KOHTPOSIbHOM CbIBOPOTKM (BCEro
96 onpeneneHun).

8.3. B cnyyae apobHoro mcnonb3oBaHns Habopa KOMMOHEHTbI cnefyeT XpaHuTb
cneaywowmm obpasom:

-  OCTaBLUMECS HEeWCrnosb30BaHHbIMW CTPUMbl HEOOXOAMMO TLIATENbHO 3aKNenTb

bymaron ana 3aknevBaHus nnaHweTa u XpaHuTb Npu Temnepatype +2..+8 °C
B TeUYeHWe BCero cpoka rogHoctu Habopa;

-  WN®DA-bydep, KoHblOraT, cybcTpaT, CToM-peareHT Nocne BCKpbITUS (hJIakOHOB
cnefyeT XxpaHuTb Npu TemnepaTtype +2...+8 °C B TeyeHune BCero cpoka rogHoCcTm
Habopa;

- KanmbpoBOuYHYO Npoby M KOHTPOJbHbIE CbIBOPOTKM MOCAE BCKPbITUS (h1aKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 Mecsues;

- OCTaBLUMWACS HEWCMOSIb30BaHHbIM KOHLEHTpPAT OTMbIBOYHOrO pacTBopa creayer
XpaHuTb npu TemnepaTtype +2..+8 °C B TeyeHue BCero cpoka ro4HOCTU
Habopa. lMpuUroTOBAEHHbIN OTMbIBOYHbIW pacTBOp CNeAyeT XpaHuTb npu
KOMHaTHOM TemnepaTtype (+18...+25 °C) He 6onee 15 cyToK unu npu TemnepaType
+2...48 °C He 6onee 45 cyToK.

MpumeyaHue. MNocne MCNoAb30BaHMA peareHTa HEMeA/IeHHO 3aKpblBalTe KPbILKY

dnakoHa. 3akpbiBalTe Kaxabli 1akoH CBOEN KpPbILLKOMN.

8.4. [ins npoBeAeHUa aHanusa He cneayeT MCMNofb30BaTb FEMOSIU3NPOBAHHYIO,
MYTHYO CbIBOPOTKY (M1a3My) KPOBU, a TakXXe CbIBOPOTKY (Msia3My) KPpOBU, COAEPIKALLYHO
a3ua HaTpusa. Ecnn aHanns NnponsBoanTCS He B AeHb B3SITUSI KPOBM, CbIBOPOTKY (M1a3my)
cneayeT xpaHuTb npu Temnepatype -20 °C. lNoBTopHOe 3aMopaxXuBaHue-oTTansaHue
06pas3uoB CbIBOPOTKM (MNna3Mbl) KPOBM He AgonyckaeTcs. [lonyckKaeTcs uccnenoBaHue
CbIBOPOTOK, XpaHeHMe KOTOpbiX C MoOMeHTa 3abopa KpOBM OCYLLECTBAANOCL Mpu
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. VcknoyaeTcs mcnofb3oBaHue A8 aHanu3a o6pasLoB CbIBOPOTKM (MnasMmbl)
KPOBW NtOAEN, MOMyYaBlIMX B Lensx AMarHoCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbILMHbIE aHTUTENa.

8.6. lNMpun wuncnonb3osaHnn Habopa AN NpoBeAeHUS HECKONbKUX HEe3aBUCUMbIX
cepuin aHanM30B cneayeT UMeTb B BUAY, YTO ANS KaXXA0ro He3aBUCMMOro onpeaeneHms
HeobXoAMMO  MOCTPOEHWEe HOBOro  KanumbpoBO4YHOro rpaduka; Kpome 3Toro,
peKkoMeHayeTcs onpeaeneHme KoHueHTpaumn IgG aHTuTen K aHtureHam Herpes simplex
virus 1 n 2 Tuna (HSV 1,2) B KOHTPO/IbHOM CbIBOPOTKE.

8.7. [ins nony4vyeHuns HadeXHbIX pe3ynbTaToB HeobxoauMo cTporoe cobntogeHue
WNHCTpyKumMn no npumeHeHuto Habopa.

8.8. He wucnonb3yiiTe KOMMOHEHTbI M3 APYyrMx HabopoB WAM W3 aHANOrUYHbIX
HabopoB Apyrux cepuii.
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Ecnun 3HayeHne K nexut B mHTepBane oT 1.1 go «BToporo cut-off», aTo MoxeTt
cBMAeTeNbCTBOBaTb M60 O HavanbHOM nepuoae MNepBUYHOM WHdekumn, nmbo
06 wuHdbekumMn, nepeHeceHHOV paHee. YTob6bl MPOSACHUTL CUTyauu, Heobxoammo
nccnenoBaTb NOBTOPHblE 06pasLbl KPOBU TOMO XXe MauMeHTa, B3siTble Yepe3 HeCKOJIbKO
Hepenb. HapacTtaHme TuTpa B NOBTOPHOM ob6pasue CBMAETENbCTBYET O HaaMyum
nHdekumnn. Ecnm xe TMTp He HapacTaeT, 3TO CBUAETENbCTBYEeT 06 OTCYTCTBMM aKTUBHOM
MHbEKUMN 1 06 aHaMHECTUYECKOM XapaKTepe aHTuTen.

Wcenepyemas rpynna Equnmib, K
Huxnuii npegen | BepxHuii npepen
CepoHeraTuBHble <0.1 0.9
Cepono3nTuBHble cTapwe 3 net 1.1 4.9
HOBOPOXJAEHHble* <0.1 1.5
0o 8 mecsiue* <0.1 3.5
8 mecsueB - 3 roga <0.1 4.8

*MaTele HCKWE aHTUuTENAa
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Mo BonpocamM, kacawwmnmcsa kadyectsa Habopa «HSV 1,2 IgG-UDA>»,
cnepyet obpawartbcs B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

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

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

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

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IgG ANTIBODIES TO HSV 1,2
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgG
antibodies to HSV 1,2 in blood serum or plasma.

This kit is designed for measurement of IgG antibodies to HSV 1,2 - 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 45 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Herpes simplex virus (HSV) is one of the most common pathogens in humans.
HSV is transmitted by all secretions of infected body, especially via saliva, semen and
cervical fluid. Acute HSV infections appear as a vesicular rash of labial or genital area.
In immunocompromised hosts, HSV may cause life-threatening sequela in central
nervous system. HSV is rarely fully eradicated after acute infections and persists in
human organism lifelong, showing the periodic reactivation. In case of acute infection
or reactivation during pregnancy, HSV may cross the placental barrier and cause severe
fetal malformations.

Specific IgG-antibodies to HSV are not protective; their titer usually raise in
response to the reactivation of virus and therefore may be used to monitor the actual
status of HSV activity. In pregnant women, the absence of specific IgG-antibodies
(seronegativity) requires tight restrictions of the lifestyle during the pregnancy
minimizing contacts to seropositive humans. The seronegative individuals should not
receive the blood transfusions and organ transplants from seropositive donors.

There are two very similar serotypes of HSV - HSV I and HSV II, showing different
distribution in affected human tissues and organs. The present test system does not
detect the differences between these two serotypes.

3. PRINCIPLE OF THE TEST

This test is based on indirect enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by the antigen. Antibodies from the specimen
bind coated antigen on the microwell surface. Unbound material is removed by
washing procedure. Second antibodies directed towards species specific Ig, labelled
with peroxidase enzyme, are then added into the microwells. After subsequent
washing procedure, the remaining enzymatic activity bound to the microwell surface
is detected and quantified by addition of chromogen-substrate mixture, stop solution
and photometry at 450 nm. Optical density in the microwell is directly related
to the quantity of the measured analyte in the specimen.
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

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

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

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

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

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

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

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

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

4.10. Do not mix reagents from different lots.

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

4.12. Do not pipette reagents by mouth.

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

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

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

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

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

Dry thermostat for +37 °C £0.1 °C.

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...4+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...+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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7.5. Sample processing

Material Notes on material collection, Sample dilution | Sample into Calculation
type storage and handling example the well, pl factor
blood grossly hemolytic, lipemic, 5 pl of 100 1
serum or | or turbid samples should be sample +
plasma |avoided and should be treated 500 pl of
by centrifugation before testing diluent

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

Some laboratories, based on their population studies, set up a second cutoff, which
stands between anamnestic (‘normal') IgG antibody level and 'high' IgG antibody level
characteristic of reactivation or late period of primary infection. Recommended values
for this second cut-off for two age groups (8 months - 3 year, > 3 years) are presented
in the table below.
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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 HSV 1,2 IgG. Based on data obtained by XEMA, the following normal range
is recommended (see below).

S Units, K

X age Lower limit | Upper limit
Seronegative <0.1 0.9
Seropositive > 3 years 1.1 4.9
newborn* <0.1 1.5
under 8 months* <0.1 3.5
8 months - 3 years <0.1 4.8

*antibodies of maternal origin

11. LITERATURE
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2. Cowan F. M., Johnson A. M., Ashley R. et al. Relation ship between antibodies to
herpes simplex virus (HSV) and symptoms of HSV infection // J. Infect. Dis. 1996-
v.174 p.470-475

3. Munday P. E., Vuddamalay J., Slomka M. J. et al. Role of type specific herpes simplex
virus serilogy in the diagnosis and management of genital herpes // Sex Transm. Inf
1998 v.74 p.175-178

4. Roest R. W., van der Meijden W. I., van Dijk G. et al. Prevalence and association
between herpes simplex viruses types 1- and 2-specific antibodies in attendees
at a sexually transmitted disease clinic. // Int Epidemiol. 2001 v.30 p.580-588

5. Whitley R/I/ Herpes simplex virusinfections. In: Infection Diseases of the Fetus and
Newborn Infants (Reminington ]S, Klein JO eds.) Philadelphoa: WB Saunders, 1990 -
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Cumson / Symbol

3HaueHue cumBona / Symbolize

MpoussoauTtens / Manufacturer

[JaTta npoussoacTBa / Date of manufacture

BES] 3

Homep no katanory / Catalogue number

LOT Homep cepun / Batch code
g Mcnonb3osaTh A0 (roa-mecsy) / Use By
YYYY-MM

OrpaHu4yeHune TemnepaTypbl / Temperature limitation

-

V

o

TonbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He vcnonb3oBaTb Npy HapyLIEHWUN LEeNOoCTHOCTU YNaKkoBKu /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTponbHasi ceiBopoTka / Control sera

KoHbloraT / Conjugate

SUBS TMB

PactBop cyb6cTpaTa TeTpameTunbeHsmamHa (TMB) /
Substrate solution

BUF WASH 26X

KoHLeHTpaT 0TMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

Al

Cron-peareHT / Stop solution

O
-
(=]

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.
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N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
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K104 «HSV 1,2 IgG-NDA»
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K106 «Mycoplasma IgG-VIOA»
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e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, r. Knes, yn. Akagemvika Edpemosa, f. 23;

e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB AJ11 UMMYHO®EPMEHTHOTIO
OMPEAEJNIEHNA IgM AHTUTEN1 K AHTUTEHAM
HERPES SIMPLEX VIRUS 1 U 2 TUINA (HSV 1, 2)

B CbIBOPOTKE (MJIA3SME) KPOBU

«HSV 1,2 IgM-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IgM ANTIBODIES TO HSV -

IN HUMAN SERUM OR PLASMA

HSV 1/2 IgM EIA

HOMEP MO KATANIOTY K104M
TY N 9398-1041-18619450-2009

PETMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2010/07072 oT 16 mapTa 2010 T.

AHTnTena K BUY 1,2, Bupycy renatuta C u HBsAg oTcyTcTByiOT
KOHTpOnbHble CbIBOPOTKM, BXOAALLME B COCTaB Habopa, MHaKTVBUPOBaHbI.

W For 96 determinations /Ha 96 onpegeneHui

[Ons uH BUMPO ArarHoOCTUKN C €

CERTIFIC,,,
e
£ j XEMA Co,, Ltd. Authorized Representative in EU:
E \_ The 9th Parkovaya str., 48 Polmed.de
p— 105264 Moscow, Russia Steinacker 20, D-73773
NG Tel./fax: +7(495) 510-57-07 Aichwald, Germany
£¢ e-mail: redkin@xema-medica.com e-mail: info@polmed.de
%OK & internet: www.xema-medica.com
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«YTBEPXAEHA»
Mpukas Poc3apasHaaszopa N2 2076-Mp/10 ot 16 mapTta 2010 r.
KPA N2 4195 ot 28.01.2010 r.

MHCTPYKLUMA NO NTPUMEHEHUIO HABOPA PEATEHTOB
ansgd AUMMYHO®EPMEHTHOIO ONPEAEJIEHUA IgM AHTUTEN
K AHTUFEHAM HERPES SIMPLEX VIRUS 1 U1 2 TUMNA (HSV 1, 2)
B CbIBOPOTKE (MJIASME) KPOBMU

1. HASBHAYEHME

1.1. Habop peareHtoB «HSV 1,2 IgM-U®A» npegHasHayeH Ans KayeCTBEHHOro
onpeaenernns IgM aHtuten K aHTureHam Herpes Simplex Virus 1 n 2 tuna (HSV 1,2)
B CbIBOPOTKe (ns1a3Me) KpoBM MeTOA0M TBepA0da3HOro MMMyHOMEPMEHTHOIO aHanusa.

1.2. lMpocTon repnec (repnetnyeckas MHMEKLNS) - 3TO XPOHUYECKOE peLmansmpytoLlee
MH@eKuMoHHoe 3aboneBaHWe, Bbi3BaHHOE BMpyCaMW MNPOCTOro reprneca TvnoB 1 un 2.
BonesHb npoTekaeT B /IOKaNN30BaHHbIX GOpMax C Ny3blpyaTbiMU BbICLINAHUAMW Ha KOXE
N CNU3UCTbIX 060/104KaX, @ TakxXe B reHepann3oBaHHbIX OpMax C MOPaKeHUEeM MHOTMX
OpraHos.

1.3. MNpwn 3apaxeHun BUpycoM npocTtoro repneca (BMlr, HSV) 1 n 2 TvnoB nponcxoauT
nocnefoBaTesibHbIA CMHTE3 aHTUTen knaccos IgM, IgG, IgA. MMMyHOrnobynuHbl knacca
IgM nosiBnsitoTCA Nocne AecsToro AHA C MOMeHTa MHMUUMPOBaHWS, UX YPOBEHb HapacTaeT
B TeuyeHWe AByX Hepenb. Yepez 7-10 pgHen nocne nosineHnss IgM cuHTe3npyroTcs
cneundunyeckme k BN uMmyHornobynuHbl knacca IgG, KoTopble MPUCYTCTBYIOT B OpraH13Me
yesnioBeKa Ha MpOTSXKEHUU BCEWN XKU3HU.

1.4. [lokasaTenbCTBOM NEPBUYHOW reprneTnyeckoin nHdekunmn aenseTcs onpeaeneHve
cneundunyeckmnx IgM n\mnm yeTbipexkpaTHOe yBeIMYEHNE YPOBHS CreunduyecKmnx aHTuTen
knacca IgG B napHbIX CbIBOPOTKaX, B3sATbIX Yy 60/bHOro C MHTEpBanoMm B 14-20 AHen.
MosiBneHne aHTMTENn Knacca IgM y nuua, wHduumposaHHoro BII, cBuaeTenscTByeT
06 o6ocTpeHnn 6oe3Hu.

2. MPUHUMN PABOTbl HABOPA

Onpeaenenve IgM aHTUTEn kK aHTureHam Herpes Simplex Virus 1 »n 2 Tuna
(HSV 1,2) ocHOBaHO Ha MWCMONb30BaHUM nMpuHUMna <«IgM-3axBaT» TBepAodasHoro
WMMYHO(EPMEHTHOrO aHanu3a. Ha BHYTpPeHHel MNOBEPXHOCTU JIYHOK MaHwerta
MMMOBUIN30BaHbl MOHOK/IOHaNbHblE aHTUTena Kk IgM. AHTuTena 3 obpasua CBS3bIBAOTCS
c aHTuTenamu K IgM Ha TBepaon dasze. O6pa3oBaBLUNNCA KOMMIEKC BbISBASIOT C MOMOLLbIO
KOHblOraTa aHTureHa HSV 1,2 ¢ nepokcupasol xpeHa. B pesynbTate ob6bpasyetcs
CBSA3aHHbIA C MIACTUKOM «C3HABWY», coAepXalumii nepokcmaasy. Bo Bpems nHkybauum ¢
pactBopoM cybcTpaTta TeTpameTunbeHsmnanHa (TMB) nponcxoamT okpaluvMBaHUe pacTBOpPOB
B NIlyHKaXx. IHTEHCMBHOCTb OKpacKu NpsiMo MPOMNOpLMOHanbHa KOHUEeHTpaumnu IgM anTtuten
K aHTMreHam HSV 1,2 B wuccneayemom obpasue. WNHaekc nosutmBHoctn (UM, %) IgM
aHTMTen K aHTureHam HSV 1,2 B uccneayembix obpasuax paccumtbiBaeTcs no dopmyne,
npuBeAEHHOW B MHCTPYKLUK.
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3. AHAJINMTUYECKUE XAPAKTEPUCTUKUN

3.1. CneundNYHOCTb U YYBCTBUTEJIbHOCTD.

Habop peareHToB «HSV 1,2 IgM-UDA» onpeaensieT KOMMepYecKyto NaHesb CbiIBOPOTOK
Anti-HSV1/2 Mixed Titer Performance Panel PTH201 npousBoacTtBa Boston Biomedica
Company (CLUA) B cOOTBETCTBMM C NACMOPTHLIMU AAHHBIMU U KOPPENNPYET CO 3HAYEHUSIMU,
nony4YeHHbIMU Ha Habope peareHToB Gull EIA HSV1/2-IgM (lot 5FKAVG, 5BKARA). MNaHenb
COAEPXUT 9 MONOXWUTENbHbIX W 16 oTpuuaTenbHbiXx 06pasuoB. [lpu wuccnegoBaHUM
cneunduyHOCTN C UCMOoNb30BaHMEM 47 CbIBOPOTOK, OTpuuaTenbHbiX Ha IgM aHTuTena
Kk HSV 1,2 Ha Habopax peareHToB DiaSorin (UTtanusa) n NovaTec (FepmaHusa), Bce ob6pa3sLbl
ObIIn onpeaeneHbl Kak oTpuuaTesbHble.

3.2. BocnpousBoAMMOCTb.

KoadduumeHT Bapuaumm pesynbTaToB OnpeaeneHns copepxanus IgM aHTuTen
K aHTMreHam Herpes Simplex Virus 1 un 2 Tuna (HSV 1,2) B ogHOM 1 TOM Xe obpa3ue
CbIBOPOTKM (NN1@a3Mbl) KpOBU C Ucrnonb3oBaHveM Habopa «HSV 1,2 IgM-U®A» He npeBbiliaeT
8.0%.

Koadduument sapuaumm (CV) ans obpasuos, M3MEPEHHbLIX Ha ABYX cepuax Habopa
peareHToB «HSV 1,2 IgM-U®A>» (Intra-assay)

06pasew, N° | Kon-Bo noBTopoB | 3Hauenue, O cpepnsan | CV1,% | CV2,%
1 32 0.547 7.4 6.2
2 32 1.548 5.1 4.8

KoaddunumeHT Bapmaumnm (CV) ans obpasuoB, n3MepeHHbIX Ha OAHOWN cepun Habopa
peareHToB «HSV 1,2 IgM-UDA» B TeueHune Tpex AHewn (Inter-assay)

06paseu, N° Kon-Bo nosropoB | 3Hauenue, Oll cpepnaa | CV1,%
1 8 0.785 8.2
2 8 1.95 6.4
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4. COCTAB HABOPA

Ko

RO e CumBon HanmeHoBaHue Kon-o | Ep. Onucanue

MnaHwer 96-1yHOYHbIN

NOSINCTUPOSIOBLIN, _
1 |pi0OMZ SORB MTP CTPUMUPOBAHHbIN, rOTOB 1 W
K MCMONb30BaHMIO

KOHTpPOJIbHbIE CbIBOPOTKMU

(oTpuuaTenbHbIN 1 rnpo3payHas
MOJIOXUTENbHbIA KOHTPOIN) 6ecuBeTHas
_ | Ha ocHOBe CbIBOPOTKW KPOBU XKUAKOCTb U
2 gg:gzm% 28N$E8::+ yenoBeKa C U3BECTHbIM 2 WT.| nMpo3payvHas
copepxanuvem IgM aHTuten XXUAKOCTb
HSV 1,2, roToBbl K KpacHoro
ncnonb3oBaHuto (0.5 Ma um LuBeTa
0.2 M1 COOTBETCTBEHHO)
npospayHasi
3 [T104MX2Z CONJ 11X Flog;'i';;pa'r KoHblorara, 1 . XKMAKOCTb
’ CUHEero uBeTa
Bydep ansa passepeHus npospayHas
KOHLEHTpaTa KOHbloraTa, XUAKOCTb
4 |ST104Mz | DIL CONJ roTOB K UCMOJIb30BaHUIO 1 wr SIPKO-XENTOro
(12 mn) LuBeTa
_ npo3payHasi
5 [so11z DIL N®OA-Bydep, roros 1 |wr| wakocts

K ncnonb3oBaHuo (14 mn) CHHero LBeTa

PacTBop cy6cTparta npo3pauHas

TeTpameTunb6eH3nguHa
6 |R055Z SUBS TMB (TMB), roTos 1 wT.| 6ecuBeTHas

K ncnonb3osaHuo (14 mn) HKAAKOCTE
KoHUeHTpaT OTMbIBOYHOIO
BUF WASH |PacTeopa (coneBoii pacTBop npospavHas
7 |S008z 26X C TBMH-20 1 6eH30MHOM 1 wT.| 6ecuBeTHas
KWUCNOTOM), 26X-KpaTHbIN XKMAKOCTb
(22 mn)
Cron-peareHT, rotoB npospadHasn
8 |[R050Z STOP ! 1 wT.| 6ecuBeTHas
K ncnonb3oBaHuioo (14 mn) KMAKOCTb
Bymara ons 3aknemBaHus _
9 [NOO3 nnaHLeTa 2 wT.
WNHCTpYyKUMS NO NPUMEHEHUIO
10 | K104MI Habopa peareHTOB 1 wT. -
«HSV 1,2 IgM-NDA>»
[MacnopT KOHTpPONSA KayecTea
11 |K104MQ Habopa peareHToB 1 . -
«HSV 1,2 IgM-NDA»
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNMoTeHumnanbHbIM puck npumeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce KOMMOHeHTbl Habopa, 3a wuckio4deHmem cton-peareHTa (5.0% pacTtBop
CEepHOW KMCNOTbl), B UCMOJIb3yEMbIX KOHLEHTPaLUSIX ABASIOTCS HETOKCUUHbLIMU.

PacTBop cepHoW KMCNOTbl 06n1aAaeT pasapa)katolumM AencTeneM. M3beraTb pa3bpbl3rmBa-
HWSI M NoMafaHns Ha KOXY W CiM3ncTble. Mpu nonasaHnm Ha KOXY M CIM3UCTbIE NMOpaXKeHHbIN
y4acToK cnefyeT npoMbiTb 60J1bLLNMM KOIMYECTBOM MPOTOYHOM BOAbI.

5.3. lNpu pabote ¢ Habopom cnepyet cobniopate «[paBuna ycTpoOMCTBa, TEXHUKMU
6e30nmacHOCTX, MNPOW3BOACTBEHHOW  CaHWTapuu, MPOTMBO3MUAEMMYECKOrO  pexuMma
W NINYHOW rurueHol npu paboTte B nabopaTtopusax (OTAeneHwusx, OTAeNnax) CaHuTapHO-
3NUAEMUONIONMYECKUX YUpEeXAeHUI cucTeMbl MuHUcTepcTBa 3apaBooxpaHeHuss CCCP»
(Mockga, 1981 r.).

5.4. Mpu pabote c HabopoMm cneayeT HaaeBaTb OAHOPA30Bble pE3VHOBblE WK
n1acTMKOBblE MepyaTku, Tak Kak obpasubl KPoBM YenoBeka cneAyeT paccMaTpuBaTb Kak
noTeHUManbHO MHPULNPOBaHHLIA MaTepuar, CNocobHbIN ANUTENbHOE BPEMS COXPaHATb 1
nepenasatb BUY, Bupyc renatuta nnav nobow Apyror Bo36yanTenb BUPYCHOM MHMEKLNN.

6. OBOPYAOBAHUE U MATEPWUAJbI,
HEOBXOAWMMBbBIE NP PABOTE C HABOPOM

- dOoTOMETp BEpPTUKANbHOIO CKaHMPOBaHWS, MNO3BONSAKOWMNA M3MEPSATb OMTUYECKYIO
NIOTHOCTb COAEPXXUMOr0 JTYHOK MiaHLWeTa Npu ANMHE BOSHbI 450 HM;

- TepMocTaT WM TepMOCTaTUpyeMbl LIeNKep, MOAAEPXUBAKOLWNI TemnepaTtypy
+37 °C £2 °C;

- [03aTOpbl  CO  CMEHHbIMWM  HaKOHeYHMKaMu, no3Bonswwme oTbéupatb 06bembl
B AnanasoHe 10-250 mkn;

- UMNUHAP MepHbI BMecTUMocTbio 1000 mn;

- BOJAa AUCTUIIMPOBaHHas;

- nepyaTku pe3nHOBbIE WM NNACTUKOBLIE;

- 6yMmara ¢unbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. Nepen nposedeHMeM aHanuMsa KOMMOHeHTbl Habopa u unccnepyemble obpasupl
CbIBOPOTKM (Nnasmbl) KpOBWM CreAyeT BblAepXaTb NpPU  KOMHATHOW TemnepaTtype
(+18...425 °C) He meHee 30 MUH.

7.2. MpuroTtosBJsieHMe NJlaHLWeTa.

BCKkpbITb MakeT € MAaHWETOM W yCTaHOBWUTb Ha PpaMKy Heobxoanmoe KOIM4ecTBo
cTpunoBs. OCTaBLUMECS HEWCNosib30BaHHbIMU CTPUMbI, YTOObI NpefoTBPaTUTL BO3AENCTBME
Ha HWUX BRaru, TwaTesbHO 3aKknentb Bymaron Ana 3aKnenBaHus MiaHwWweTa U XpaHUTb Nnpu
TemnepaType +2...+8 °C B TeueHMe Bcero cpoka rogHoctu Habopa.

7.3. MpurotoBneHne OTMbIBOYHOIO pacTBopa.

CopepxxumMmoe pnakoHa C KOHLEHTPATOM OTMbIBOYHOro pactsopa (22 mn), nepeHectn
B MEpHbIA UMAMHAP BMecTuMocTbio 1000 mn, gobasute 550 mMn anctunnnposBaHHOM
BOAbl W TWaATeNbHO nepemewatb. B cnyyae apobHoro ucnonb3osanust Habopa cneayet
otobpaTb Heob6XxoAMMOE KOMMYECTBO KOHLIEHTpaTa OTMbIBOYHOrO pacTBOpa W pasBecTu
OVUCTUNNMPOBaHHOM BooM B 26 pa3 (1 M KOHLEHTpaTa OTMbIBOYHOro pactBopa + 25 mn
OVUCTUNNMPOBAHHON BOAbI).

7.4. NMpuroTtoBJ/ieHUe KOHblOraTa.

MpuroToBbTE KOHBIOraT: ANs 3TOro pa3baBbTe KOHLUEHTpaT KoHbiorata B 11 pas
bydepoMm pana pasBeaeHUs KOHLUeHTpaTa KoHbikorata. BHUMMAHWE! PaszbaBneHHbIN
pacTBOp KOHblorata He XpaHutcsa! Pa3baBnanTe TONbKO Ty 4acTb KOHUEHTpaTa
KOHblOraTa, Kotopas HeobxoamMMma AN AaHHOW NOCTaHOBKMW.

Mpumep: 100 mMkN KOHUEHTpaTa KoHblorata + 1000 mkn 6ydepa ansa passeseHus
KOHLEeHTpaTa KoHblorara.
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHtoB «HSV 1,2 IgM-UOA» pomkeH XpaHUTLCS B yMakKoBKe
npeanpuaTUsa-nU3roToBUTENs Npu Temnepatype +2...4+8 °C B TeyeHne BCcero cpoka rogHocTH,
yKasaHHOro Ha ynakoske Habopa. [lonyckaeTcss XxpaHeHue (TpaHcnopTupoBka) Habopa
npu TemnepaType 4o +25 °C He 6onee 15 cyTok.

8.2. Habop paccumTtaH Ha npoBeAeHWe aHanusa B Aybnukatax 46 wccnenyembix
06pa3yoB 1 2 Npob KOHTPONbHOM CbIBOPOTKKN (BCero 96 onpeaeneHuni).

8.3. B cnyuyae ppobHoro ucnonb3oBaHns Habopa KOMMOHEHTbI CreAyeT XpaHuTb
cnepyowmMm obpasom:

- OCTaBLUMECA HEWCMOJIb30BaHHbIMKM CTPUMbl HEo6XoAUMO TUATENbHO 3aKNenTb

6yMaron Ans 3akneuBaHWs MNaHLWeTa U XpaHuTb Npu Temnepatype +2..+8 °C
B TeYeHMe BCero cpoka rogHoctn Habopa;

-  W®DA-Bydep, koHbloraT, cybcTpaT, CTOM-peareHT Mnocie BCKPbITUS (h1akoHOB
cnenyeT XpaHuTb nNpu Temnepatype +2..+8 °C B Te4yeHMe BCEro cpoka rogHocTu
Habopa;

- KOHTPOJIbHble CbIBOPOTKM MOC/AE BCKPbITUS (NIAaKOHOB CreAyeT XpaHuTb Mpw
TeMmnepatype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMIACH HEWUCMOSIb30BaHHbIM KOHLEHTPaT OTMbIBOYHOrO pacTBopa cneayer
XpaHuTb npu TemnepaTtype +2..+8 °C B TeyeHuMe BCero cpoka rOAHOCTU
Habopa. MpUroToBNEHHbIA OTMbIBOYHbIA PacTBOpP CleAyeT XpaHuTb Mpu
KOMHaTHoOW TemnepaTtype (+18...4+25 °C) He 6onee 15 cyTok nnu npu Temnepartype
+2...+8 °C He 6onee 45 cyToK.

MNpumeyaHue. locne MCNONb30BaHUA peareHTa HeMeASIeHHO 3aKpbiBalTe KpbILWKY

dnakoHa. 3akpbliBanTe Kaxabl hJ1akoH CBOEW KPbILLKOW.

8.4. [Ina npoBefeHNs aHanm3a He cfieayeT NCMoJib30BaTb reMOIN3MPOBAHHYIO, MYTHYO
CbIBOPOTKY (Ms1a3My) KpOBM, @ TakXke CbIBOPOTKY (Mla3My) KpOBM, COAepXKallyl asug
HaTpusi. Ecnu aHanus npon3BoAUTCS He B AeHb B3SITUS KPOBU, CbIBOPOTKY (Mna3my) cneayet
XpaHuTb npu Temnepatype -20 °C. [MOBTOpHOe 3aMOpaxwuBaHMe-oTTanBaHue 06pas3uoB
CbIBOPOTKM (MNna3Mbl) KpOBWM He pgonyckaetcs. [lonyckaeTcss uccnefoBaHue CbIBOPOTOK,
XpaHeHne KOTOopbIX C MOMeHTa 3abopa KpoBM OCYLLECTBASIOCh Npu TeMnepaTtype oT +2 °C
Ao +8 °C He 6onee 7 cyToK.

8.5. NcknioyaeTca wmcnonb3oBaHue AnA aHanu3a o6pasuoB CbIBOPOTKM (M1asmbl)
KPOBM Jl0AeN, MonyyaBlUX B LUEeNsiX AWMArHoCTUKM WM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIWUNHbIE aHTUTENA.

8.6. [lna nonyyeHuss HadeXHbIX pe3ynbTaToB HeobxoAuMo cTporoe cobniogeHne
MHCTpyKUMM no npuMeHeHuto Habopa.

8.7. He ncnonb3yinTte KOMMNOHEHTbI U3 ApYyrMX HAabopoB MU U3 aHaANOrMYHbIX Habopos
OPYTUX CEepUii.

9. NPOBEAEHUE AHAJTU3A

1 |MomectTuTe B paMKy HeobxoAMMOe KOMWYeCcTBO CTPWUMOB - uccreayemble obpasubl
B 2 NMOBTOpax M 4 NIYHKU ANS KOHTPOJIbHbLIX CbIBOPOTOK (OTpuUaTeNbHbI KOHTPOb
3 nyHKu, [ONOXUTENbHBIN KOHTPOb 1 NyHKa).

2 | BHecuTe BO BCe NIYHKU rylaHweTa no 90 mkn UDA-Bydepa.

3 |BHecuTe B COOTBETCTBYIOLLME NYHKM B Ayb6nnkatax no 10 MKA KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble nyHKM BHecuTe B fybnnkatax no 10 Mkn nccnepayembix
o6pa3uoB CbiIBOPOTKM (M1a3Mbl) KPOBU. BHeceHMe KOHTPOSIbHOWN CbIBOPOTKU WU
nccnepyembix o6pasuos He06X0AMMO NPOU3BECTU B TedeHne 15 MuHyT.

4 | AKKypaTHO nepeMellaiTe COAEpPXMMOEe MaHWeTa KPyroBbIMU ABUXEHUSMU MO
roOpu3oHTaNbHOM MOBEPXHOCTU, 3akfenTe nnaHwer 6ymaron Ansa 3akienBaHus
nnaHweTta. UHKy6upyiTe nnaHwer B TeyeHune 30 MMHYT nMpu Temnepartype
+37°C 1 NOCTOSIHHOM BCTpsixuBaHun 500-600 06/MuH.
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Mo okoH4YaHWn MHKybauuwu yaanuTe coaepXuMoe JIYHOK acnupauuer (Hanpumep,
C MOMOLLbIO BOAOCTPYMNHOMO Hacoca) Uan AeKaHTMpoBaHMEM 1 OTMOMTE JIyHKM 3 pasa.
Mpn Kaxaor oTMbIBKe AobaBbTe BO BCe JIyHKM MO 250 MK OTMbIBOYHOrO pactBopa
(cM. n. 7.3), BCTpPSAXHWUTE MAHLWET KPYroBbIMWU ABUXEHWSMU MO FOPU3OHTaNIbHOM
NOBEPXHOCTM C nocneaylowen acnupaunen wnnm AekaHTUpoBaHMeEM. 3ajepixka
npu OTMbIBKE (3aMayMBaHWe NIYHOK) He Tpebyetcs. MNpu KaxaoM AeKaHTUPOBaHWUK
Heob6x0AMMO TLWaTeNbHO YAaNATh OCTaTKM XUAKOCTU U3 NTYHOK.

BHecuTe BO Bce silyHku no 100 MK KOHblOrarta.

3aknenTe nnaHweT 6ymaro Ana 3aknevMBaHWs NiaHwWeTa U MHKY6upyiTe ero B
TeueHune 30 MUHYT Npu TemnepaTtype +37 °C M NOCTOSAHHOM BCTPSIXMBaHUMU
500-600 06/MuH.

Mo OKOHYaHUKN MHKY6auMK yaanuTe CoAepPXMMOe SIYHOK U OTMOWUTE JIYHKM 5 pas.

BHecuTte Bo Bce nyHku no 100 Mk pacTtBopa cy6crpata TeTpamMeTun6beHsu-
AUWHA. BHeceHune pacteopa cybcTpaTta TeTpameTunbeHsnanHa B yHKU HeobxoanMo
npovsBecTM B TeyeHMe 2-3 MUH. UHKYGMpyWTe niaHWET B TEMHOTe Mnpu
KOMHaTHOM TeMmnepaTtype (+18...+425°C) B TeueHune 10-20 MUHYT
B 3aBMCUMOCTW OT CTEMEHN Pa3BUTUSA CMHErO OKpalUMBaHUS.

10

BHecuTe BO BCE JIYHKM C TOW XX& CKOPOCTbIO M B TOW e MoCnefoBaTeNbHOCTH, Kak
N pacTBop cybcTpaTta TeTpameTunbeHsuanHa, no 100 MKA cTon-peareHTa, npu 3ToM
COLEPXMMOE NTYHOK OKPALUMBAETCA B APKO-XKENTbIN LBET.

11

U3MepbTe BeMUMHY OMNTHUYECKOW naoTHocTu (Ofl) coaepXMMOro JyHOK
nnaHweTa Ha PoToMeTpe BEPTUKANbHOIO CKaHMPOBaHNS NPU AJIMHE BOJIHbI 450 HM.
N3mepeHne Ol coaep>XXMMOro siyHOK niaHweTa HeobxoAnMO NPOU3BECTU B TeyeHue
15 MWH nocne BHeceHus cTton-peareHTa. braHk poToMeTpa BbICTaBASATE MO BO3AYXY.

12

PaccuuTaiite copeprkaHue IgM aHTuten k aHTureHam Herpes Simplex Virus 1
n 2 tuna (HSV 1,2) B nccnegyembix o6pasuax. [ns storo:
1. PaccuumTtanTe cpeaHee 3HayeHne O OTpuuaTEeNbHOro KOHTPOS:

(CN104MZ)Cp = (OM1 (CN104MZ)+0mM2 (CN104MZ)+0M3 (CN104MZ)) / 3;

Pe3ynbTaThl aHanusa cumMTaTh AOCTOBEPHbBIMU, ECNN:

- OMN MNonoXnTenbHOro KOHTPos He Huxke 1 onTuyeckux eannuy, (OE);

- O OTpuuaTenbHOro KOHTposng He Bbiwe 0.15 OE BO BCex NyHKax;

- OMN kaxporo 3HavyeHus OTpuLATeNbHOrO KOHTPONS OT/IMYaeTcs He 6onee 4yeM B ABa
pasa OT CpeAHero 3Ha4YeHus oTpuUaTeNbHOro KOHTpOss,

T. e. ON (CN104MZ)Cp x 0.5 < OlNn (CN104MZ) < ON (CN104MZ)Cp x 2.0;

€Cnv O4HO M3 3HayveHui OTpuLaTENbHOro KOHTPONS BbIXOAWUT 3@ Mpeaenbl 3TOoro
MHTEpBasa, TO ero 3Ha4yeHne He y4yacTByeT B pacyeTe Ol (CN104MZ)Cp.

2. PaccuuTaiTe ypoBeHb rpaHuM4yHOro 3HaudeHuss Cut off, ana atoro k cpegHemy
3HauyeHuto Ol OTpuuaTenbHOro KoOHTpoas npubasbTe 0.2
Cut off = ON (CN104MZ)Cp + 0.2

3. PaccunTtainte NHagekc MosutmeHocTu (UM, %) Ans kaxzoro nccnegyemoro obpasua,
ansa atoro OlN obpasua pasgenuTte Ha 3HaveHue Cut off

N = OMNo6pasuya / Cut off

AnbTepHaTUBHbINA opmar.

MomecTnTe B pamKy Heob6xoAMMOe KONMYeCTBO CTPUMOB — MCCefyeMmble obpasLbl
B 2 MOBTOPax M 4 NYHKW AN KOHTPOJbHbIX CbIBOPOTOK (OTpuUaTeNbHbIA KOHTPOb
3 NyHKW, MONOXNTENBHBIN KOHTPOb 1 NyHKa).

BHecuTe BO Bce nyHku nnaHwerta no 90 mxkn UDA-Bydepa.

NPoAosIKeHNe Tabnmubl Ha CTp 8
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BHecuTe B COOTBETCTBYHOLLME JIYHKMU B Ay6ivkaTax no 10 MKJI KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble NyHKM BHecuTe B AybnnkaTax no 10 MKA nccnepayemMbix
o6pasuyoB CbIBOPOTKU (MJ1a3Mbl) KPOBU. BHeceHMe KOHTPOJIbHOW CbIBOPOTKU M
nccnefyemblx 06pasLoB HEO6X0AMMO NPOM3BECTU B TeYeHune 15 MUHYT.

AKKYpaTHO nepeMellainTe coaepXumoe nnaHweTa KpPYroBbiMU ABMXKEHUSMU MO
rOpM30HTaNIbHON MOBEPXHOCTWU, 3akfeiTe nnaHweT 6ymaroi ANns 3akfeuBaHus
nnaHweTta. UHKy6upy#Te njaHwer B TeyeHne 60 MMHYT nNpu Temnepartype
+37 °C.

Mo OKOHYaHUM WHKY6aLMW yaanute COAEPXWMOE NYHOK acnupauunen (Hanpumep,
C MOMOLLbI0 BOAOCTPYHOr0 Hacoca) Unv AeKaHTUPOBaHVEM M OTMOITE IYHKM 3 pasa.
Mpu Kaxaor oTMbiBKe Aob6aBbTe BO BCe NYHKM MO 250 MKA OTMbIBOYHOrO pactBopa
(cM. n. 7.3), BCTPSIXHUTE MAHLIET KPYroBbIMW ABWXEHWUSIMU MO FOPU3OHTasIbHOM
NOBEPXHOCTM C nocneayowen acnupaunen wunu [ekaHTMpoBaHWeM. 3ajepxka
npu OTMbIBKE (3aMayMBaHWE NIYHOK) He Tpebyetcs. lNpu KaxaoM AeKaHTMpPOBaHUU
Heo6Xx0AMMO TLaTeNbHO yAansaTb OCTaTKM XUAKOCTU U3 JTYHOK.

BHecuTe BO BCe NIYHKU No 100 MK KOHblOraTa.

3aknenTe nnaHweT 6ymMaroi Ang 3akfeMBaHusa nnaHweTa 1 MHKY6upyiTe naaHwer
B TedeHue 30 MMHYT npu Temnepartype +37 °C.

Mo OKOHYaHUM MHKY6aLMK yaanuTe COAEPXMMOE JIYHOK 1 OTMOWTE JIYHKU 5 pas.

BHecuTe BO Bce NnyHku no 100 Mk pacrtBopa cyb6cTrpaTta TeTpameTrunbeHsm-
AWHa. BHeceHuve pacTBopa cybcTpata TeTpameTunbeHsnanHa B yHKU HeobxoauMo
npomvssBect B TeyeHune 2-3 MUH. UHKYyGMpyWTe niaHWeET B TEeMHOTe Mpwu
KOMHaTtHOM TemnepaTtype (+18...+25°C) B TeueHune 10-20 MUHYT
B 3aBMCUMMOCTU OT CTEMEHN pa3BUTUS CUHEr0 OKpaLUMBaHUS.

10

BHecuTe BO BCe JIYHKM C TON e CKOPOCTbIO M B TOW Xe Moc/eAoBaTeNbHOCTH, Kak
1 pacTtBop cybcTpaTa TeTpameTunbeHsnamHa, no 100 Mk cTon-peareHTa, npu 3ToM
COAEPXKMMOE NTYHOK OKpaLUMBAETCS B PKO-XenTbll LBET.

11

WU3MepbTe BEJSIMUMHY ONTUYECKOM mIoTHOCTM (OIfl) coaep>MMOro JyHOK
niaHLeTa Ha hoTOMETpe BEPTMKAIbHOrO CKaHMPOBaHMS MPU AJIMHE BOJIHbI 450 HM.
M3mepeHune Ol coaepXXMMOro IYHOK MiaHLWeTa Heo6X0AMMO MPOU3BECTU B TeYEHMEe
15 MWH nocsnie BHECEHWS CToM-peareHTa. bnaHk poToMeTpa BbICTaBNANWTE MO BO3AYXY.

12

PaccuuTtaiTe coaep)xaHue IgM aHTuTen k aHTureHam Herpes Simplex Virus 1
n 2 tuna (HSV 1,2) B uccnegyembix obpasuax. [ina atoro:
1. PaccuuTtanTte cpeaHee 3HayeHne Ol OTpuLATENbHOrO KOHTPONS:

(CN104MZ)Cp = (OM1 (CN104MZ)+0M2 (CN104MZ)+0rM3 (CN104MZ)) / 3;

PesynbTaTbl aHann3a cunTtatb 4OCTOBEPHbLIMU, €CNN:

- Ol MNonoxnTenbHOro KOHTpPoNns He Hmxe 1 ontuyecknx eanHuny (OE);

- ON OTpuuaTenbsHOro KOHTposis He Bbiwe 0.15 OE BO BCex nyHKax;

- ON kaxpaoro 3HavyeHns OTpuUATENbHOrO KOHTPOS OTMYaeTcs He bonee yeM B ABa
pasa oT cpeAHero 3HayeHns oTpuLaTeNbHOro KOHTPONs,

T. e. 0N (CN104MZ)Cp x 0.5 < OlNn (CN104MZ) < OIN (CN104MZ)Cp x 2.0;

€CnM OAHO M3 3HayeHuit OTpuuaTenbHOr0 KOHTPOAS BbIXOAWUT 3a Mpedenbl 3TOro
MHTepBasna, TO ero 3Ha4yeHue He yyacTteyeT B pacyete Ol (CN104MZ)Cp.

2. PaccuuTainTe ypoBeHb rpaHuM4yHoro 3HayeHus Cut off, ans atoro k cpeaHemy
3Ha4yeHuto Ol OTpuuaTenbHOro KoHTpons npmbasbTe 0.2
Cut off = OnN (CN104MZ)Cp + 0.2

3. Paccuutante NHaekc MosutmusHocTu (UM, %) ans kaxaoro nccneayemoro obpasua,
ana atoro Ol obpasua pasgenute Ha 3HaveHune Cut off

UN = OMNo6pasuya / Cut off
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasAiCb Ha pe3ysbTaTax wuccnenoBaHwui, nposedeHHbIX 000 «XEMA»,
peKoMeHAyeM Mosb30BaTbCs HOpMaMu, MPpUBEAEHHbLIMU HUXe. BMecTe ¢ TeM, B COOTBETCTBUMN
Cc npaBunamu GLP (Xopowel nabopaTopHOlM NpakTuKW), Kaxaas nabopatopusa [okKHa
cama onpefennTb NapaMeTpbl HOPMbl, XapakTepHble Ana obcneayemMor Nonynsumu.

WUHTepnpeTauus pe3ynbTaToB:
Mpu UM>1.1 o6pasey NONOXKUTESIbHbIN,
npu UMN<0.9 - oTpuuaTeNnbHbIN.

Mpw 3HaueHnn UM, nexxawem B npomexyTke oT 0.91 a0 1.09 - pe3ynbTaTt B NOrpaHNUYHOM
30He (+/-).

Takve CbIBOPOTKM PpEeKOMEeHAYyeTCs uccnenoBaTb MNOBTOPHO. Ecnnm  MOBTOPHbIN
NoslyyYeHHbI pesynbTaT byaeT HeonpeneneHHbIM, TO CrneAyeT MpOBeCcTU TeCTMpoBaHWe
CbIBOPOTKM, MOJly4YeHHON 4yepe3 2-4 Hepgenu. B cnyyae nonydeHus HeomnpedeneHHbIX
pe3ynbTaToB Takue 06pasLbl cynTaTb OTPULLATENbHBIMU.

11. JINTEPATYPA

1. Ucakos B.A., bopucosa B.B., NUcakoB [.B. lepnec: natoreHe3 u nabopatopHas AMarHOCTMKa.
PykoBoacTtBo ansa Bpayen — CMN6: JlaHb — 1999 - ¢.192

2. Cowan F.M., Johnson A.M., Ashley R. et al. Relation ship between antibodies to herpes simplex
virus (HSV) and symptoms of HSV infection // J. Infect. Dis. - 1996 - v.174 - p.470-475

3. Munday P.E., Vuddamalay J., Slomka M.J. et al. Role of type specific herpes simplex virus serilogy
in the diagnosis and management of genital herpes // Sex Transm. Inf - 1998 - v.74 - p.175-178
4. Roest R.W., van der Meijden W.I., van Dijk G. et al. Prevalence and association between herpes
simplex viruses types 1- and 2-specific antibodies in attendees at a sexually transmitted disease
clinic. // Int Epidemiol. - 2001 - v.30 - p.580-588

5. Whitley R/I/ Herpes simplex virusinfections. In: Infection Diseases of the Fetus and Newborn

Infants (Reminington ]S, Klein JO eds.) - Philadelphoa: WB Saunders, 1990 - p.282-305

Mo BonpocamM, kacatowmmcst kadectsa Habopa «HSV 1,2 IgM-UDA»,
cnenyet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/sa 58

105264, r. MockBa, yn. 9-a Napkosas, 4. 48, 1-1i noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)
3N1eKTPOHHas noyta: rgc@xema.ru

MHTEpHeT: www.xema-medica.com

PykoBoantenb cnyxb6bl knameHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. O. C. KocTpuKuH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUALITATIVE DETERMINATION
OF IGM ANTIBODIES TO HSV 1/2
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgM antibodies
to HSV 1/2 in serum or plasma.

This kit is designed for measurement of IgM antibodies to HSV 1/2 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 46 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Herpes simplex virus (HSV)infection is a chronic recurrent infectious disease caused
by Herpes simplex viruses, types 1 and 2. The disease may be manifested as a local skin
and/or mucosal vesicular rash or as a generalized form with multi-organ damage.

During HSV infection, a sequential synthesis of HSV-specific IgM, IgG and IgA occurs.
IgM antibodies appear 10 or more days following infection, their level continuously rising
during two weeks. HSV-specific IgG appear 7-10 days following appearance of IgM and
persist lifelong.

A primary HSV infection is diagnosed by appearance of HSV-specific IgM and/or a
4-fold increase of HSV-specific IgG in sequential samples taken with 14-20 days interval.
Appearance of HSV-specific IgM in an HSV-infected person indicates exacerbation of the
disease.

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 murine monoclonal antibodies to IgM.
Antibodies from the specimen bind coated murine monoclonal antibodies to IgM on the
microwell surface. Unbound material is removed by washing procedure. HSV 1,2, labelled
with peroxidase enzyme, is 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. Positivity index (PI, %) is calculated by the formula (see Calculations).Optical
density in the microwell is directly related to the quantity of the measured analyte in the
specimen.
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

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

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

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

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

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

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

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

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

4.10. Do not mix reagents from different lots.

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

4.12. Do not pipette reagents by mouth.

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

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

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

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 90-250 pl, is useful but
not essential;

Calibrated micropipettes with variable volume, range volume 10-250 pl;

Dry thermostat or thermostat shaker for 37 °C £2 °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.

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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7.4. Assay procedure

1 | Put the desired number of microstrips into the frame; allocate 4 wells for control
samples CONTROL - CONTROL + (3 and 1 wells resp.) and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED
STRIPS.

Pipet 90 ul of EIA buffer into each well.

3 | Pipet 10 pl of control samples CONTROL - CONTROL + and unknown samples into
the wells. Cover the wells by plate adhesive tape (included into the kit).

4 | Incubate 30 minutes at +37 °C and continuous shaking at 500-600 rpm.

Prepare washing solution by 26X dilution of washing solution concentrate BUF
WASH 26X by distilled water. Minimal quantity of washing solution should be 250 pl
per well. Wash strips 3 times.

6 | Dispense 100 pl of working conjugate solution into the wells. Cover the wells by
plate adhesive tape.

Incubate 30 minutes at +37 °C and continuous shaking at 500-600 rpm.

8 | Wash the strips 5 times.

Dispense 100 pl of SUBS TMB into the wells.
10 | Incubate 10-20 minutes at +18...+25 °C.
11 | Dispense 100 pl of STOP into the wells.

12 | Measure OD (optical density) at 450 nm.

13 | Set photometer blank on air.

Alternative incubation:

1 | Put the desired number of microstrips into the frame; allocate 4 wells for control
samples CONTROL - CONTROL + (3 and 1 wells resp.) and two wells for each
unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM UNUSED
STRIPS.

Pipet 90 ul of EIA buffer into each well.

3 | Pipet 10 pl of control samples CONTROL - CONTROL + and unknown samples into
the wells. Cover the wells by plate adhesive tape (included into the kit).

4 | Incubate 60 minutes at +37 °C.

Prepare washing solution by 26X dilution of washing solution concentrate BUF
WASH 26X by distilled water. Minimal quantity of washing solution should be 250 pl
per well. Wash strips 3 times.

6 | Dispense 100 pl of working conjugate solution into the wells. Cover the wells by
plate adhesive tape.

7 | Incubate 30 minutes at +37 °C.

(Continuation see page 15)
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Wash the strips 5 times.

Dispense 100 ul of SUBS TMB into the wells.
10 | Incubate 10-20 minutes at +18...+25 °C.
11 | Dispense 100 pul of STOP into the wells.

12 | Measure OD (optical density) at 450 nm.

13 | Set photometer blank on air.

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.

For the assay to be valid, the following requirements should be met:

1. OD450 for CONTROL+ should be nlt 1 AU.

2. 0D450 for CONTROL- should not be more than 0.15 AU for all replicates.

3. OD450 for any CONTROL- replicate should be within 50%-150% of the mean OD450
value for CONTROL-. If any value lies outside this range (although meets requirement #2),
it should be discarded and not used for calculation of the mean OD450 value for CONTROL-.

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for CONTROL- in triplicates and
each pair of samples.

9.2. Calculate the cut-off value: (mean OD450 for CONTROL-) +0.2.

9.3. Calculate Positivity Index (PI) for each sample:

PI = mean OD450(sample) / Cut-off

10. EXPECTED VALUES AND ASSAY LIMITATIONS

If PI value is greater than 1.1, the result is POSITIVE.

If PI value is less than 0.9, the result is NEGATIVE.

If PI value is between 0.9 and 1.1, the result is EQUIVOCAL. Such samples should
be retested. If the result is equivocal again, a new sample should be obtained 2-4 weeks
later and tested again. If the result remains equivocal, the sample should be considered
negative.

Therapeutic 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
therapeutic measures.

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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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity

Specificity of the test was evaluated on 47 serum specimens found negative in DiaSorin
(Italy) and NovaTec (Germany). All tested specimens were found negative. Based on these
data, specificity of the test is 100%.

11.2. Analytical sensitivity

The kit HSV1,2 IgM EIA was evaluated using panel of naturally occuring serum and
plasma specimens from Boston Biomedica, Inc ( Anti-HSV1/2 Mixed Titer Performance
Panel PTH201).

11.3. Precision

Intra-assay precision is shown below:

Serum, no duplicated value, K V1, % V2, %
1 32 0.547 7.4 6.2
2 32 1.548 5.1 4.8
Inter-assay precision is shown below:
Serum, no duplicated value, K , %
1 8 0.785 8.2
2 8 1.95 6.4

12. LITERATURE

1. Isakov V.A.., Borisova V.V., Isakov D.V. Herpes infection: pathogenesis and laboratory
diagnostics. A guideline for physicians - St.-Petersburg, Lanj - 1999 - p.192

2. Cowan F.M., Johnson A.M., Ashley R. et al. Relation ship between antibodies to herpes
simplex virus (HSV) and symptoms of HSV infection // J. Infect. Dis. - 1996 - v.174-p.470-475

3. Munday P.E., Vuddamalay J., Slomka M.J. et al. Role of type specific herpes simplex virus
sersilogy in the diagnosis and management of genital herpes // Sex Transm. Inf - 1998-v.74 - p.175-
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4. Roest R.W., van der Meijden W.I., van Dijk G. et al. Prevalence and association between
herpes simplex viruses types 1- and 2-specific antibodies in attendees at a sexually transmitted
disease clinic. // Int Epidemiol. - 2001 - v.30 - p.580-588

5. Whitley R/I/ Herpes simplex virusinfections. In: Infection Diseases of the Fetus and Newborn
Infants (Reminington JS, Klein JO eds.) - Philadelphoa: WB Saunders, 1990-p.282-305
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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)KaeMbu?l Knunent!
Ecnn B npouecce paboTbi c Hawmmn Habopamu Bam noHago6unmncs nnacTMkoBble BAHHOUKM ANA KUOKUX
peareHTOB, OJHOPA30Bble HAKOHEYHVKWN ANA [A03aTOPOB UMW [OMOHUTENbHbIE 0ObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-Bydep, pactBop cybcTpata TeTpametnbeHsmamHa (TMB),
cTOon-peareHT), BXoAAWMX B cocTaB Habopa, npocum Bac 06patntbea K nocTtasLynky npoaykuymm 000
«XEMA» B Bawem pervoHe.
Bce ykasaHHble pacxopHble MaTepuanbl NpefocTaBAAloTcA 6ecnnatHo, B Heo6xoanmom ans
_PoBefieHUA aHann3a Konuuecrse.

J
MNMepeueHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHGEKLMOHHBIX ~
3a6onesaHuii nponssopacTea 000 «XEMA»
N2 no katanory HanmeHoBaHmne

K101 «Toxoplasma IgG-VI®A» Resion gt

K101™M «Toxoplasma IgM-NDA» o

K102 «Rubella IgG-VI®A»

K102M Rubella IgM-1IOA> o A .

K103 «Cytomegalovirus IgG-MOA» Hssavsssoommox

K103M «Cytomegalovirus IgM-UDA»

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-VI®A»

K105 «Chlamydia IgG-VIOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cndpunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHTutena-MoOA»

K121 «Aspergillus IgG-UDA»

Homep ropauei nuHumn rexHnyeckom nopgaepxku Knnenros:
8800505 23 45
Bce 3BOHKM Ha HOMep ropAYei MMHUK 6ecnnaTHbI LA 3BOHALLErO C Ntoboro
MOOGUNBHOTO UK CTalMoHapHoro TenedoHa No Bcel Tepputopun Poccum.

pem Bawumx oT3bIBOB 1 Npe/ioKeHUI No agpecam:
LieHTpanbHbiit opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLnn:

105043, r. MockBa, a/sa 58 S
105264, r. MockBa, yn. 9-a Mapkosas, f. 48, 1-i1 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 «Xemay, Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, JertapHbiii nep., A. 8-10, nutep A
e-mail: sppb@xema.ru

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

e-mail: hemma-test@yandex.ru

TOB «Xema», Ten.: (044) 422-62-16;

03179, . Kues, yn. Akafemuka Edpemosa, 4. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO MPUMEHEHUIO

HABOPA PEATEHTOB

Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA

IgG, IgM, IgA AHTUTEJ1 K AHTUTEHAM

GIARDIA LAMBLIA B CbIBOPOTKE (MJIASME) KPOBU

«aHTUJIAMBJINA-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY

FOR THE QUANTITATIVE DETERMINATION

OF IgG, IgM, IgA ANTIBODIES TO GIARDIA LAMBLIA
IN HUMAN SERUM OR PLASMA

anti-Giardia Lamblia-EIA

HOMEP MO KATASTOTY K171
TY Ne 9398-171-18619450-2012

PETMCTPALVMOHHOE YAOOCTOBEPEHME
Ne ®CP 2012/13633 o1 29 nioHA 2012 T.

AHTnTena K BUY 1,2, Bupycy renatuta C n HBsAg oTcyTcTByioT
KOHTponbHble CbIBOPOTKM, BXOAALLME B COCTaB Habopa, MHAKTNBNPOBaHbI.

W Ha 96, 192 unn 480 onpepeneHnin

[ns uH BUMPO AMAarHOCTUKN

N 000 “XEMA”
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XEMA

COAEPXXAHUE

. HASHAYEHUE

. MPUHLUMM PABOTbl HABOPA

. AHAJIMTUHECKWNE XAPAKTEPUCTUKHN

. MEPbI MPEAOCTOPOXHOCTHU

. COCTAB HABOPA

. OBOPYJOBAHUE N MATEPUAJIbl, HEOBXOAWMBbIE MNPV PABOTE C HABOPOM
. NOArOTOBKA PEATEHTOB A1 AHAJTU3A

. YCNIOBUA XPAHEHUA N SKCMJTYATALUNN HABOPA
. MPOBEAEHNE AHAJIN3A

10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI

11. JINTEPATYPA

O 0O NO UL~ WN =
NNOOUuu b DwWWwWNNDN

NHCTpyKums cocTaBneHa PykoBoauTeneMm cnyx6bbl knveHTckoro cepeuca OO0 «XEMA»,
K. 6. H. . C. KOCTPUKUHBIM

Document: K171IR Instruction version: 1902 Format version: 000

1



K171IR

«YTBEPXOEHA»
Mpukas Poc3apasHaasopa N° 3247-TMp/12 ot 29 nioHs 2012 r.
KPA N2 15975 ot 15.05.2012 r.

MHCTPYKLUMUA NO NPUMEHEHUIO HABOPA PEATEHTOB
ansd AMMYHO®EPMEHTHOIO OMNPEAEJIEHUA 1IgG, IgM, IgA
AHTUTEN K AHTUTEHAM GIARDIA LAMBLIA B CbIBOPOTKE

(NN1A3SME) KPOBU «aHTUJIAMBJIUA-UDA »

1. HASBHAYEHUE

1.1. Habop peareHToB «aHTUWIAMBJINA-UDA» npeaHasHavyeH ANs Ka4eCTBEHHOro onpeaeneHus
KoHueHTpauun IgG, IgM, IgA aHTUTen K aHTMreHam NsM6auii B CbiBOPOTKe (MNaasme) KpoBU METOA0M
TBepAodasHoOro MMMyHohepMeHTHOrO aHanumsa.

1.2. Giardia lamblia (intestinalis) Bbi3biBaeT rmapavos (15M67M03) — NapasuTapHy MHBa3uo,
KOTOpasi NpoTeKaeT B BUAE NNAaTEHTHOrO Napa3nuToHOCUTENbCTBA U MaHU(eCTHbIX hopMax (HapyLueHue
GdYHKUMIN  KuWweyHuka). Bosbyautenb nambnnosa pacnpocTpaHeH MOBCEMECTHO, 0CO06eHHOo
B pernoHax C HU3KOWN CaHWTapHOW KynbTypoi. OCHOBHbIM MexaHU3MOM 3apaxxeHus Giardia lamblia
aBnseTcs dekanbHO-opanbHbI NyTb. 3abonesaHne pacnpoCcTpaHeHo cpeaun BCeX BO3PaCTHbIX rpynn,
0/AiHaKO, OCHOBHOW KOHTUHI€HT COCTaBAAIOT A4ETW AOLWKONbHOro Bo3pacTa.

BeretatuBHble (opMbl NMapasuTa CyLLEeCTBYIOT TOIbKO Ha MOBEPXHOCTU CAN3UCTOM 060104KM
BEPXHEro oTAefla TOHKOW KULWKMK. DTO MPUBOAUT K TOMY, YTO NAMEIMM MeXaHW4YecKn 610KUpYyrT
CNM3NUCTY0 060MI04KY W HapyLllalT NPUCTEHOYHOE nepeBapvBaHWe W ABUraTeNbHYI0 aKTUBHOCTb
TOHKON KWUWKW. JIAM6AUK BbI3bIBAIOT yXYyALIEHWE BCACbIBAHWS XWPOB, YrneBoAoB, BuTammHoB C 1
B12. CTOWUT 3aMeTUTb, YTO U3-3a NabUNbHOCTU K AENCTBUIO XeNUYHbIX kucnoT Giardia lamblia He MmoxeT
HEMoCpeACTBEHHO BbI3biBaTb 3aboneBaHWs NeYeHU W XONeLMCTOXONaHruTbl, Ho obycnasnuBaeTt
BTOPUYHYIO H6akTepuanbHyto nHdekumto (Bcneactsme pednekToOpHOM ANCKMHE3UN XKeNMUHbIX NyTewn).

CumMmnToMamMu nam6nunosa MoryT 6bITb Anapes, yCTanocTb, OTeK, anaTus, noTeps mMacchl Tena,
CHUXEHHBbI anneTuT, 6116 AHOCTb, MbllieYHble CYyA0poru. B xxenyao4Ho-K1WeyHoM TpakTe nam6a1o3
nposiBAsieTcs rnaBHbIM 06pas3oM B BUAE SHTEPOKOSIMTa C KaTapasibHbIMWU NPOSBIIEHUSMU.

OvarHocTnky uHdekunn, Bbi3BaHHOW Giardia lamblia, npoBoaAaT MWKpoCKOMUMYECKUM Un
KyfNbTypanbHbIM METOAOM, a Takxe, MyTeM onpeaeneHus crneunduyeckux aHTUTEN B CbIBOPOTKE
KpOBU.

2. NIPUHUMN PABOTbl HABOPA

OnpepeneHve aHTUTEN K aHTMreHam namMbaumii OCHOBaHO Ha UCNOJIb30BaHMM HEMPSIMOrO BapnaHTa
TBEpAO(hA3HOro UMMYHOMEPMEHTHOrO aHanusa. Ha BHYTPeHHel MOBEpPXHOCTW JIYHOK MiaHweTa
MMMO6UNM30BaHbl aHTUreHbl Giardia lamblia. AHTUTena M3 obpasua CBSA3bIBAKOTCA C @HTUIEHOM
Ha NOBEPXHOCTU NYHKU. O6pa3oBaBLUMINCS KOMMNEKC BbISBAAIOT C MOMOLLbIO KOHblOraTa — cCmecu
aHTMBMAOBbLIX (cneunduyeckmnx K aHTuTenam knaccos IgG, IgM, IgA) MOHOK/IOHaNbHbIX aHTUTenN
C nepokcuaasol xpeHa. B pesynbtaTte o6pasyeTcsi CBA3aHHbIM C NIACTUKOM «CIHABUY», COAEPXKaLLMIA
nepokcuaaly. Bo BpeMs uHKybauum C pactBopoM cybcTpaTta TeTpameTunbeHsunauHa (TMB)
NPOUCXOANT OKpaLUVMBaHWE pacTBOPOB B JIyHKax. MHTEHCMBHOCTb OKPACcKu MpsMO NMponopLUmnoHanbHa
coAepXxaHuio cneunmduyecknx aHTUTen K aHtureHam nambnuii. WHaekc nosutueHocTtn (UM,
%) aHTUTen K aHTureHam naMmbnuii B uccneayembiX obpasuax paccuyuTbiBaeTcs no dopmyne,
NpuUBEAEHHOW B MHCTPYKLUN.
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XEMA

3. AHAJIMTUNYECKUE XAPAKTEPUCTUKH

3.1. CneundMnYHOCTb U UYYBCTBUTENIbHOCTb. YyBCTBUTENbHOCTL Habopa peareHToB
«aHTUIAMBITINA-UDA» oueHMBany C NOMOLLbIO MaHENN OXapaKTepn3oBaHHbIX CbIBOPOTOK, KOTopas
cocTonT n3 42 ob6pasuoB CbIBOPOTOK KPOBW 4YenioBeKa, coAaepXalmx aHTutena k Giardia lamblia.
B Habope peareHToB «aHTU/IAMBIINA-UDA» BCe CbIBOPOTKM HbININ oOnpeaeneHbl Kak NoNoXNUTENbHbIE.
Mpu unccnepoBaHmMm 158 oTpuuaTenbHblX Ha aHTMTena Kk Giardia lamblia cbiBOpoTOk MokasaTenb
cneundguyHocTn coctasun 6onee 98%.

3.2. Bocnpou3BoAMMOCTb.

KoadduruneHT Bapvauum pesynbTaToB OMpeaesieHUs COoAepXaHWUS aHTUTeN K aHTUreHam
Giardia lamblia B oaHOM 1 TOM >e obpa3Le CbIBOPOTKM (Ms1a3Mbl) KpOBM C UCnonb3oBaHneM Habopa
«aHTUIAMBITINA-UDA» He npeBbiwaeT 8.0%.

KoadduruneHnT Bapmnaumnm (CV) ana o6pasLioB, M3MepeHHbIX Ha ABYX cepusix Habopa peareHToB
«aHTUIAMBIINA-UDA» (Intra-assay):

" Kon-Bo 3HayeHue, o o

o6paseu, N NoBTOPOB 1N cpegumin w1, % v2,%
1 32 3.4 2.9 2.8
2 32 9.1 4.8 5.0

KoaddurumeHT Baprauumn (CV) ans obpasLos, M3MepeHHbIX Ha 04HOI cepun Habopa peareHToB
«aHTUWJIAMBJTINA-NDA» B TeueHue Tpex AHewn (Inter-assay):

0 KON-BO 3HaueHue 0
o6pazew, N° NoBTOPOB un cpe,qu'ﬁ w1, %
1 8 3.1 3.9
8 9.0 6.2

4. MEPbI NPEAOCTOPOXXHOCTHU

4.1. lMoTeHUManbHbIN puck npumeHeHnst Habopa - knacc 1 (FTOCT P 51609-2000).

4.2. Bce koMmnoHeHTbl Habopa, 3a uckntoyeHveM cTon-peareHTa (5.0% pacTtBop cepHoit
KWUCNOTbI), B UCMO/b3yEeMbIX KOHLIEHTPaUMAX ABASAIOTCS HETOKCUYHBIMU.

PacTBop cepHoOl kucnoTbl obnagaeT pasapaxkalowum geicteueM. MsberaTb pasbpbiarmBaHusa 1
nonagaHms Ha KOXy u cansucTble. [Npu nonagaHnm Ha KOXy W CIIM3UCTbIE NMOPaXeHHbIW y4acTok cneayet
NPOMbITb 60MIBLLIMM KOIMYECTBOM MPOTOYHOIN BOAbI.

4.3. Mpwu paboTe c HabopomM cnepyeT cobntogaTb «paBuia yCTpoicTBa, TeXHUKM 6e3onacHoCTH,
NPON3BOACTBEHHOW CaHUTapuu, NPOTUBO3MUAEMUYECKOrO pexuMa U JIMYHOW rurmeHbl npu pabote
B nabopatopusix (oTAeneHusx, oTaenax) CaHWMTapHO-3MUAEMUOSIOTMYECKUX YyUPEeXAEHUA CUCTEMBbI
MuHucTepcTBa 3apaBooxpaHeHus CCCP» (Mockea, 1981 r.).

HauunoHanbHbIl cTaHaapT Poccuiickon ®enepaunn. Jlabopatopun meauumHckue. TpeboBaHus
6e3onacHoctn Medical Laboratories, REQUIEREMENTS FOR SAFETY Tloct P52905-2007 (MCO
15190:2003).

4.4. MNpwn pabote c Habopom cneayeT HageBaTb OAHOPA30Bble PE3NHOBbIE WM MIACTUKOBbIE
nepyaTku, Tak Kak ob6pasubl KpOBWM 4YenoBeka cneayeT paccMaTpuBaTb Kak MOTeHUManbHO
MHMULMPOBaHHbIV MaTepuan, CrnocobHbli ANUTENIbHOE BPeMsS COXpaHATb W nepeaaBaTb BUY, Bupyc
renaTtuTa unm nboi Apyroi Bo3byanTeNb BUPYCHON MHPEKLUN.
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5. COCTAB HABOPA

1| P171Z | SORBMTP | MnaHweT 96-1yHOuHbII NOANUCTUPONOBBIN, 1 | wr -
CTPUNUPOBAHHbIIA, FOTOB K UCMONIb30BaHMI
2 | CN171Z | CONTROL- | KoHTponbHble CbIBOPOTKM (OTPULLATENbHBIIA I 2 | wr | npo3pauHasn
(P171Z | (ONTROL+ | nonoxmTenbHblil KOHTPOAN) Ha OCHOBE CbIBOPOTKY KPOBH 6ecuBeTHas
YenoBeKa C 3BeCTHbIM COAEPXaHNeM aHTUTeN K aHTUreHam KUAKOCTb U
NAMOANIA; TOTOBbI K MCNONb30BaHI0 npo3pauHas
(0.5 mn 1 0.3 M1 COOTBETCTBEHHO) XKUAKOCTb
KpacHoro
LBeTa
3| T71Z | CONJHRP | KoHmlorar, rotos k ucnonb3osauto (14 mn) 1 | wr | npo3payHas
KUAKOCTD
3e/1eHoro
LiBeTa
4 | SP1711 DIL Bydep ana pa3epenna 06pasiios; 1 | wr | npo3pauHas
TOTOB K UCMONb30BaHuMio (14 mn) KNAKOCTb
nypnypHoro
LiBeTa
51 RO055Z | SUBSTMB | PactBop cy6cTpata TetpameTun6ensupuna (TMB); 1 | wr | npo3pauHas
TOTOB K MCM0Ab30BaHUKo (14 mn) 6becupetHas
KUAKOCTD
6 | S008Z | BUFWASH | KoHueHTpaT oTMbIBOYHOFO pacTBOpa (coneBoii pactBop¢ | 1 | WT | npo3pauHas
26X TBUH-20 1 6eH30iiHOI KNCNOTOIA), 26X-KpaTHbIi OecuBeTHan
(22 mn) KUAKOCTb
7| R050Z STOP | Cron-peareHT; roToB K 1Cnonb3osaHuto (14 mn) 1 | wr | npo3pauHas
6ecuBeTHan
KUZKOCTD
8 | NO003 - bymara ana 3aknenBaHnua nnaHiuera 2 | wr -
9| Ki7l - WHcTpyKuma no npumenennio Habopa peareHTos 1 | wr -
«@HTUTAMBJINA-UOA»
10| K171Q - MacnopT KoHTponA kauecTBa Habopa pearenTos 1 | wr -
«@HTUTAMBJINA-UOA»

6. OBOPYJOBAHUE U MATEPUAJbI,
HEOBXOAWUMBbIE NMPU PABOTE C HABOPOM
- (oTOMeTp BEepPTUKANbHOr0 CKaHWPOBaHWS, MO3BOMSIOWMIA U3MEpPSTb ONTUYECKY MIOTHOCTb
COAEPXXMMOro NIYHOK naaHweTa npu AnvHe BoHbl 450 HM;
- TepMocTaT, noaaepxuBatownii TemnepaTtypy +37 °C £ 0.1 °C;
—  [03aTopbl CO CMEHHbIMWM HaKOHEYHWKaMu, nosBofsiowmne oTbupaTb 06bEMbI B AManasoHe
10-250 mkn;
- UMNMHAP MEpHbI BMeCcTMMocTbio 1000 mn;
- BOAA AUCTWUNNMpOBaHHas;
- nepyaTku 0AHOpPa30Bble PE3VMHOBbLIE UM NAaCTUKOBbIE;
- bymara ¢unbTpoBasnbHas.
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7. NOAroTOBKA PEATEHTOB AJ11 AHAJTU3A

7.1. Mepen npoBeaeHVEM aHanunsa KoMNoHeHTbl Habopa u uccnenyemble o6pasLbl CbIBOPOTKMN
(nnasmbl) KpOBU cneayeT BblAepXaTb NPy KOMHATHOW TemnepaTtype (+18...425 °C) He meHee 30 MUH.

7.2. MpuroTtosneHue naaHwuerTa.

BckpbiTb makeT ¢ NaHWeToOM M yCTaHOBUTb Ha paMKy HeobxoAmMoe KONM4ecTBO CTPUMOB.
OcTaBlUMeCs HEeucnosib30BaHHbIMKU CTpUMbl TLWATeNnbHO 3aknentb Bymaroi ana 3aknenBaHus
nnaHweTa, 4Tobbl MpeAoTBpaTUTb BO3AEWCTBME HA HUX Bfarn, U XpaHuWTb MNpu TeMmnepaType
+2...+8 °C B TeueHue Bcero cpoka roaHoctn Habopa.

7.3. MpurortosBneHue oTMbIBOYHOIo pacrsopa.

Coaepxumoe nakoHa C KOHLLEHTPAaTOM OTMbIBOYHOIO pacTBopa (22 M), NepeHecTV B MepHbIi
umnuHap Bmectumoctbto 1000 mn, pobasButb 550 M ANCTUNNMPOBAHHOM BOAbI U TLWATENbHO
nepemewatb. B cnyyae papobHoro wucnonb3oBaHusi Habopa cneayet oTobpaTb Heobxoammoe
KONIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pasBecTu AUCTUINIMPOBAHHOM BOA4OM B 26 pas
(1 Mn KOHUEHTpaTa OTMbIBOYHOIO pactBopa + 25 MA ANCTUNNMPOBAHHOM BOAbI).

8. YC/10BUA XPAHEHUA U DKCNJTYATALUUN HABOPA

8.1. Habop peareHToB «aHTUWIAMB/IUA-UDA» fomkeH XpaHUTbCA B yrakKoBKe npeanpuatus-
M3roToBUTENSA Mpu Temnepatype +2..+8 °C B TeyeHWe BCEro Cpoka roAHOCTU, YKa3aHHOro Ha
ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTMpoBka) Habopa npu TemnepaTtype Ao +25 °C He 6onee
15 cyTok. He ponyckaeTcs 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccunTaH Ha npoBeAeHMe aHanmsa B aybnukatax 46 mccnenyembix o6pasuos u
2 Npo6 KOHTPONbHOW CbIBOPOTKM (BCero 96 onpeaeneHunit).

8.3. B cnyyae apobHoro ncnonb3oBaHns Habopa KOMMOHEHTbI CleayeT XpaHuTb Cleayowmm
obpazom:

— OCTaBLUMECS HEWCMNOSIb30BaHHbLIMK CTPUMbI HEO6XOAMMO TLaTeNbHO 3aknenTb Bymaron ans
3aKfenBaHUs NiaHwWeTa u XpaHuTb Npu Temnepatype +2..+8 °C B TeyeHne BCEro cpoka
roagHocTn Habopa;

- bBydep ans passeaeHus obpasuos, KoHbviorat, PactBop cybctpata TMB, Cton-peareHT -
nocsne BCKpbITUS hNaKOHOB ClefyeT XpaHuTb Npu Temnepatype +2...+8 °C B TeueHne Bcero
cpoka rogHoctu Habopa;

—  KOHTpOnbHbIe CbIBOPOTKMU Mocne BCKPbITUA (1IaKOHOB CleayeT XpaHuTb Npu TemnepaTtype
+2...+8 °C He 6bonee 2 mecsiues;

— OCTaBLUMIACA HENCMOMb30BaHHbIM KOHLIEHTpAT OTMbIBOYHOIO pacTBopa cnefyeT XpaHuTb nNpu
TeMmnepaType +2...+8 °C B Te4yeHue Bcero cpoka rogHoctn Habopa;

—~ MPUrOTOBNEHHbIN OTMbIBOYHbIN pacTBOp CneAyeT XpaHWTb NP KOMHaTHOW TemnepaType
(+18...425 °C) He 6onee 15 cyTok nnm npu Temnepatype +2...+8 °C He 6onee 45 cyToK.

MpumeuaHue. Mocne MCNoNb30BaHUSA peareHTa HeMeANeHHO 3aKpblBaiTe KpbIWKy dnakoHa.
3akpblBaliTe KaxAabli akoH CBOEN KPbILKOM.

8.4. ina npoBeaeHVs aHanuM3a He cneayeT MCMNofb30BaTb FEMOSIM3UPOBAHHYIO, MYTHYHO
CbIBOPOTKY (nna3My) KpoOBM, @ Takxe CbIBOPOTKY (Mna3My) KpoBM, COAepXallyl asuja HaTpus.
Ecnn aHanus npousBoAMTCS HE B AeHb B3STUS KPOBW, CbIBOPOTKY (MnasMy) cnefyeT XpaHuTb npwu
TemnepaTtype -20 °C. lNoBTOpHOe 3aMopa)vMBaHue-OTTaMBaHue 06pa3uoB CbIBOPOTKM (MiasMmbl)
KpOBM He aonyckaeTtcsa. [lonyckaeTcss uccnefoBaHuWe CbIBOPOTOK, XpaHEHWe KOTOpbIX C MOMEHTa
3abopa KpoBM OCYLLECTBNANOCL Npy TeMnepaType oT +2 °C no +8 °C He 6onee 7 CyTOK.

8.5. VckntoyaeTcsi ncnonb3oBaHue ANnsi aHanmnsa ob6pasLoB CbiIBOPOTKM (M1a3Mbl) KPOBU NtoAel,
nonyyasBlWNX B LeNsaX AMarHOCTUKM MK Tepanuu npenapatbl, B COCTaB KOTOPbIX BXOAAT MbllUMHbIE
aHTUTena.

8.6. [Ins nonyyeHUs HajeXHbIX pe3ynbTaToB HeobxoAnMo cTporoe cobnoaeHne UHCTpyKumnm
no npumeHeHuto Habopa.

8.7. He ucnonb3yite KOMMNOHEHTLI U3 APYrMX HabopoB MU U3 aHaNOrMyHbIX Habopos ApPyrmux
cepuit.
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9. NPOBEAEHUE AHAJIN3A

1| MomecTite B pamKy HeobXoAuMoe KOAMYECTBO CTPUMOB - McCnesyeMble 06pasubl B 2 MoTopax 1 4 NyHKM Ana
KoHTponbHbIx cbiBopoToK (OTpuLaTeNbHbIit KOHTPOMb 3 NyHKI, [oN0XUTENbHbI KOHTPONb T NYHKA).

2 | BHecute Bo Bce nyHKu lnanwerta no 80 mxn bypepa ana passepenns o6pasiios.

3 | BHecuTe B COOTBETCTBYIOLLME NYHKM B Aybnukatax no 20 mkn KoHTpONbHbIX CbIBOPOTOK. B ocTanbHble nyHKu
BHecuTe B Ay6nukaTax no 20 MKn uccnepyembix 06pasLoB cbIBOPOTKM (nnasmbl) KpoBy. BHeceHne KoHTponbHbIX
CbIBOPOTOK M MCCelyeMblX 00pa3Li0B HeoOX0AUMOo Npou3BecT B TeueHue 15 MuHyT.

4 | BHYIMAHME! Mpu BHeceHnn 06pa3LioB CbIBOPOTKIA (Na3Mbl) KPOBI NPONCXOAUT U3MEHEHIE LiBETa pacTBOpa.

5 | AKKypaTHO nepemeluaiiTe COAEPXKIMOE MAaHLIETa KPYroBbIMI ABWXEHUAMU MO FOPU3OHTANbHOI MOBEPXHOCTH,
3akneiite lnaHwer bymaroii Ana 3aknenBanuna nnauieta. UHKy6upyiite MnaHwer B TeueHne 30 MUHYT npu
Temnepartype +37 °C.

6 | o oKOHYaHUM WHKy6auuu ypanute cofepxumoe NyHOK acmupaumeii (Hanpumep, ¢ MOMOLLbIO BOAOCTPYIHOrO
Hacoca) UM eKaHTUpOBaHUeM ¥ OTMoONTe NyHKM 3 pasa. llpu kaxaoii 0TMbIBKe J0baBbTe BO BCe NYHKM MO
250 MKN OTMbIBOYHOTO pacTBopa (cM. . 7.3), BCTpAXHUTe [INaHLLET KpyroBbIMI ABUXEHUAMIA N0 FOPU3OHTANbHOIA
MOBEPXHOCTY C MOCeAyHoLLei acnipaLmeil unu JeKaHTUpOBaHIeM. 3aZiepXKa Npu OTMbIBKE (3aMaunBaHme NYHOK) He
Tpebyetca. Mpu KaxaoM AeKaHTUPOBAHNI HEOOXOANMO TLLATENbHO YAANATH OCTATKM XMAKOCTIA U3 NIYHOK.

7 | BHecuTe Bo Bce nyHKM no 100 mkn KoHblorata.

8 | 3akneitre MnaHwet bymaroil Ana 3aknevBaHuA NnaHweta u MHKYO6upyiite ero B TeueHue 30 MUHYT Npu
Temnepartype +37 °C.

9 | Mo 0KOHYaHMN MHKY6aLMI yaanuTe COLEPXKUMOe NYHOK 11 OTMONITE NIYHKN 5 pas.

10 | BHecute Bo Bce nyHku no 100 mkn PactBopa cy6cTpata retpametun6ensuauda (TMB). Brecerue PactBopa
cy6crpata TMB B nyHKkn HeobxoaMMo Npon3secTin B TeueHne 2—3 MuHyT. UHKy6upyiite lnaHwer B TeMHOTe Npu
KOMHaTHoi Temnepatype (+18...+25 °C) B TeueHune 10-20 MUHYT B 3aBUCUMOCTY OT CTeNeHN pa3BUTUA
CMHET0 OKpaLLMBaHUA.

11 | BHecute BO Bce NYHKM C TOii e CKOPOCTbi M B Toif e mocnefoBaTeNbHOCTI, Kak u PactBop cybcTpata
TetpameTun6exsuguHa (TMB), no 100 mkn Cron-peareHTa, Npu 3TOM COZEPXKMMOe IYHOK OKpaLUMBAETCA B APKO-
KENTIN LIBET.

12 | N3mepbTe BenuunHy ontuyeckoit nnotHocty (OM) cofepumoro yHoK NnaHLLeTa Ha GoToMeTpe BepTUKaNbHOro
CKaHMPOBaHNA MPU AAHE BoNHbI 450 HM. /13mepenue Ol copep»umoro NyHOK nnaHiLeTa Heo6XoA1MO Npon3BecT
B TeyeHue 15 MiH nocne BHeceHna (Ton-peareHTa. bnaxk potomeTpa BbiCTaBAlTe N0 BO3AYXY.

13 | PaccuuTaiite coaepaHue aHTUTEN K aHTUTeHam nAMOAKii B ucanepyembix 06pasuax. [1na storo:

1. Paccuuraiite cpeanee 3HaueHme O OTpuuatenbHoro KOHTpONs:
O (CN1712)Cp = (0N1 (CN1712)+0N2 (CN1712)+0M3 (CN1712)) / 3;
Pe3ynbratbl aHann3a cunTaTh JOCTOBEPHBIMY, €CTIN:

- Of MonoxwTenbHoro KOHTPoNA He Hike 0.3 onTuueckux egunn (OE);

- 0 OtpuuatenbHoro koHTpona He Bbilwe 0.15 OF Bo Bcex NyHKax;
2. PaccuwmaiiTe ypoBeHb rpaHinuHoro 3Havenna Cut off, ana storo k cpesHemy 3Haueuio O OTpuLatenbHoro
KoHTponA npubasbte 0.20
Cut off = O ((N171Z)Cp + 0.20
3. Paccyumaitte WHpekc MosutusHocTy (MM, %) Ana kaxpgoro nccnegyemoro obpasua, ana storo Of1 obpasua
pasgenuTe Ha 3HaueHme Cut off
1 = 0Mo6pa3sua / Cut off
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10. OXKMWOAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3synbTaTax nccnenoBaHui, NpoBeAEeHHbIX 000
«XEMA», pekoMeHAyeM [Ofb30BaTbCAd HOpPMaMu, TMpuBeAEeHHbIMM HMXKe. Bmecte ¢ Tewm,
B COOTBETCTBMM C npaBunamm GLP (Xopowen nabopaTopHOW nNpakKTUKK), Kaxaas nabopatopus
[OMXKHA caMa onpefenvTb NapaMeTpbl HOPMbI, XapakTepHble Ans obcneayemMon nonynsunu.

10.2. UHTepnpeTauma pe3y/ibTaToB:

- npu UM>1.1 o6paseL NoNOXKUTEJIbHbIN;
- npu UN<0.9 o6pa3sew oTpuLaTeNbHbIN;

- Npu 3HayeHun UM, nexawem B npomexyTke oT 0,91 ao 1,09 - pe3ynbTaT B NOrpaHNUYHON 30HE
(+/-). Takme CbIBOPOTKM pEKOMEHAYeTCs uccnenoBaTb MOBTOPHO. ECnn MOBTOPHbIM MOMYyYeHHbIN
pesynbTaT 6yaeT HeonpeneneHHbIM, TO CleAyeT NPOBEeCTU TECTUPOBAHWE CbIBOPOTKM, MOMyYEHHOWM
yepes 2-4 Hegenu. B cnyyae nonyyvyeHus HeomnpeaeneHHbIX pe3ynbTaToB Takue obpasubl cuntatb
oTpUuaTenbHbIMU.

11. INTEPATYPA

1. Bo3byantenu npoTo30MHbIX MHGEKLMIA YenoBeka // MeanunHckas mnkpobuonorus/ 'n. pea.
B.U. MokpoBckuii, O.K.Mo3eeB - M.: MOTAP MeauunHa, 1998. — C. 928-940.

2. B.®.Jlo6boga, A.O.lyuyk, A.b.KabakoBa Ta iH. Ponb nam6nii B naTonorii opraHis TpaBneHHs
y aitent // IHdekuinHi xBopobu. - 1997. - N2 2. - C.28-30.

3. Wabanos H.M., Craposepos 0.U. JIambnno3 y aeteit // HOBbIA MeAUUMHCKUIA XypHan. -
1998.- N23.- C. 22-26.
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Mo BonpocaMm, kacawwmnmca kavyectsa Habopa «aHTU/IAMBJINA-UDA >,
cnepyet obpawatbecst B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Mapkosas, 4. 48, 1-i noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIi)
3M1eKTpoHHas noyta: info@xema.ru; rqc@xema.ru

MHTEPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepemca OO0 «XEMA»,

K. 6. H. . C. KOCTpWKHMH
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

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

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

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

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

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;

03179, r. Knes, yn. Akapgemvika Edpemosa, 4. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO MPUMEHEHUIO

HABOPA PEATEHTOB

Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
TECTOCTEPOHA B CbIBOPOTKE (MJIA3ME) KPOBU

«TECTOCTEPOH-UODA»

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

Testosterone EIA

HOMEP MO KATASTOTY K209
TY Ne 9398-039-18619450-2007

PETMICTPALIMOHHOE YOOCTOBEPEHWE
Ne ®CP 2008/02859 ot 2 okTA6pa 2013 roga

W For 96 determinations/Ha 96 onpepenexui

[ns uH BUMPO AMAarHOCTUKN

XEMA Co., Ltd.

S TN
5 ’\ ) The 9th Parkovaya str., 48 Authorized Representative in EU:
e, 105264 Moscow, Russia Polmed.de
«Z;\\«N% Tel./fax: +7(495) 510-57-07 Steinacker 20, D-73773
K e-mail: redkin@xema-medica.com Aichwald, Germany
K @ internet: www.xema-medica.com e-mail: info@polmed.de
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XEMA

COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 3
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 8
11. JINTEPATYPA 8
CONTENT
1. INTENDED USE 9
2. SUMMARY AND EXPLANATION 9
3. PRINCIPLE OF THE TEST 10
4. WARNINGS AND PRECAUTIONS 10
5. KIT COMPONENTS 11
6. SPECIMEN COLLECTION AND STORAGE 12
7. TEST PROCEDURE 12
8. QUALITY CONTROL 14
9. CALCULATION OF RESULTS 14
10. EXPECTED VALUES 14
11. PERFORMANCE CHARACTERISTICS 15
12. LITERATURE 15

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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K2091I

«YTBEPXJEHA»

npukasom PocsgpasHaasopa

N2 4495-MNp/08 ot 10 moHsA 2008 roaa
KP N° 10619 ot 13 mapTta 2008 roaa

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ansa AMMYHO®EPMEHTHOIO OMNPEAENEHNA TECTOCTEPOHA
B CbIBOPOTKE (NMJIASME) KPOBU «TECTOCTEPOH-N®A »

1. HABHAYEHMUE

1.1. Habop peareHtoB «TECTOCTEPOH-U®A» npeaHa3sHayeH ANs KOJIMYECTBEH-
HOro onpejesieHns KOHLUEHTpauuuM TeCTOCTEpOHa B CbIBOPOTKe (Mn1a3Me) KpoBMU
MeToA0M TBepAodha3HOro UMMyHoMhEepPMEeHTHOro aHannsa.

1.2. TecToCTEpOH - cTepoui C MosiekynsapHoh Maccoi 288.4 [la. OCHOBHbIM
MecToM ob6pa3oBaHMs TECTOCTEpPOHa B CEMEHHMKax SABASTCS KneTku Jlenaura
(MHTepcTUUManbHas TKaHb). Y XXeHLWH TECTOCTEPOH CMHTE3MPYETCA B HaAMOYeYHUKax,
a KOHTPOJ/b 3a ero NpoAyKuMeln OCyLeCTBASET NIOTENHU3UPYIOWMA FOPMOH. TecTo-
CTEPOH CTUMYUPYET pPa3BUTUE MYXCKWUX MOJSIOBbIX OPraHOB M BTOPUYHbBIX MOJSIOBbIX
npu3sHakoB. Cekpeuusi TecToCTepoHa WMeeT OnpeAeneHHbI UMpKaAHbIA pPUTM.
HauBbiClIMIA ypOBEHb rOPMOHa OTMeYaeTcs B 6 4acoB yTpa, HauMeHbLlWnin — B 20 4acos.
Y >KeHWWH npoayKLUMSA TeCcTOCTEPOHA 3aBUCUT OT (asbl MEHCTPyaslbHOro uukna:
MaKcuMasnbHoe obpa3oBaHMe rOpMOHa NMPOUCXOAMT B JIIOTENHOBOM da3e n B nepuos
osynaumn. Mpu onyxonsax M3 kKnetok Jlenaunra nsbbiTOK TeCcToCTepoHa Bbi3blBaeT Yy
Manb4YnMKoOB CMMNTOM «MNaaeHua-fepakna». MoBbilWEeHHasA KOHLEHTPauna TeCTOCTEPOHA
B NJasMe C/yXUT onpeaensiowmm dakTopoM MaCcKyIMHU3aUUK Y XEHLNH. Y AeBoYeK
N36bITOKTECTOCTEPOHABOPraHM3Me Bceraa aBAseTcsa ceAcTBUEM HAapyLWeHN PYHKLMK
HaAMOYEYHMKOB, @ Y XEeHLWH MOXEeT ObITb CBA3aH Takxe C 3aboneBaHNsIMN ANYHNKOB.
Mpy 3TOM MOXET NpeKpaTUTLCA OBYNALMSA N MPOSABUTCH TUMUYHOE A1 MYXUYUH CTpoe-
HMe Tena. HefoCTaTOYHOCTb TECTOCTEPOHA Y MYXUYUH BeAEeT K PasBUTUIO XXEHCKOIro
TUna TenocnoxeHus. Npu 3ToM y ManbyYnkoB HabnopaeTcs HeAOpa3BUTUE MONOBbIX
opraHos. B uensax anddepeHunanbHOW ANArHOCTUKU MEPBUYHOrO M BTOPUYHOMO
rMNOroHaAn3Ma KOHLUEHTpaLumio TeCTOCTEPOHa He06X0AMMO onpeaensaTb B KOMMieKce
c nccnepgosanunamu JIir n OCT. MoBbIWEHHbIE YPOBHU TECTOCTEPOHA OTMEYAKTCS MpU:
cnHapome lTenHa-/leBeHTans; y MyxXu4umH c kapuotunom XYY; npexieBpeMeHHOM
CO3peBaHUM y MasibiMKOB; OMYyX0JIAX KOPbl HAAMNOYEYHUKOB; NMPUEME JleKapCTBEHHbIX
npenapaToB (bapbuTypaToB, KioMUdEHa, 3CTPOreHoB, TOHAAOTPOMNMHA, NEPOPabHbIX
KOHTpauenTuBOB); WMAMONATUYECKOM TrUpcyTuaMe.CHMXKEHNE YPOBHS TECTOCTEpOHa
oTMeYaeTCs Npu ypeMmnn; MMOTOHNYECKON ANCTPODUMN; NEYEHOYHOM HEAOCTAaTOYHOCTH;
cnHapome KnanHdentepa; KpUMNTOpX1M3Me; NEPBUYHOM U BTOPUYHOM TMMOroHaAn3Me;
cnHapome KannMmaHa; npveMe aHApPOreHoB, AeKcaMmMeTa3OHa, AMIOKCWMHAa, 3TaHona,
ranoTtaHa.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpefeneHne TeCcTOCTEpOHa OCHOBAHO Ha MWCMOMb30BaHUN KOHKYPEHTHOMO
MMMYHOMEPMEHTHOMO aHanM3a. Ha BHyTpeHHEen NOBEPXHOCTM IYHOK MaHLweTa MUMMo—
6UNN30BaHbl MbILNHbIE MOHOKJIOHAJIbHbIE @HTUTENA K TECTOCTEPOHY. TeCcTOCTepoH
13 obpasua KOHKYPUPYET C KOHBLIOFMPOBAHHbIM TECTOCTEPOHOM 3a CBs3blBaHME
C aHTUTEeNnaMy Ha MOBEpPXHOCTU NyHKU. B pesynbraTe o6pasyercsi CBA3AHHbIA C
NAacTUKOM «C3HABWUY», COAEPXKALLUI Nnepokcmasy. Bo BpeMsi nHky6auum ¢ pacTBOpomM
cybcTpata TeTpameTunbeHsnamHa (TMB) npoucxoauT oOKpaluMBaHMe pacTBOPOB
B JIyHKaxX. WHTEHCMBHOCTb OKpackuM 06paTHO MNpOMopuUMOHanbHa KOHLEHTpauuu
TEeCcToCTEpPOHa B Ucc/ieayeMoM obpasLie. KOHLEHTpaLuio TECTOCTEPOHA B UCCNIeyEeMbIX
obpasuax onpenensioT Mo KanubpoBOYHOMY rpaduKky 3aBUCMMOCTM OMTUYECKOMN
MAOTHOCTM OT COAEPXKAaHMS TECTOCTEPOHA B KaJIM6POBOYHbIX Npobax.

3. AHAJTUTNYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOK/IOHAMbHbIX
aHTUTEN K TeCTOCTEPOHY C APYrvMU aHanuTaMun npuseaeHa B Tabnuue:

Ananur NepekpectHas peakuus, %
TecTocTepoH 100
5-anbda-aernapoTecTtocTepoH 16
AHApOCTEHAMON 1.0
AHAPOCTEHANOH 0.4
AHAPOCTEPOH <0.1
LernapoannaHapocTepoH <0.1
MporectepoH <0.1
DCTpaamon, scTpuon <0.01
KopTuson, nperHeHos10H <0.01

3.2. BocnpousBoaUMOCTb.

KoadduruneHT Bapuaunm pesynbTaToB OMNpeaeneHns COAEpXaHUs TeCTOCTepOoHa
B OAHOM M TOM e obpa3sue CbIBOPOTKM (MasMbl) KpOBU C McCnosib3oBaHMeM Habopa
«TECTOCTEPOH-N®A» He npesbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLIEHTPaLMK TeCTocTepoHa B obpasuax CbIBOPOTKM (MNia3Mbl) KPOBU
npuv pasBefeHun UX CbIBOPOTKOM (Ma3mMoi) KpoBM, He codepXKallen TeCTOCTEPOH, nMeeT
JNIMHENHbIN XapakTep B AnanasoHe KoHueHTpaunin 1.0-40 HMonb/n n coctasnset £10.0%.

3.4. ToyHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napaMeTp MpPOBEPSETCS TEeCTOM Ha <«OTKpbITME» -
COOTBETCTBUE M3MEPEHHOW KOHLEHTPauuu TeCTOCTepPOHa MpeAnnuCaHHOW, MosyyYeHHOMU
NnyTeM CMeLWMBaHUA PpaBHbIX O6bEMOB KOHTPOJSIbHOW CbIBOPOTKM M KannbpoBO4YHOM
npobbl 5 HMONbL/N. MpoueHT «OTKpbITUA» coctasnseT 90-110%.

3.5. YyBCTBUTENbHOCTbD.

MuHMManbHass AocToBepHo onpegensemas Habopom «TECTOCTEPOH-U®A»
KOHLIeHTpaLuus TeCTOCTEPOHA B CbIBOPOTKe (Nna3Me) Kposu He npesbiwaeT 0.15 Hmonb/ .
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«YOUN-HOdI1DO01D31» goLHa1ead edogeH

- 1m eg109hex BrodiHOM Ldoudel| - 0602 | 0T
«YOU-HOdILD01D31» g0LHaIead edogeH
- 1m OlIMHOHaWMdU ou BUTIMAdLOH - 1602 | 6
- 1m eLOMHEeLL BUHRENILNIRE BUT BleWAg - €OON| 8
qLOONTUX BRHLDEaTD99 (U $T) OIMHREOETALIOLDU M 90101
seHhedeodu 1m ‘LHaJ1ead-uoL) d01S Z0S0Y | £
(Uw zz) wiaHiedy-x9g ‘(yoLowdun
9LO0MTUX BRHL2EMI99 WOHWOEHDQ M QZ-HMaL D dogloed nogawod) X9¢7
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(910U BRHLIETDaQ (BETKEM LW §°Q OU) OIMHREOEILUOLDM X 1990101
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XEMA

5. MEPbI NPEAOCTOPOXXHOCTU

5.1. MNoTeHUManbHbIN pUck NpuMeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

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

PactBop cepHoOW kucnoTbl obnajaeT pasgpaxawmowmm aencteuem.  MsberaTb
pa3bpbi3rMBaHms 1 NonagaHmsa Ha KOXy U Cnn3uncTble. Mpy nonagaHum Ha KOXY Y CIN3UCTble
MOPaXeHHbIN y4acTOK cneayeT NpoMbiTb H0MbLINMM KONMYECTBOM NPOTOYHOM 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;
- TepMocCTaT, noaaepxuBarwmin Temnepatypy +37 °C £0.1 °C;
— [A03aTopbl CO CMEHHbIMM HaKOHEe4YHMKaMW, Mo3Bonswme oTbupatb 06bEMbI
B AnanasoHe 25-250 mkn;
- 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 U TWaTeNbHO nepeMewwaTtb. B cnyyae apobHoro ncnonb3osaHus Habopa cneayer
oTobpaTb HEO6X0AMMOE KOMMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBoOpa M pa3BecTy
OVCTUNNMPOBaHHONM BoAON B 26 pa3 (1 Mn KOHUeEeHTpaTa OTMbIBOYHOrO pacrtesopa + 25
M AUCTUNNMPOBAHHOM BOAbI).
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8. YCNoBusA XPAHEHUA N SKCNJTYATALUUN HABOPA

8.1. Habop peareHToB «TECTOCTEPOH-U®A» [o/MmKeH XpaHUTbCS B yMakKoBKe
npeanpuaTUS-U3roToBMTENS Npu Temnepatype +2...4+8 °C B TeueHune BCero Cpoka rogHocTy,
YyKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 15 cyTok. He gonyckaetcs 3amopaxuBaHue Lenoro Habopa.

[AonyckaeTcsa ofqHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannbpoBoUHbIX Npo6
M KOHTPOJIbHOW CbIBOPOTKMU B aJ/IMKBOTAaX.

8.2. Habop paccumTtaH Ha npoBefeHue aHanusa B aybnukatax 40 mccnegyembix
obpasuoB, 6 KanMbpoBOYHbIX Npo6 M 2 Npobbl KOHTPOSBLHOM CbIBOPOTKM (BCEro
96 onpenenexHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBLUMECS HEeWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

byMaroii ons 3akiemBaHus NaaHWeTa U XpaHuUTb Npu TeMnepaType +2...4+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KOHbtoraT, cybcTpaTt, cTon-peareHT Mocfe BCKpbITUS (nakoHOB cneayet
XpaHuUTb Npu Temnepatype +2...+8 °C B TeyeHune Bcero cpoka rogHoctn Habopa;

- KanubpoBOYHble NPObbI N KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS P/TaKOHOB
cnepyeT XpaHuTb nNpu Temnepatype +2...+8 °C He 6onee 2 MecsiLEB;

- OCTaBLUMINCA HENCMO/Ib30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTBopa cneayer
XpaHuTb nNpu TemnepaTtype +2..+8 °C B TeyeHwe BCEro Cpoka rOAHOCTU
Habopa;

—  MPUrOTOB/IEHHbI OTMbIBOYHbIN PacTBOp CrnefyeT XPaHWUTb MNpuY KOMHaTHOWM
Temnepatype (+18..+25°C) He 6onee 15 cyToKk wnn npu TemnepaType
+2...+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

¢nakoHa. 3akpbiBaliTe KaxAabln hfakoH CBOEN KPbILLIKON.

8.4. [ins npoBeAeHWs aHanuM3a He cneayeT WCMNoJfb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KpOBM, @ Takxe CbIBOPOTKY (Mna3My) KpoBM, coaepikallyio
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCSA He B AeHb B3ATUSA KPOBU, CbIBOPOTKY (M1a3my)
cnepyet xpaHuTb Npu Temnepatype -20 °C. [oBTOpHOe 3aMoOpa)kMBaHue-oTTamBaHue
06pa3L0oB CbIBOPOTKU (N1a3Mbl) KPOBU He AOMyCKaeTcs.

8.5. VcknoyaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (M1asMmbl)
KPOBW NtoAen, NonyyasBlmMx B LensxX AMarHOCTUKM UKW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbIlWMHbIE aHTUTENa.

8.6. lNpn wncnonb3osaHnn Habopa AnNa NpoBeAEHUS HECKOSIbKMX HEe3aBUCUMMbIX
cepuil aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXXA0ro He3aBUCMMOro onpeaeneHus
Heob6XoAMMO MNOCTpOeHWe HOBOro KanmbpoBOYHOro rpaduka; KpoMme 3TOro, peko-—
MeHAyeTCs onpeAefieHne KOHLEHTpaunn TeCTOCTEPOHA B KOHTPOJIbHOM CbIBOPOTKE.

8.7. Ins nony4yeHus HadeXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobntoaeHue
NHCTpyKuMM no npumeHeHunto Habopa.

8.8. He wucnonb3ynTe KOMMOHEHTbI M3 ApPYyrnx HabopoB WM U3 aHaNOrMyHbIX
HabopoB ApYrUX CEPUiA.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasicb Ha pe3ynbTaTtax uccnenoBaHuin, nposeaeHHbix OO0 «XEMA»,
pekoMeHAyeM Nosb30BaTbCs HOPMaMuU, NPUBEAEHHBIMU HUXeE. BMecTe C TeM, B COOTBET—
cTBuM c npaBunamm GLP (Xopoweli nabopaTopHOli NpakTuku), Kaxaas nabopatopus
[OMKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcneayemon
nonynaumu.

MpuMmeyaHmne. 3HayeHMs  KOHLEHTPauWi TecTocTepoHa B  UCCeAyeMbIX
obpasuax, HaxoAsWMecs HuUxXe rpaHuubl YyyBcTBuTenbHocTM Habopa (0.15 Hmonb/n),
a TaKXe MnpeBbllalwmne 3HayeHne BepxHen kKanubposouyHolr npobbl (100 HMonb/n)
cnefyeT NpuBoAUTbL B crneaytowei dopme: B uccnegyemMom obpasue X KOHUEeHTpauus
TecTtocTepoHa Huxe 0.15 HMonb/n unu Bbiwe 100 HMONb/N.

10.2. B Habope «TECTOCTEPOH-N®A» 3Ha4yeHns KOHLEHTpaunim KkannmbpoBoYHbIX
npo6 BblpaXeHbl B HMOMb/N. [ns nepecyeTa KOHUEHTpauui B HI/MA, MOnyyYeHHoe
3HayYeHne KOHLEHTPauUun B HMOJb/N crefyeT YMHOXUTL Ha 0.29.

1 HMonb/n = 0.29 Hr/Mn

EavHULbI, HMONb/N EavHuubI fon., Hr/mn

Wccnepyemas rpynna " = = "
Huwxnnit npepen | Bepxuuitnpepen | Hwxuuit npepen | BepxHuii npegen

My>XUMHBbI
20-39 net 9.0 38 2.6 11
40-55 net 6.9 21 2.0 6.1
cTapwe 55 net 5.9 18.1 1.7 5.2
XKeHWmHbI - 4.6 - 1.3
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A WNH

Mo BonpocaMm, kacawwmmcs kadectsa Habopa «TECTOCTEPOH-UDA »,
cnepyet obpawaTtbcs B OO0 «XEMA» no aapecy:

105043, r. MockBa, a/a 58

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

3N1eKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepnca OO0 «XEMA»,
K. 6. H. []. C. KocTpuknH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of testosterone 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 40 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Testosterone is a steroid with a MW of 288.4 Dalton. The main sites of testosterone
secretion are Leidig cells in interstitial tissue of testicles in men. In women testosterone
is secreted in the adrenals and is controlled by luteinizing hormone. Testosterone
stimulates development of male genital organs and formation of secondary sexual
features.

In males, Testosterone secretion undergoes circadian rhythms with maximal
concentrations seen in the morning (6 am) and minimal - in the evening (8 pm).
In females, Testosterone secretion is regulated by menstrual cycle with maximal levels
found in luteinic phase and during ovulation.

Leidig cell tumours producing high levels of serum testosterone in young boys lead
to development of “little Hercules” syndrome. Elevated testosterone level in women
causes the clinical signs of masculinization.

In men, decreased Testosterone levels may lead to female habitus
or underdevelopment of male genital organs in boys. To differentiate between primary
and secondary hypogonadism, Testosterone should be assayed in conjunction with LH
and FSH.
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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 testosterone-
antibodies simultaneously with conjugated Testosterone-peroxidase. Testosterone
from the specimen competes with the conjugated Testosterone 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.

5.3.

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 ul;
Dry thermostat for 37 °C 0.1 °C;
Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

Storage and stability of the Kit

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

Afte

r opening the pouch keep unused microtiter wells TIGHTLY SEALED

BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

This

hemolyti

6. SPECIMEN COLLECTION AND STORAGE

kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
ic, 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
thawing

7.1.

7.2.
Itis
within 3
See
7.3.

storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
should be avoided.

7. TEST PROCEDURE

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.

Procedural Note:
recommended that pipetting of all calibrators and samples should be completed
minutes.

the example of calibration graphic in Quality Control data sheet.

Alternative units:

1 nmol/l = 0.29 ng/ml

Document: K2091 Instruction version: 1901 Format version: 010
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8. QUALITY CONTROL

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

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

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

9. CALCULATION OF RESULTS

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

9.2. Plot a calibration curve on graph paper:
concentration.

9.3. Determine the corresponding concentration of testosterone 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!

OD versus testosterone

Calibrators Value I}l;s;ar:::;c;lll‘;:)i‘t)s :::2 Lo

CAL 1 0 nmol/I 2030 .

CAL 2 1 nmol/I 1619 T

CAL 3 3 nmol/I 1282 g oer S
CAL 4 10 nmol/I 1094 T
CAL S 30 nmol/I 889 , ‘ ‘

CAL 6 100 nmol/I 554 " Ui

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 Testosterone. 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.

Document: K2091I Instruction version: 1901
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Males

20-39 yrs 9.0 38 2.6 11
40-55 yrs 6.9 21 2.0 6.1
>55 yrs 5.9 18.1 1.7 5.2
Females - 4.6 - 1.3

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Testosterone 100
5-alpha-dehydrotestosterone 16
Androstendiol 1.0
Androstendione 0.4
Androsterone <0.1
Dehydroepiandrosterone <0.1
Progesterone <0.1
Estradiol, Estriol <0.01
Cortisol, Pregnenolone <0.01

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.15 nmol/I.

11.3. Linearity

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

11.4. Recovery

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

12. LITERATURE
1. Tietz, N. W. Textbook of Clinical Chemistry. Saunders, 1986.
2. Joshi, U. M., et al. Steroids 34 (1) 35 (1979)
3. Turkes, A., et al. J Endocrinol. 81 (2) P165 (1979)
4. Ismail, A. A., Niswender, G. D. Midgley, A. R. J. Clin. Endocr. Metab. 34, 177 - 184
(1972)

5. Rajkowski, K. M.,Cittanova N., Desfosses, B.and Jayle, M. F. Steroids 29 no 5 1977
6. Widsdom G. B. Clin. Chem. 22/8, 1243 - 1255 (1976)
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

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

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

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

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

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

ana UMMYHO®EPMEHTHOIO OMPEAEJIEHUA
BEFMMAPOSMNMUNAHAPOCTEPOH-CYJ/IbOATA

B CbIBOPOTKE (MJ1IA3ME) KPOBU

«A3AC-UDA»

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

DHEAS EIA

HOMEP MO KATATNOTY K215
TY Ne 9398-037-18619450-2007

PETMCTPALUMOHHOE YOOCTOBEPEHWE
Ne ®CP 2008/02860 ot 4 ceHTabpa 2013 roaa

W For 96 determinations/Ha 96 onpenenexui

[nA uH 8UMPO ANArHOCTUKM

XEMA Co., Ltd.

o —Q‘\¢

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

ST, Tel /fax: +7(495) 510-57-07 Steinacker 20, D-73773

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

%OK & | internet: www.xema-medica.com e-mail: info@polmed.de
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WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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K215I

«YTBEPXOEHA»
Mpukas Poc3apaBHaa3sopa N2 4496-Mp/08 ot 10 uioHsa 2008 roga
KPZ N2 10620 ot 13.03.2008 r.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA
AErMAPO3NMNAHAPOCTEPOH-CYJ/Ib®ATA
B CbIBOPOTKE (NMJIASME) KPOBU «A9AC-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«[O2AC-UDA» npepgHa3HayeH AN  KOJMYECTBEHHOrO
ornpeaeneHns KOHLEeHTpaumn AernapoanmaHapocTepoH-cynbdarta B CbIBOpOTKe (nia3me)
KpOBW MeToAoM TBepAodasHOro UMMyHodepMeHTHOro aHanumsa.

1.2. JernaposanMaHapocTepoH - aHaporeH C MOJIEKYISIPHOM Maccom
288,4 [anbTOH, CEKpeTUpYIOWMACA B MYYKOBOW M CeTYaTOM 30Hax HaAMNOYEeYHMKOB.
B opraHusame u4enoBeka OH TMpPUCYTCTBYET B OCHOBHOM B BuAe CynbdaTHOro
NpoOM3BOAHOIO — AermapoanuaHapoctepoH-cynbdarta (ADAC). HaunHaa c poxaeHus,
KOHUeHTpauus A3AC B nna3sMe MNoCTerneHHO MOBbIWAETCs, 3aTeEM pe3Ko Bo3pacTaeT
nocne nybepraTHOro nepuoja, AocTuras Makcumyma K 20 rogam, a nocne 3TOro
CHmxaeTca. Mockonbky O3AC aBNAETCA OCHOBHbIM KOMMOHEHTOM 17-KeTocTepouios
(17-KC) B CbIBOPOTKE, 3TOT TECT MOXET 3aMEHWUTb yCTapeBLUMe MeToAbl onpeaeneHuns
17-KC B Moue. lNoBbiweHWe ypoBHSA IDAC 0OTMeYeHO Npu agpeHoreHmMTanbHOM CMHAPOME,
rMpCyTU3Me, akHe, MOJSIMKUCTO3e SNYHMKOB, BPOXAEHHOW ruMnepniasmnm m onyxonsax
KOpbl Hagno4yeyHnkos, 6onesnn KywuHra, cuHapome LTenHa-JleBeHTans. MoHuxeHne
KOHUeHTpauun ISAC nponcxoanT C BO3PaCcTOM Y MYXUYMH M XKEHLLUWH, @ TaKXe oTMeyaeTcs
npu runepanunuaeMmn, NcMxose, ncopmase, HeAoCTaTOYHOCTM KOPbl HAAMOYEYHMKOB.

Document: K215I Instruction version: 1901 Format version: 803

2



XEMA

2. IPUHUUN PABOTbl HABOPA

OnpeaeneHve AernaposanuaHapoCcTepoH-CyfbdaTa OCHOBAHO Ha MCMOJSb30BaHWUU
KOHKYPEHTHOro  MMMYHOMEpMEeHTHOro aHanmMsa. Ha BHyTpeHHel MOBEPXHOCTU
JIYHOK nnaHweTa MMMO6WIM30BaHbl KPOAUYbWU MOJSIMKIIOHANbHble aHTuTena k [A3AC.
JernapoannaHapoctepoH-cynbdaT M3 obpasua KOHKYpUpyeT C KOHbIrMpPOBaHHbLIM
O2AC 3a cBsi3blBaHME C aHTUTENaMM Ha NOBEPXHOCTM NTyHKN. B pesynbTaTe obpasyeTcs
CBSI3@HHbI C MNACTUKOM «CIHABMY», coAepxalumii nepokcuaasy. Bo BpemMs nHky6aumm
c pactBopoM cybcTpata TeTpameTunbeHsmauHa (TMB) nNpoucxoauT oKpalumBaHue
pacTBOpoB B JlyHKax. WHTEHCMBHOCTb OKpackum o6paTHO nponopuMoHanbHa
KOHLEHTpaumMv  AernaposanuaHapocTepoH-cynbdaTa B uccrneayemoMm  obpasue.
KoHueHTpauuio  AernapoanuMaHApocTepoH-cynbdata B uccneayeMblx — obpasuax
onpeaensioT Mo KannbpoBOYHOMY rpaduKy 3aBMCUMOCTM OMNTUYECKOW MIOTHOCTU
OT coAepXXaHusl AernapoanmaHapocTepoH-cybdaTa B KanMbpoBOUHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneumndumuyHocTb. [epekpecTHas peakuus KpPOAUYbUX MOAUKIOHANbHbIX
aHTuTen Kk A3AC ¢ apyrumun aHanuTamu npveeaeHa B Tabnuue:

Ananur TNepekpecTHas peakums, %
O3AC 100
O2A 50
[pyrve poacTBeHHble CTEpOUAbI <0.1

3.2. Bocnpon3sBoAuMOCTb.

KoaddurumeHT Bapmauum pesynbTaToB onpeaenenus cogepxxanus J3AC B 04HOM un
TOM >Xe obpasue cbiBOpOTKM (Msiasmbl) KPOBU C Mcnosib3oBaHneM Habopa «J3AC-UDA»
He npesbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLUeHTpauun O3AC B obpa3uax CbiIBOPOTKM (MaasMbl) KPOBW Mpwu
pa3BeAeHnn nx CbIBOPOTKOM (Nn1a3mMomn) KpoBu, He coaepxatliern 3AC, MeeT NNHENHbIN
XapakTep B AvanasoHe KoHueHTpaunii 0.1-10 mkr/mn u coctasnset £10.0%.

3.4. TOYHOCTb.

[JaHHbIN aHanUTUYeCKM napaMeTp MpPOBEPSETCHd TeCTOM Ha <«OTKpbITue» -
COOTBETCTBME M3MEPEHHOW KoHueHTpauun ODAC npeanucaHHONW, MosyyYeHHOM nyTem
CMeLUMBaHUS paBHbIX 06BEMOB KOHTPOJIBHOW CbIBOPOTKW M KannMbpoBOYHOM MNpo6bI
0.3 mkr/mn. MNpoueHT «oTKpbITUS» cocTasnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHUManbHas agoctoBepHo onpeaensemas Habopom «ADAC-UDOA» KOHLEHTpaums
O3AC B cbiBOpOTKE (nna3me) Kposu He npesbiwaet 0.025 mkr/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMmeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

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

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

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

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

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

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

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

- [03aTopbl CO CMEHHbIMU HaKOHe4YHWKaMu, mno3sonswmne oTbupats 0b6bEMBI
B AmanasoHe 25-250 Mkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUNIMPOBaHHas;

—  rep4yaTku pe3nMHOBble UKW NIaCTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18-25 °C) He mMeHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
cTpmnoB. OcTaBLnecs Hencnonb30BaHHbIMU CTPUMbI, YTOObI NPeAoOTBPaTUTb BO3AENCTBME
Ha HWX BNaru, TwaTenbHO 3aKknenTb byMaron ANs 3akfenmBaHusa naaHweTa u XpaHuTb
npu Temnepatype +2-8 °C B TeyeHue BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

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

8.1. Habop peareHToB «[DAC-UDA» fo/mkeH XpaHUTbCA B yNaKOBKe MpeanpusTus-
M3roToBuTENS NMpu TemnepaTtype +2-8 °C B TeueHme BCEro Cpoka roAHOCTU, YKa3aHHOro
Ha ynakoBke Habopa.

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

[AonyckaeTca ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannb6poBOUHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTaX.

8.2. Habop paccumTtaH Ha npoBeAeHue aHanusa B aybnukatax 41 uccnegyembix
o6bpa3uoB, 6 KanMbpoBOYHbIX Mpob6 M 1 nNpobbl KOHTPONBLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBlUMECS HeMCrnosib30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror Ans 3aknenBaHus MiaHweTa U XpaHuTb Npu Temnepatype +2-8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- KOHbtorat, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (dakoHOB cneadyet
XpaHuTb Npu TemnepaType +2-8 °C B TeueHne BCero cpoka rogHoctn Habopa;

- KanubpoBOYHble NPobbl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (D1aKOHOB
cnepyeT XpaHuUTb nNpu Temnepatype +2-8 °C He 6osnee 2 MecsiLeB;

- OCTaBLUMNCA HENCMO/Ib30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHWUTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBAEHHBIN OTMbIBOYHbLIA pacTBOp CleAYeT XpaHWUTb MpuW KOMHaTHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTtok wnu npu TemnepaType
+2...+8 °C He 6onee 45 cyTok.

MpuMeyaHune. MNocne NCNoNb30BaHUA peareHTa HeMeAsIeHHO 3aKpblBalTe KpbILKY

¢pnakoHa. 3akpbiBaliTe KaxAabl GfakoH CBOEN KPbILLIKON.

8.4. [ina npoBedeHMs aHanu3a He creayeT WCMNoJb30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (Na3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, coaepxallyto
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCSA HE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb npu Temnepartype -20 °C. [NoBTOpHOe 3aMopaxvBaHWe-oTTanBaHue
o06pasLoB CbIBOPOTKK (M1a3Mbl) KPOBU HE JOMycKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (M1a3Mmbl)
KpOBW NtoAewn, Nony4vaBlIMX B Lensax AMarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlUNHbIE aHTUTENa.

8.6. lNMpn wncnonb3oBaHnn Habopa Ana nNpoBeAEHUS HECKONbKUMX HEe3aBUCUMMbIX
Cepuin aHanNn3o0B cneayeT UMEeTb B BUAY, YTO A/ KaXA0ro HE3aBMCMMOro OnpeaesieHuns
HeobxoAMMO  MOCTPOEeHWe HOBOro KanubposBoyHOro rpadwuka; Kpome 3TOro,
pekoMeHAyeTCs onpedefieHne KOHUEeHTpauum AernapoanuaHapoCcTepoH-cynbdaTta
B KOHTPOJIbHOWM CbIBOPOTKE.

8.7. Ins nony4vyeHns HadexHbIX pe3ynbTaToB HeobXoaMMo cTporoe cobniogeHue
NHCTpyKuMm no npumeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMx HabopoB WM M3 aAHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysbTaTax uccnenoBaHui, npoeaeHHbix 000 «XEMA»,
pekoMeHAyeM MoMb30BaTbCA HOpPMaMu, MNpUBEAEHHbIMM HWxe. Bmecte ¢ Tem,
B COOTBETCTBMW C npaBunamum GLP (Xopowein nabopaTopHOM MNpakTUKKW), Kaxaas
nabopatopusi [o/MKHa camMa onpefennTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnenyemMon nonynsaunn.

MpumeuaHune. 3HauyeHus KoHueHTpauuii [O3AC B wuccneayembix obpasuax,
HaxoAsilWMecs HUXe rpaHuubl YyBcTBUTENbHOCTM Habopa (0.025 mkr/mn), a Takxe
npeBbillaloWmMe 3HavyeHue BepxHeln KannmbpoBouyHor npobbl (10 Mkr/mn) cnepyet
npuBOAMTbL B cleaytouwern ¢opme: B uccneayemom obpasue X KoHueHTpauus O3AC
Huxe 0.025 mMkr/mn nnu Bbiwe 10 MKr/mn.

10.2. B Habope «O2AC-VDA» 3Ha4yeHUS KOHUEHTpauui KannmbpoBOYHbIX Mpob
Bblpa)keHbl B MKIr/MA. 5 nepecyeTa KOHUEHTpauUunii B MKMOJIb/J1, MOJTy4YEHHOE 3Ha4YeHne
KOHUEHTpauMn B MKIr/Mn cnepyeTt yMHOXWUTb Ha 2.6.

1 MKkr/mn = 2.6 MKMONb/N

Uccnepyemas EAuHULbI, MKF/MA EAuHMLbI Aon., MKMONb/N
rpynna Huxnnit npepen | BepxHuii npepen Huxnnit npepen | Bepxuwuii npepen
My>X4MHBI
HOBOPOXAEHHble 1.08 4.06 2.81 10.56
1 mecsau-5 net 0.01 0.41 0.03 1.07
6-9 net 0.03 1.45 0.07 3.77
10-11 net 0.12 1.15 0.31 2.99
12-17 net 0.2 5.55 0.52 14.43
18-30 net 1.25 6.19 3.25 16.09
31-50 net 0.59 4.52 1.53 11.75
51-60 net 0.2 4.13 0.52 10.74
>61 roga 0.1 2.35 0.26 6.11
XKeHLWWHbI
HOBOPOXAEHHbIE 0.1 2.48 0.26 6.45
1 mecau-5 net 0.05 0.55 0.13 1.43
6-9 net 0.03 1.4 0.07 3.64
10-11 net 0.15 2.6 0.39 6.76
12-17 net 0.2 5.35 0.52 13.91
18-30 net 0.29 7.81 0.75 20.31
31-60 net 0.12 3.79 0.31 9.85
MeHonaysa 0.3 2.6 0.78 6.76
BepeMeHHble:
1-4 TpumecTp 0.38 3.6 0.99 9.36
2-1h TpuMecTp 0.42 3.0 1.09 7.8
3- TpuUMecTp 0.32 2.5 0.83 6.5
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Mo BonpocamM, kacatowmumcs kayectsa Habopa «AAC-UDA>»,
cnenyet obpawaTtbcs B OO0 «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 (MHOrokaHasbHbIi)

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

PykoBoauTenb cnyxbbl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKUH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF DEHYDROEPIANDROSTERONE SULFATE

IN HUMAN SERUM OR PLASMA

1. INTENDED USE

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

This kit is designed for measurement of dehydroepiandrosterone sulfate in blood
serum or plasma. For possibility of use with other sample types, please, referto 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

Dehydroepiandrosterone (DHEA) is an androgen with a MW of 288.4 Dalton
secreted in adrenals. The main derivate of DHEA present in human tissue is DHEA
sulfate (DHEAS). Since birth, DHEAS serum concentration is increasing continuously
showing a pronounced peak after puberty and maximal levels at the age of 20. After
that, serum DHEAS level continuously decreases. As DHEAS is the main component of
17-ketosteroids in serum, this test may substitute for column tests for determination
of 17-ketosteroids in urine.

Elevated DHEAS concentrations are found in adrenogenital syndrome, hirsutism,
acne, benign hyperplasia of adrenals and adrenal tumors, Stein-Leventhal syndrome,
polycystic ovary syndrome.

Decreased levels of DHEAS are found in hyperlipidemia, psychotic states, psoriasis,
adrenal insufficiency.
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3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific rabbit polyclonal to DHEAS-antibodies
simultaneously with conjugated DHEAS-peroxidase. DHEAS from the specimen
competes with the conjugated DHEAS 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;

Dry thermostat for 37 °C £ 0.1 °C;

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

5.3. Storage and stability of the Kit

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

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

6. SPECIMEN COLLECTION AND STORAGE

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

Specimens may be stored for up to 48 hours at 2-8 °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 to +25 °C) before use.

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

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

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

7.2. Procedural Note:

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

7.3. Assay flowchart

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

7.4. Alternative units:

1 pg/ml = 2.6 pMol/I
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8. QUALITY CONTROL

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

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

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

9. CALCULATION OF RESULTS

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

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

9.3. Determine the corresponding concentration of dehydroepiandrosterone sulfate
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 Absor::‘n)c: .:jo':;;s (450
CAL 1 0 pg/ml 2184 .
CAL 2 0.1 pg/ml 1376
CAL 3 0.3 pg/mi 1200
CAL 4 1 pg/ml 875
CAL 5 3 pg/mli 628 , ‘
CAL6 10 pg/ml 337 " oion b

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
DHEAS. 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.

Document: K215I Instruction version: 1901 Format version: 803
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Males
newborn 1.08 4.06 2.81 10.56
1 month-5 yrs 0.01 0.41 0.03 1.07
6-9 yrs 0.03 1.45 0.07 3.77
10-11 yrs 0.12 1.15 0.31 2.99
12-17 yrs 0.2 5.55 0.52 14.43
18-30 yrs 1.25 6.19 3.25 16.09
31-50 yrs 0.59 4.52 1.53 11.75
51-60 yrs 0.2 4.13 0.52 10.74
>61 yr 0.1 2.35 0.26 6.11
Females
newborn 0.1 2.48 0.26 6.45
1 month-5 yrs 0.05 0.55 0.13 1.43
6-9 yrs 0.03 1.4 0.07 3.64
10-11 yrs 0.15 2.6 0.39 6.76
12-17 yrs 0.2 5.35 0.52 13.91
18-30 yrs 0.29 7.81 0.75 20.31
31-60 yrs 0.12 3.79 0.31 9.85
post menopausal 0.3 2.6 0.78 6.76
Pregnancy week:

1st trimester 0.38 3.6 0.99 9.36
2nd trimester 0.42 3.0 1.09 7.8

3rd trimester 0.32 2.5 0.83 6.5

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

DHEAS 100
DHEA 50
other steroids <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.025 pg/ml.

11.3. Linearity

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

11.4. Recovery

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

12. LITERATURE
Look page 9.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




(yBa)KaeMbll‘I'I Knuenrt! h
Ecnnnpouecce paboTbl ¢ Hawmmm Habopamu Bam noHago6mnmch nnacTMKoBble BAaHHOUKM ANA XKUAKNX
peareHTOB, OJHOPa30Bble HAKOHEUHVKW ANA [03aTOPOB UM [JOMOJHUTENbHblIE 0ObeMbl peareHToB
(KOHUEeHTpaT oTMbIBOYHOTO pactBopa, IOA-Bydep, pactBop cybcTpata TeTpametnbeHsmamHa (TMB),
cTon-peareHT), BXoAALmMX B coctaB Habopa, npocum Bac obpatnTbea K noctaswyunky npogykumn OO0
«XEMA» B Bawiem pervioHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBaAloTcA 6ecnnatHo, B Heo6xoaumom ans
\nposeneuvm aHanunsa Konmnyecrse. )
MepeyeHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHPEKLMOHHbIX \
3aboneBaHuii npousBoacTBa 000 «XEMA»

N2 no kKatanory HanmeHoBaHmne

K101 «Toxoplasma lgG-UDA» Semion gt

K101M «Toxoplasma IgM-NDOA» o dn

K102 «Rubella IgG-VI®A»

K102M Rubella IgM-MDA ‘ A

K103 «Cytomegalovirus IgG-UOA> e

K103M «Cytomegalovirus IgM-VIOA» —— —

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-VIOA»

K105 «Chlamydia IgG-VOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cudpunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHtutena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsauein nuHumn rexHnyeckom nopaaepxku KnneHros:
8800505 2345
Bce 3BOHKM Ha HOMep ropAYen NMHUK 6ecnnaTHbl ANA 3BOHALLEro ¢ nto6oro
MOOMIbHOIO UNK CTalMoHapHoro TenedoHa no Bcel Tepputopmmn Poccum.

Kpem Bawux oT3bIBOB 1 NpeAsioKeHuUl No agpecam:
LleHTpanbHbiit opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. Mockga, a/a 58 S
105264, r. Mocksa, yn. 9-a lNapkosas, 4. 48, 1-11 noA., 5 stax xemahelp

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

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

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xemay, Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, [lertapHoiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, . Knes, yn. Akafemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

MHCTPYKU A NO NPUMEHEHUIO

HABOPA PEAFEHTOB

ana UMMYHO®EPMEHTHOIO OMPEAEJIEHNA
17-OH-NMPOTECTEPOHA

B CbIBOPOTKE (MJ1IA3ME) KPOBU

«17-OH-NMPOrECTEPOH-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF 17-OH-PROGESTERONE IN HUMAN
SERUM OR PLASMA

17-OH-PROGESTERONE EIA

HOMEP MO KATANIOTY K217
TY N 9398-067-18619450-2008

PETMCTPALUMOHHOE YOOCTOBEPEHUE
Ne ®CP2009/04164 ot 4 ceHTAbpA 2013 roaa

W For 96 determinations/Ha 96 onpepenexui

[OnsA uH 8UMPO AMAarHOCTUKN

XEMA Co., Ltd.

I,

TN

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

Q§%¢ Tel./fax: +7(495) 510-57-07 Steinacker 20, D-73773

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

K & ¢ internet: www.xema-medica.com e-mail: info@polmed.de
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«YTBEPXOEHA»
Mpukas PocagpasHaasopa N2 1199-Mp/09 ot 17 dpespans 2009 r.
KPZ 59503 ot 25.12.2008 r.

MHCTPYKLUNA NO NPUMEHEHWNIO HABOPA PEATEHTOB Ansd
MMMYHO®EPMEHTHOIO ONPEAEJIEHNA
17-OH-NMPOrECTEPOHA B CbIBOPOTKE (MJIASME) KPOBMU
«17-OH-NMPOTECTEPOH-N®A»

1. HASBHAYEHME

1.1. Habop peareHToB «17-OH-MPOMECTEPOH-U®A» npepHa3HauyeH Ana
KO/IMYECTBEHHOIO onpeaeneHns KoHueHTpaumn 17-OH-lporectepoHa B CbIBOPOTKE
(nnasme) kpoBn MeToAOM TBEpAOMA3HOro UMMyHOMEPMEHTHOIO aHanmsa.

1.2. 17-OH-nporectepoH (17-OH-P) - npoMexyTouHbIi NpoayKT B 6GuocmHTese
rMIOKOKOPTUKOWAOB, 3CTPOreHOB M aHApOreHoB C MosekynsipHon maccon 330 [da. 17-
OH-P cekpeTnpyeTcsi KOpOM HaANOYEYHUKOB, SUYHUKAMU N CEMEHHMKaMN NoCpeaCcTBOM
CMHTE3a W3 nporectepoHa C nomowbtlo depmeHTa 21-ruagpokcunasbl. 17-OH-P
BblpabaTbiBaeTCs AMYHMKaMM BO BpeMs GOoNAnKynsipHon dasbl B He6ObLLIOM KONMYECTBe,
nocsie 4ero ero KOHLUEHTpauusi HEMHOrO YBE/IMYMBAETCA M OCTaeTCs MOCTOSAHHOW A0
KOHUa NtoTeMHOBOW a3bl. YpoBeHb 17-OH-P ymMeHbLUaeTcsi, ecnn onioA0TBOPEHUS He
npousowno. B cinyvyae vMniaaHTaumMm xentoe Teno npoaoskaeT cekpetuposaTb 17-OH-
P. B knuHuke aHanu3 17-OH-P BaxeH Os1s OMArHOCTMKWM BPOXAEHHOW runepnnasum
HaANoOYeYHNKOB, KOTopas NpMBOAMT K aKTUBauUUW CMHTE3a aHAPOreHOB W MPUBOAUT K
pa3BUTUIO agpeHoreHnTanbHoro cuHapoma (ArC). Mpu ArC ocHoBHOM NyTb MeTabonnama
cteponaos 6nokupyetca us-3a gedpuumta 21-rmapokcunasbl, B pe3yfbTaTe 4yero
KOHUeHTpaums 17-OH-P Bo3pacTtaeT B 5 1 6onee pas. B 3penom Bo3pacte Npu 4YacTUYHO
WM NO3AHO NposiBMBLUEMCS AeduunTte pepMeHTa KoHueHTpaums 17-OH-P moxeT 6biTb
B HOPME W/ MOBbILLIEHHOMN.
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2. IPUHUUN PABOTbl HABOPA

OnpeaeneHune 17-OH-lMporectepoHa 0OCHOBAHO Ha MCMNO/b30BaHUN KOHKYPEHTHOIo
MMMYHO(MEpPMEHTHOr0 aHanusa. Ha BHyTpeHHel MOBEpPXHOCTM JIYHOK MJaHLWeTa
MMMOOUNN30BaHbl KPOMMYbW MOMMKIOHaNbHble aHTuTena kK 17-OH-lporecTtepoHy.
17-OH-lMporectepoH n3 obpasua KOHKYpupyeTt [¢ KOHBIOIMMPOBAHHbIM
17-OH-lMporectepoHOM 3a CBS3blBaHME C aHTUTENaMuM Ha MNOBEPXHOCTU JIYHKMW.
B pesynbtaTe o06pa3yeTcs CBSI3@HHbI C MJIACTUKOM «C3HABMY», COAepKalinii
nepokcupasy. Bo Bpems mHkybaumm c pactsopoM cybcTpaTa TeTpaMeTunbeH3nanHa
(TMB) npoucxoauT oOKpaliMBaHuWe pacTBOpPOB B JIyHKax. WHTEHCMBHOCTb OKpackwu
obpaTHO nponopunoHanbHa KoHUeHTpauun 17-OH-MporectepoHa B UcCnefyeMoM
obpasue. KoHueHTpaumto 17-OH-lMporectepoHa B nccnenyembix obpasuax onpeaenstoTt
no KannbpoBOYHOMY rpaduKy 3aBMCUMOCTU OMTUYECKOW MIOTHOCTM OT COAEepXaHus
17-OH-MporecTepoHa B KanMbpoBOYHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneuncdunyHOCTb. [lepekpecTHass peakuust KposiMYbMX MOMMKIOHAbHbIX
aHTuTen Kk 17-OH-P c agpyrumu aHanutamu npmsegeHa B Tabnuue:

AHanurt MepekpecTtHasa peakuusa, %
17-OH-P 100%
11-/1e30KCUKOPTU30N 2.3%
[MporecTtepoH <1.0%
[pyrue poaCTBEHHbIe cTeponabl <0.1%
3.2. Bocnpou3BOAUMOCTb.
KoadduuneHt Bapuaumm pe3ynbTaToB onpeaeneHns copepxXaHus

17-OH-MporectepoHa B OAHOM M TOM e o6pa3ue cbiBOpOTKM (MnasMbl) KpPOBWU
€ ncnonb3oBaHmeM Habopa «17-OH-MPOFECTEPOH-U®A» He npeBbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBUCUMOCTb  KOHUeHTpauun 17-OH-lMporectepoHa B o06pasuax CbIBOPOTKMU
(nnasmbl) KpOBW MpW pa3BeAeHUU UX CbIBOPOTKOM (M1asMolr) KpoBKM, HE coaepiKallen
17-OH-lMporectepoH, WMEET JIMHENHbIM XapakTep B JAWanas3oHe KOHUeHTpauumn
0.5-100 HMOnb/N n cocTaBnseT £10.0%.

3.4. To4yHOCTDb.

[aHHbIA  aHanuUTMYecKMi napaMmeTp MnpOBEpPSieTCs TeCTOM Ha <«OTKpbITMe» -
COOTBETCTBME W3MEPEHHOW KOHUeHTpaumn 17-OH-MporectepoHa npeanvMcaHHoOwn,
NONY4YEHHOW MnyTeM CMeLlMBaHUSA paBHbIX O6BEMOB KOHTPOJSIbHOM CbIBOPOTKU U
KannbpoBo4yHoM Npobbl 1,5 HMoNb/N. MpoUeHT «oTKkpbITUSA» cocTasnseT 90-110%.

3.5. YyBCTBUTEJIbHOCTD.

MuHuManbHaa goctoBepHo onpegensemas Habopom «17-OH-MPOFECTEPOH-UDA»
KOHUeHTpaunsa 17-OH-lMporectepoHa B CbiBOpPOTKEe (MnasMe) KpPOBM He MpeBbllaeT
0.12 HMonb/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

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

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

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

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

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

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNIA U3MEPATb ONTUYECKY IO
MAOTHOCTb COAEPXKMMOrO SIYHOK MaHweTa nNpu AsIMHE BOSIHbI 450 HM;

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

— [A03aTopbl CO CMEHHbIMW HaKOHe4YHMKaMu, nossonswwme oTbupatb 06beMbI
B AmanasoHe 25-250 MKkn;

- UWIMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTWUINMPOBAHHas;

- rep4yaTku pe3nHOBble UKW NIaCTUKOBbIE;

- bymara dunbTpoBasibHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

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

7.2. MpurortosneHue niaaHwWweTa.

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

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

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

Document: K2171 Instruction version: 1901 Format version: 803

5



K2171

8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «17-OH-MPOIECTEPOH-U®A» fOMKEH XPaHUTLCS B yNakoBKe
npeanpuaTUA-uU3roToBuTens npu Temnepatype +2..+8 °C B TeuyeHue BCero Cpoka
roAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

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

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

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

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror ansa 3aknemBaHus niaHweTa U XpaHuTb nNpu Temnepatype +2...+8 °C
B TeUeHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaTt, cTon-peareHT mnocne BCKpbITUS (IakoHOB cneayer
XpaHuUTb npu TemnepaTtype +2..+8 °C B TeuyeHMe BCEro Cpoka rogHOCTU
Habopa;

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

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

MpumMeyaHue. Mocne MCNONb30BaHWS peareHTa HeMea/IeHHO 3aKpbiBalTe KpPbILWKY

dnakoHa. 3akpblBanTe Kaxablh h1akoH CBOEN KPbILLKOM.

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

8.5. VckntoyaeTca mcnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (Mna3Mmbl)
KPOBW Nt0AEN, NONy4YaBLWMX B LensxX AUAarHOCTUKM UAW Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOASAT MbIlUMHbIE aHTUTENa.

8.6. lNMpn wncnonbloBaHun Habopa ana npoBeAeHUS HECKONbKUX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heo6XxoANMMO MOCTPOEHME HOBOro KasMbpoBOYHOro rpadmka; KpoMe 3TOro, peKoMeH-—
ayeTcsa onpefeneHne KoHueHTpaunu 17-OH-lMporectepoHa B KOHTPO/IbHOW CbIBOPOTKE.

8.7. Ins nony4yeHns HadeXHbIX pe3ynbTaToB HeobxoAnMo cTporoe cobnwoaeHune
WNHCTpyKUMM No npuMmeHeHunto Habopa.

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

10.1. OcHoBbIBasiCb Ha pe3ysibTaTax uUccriefoBaHuin, npoBeaeHHbIx 000 «XEMA»,
pekoMeHAyeM Nob30BaTbCs HOPMaMuU, NPUBEAEHHbIMU HUXeE. BMecTe C TeM, B cOOTBET—
cTBuM c npasunamm GLP (Xopoweli nabopaTopHOli MpakTuku), Kaxaas nabopatopus
[OMKHa caMa onpeaenuTb MNapaMeTpbl HOPMbl, XapakTepHble Ans obcneayemon
nonynaumm.

MpumeyuaHune. 3HauyeHMs KOHUeHTpauui 17-OH-lMporectepoHa B uccnenyeMbix
obpasuax, HaxoasWmecs HuUxXe rpaHuubl YyyBcTBuTenbHocTM Habopa (0.12 HMonb/n),
a TaKXe MnpeBbllalwmne 3HayeHne BepxHen kKanubposouyHol npobbl (100 HMonb/n)
cnefyeT NpuBoAUTbL B crneaytowei dopme: B uccnenyemMom obpasue X KOHUEeHTpauus
17-OH-NporectepoHa Huxe 0.12 HMonb/n unu Bbiwe 100 HMONb/N.

10.2. B Habope «17-OH-MNMPOTECTEPOH-N®A» 3HavyeHns KOHUeHTpauun kanmbpo-
BOYHbIX NPO6 BblpaeHbl B HMOJb/N. 515 nepecyeTa KOHUEHTpaumni B HI/ M1, NONy4YeHHoe
3HayYeHne KOHLEHTPauUun B HMOJb/N crnefyeT YMHOXUTL Ha 0.32.

1 HMonb/n = 0.32 Hr/MN

Mccnenyeman EAMH!I.II:I, HMOAb/N _ EAMHMEM aon., Hr/an
rpynna HwvxHUM BepxHun Hv>xkHUM BepxHuu
npeaen npeaen npeaen npeaen
HOBOPOX/JEHHbIE 0.7 2.3 0.23 0.75
[eTtu 0.1 2.7 0.03 0.89
My>XUYUHbI
nybeprtart 0.2 5.3 0.07 1.74
noctnybeprat 0.9 6.0 0.30 1.97
XKeHLWmnHbI
nybeprtaTt 0.1 7.0 0.03 2.30
nocrnybeprtar 0.2 8.7 0.07 2.85
bepeMeHHble: 2.0 12 0.66 3.93
®asbl unkna:
donnnkynspHas 0.2 2.4 0.07 0.79
JNII0TEMHOBAas 0.9 8.7 0.30 2.85
MeHornaysa 0.12 7.0 0.04 2.30
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Mo BonpocaM, kacatowmmcsa kayectsa Habopa «17-OH-MPOFECTEPOH-U®A »,
cnepyet obpauaTtbes B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-sa MNapkosas, 4. 48, 1-1 noa., 5 aTtax,

Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbI)

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

PykoBoauTenb cnyxbbl knneHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKUH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF 17-OH-PROGESTERONE
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of 17-OH-progesterone in blood serum or plasma.

This kit is designed for measurement of 17-OH-progesterone 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

17-OH-progesterone (17-OH-P) is a steroid with molecular weight 330 Da, an
intermediate precursor in biosynthesis of glucocortiosteroids, estrogens and
androgens.

17-OH-P is secreted by adrenals, ovaries and testicles by the enzyme
21-hydroxylase. 17-OH-P is secreted by ovaries during follicular phase; its serum level
remains stable by the end of luteal phase. In case of non-fertile cycle, the serum level
of 17-OH-P decreases; in case of fertilization, this hormone is secreted by corpus
luteum.

The determination of 17-OH-P is important for diagnosis of inborn adrenal
hyperplasia which causes elevated secretion of androgens and the development
of adrenogenital syndrome (AGS). In AGS, the deficient 21-hydroxylase activity causes
blocked steroid synthetic pathway and correspondent dramatic increase in serum
17-OH-P level. If the deficiency of 21-hydroxylase is acquired in mature age, or in case
of delayed inborn defect, the serum 17-OH-P may remain normal.
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3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific rabbit polyclonal to 17-OH-progesterone-
antibodies  simultaneously  with  conjugated 17-OH-progesterone-peroxidase.
17-OH-progesterone from the specimen competes with the conjugated
17-OH-progesterone 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;

Dry thermostat for 37 °C £0.1 °C;

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

5.3. Storage and stability of the Kit

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

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

6. SPECIMEN COLLECTION AND STORAGE

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

Specimens may be stored for up to 48 hours at +2...+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...+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.

7.4. Alternative units:

1 nmol/l = 0.32 ng/ml

Document: K2171 Instruction version: 1901 Format version: 803
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XEMA

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 17-OH-progesterone
concentration.

9.3. Determine the corresponding concentration of 17-OH-progesterone
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!

Absorbance
Calibrators | Value Units S450 nm) ol — e

x 1000 *\
CAL 1 0 nmol/I 2304 g o R
CAL 2 0.5 nmol/I 1948 g | \
CAL3  [1.5 nmol/l 1553 8 AN
CAL 4 5 nmol/I 983 !
CAL 5 20 nmol/I 499 . ‘ ‘
CAL 6 100 nmol/I 185 T e

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 17-
OH-progesterone. Based on data obtained by XEMA, the following normal range is recom-
mended (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, nmol/I Units alternative, ng/ml
’ Lower limit | Upper limit Lower limit Upper limit
newborn 0.7 2.3 0.23 0.75
Children 0.1 2.7 0.03 0.89
Males
Puberty 0.2 5.3 0.07 1.74
Postpuberty 0.9 6.0 0.30 1.97
Females
Puberty 0.1 7.0 0.03 2.30
Postpuberty 0.2 8.7 0.07 2.85
Pregnancy week: 2.0 12 0.66 3.93
Menstrual cycle:
follicular phase 0.2 2.4 0.07 0.79
luteinic phase 0.9 8.7 0.30 2.85
post menopausal 0.12 7.0 0.04 2.30
Document: K2171 Instruction version: 1901 Format version: 803
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K2171

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
17-OH-P 100%
11-Deoxycortisol 2.3%
Progesterone <1.0%
other steroids <0.1%

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.12 nmol/I.

11.3. Linearity. Linearity was checked by assaying dilution series of 5 samples
with different 17-OH-progesterone concentrations. Linearity percentages obtained ranged
within 90 to 110%.

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

12. LITERATURE

1. Abraham, G.E., R.S. Swerdloff, D. Tulchinsky et al: Radioimmunoassay of plasma
17- hydroxyprogesterone. J. Clin. Endocrinol. Metab. 33:42, 1971

2. Chrousos, G.P., D. L. Loriaux, D.L. Mann, et al: Late onset 21- hydroxylase deficiency
mimicking idiopathic hirsutism or polycystic avarian disease. Annals Intern. Med.
96:143, 1982.

3. Buster, J.E., R.J. Chang, D.L. Preston, et al: Interrelationships of circulating
maternal steroids; progesterone, 16ahydroxyprogesterone, 17a-hydroxyprogesterone,
20a-dihydroprogesterone, gamma-5-pregnolonone, gamma-5-pregnolonone-sulfate,
gamma-5-pregnolone-sulfate and 17-hydroxy gamma-5-pregnolonone, J. Clin.
Endocrinol. Metab. 48:133, 1979.

4. New, M.I., B. Dupont, S. Pang, et al: An update on congenital adrenal hyperplasia.
Recent Progress in Hormone Research, 37:105, 1981.

5. Pang S., J. Hotchkiss, A. Drash, et al: Micro filter paper method for
17ahydroxyprogesterone radioimmunoassay: Its application for rapid screening for
congenital adrenal hyperplasia. J. Clin. Endocrinol. Metab., 45:1003, 1977.

6. Lobo, R.A., U. Goebelsmann: Adult manifestation of congenital adrenal hyperplasia
due to incomplete 21-hydroxylase deficiency mimicking polycystic ovarian disease. Am.
J. Obstet. Gynecol., 138:720, 1980.

7. Urban, M.D., P.A. Lee and C.J. Migeon: Adult high infertility in men with congenital
adrenalized hyperplasia. N. Engl. J. Med. 299:1392, 1978.

8. Meikle, A.W., R.J. Worley and C.D. West: Adrenal corticoid hyper-response in hirsute
women. Fertil. Steril. 41:575, 1984
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpowussoautens / Manufacturer

[ata npoussoacTsa / Date of manufacture

Bp[ES] 3

Homep no katanory / Catalogue number

LoT

Homep cepun / Batch code

3
2
£

Mcnonb3oBaTk Ao (roa-mecau) / Use By

OrpaHuyeHue TemnepaTypsbl / Temperature limitation

TONbKO ANA VH BUTPO ANArHoCTuKu /
In Vitro Diagnostic Medical Device

BHumaHwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LeIOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

Al

-

Kann6posoyHble npobbl / Calibrator set

CONTROL

KoHTposnbHas ceiBopoTka / Control sera

KoHbtoraT / Conjugate

SUBS TMB

PacTBop cy6cTpaTa TeTpamMeTunbeHsuanHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLeHTpaT 0TMbIBOYHOrO pacTsopa /
Washing solution concentrate

STOP

ol Al

Cron-peareHT / Stop solution

=]
=]
=

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

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

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

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

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

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKUMA NO MPUMEHEHWIO HABOPA PEATEHTOB
Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
CBOBOAHOIO TECTOCTEPOHA B CbiIBOPOTKE (IMJIA3SME) KPOBU

«cBTECTOCTEPOH-UDA»

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

free Testosterone EIA

HOMEP MO KATASIOTY K219

TY N2 9398-219-18619450-2016

PETMICTPALIMOHHOE YOOCTOBEPEHWE
Ne ®CP 2017/6050 ot 04 aBrycta 2017 1.

W For 96 determinations/Ha 96 onpepenexui

TOJNbKO pns uH 8UMPO ANATHOCTVKN

The 9th Parkovaya str., 48

B 105264 Moscow, Russia
Tel./fax: +7(495) 510-57-07

j e-mail: redkin@xema-medica.com
internet: www.xema-medica.com
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4. COCTAB HABOPA 4
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K219I

«YTBEPXJEHA»
P 14161/67912 ot 27.10.2016.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB AnA
MMMYHO®EPMEHTHOIO ONMPEAEJIEHNA CBOBOAHOIO
TECTOCTEPOHA B CbiIBOPOTKE (MJIASME) KPOBU
«cBTECTOCTEPOH-U®DA»

1. HASBHAYEHME

1.1. Habop peareHToB «CBTECTOCTEPOH-NDA» npefaHasHayeH ans
KOJIMYECTBEHHOIO OnpefeneHns KOHLEHTpaumMm TeCcTOCTEPOHa B CbIBOPOTKe (nnasme)
KPOBW MeToAOM TBepAodasHOro MMMyHO(EpPMEHTHOro aHanun3a.

1.2. TecTocTepoH - cTepoug C MonekynsapHon maccon 288.4 [a. OCHOBHbIM
MecToM o6pa3oBaHWsi TECTOCTEpOHa B CEMEHHWMKax SABASKTCA KneTku Jlengura
(MHTepcTULManbHasa TKaHb). Y XEeHLWNH TeCTOCTEPOH CUHTE3MPYETCS B HaANo4YeyHuKax,
a KOHTPOJIb 3@ €ro NpoAyKLuMel oCcyLWecTBAsSeT NIOTENHMU3NPYIOLWMA TOPMOH. TeCTOCTepOoH
CTUMYNIMPYET PasBUTUE MYXCKUX MNOSIOBbIX OPraHOB M BTOPUYHbLIX MOJIOBbLIX NMPU3HAKOB.
Cekpeumsa TeCToCcTepOHa UMeeT onpeaeseHHbIW LMpKaaHbId pUTM. HanBbICLUWIA YPOBEHb
ropMoHa oTMeyaeTcs B 6 YacoB yTpa, HaMMeHbLWKNi — B 20 4acoB. Y XeHLWMH NpoAyKLNs
TECTOCTEPOHA 3aBUCUT OT dasbl MEHCTPYasbHOMO LMKIA: MakcMManbHoe obpa3oBaHue
ropMoHa NpoOVUCXOAMUT B NHOTEMHOBOM ase U B Nepuos OBYISLNN.

TectocTepoH cBobogHbI  (CBOGOAHbLINM  TecTocTepoH, Free testosterone)
npeacraBnser cobol @pakuu TeCTOoCTepOHa CbIBOPOTKM KPOBWU He CBS3aHHYHO
HU C rNobynMHOM, CBSI3bIBAlOLWMM MOMOBble FOpMOHbI (SHBG), HM Cc anbbyMuHOM.
CB060AHbIN TECTOCTEPOH B KOIMYECTBEHHOM OTHOLLEHWU cocTasnsieT 2 — 3% oT obwero
TecTocTepoHa. buonorvyeckn akTUBHbIM SIBASIETCA TOSIbKO TECTOCTEPOH CBOGOAHbLIN
W CBSI3@aHHbIM C anbbyMMHOM («BMONOrMYEeCcKM AOCTYMHbIA TEeCTOCTEPOH»). YPOBEHb
«bmMonorMyeckn AOCTYMHOrO TEeCTOCTEPOHa» OTpaXaeT KOMMYecTBO (YHKLUMOHANbHO
aKTUBHOrO TECTOCTEPOHA B OpraHu3Me.

2. IPUHUMN PABOTbl HABOPA

OnpegeneHne TecTOCTEPOHA OCHOBAHO HAa MCMNOSb30BaHUM  KOHKYPEHTHOrO
MMMYHOMEpPMEHTHOr0O aHanusa. Ha BHyTpeHHel MOBEepPXHOCTM JIYHOK MjaHLeTa
MMMOBMNIN30BaHbl aHTUTENA K CBOHBOAHOMY TeCTOCTEpPOHY. TecTocTepoH M3 obpasua
KOHKYpUPYEeT C KOHBbIOIMPOBAHHbIM TECTOCTEPOHOM 3a CBA3blBaHWE C aHTUTenamu
Ha MOBEPXHOCTU JIYHKW. B pesynbtaTe o06pa3yeTcs CBSA3aHHbIA C MIACTUKOM
«C3HABMY», coaepXalmin nepokcmaasy. Bo Bpemsa nHkybaumm ¢ pactsopom cybcrpata
TeTpameTunbensmamHa (TMB) npoucxoauT OKpallMBaHMe pacTBOPOB B JIyHKax.
NHTEHCMBHOCTb OKpackn ob6paTHOMPOMNOpLUMOHanbHa KOHLEeHTpauun cBob6oaHOro
TectocTepoHa B uccneayemom obpasue. KoHueHTpaumio cBO60OAHOro TeCTOCTEPOHa B
nccnenyembix obpasuax onpenenstoT Mo KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTU
OMTMYECKOM MMOTHOCTU OT CoAepXaHusi CBOBOAHOro TecTocTepoHa B KannbpoBOYHbIX
npobax.
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XEMA

3. AHAJINMTUYECKUE XAPAKTEPUCTUKHN

3.1. CneumndunyHoCTb. lepekpecTHasa peakumsi aHTUTEN K TECTOCTEPOHY C ApYyruMum
aHanuTamu npueeneHa B Tabnuue:

Ananur TNepekpecTHaa peakumsa, %

[TecToCTEpPOH 100
5-anbda-gernapoTecTocTepoH 16

AHAPOCTEHAMON 1.0

AHAPOCTEHAMOH 0.4

AHOPOCTEPOH <0.1
[lernaposnmaHapocTepoH <0.1
[MporecTtepoH <0.1
SCTpaguon, acTpuon <0.01
KopTuson, nperHeHosoH <0.01

3.2. BocnpousBoaMMOCTb.

KoadduumeHT Bapuaumy pe3ynbTaToB OMNpeAeneHns coaepXaHus CBO60AHOro

TecTocTepoHa B OAHOM M TOM e 06pa3Le CbIBOPOTKK (M1a3Mbl) KPOBU C UCMOSIb30BaHNEM
Habopa «cBTECTOCTEPOH-U®A» He npeBblwaeT 8.0%.
3.3. JInHeMAHOCTb.

3aBUCUMOCTb KOHLIEHTpauum cBo60AHOr0 TECTOCTEPOHa B 06pasuax CbIBOPOTKM
(nna3mbl) KpOBM MpU pa3BeAeHUM MUX CbIBOPOTKOM (Mia3Mon) KpOBM, HE coaepykallen

TECTOCTEPOH, MMEET JIMHENHbIA XapaKTep B AnarnasoHe KoHueHTpauun 0.2-100 nr/mMn un
coctasnseT £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHanuUTMYecKMii napaMeTp MpoBepsieTCS TeCTOM Ha <«OTKpbITMe» —
COOTBETCTBME U3MEPEHHOW KOHLEHTPauuu TeCTOCTEPOHa MpeAnuCaHHOW, MosyyYeHHOoM
nyTeM CMEeWMBaHNA paBHbIX O06bEMOB KOHTPOJSIbHON CbIBOPOTKM M KannbpoBOYHOM
npobbl 1 nr/mn. MpoueHT «OTKpbITUA» coctasnseT 90-110%.

3.5. YyBCTBMTE/IbHOCTD.

MuHuMManbHass pocTtoBepHo onpeaensemas Habopom «cBTECTOCTEPOH-UODA»
KOHLeHTpaLums TeCTOCTEPOHa B CbIBOPOTKE (nsa3me) KpoBu He npesbiwaet 0.06 nr/mn.
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5. MEPbl NPEAOCTOPOXXHOCTH

5.1. MNoTeHuManbHbIN pUck NnpuMeHeHuns Habopa - knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckntouyeHmem cron-peareHTta (5.0% pacTtBop
CEPHOWN KNCNOTbI), B UCMO/Ib3YEMbIX KOHLEHTPaLMAX SABASIOTCH HETOKCUYHbBIMU.

PactBop cepHol kucnotel obnajaetr pasgpaxawwmMm aencreuem. Msberatb
pasbpbi3rMBaHnsa M nonagaHus Ha KOXy W Cau3ucTble. Npu nonagaHuu Ha KOXy W
CNU3UCTblE NMOPaXEHHbIM YHaCcTOK CieayeT NpoMbiTb 60bWLMM KOIMYECTBOM NMPOTOYHOM
BOAbI.

5.3. lMNpu paboTte ¢ Habopom cneayet cobnogatb «l[paBuna yCcTponcTBa, TEXHUKN
6e30nacHOCTM, MPOM3BOACTBEHHON CaHWTapuu, MPOTMBO3MUAEMUYECKOro pexuMa Wt
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeneHuax, oTaenax) caHuUTapHO-
3NNAEMNONONMYECKMX YUPEXAEHUI cucTeMbl MUHUCTEpPCTBa 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. MNpn pabote c Habopom cneayeTr HageBaTb OAHOPA30Bble pe3VHOBbIE WU
N1acTMKOBble MepyaTky, Tak Kak obpasubl KpOBW 4YenoBeka cnefyeT paccMmaTpuBaTb
KakK MoTeHunanbHO MWHMULMPOBAHHbLIA MaTepuasn, ChoCobHbIR AnuTeNnbHOe BpeMS
coxpaHaTb W nepepasatb BWY, Bupyc renatuta wnu nwobon apyrov Bo3byautennb
BUPYCHOM MHMbEKLUN.

6. OBOPYANOBAHUE N MATEPUAJIbl, HEOBXOANMBDIE NMPU PABOTE C
HABOPOM

- (bOTOMETP BEpPTUKANbHOIO0 CKaHWMPOBaHWUS, MO3BOJISIOWNIA N3MEPSTb OMTUYECKYH
MAOTHOCTb COAEPXMMOTrO JIYHOK MNaHLWweTa Npu AsiMHe BONHbl 450 HM;

- TepMoCTaT, noaaepxuBatowmii Temnepatypy +37 £0.1 °C;

- [03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMu, Mo3Bonswme oTbMpaTb 06beEMbl B
AvanasoHe 25-250 mkn;

- UMMHAP MepHbIN BMecTuMocTbio 1000 mn;

- BOAa AUCTUIIMPOBaHHas;

- NepyaTKyn pe3nHOBbIE WU NAACTUKOBbLIE;

- byMmara cdunbTpoBanbHas.

7. NOArOoTOBKA PEATEHTOB A1 AHAJIN3A

7.1. Nepepn npoBefeHMEM aHann3a KOMMNOHeHTbl Habopa u uccnenyemole o6pasubl
CbIBOPOTKM (NNasMbl) KpPOBM CleAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He MeHee 30 MUH.

7.2.MpurotoBneHune njaaHlueTa.

BCKpbITb MakeT € NiaHWeTOM W YCTaHOBWUTb Ha paMKy Heob6XoAMMOe KOMMYEeCTBO
ctpunos. OcTaBLIMECS  HEUCMONb30BaHHbIMWM  CTpUMbl, 4TO6bl  NpPeaoTBpPaTUTb
BO3JENCTBME Ha HUX BNaru, TWwaTenbHO 3aknenTb bymMaron Ans 3aknemBaHus nnaHweTa
N XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.

7.3. NMpuroTtoBsieHMe OTMbIBOYHOI0O pacreopa.

Copepxunmoe pnakoHa C KOHLEHTPATOM OTMbIBOYHOI0 pacTeopa (22 M), nepeHecTn
B MEpHbIM UMANHAP BMecTuMocTbio 1000 mn, gobasutb 550 MA AMCTUNNMPOBaHHOM
BOAbI M TWATeNbHO nepeMelwaTb. B cnyyae agpobHoro ncnonb3osBaHusa Habopa cneayet
oTo6paTb HeobX0AMMOE KOMMYECTBO KOHLleHTpaTa OTMbIBOYHOIMO pacTBOpa W pa3BecTu
OVCTUNANPOBaHHON BOAON B 26 pa3 (1 Mn KOHUeHTpaTa OTMbIBOYHOrO pacresopa + 25
M AUCTUNNIMPOBAHHOM BOAbI).
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8. ycnoBus XPAHEHUA U SKCNJIYATALIMN HABOPA

8.1. Habop peareHTtoB «CBTECTOCTEPOH-U®A» ponxeH XpaHUTbCS B YrMakKoBKe
NpeaAnpusaTUSA-U3roToBuTens npu temnepaTtype +2...+8 °C B TeyeHue BCero cpoka
rofAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTca xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype go +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3aMmopa)xuBaHue Lenoro Habopa.

JonyckaeTcss ogHOKpaTHoe 3amMopaxuBaHue (-20 °C) kannbpoBOYHbIX Mpob K
KOHTPOJIbHOW CbIBOPOTKM B afiukBOTaXxX.

8.2. Habop paccuuTaH Ha npoBeAaeHue aHanusa B aybnukatax 41 uccnegyembix
obpa3ua, 6 kannbpoBo4HbIX Mpob6 M 1 Npobbl KOHTPOSbHOM CbIBOPOTKM (BCcero 96
onpeaeneHnin).

8.3. B cnyyae apobHoro mcnonb3oBaHusa Habopa KOMMOHEHTbI creayeT XpaHuTb
cnepytwowmm obpasom:

- OCTaBLUMECS HEWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymaror Ans 3aknemBaHusa NiaHwWweTa u XpaHuTb Npu Temnepatype +2...+8 °C
B Te4YeHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (nakoHOB cneayer
XpaHuTb npu Temnepatype +2...+8 °C B TeyeHue BCeEro Cpoka roAHOCTU
Habopa;

- KanubpoBOYHble NPObbl U KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS P/IaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsueB;

—  OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu TemnepaTtype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa.
MpUroTOBNIEHHBIN OTMbIBOYHbIA pPacTBOp CreAyeT XpaHWUTb MpuU KOMHaTHOM
Temnepatype (+18..+25 °C) He 6onee 15 cyTok wnu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

¢nakoHa. 3akpblBaliTe Kaxabli hf1akoH CBOEN KPbILLIKON.

8.4. [Ina npoBeaeHWs aHanu3a He cnefyeT MCMNofb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYI CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Ms1ia3My) KpoBU, coaepKallyto
asua HaTpus.

Ecnn aHann3 nponsBoaMTCS He B AieHb B3ATUS KPOBM, CbIBOPOTKY (NaasMy) cneayer
XpaHuTb npu Temnepatype -20 °C. [MoBTOpHOe 3aMOpaxuBaHue-oTTanBaHme obpasLoB
CbIBOPOTKM (Mn1a3Mbl) KPOBW He AOMYyCKaeTCs.

8.5. VckntoyaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (MnasMmbl)
KPpOBW NtoAew, Nony4yaBlIMX B Lensax ANarHOCTUKK UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlMHbIE aHTUTENa.

8.6. MNpu ucnonb3oBaHum Habopa Ana NpoBeAeHUS HECKONbKMX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heob6xoAMMO  MOCTPOEHME HOBOro  KanMbpoBOYHOro rpaduka; Kpome 3Toro,
peKoMeHAYeTCsa onpefeneHne KOHLEHTpauum TeCTOCTEPOHA B KOHTPO/IbHOWM CbIBOPOTKeE.

8.7. Ins nony4yeHns HaAeXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobnwoaeHne
WHCTpyKUMK No npuMeHeHuto Habopa.

8.8. He wncnonb3yite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMyHbIX
HabopoB Apyrux cepuii.

Document: K2191 Instruction version: 1901 Format version: 010

6



XEMA

‘xeneedgo XIGWaATaLUDON 8 BHOADSLO0L109L 010HT0908d anHexdarod Axndedls AWoHhogodguures ou a1nuaraduQ

ot

LUW/1u 100’0 ‘domwndueH ‘SHUMhULRE MOLRIW OHHOELD3MADISH X LW/1u O 1990duU MOHhogodguuey oinfiedLHaMHOM
DLysHaedud|] ‘TOloW («dMhOL M MMhOL 1O» ‘UIGHUDHUL-OHhOIAM) WIGHAURadaLlHM SLUAgquoudn exdudedd
oloHhogodguurey (uunewunddoduue) e1ohdg9o ewindodure BUT “(WH QS LIO) 9odu Xi1aHhogodguurey 91D0HLOLL
BeMI9hMLUuo - (A) LteHnrdo 920 ‘(uw/iu) xegodu xi9Hhogodguued g PHOASLO0LD9L UUTIRALHATIHON Wdudedou
WIGHRhULBDDT - (X) 2oMNdQge 920 :undedl yiaHhogodguuey xeleHUTAOOX XuMdahuwdudelouwArou g a1yodidol]

*AxAeog ou
DLynBLrae1d198 ed1aWO0L0d MHeUg "eLlHO1R2d-U0L1D BUHOJI9HE SUD0U HUW GT SMHOhAL 8 M1d9gemodu OWUTOXQOSH
eloMHeL L MOHAL 0JOWMXAST0D O SMHOdOWEY "WH QG 19HLI08 SHULT undu sMHegoduHeMD oloHauednidag
9dioworod eH eramHeru YOHALY olowwxdaod (LIQ) ULOOHLOLL UOXNIDhULLUO AHUKhULDE d1adOWEY

*198MN YIGLLDX|
oxde g ydlarammedyo NOHAL 20WmXdaT0od WOoLle ndu ‘erHalead-uold MW QQT ouU ‘eHUTMEHBgUMLBWedLD Y
eLedidogAd dogided v ded ‘ULDOHALDLRE0TILIOL X WMOL 8 U 019100d0oMD 9 UOL O UMHAL 9249 08 91UDDHY

‘BMHeaMmedy0 019HMD suingeed MHILIDLD LO ULDOWMIUERE
a8 LAHUW QZ-0T ©UHOh3L 8 (Do ST+ ''ST+) 9dArLedouwdl UOHLEHWOM UdU DLOHWOL g8 LdMHewu
DLUAAUQANHY 'HUW £-7 SMHDOhAL g uniddgenmodu OWWITOXQOSH MMNHAL g8 eHUTMEHDgUMLBWRdLSL eledldgAd)
edogloed SMHIJ9HYG ‘BHUTUMEHAgLULIdWEdLDL eredldgAd edoalded NiW QQT Oou MMHALF 928 08 91UDDHY

'91eWAQ noHauegod.iarnd
OU MMHIXOLOoU WolAHdogadau g elamHeUL WOUHBIUMALIOU MOHAL €M MIDONTUX MMLELDO 9lBLeTA OHdualemy
OWNTOXQOSH MUHegOdULHEMDT WOmKeM mdl| "BoLaAgadL aH (MOHAL SMHeauMhewee) axa19Wl0o udu exxdareg
WaMHegOdULHEMST WUM uaunedunude UIMOIATOUO0U O MLIDOHXAS90U WMOHAURLHOEMdOL OU  UWBUHIXUET)]
MWI9g0JAdY LomHewy a1mHxsdida ‘(€77 u "Wd) edogloed OJOHhOSIGWLO LW QGZ OU WMMHAL 928 0g a1d9geqol
oMalawLo pomxkex ndy 'eed § UMHALL DLUOWLO U MNOHAL S0WMNADTT0D SLMUeTA MUNTEQANHM MUMHERHOMNO O]

‘Do LE+ dALedouwnwal
udu LAHUW QT SMHOhSL 8 019 LUAAUQANHM 1 eLOMHELL BUHRAMILNRE BUT WNOIeWAQ LIOMHELL SLMduMNes

"RLRIOILHOM LPIW Q0T OU MMHALF 909 089 91Ud3Hg

‘1IAHUW GT 9MHDhAL 8 NLd2genodu OWNTOXQOSH
aofeedgo XIaWaATaLwoon 1 mdLodogiad KoHAaurodiHOM ‘godu XI9Hhogodguued SMHI29HY ‘uaodx (1aweewru)
myirododiqad aoneedgo XIGWIATILDIU LMW GZ OU XBLRIUUQAT 8 9LMDIDHE MMHAL 919HAreLd0 g ‘uirododiad
noHarodiHOM U 1I9godu yoHhogodguLreXd LW §Z ou XeLelurgAd a IHAL 9MMoiAg10198.1000 9 91UDDHY

‘mL0dog19d YOoHALodLHONM M godu XI9HhogodguLrex
BUT YOHAL 4T 1 Xedolaou g g 19n€edgo a19WaATaLIOMN - a0UndLd 09.109hULON SOWNTOXQOSH AdnWed g SLULIDBWOL|

VEUUVHY IUHITIg0dU "6

Format version: 010

Instruction version: 1901

Document: K2191



K219I

10. OXXMOAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBblBasicb Ha pe3ynbTaTax WccnefoBaHuii, npoBeaeHHbix 000
«XEMA», pekoMeHAyeM Monb30BaTbCA HOPMaMu, MNpuBEAEHHbIMU HMXe. Bmecte c
TeM, B COOTBETCTBMMU C npaBunamm GLP (Xopoweli nabopaTopHOM MpakTUKK), Kaxaas
nabopatopusi Ao/MKHa camMa onpefenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnegyemMon nonynsaunn.

MpuMeyaHve. 3HauYeHUs KOHLEHTpauWuii TeCcToCTepoHa B uccneayeMbix obpasuax,
HaxoasWmecss HwXe rpaHuubl 4YyBCcTBUTEeNbHOCTM Habopa (0.06 nr/mn), a Takxe
npeBbillalOWmMe 3HavyeHue BepxHelr KanubposouyHor npobbel (100 nr/mn) cneapyet
npuBoAMTb B cneaywowen dopme: B wuccnegyemMoMm obpasue X KOHUeHTpauwus
TecTtocTepoHa Huxe 0.06 nr/mn nnu Bbiwe 100 nr/mn.

Eaunnubl, nr/mn
Wccnepyemad rpynna
Huxnnii npepen Bepxuuii npepen
My>XUmnHbI 4.5 42
PKEeHLWMHbI - 4.1
DKeHLWmHbI
nocTMeHonaysa 0.1 4.7

11. INTEPATYPA

1. Tietz, N.W. Textbook of Clinical Chemistry. Saunders, 1986.

2. Joshi, U. M., et al. Steroids 34 (1) 35 (1979)

3. Turkes, A., et al. J Endocrinol. 81 (2) P165 (1979)

4. Ismail, A. A., Niswender, G. D. Midgley, A. R. J. Clin. Endocr. Metab. 34, 177 - 184
(1972)

5. Rajkowski,K. M.,Cittanova N.,Desfosses, B.and Jayle, M.F. Steroids 29 no 5 1977

6. Widsdom G. B. Clin. Chem. 22/8, 1243 - 1255 (1976)

Mo BonpocaM, kacatwmmcs kadectsa Habopa «cBTECTOCTEPOH-U®DA >,
cnepyet obpawartbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-s Napkosas, 4. 48, 1-1 noa., 5 atax,

Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3NeKTpoHHas nouta: info@xema.ru;
MHTEPHET: WWW.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro ceppncaO00 «XEMA», k. 6. H. []. C. KocTpuknH
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Instruction for use

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

1. INTENDED USE

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

This kit is designed for measurement of free testosterone 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

Testosterone is a steroid with a MW of 288.4 Dalton. The main sites of testosterone
secretion are Leidig cells in interstitial tissue of testicles in men. In women testosterone
is secreted in the adrenals and is controlled by luteinizing hormone. Testosterone
stimulates development of male genital organs and formation of secondary sexual
features.

In males, testosterone secretion undergoes circadian rhythms with maximal
concentrations seen in the morning (6 am) and minimal - in the evening (8 pm). In
females, testosterone secretion is regulated by menstrual cycle with maximal levels
found in luteinic phase and during ovulation.

Testosterone circulates in the blood bound to three proteins: sex hormone
binding globulin (60-80%), albumin and cortisol binding globulin. Only about 1-2%
of the total circulating testosterone remains unbound or free. Even though it is still
under investigation, most researchers accept the free testosterone determination as
a measure of the biologically recommended to overcome the influences caused by
variations in transport proteins on the total testosterone concentration.

3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific to free testosterone-antibodies
simultaneously with conjugated Testosterone-peroxidase. Free testosterone from the
specimen competes with the conjugated testosterone 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.
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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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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;

- Dry thermostat for 37 °C £0.1 °C;

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

5.2, Storage and stability of the Kit

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

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

6. SPECIMEN COLLECTION AND STORAGE.

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

Specimens may be stored for up to 48 hours at +2...4+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 to +25 °C) before use.

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

- Itis 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.

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

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

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

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

9. CALCULATION OF RESULTS

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

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

9.3. Determine the corresponding concentration of free testosterone 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 AbsorbanceUnits (450 nm) Production control 1
x1000 s
CAL 1 0 pg/ml 2.596 T
cAL2 | 0.2 pg/ml 2.207 \\
CAL 3 1 pg/ml 1.767 W\ﬁ\
CAL 4 4 pg/mi 1.102 L
CAL5 | 20 pg/ml 0.646 ) ' T
CAL 6 100 pg/ml 0.271
Document: K2191 Instruction version: 1901 Format version: 010
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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 Testosterone. Based on data obtained by XEMA, the following normal range
is recommended (see below).

Sex, age Units, pg/ml
Lower limit Upper limit
Males 4.5 42
Females - 4.1

Females post
menopausal 0.1 4.7

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
Testosterone 100
5-alpha-dehydrotestosterone 16
Androstendiol 1.0
Androstendione 0.4
Androsterone <0.1
Dehydroepiandrosterone <0.1
Progesterone <0.1
Estradiol, Estriol <0.01
Cortisol,Pregnenolone <0.01

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.06 pg/ml.

11.3. Linearity

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

11.4. Recovery

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

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIEES 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

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

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

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

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

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

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

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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