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List of devices produced XEMA Co., Ltd.

Polmed.de

Vertretung und Reprdisentanz

XEMA Co., Ltd.

bld.48/4, 9th Parkovaya str.
Moscow 105264, RUSSIA,

Doc. 1/2022

| ©

registered in German (BfArM-DMIDS) with CE marking info@xema.ru; www.xema.ru
Form
Nomenclature term Catalog . EDMA number . . Certificate Registration
number Short name: Classification Class All changed by Registration number number date Exp. date
00313369
1. THYROID PEROXIDASE K131 aTPO EIA Cat. Nr K131 00082228
(INCL. MICROSOMAL) ANTIBODIES 12-10-03-01-00 other DE/CA59/1VD/13/44 00055095 2007-10-29
2. THYROGLOBULIN AUTOANTIBODIES | K132 aTG EIA Cat. Nr K132 12-10-03-04-00 other 00082229 DE/CA59/1VD/13/43 00055096 2007-10-29
3. MPO ANCA K133 aMPO EIJA Cat. Nr K133 12-10-90-09-00 other 00082229 DE/CA59/1VD/13/42 00055097 2007-10-29
4. TISSUE TRANSGLUTAMINASE K160; Anti-tTG IgG EIA Cat. Nr K160;
ANTIBODIES K161 Anti-{TG IgA EIA Cat. Nr K161 12-10-90-21-00 other 00082231 DE/CA59/1VD/13/41 00055098 2007-10-29
5. GLIADIN ANTIBODIES K180; Gliadin IgG EIA Cat. Nr K180, 00082232/
K181; Gliadin IgA EIA Cat. Nr K181 ; 00055099
KIS2A, Deamidated Gliadin IgA EIA, 12-10-90-06-00 other C(})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




Form

Nomenclature term Catalog . EDMA number . . Certificate Registration
number Lo Classification e All changed by Registration number number date L34 GRYEE
00313369
28. | OTHER CANCER ANTIGENS K227, MUCI1 M22 EIA
K228 Cat. Nr K227;
MUCIL Mo0 EIA Cat. Nr K228 12-03-01-90-00 other 00082266 DE/CA59/IVD/13/17 00055126 2007-10-29
29. | OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA Cat. Nr K232 12-03-90-90-00 | other 00082267 DE/CAS59/1VD/13/16 00055127 2007-10-29
30. | B HUMAN CHORIONIC K235 Free beta HCG EIA Cat. Nr K235 00055128
GONADOTROPIN (INCL. SUBUNIT) 12-05-02-06-00 other 00082268 DE/CA59/IVD/13/15 2007-10-29
31. | PREGNANCY ASSOCIATED PLASMA | K238 PAPP-A EIA Cat. Nr K238
PROTEIN - A (DOWNS) 12-05-02-10-00 other 00082269 DE/CAS59/1VD/13/14 00055129 2007-10-29
32. | OTHER OTHER PLASMA PROTEINS K240 Alveomucin EIA Cat. Nr K240 12-01-90-90-00 other 00082270 DE/CA59/IVD/13/13 00055130 2007-10-29
33. | C-REACTIVE PROTEIN K250 CRP EIA Cat. Nr K250 12-11-01-09-00 other 00082271 DE/CA59/IVD/13/12 00055131 2007-10-29
34. | SEX HORMONE BINDING GLOBULIN | K268 SHBG EIA Cat. Nr K268 12-05-01-09-00 other 00082272 DE/CA59/IVD/13/11 00055132 2007-10-29
35. | TROPONIN (T + 1) K291 Troponin I EIA Cat. Nr K291 12-13-01-07-00 other 00082273 DE/CA59/IVD/13/10 00055133 2007-10-29
36. | IMMUNOGLOBULIN G K271 Total IgG EIA Cat. Nr K271 12-01-01-05-00 other 00082274 DE/CA59/IVD/13/9 00055134 2007-10-29
37. | IMMUNOGLOBULIN G SUBCLASS K272; T¢G2 EIA Cat. NrK272;
REAGENTS K274 18G4 EIA Cat, Nr K274 12-01-01-06-00 other 00082275 DE/CA59/1VD/13/8 00055135 2007-10-29
38. | IMMUNOGLOBULIN A K275 Total IgA EIA Cat. Nr K275
12-01-01-01-00 other 00082276 DE/CA59/IVD/13/7 00055136 2007-10-29
MM LOBULIN M K2 Total IgM EIA Cat. Nr K2
39 UNOGLOBU 77 olle Cat. NrK277 12-01-01-07-00 | other 00082277 DE/CASYIVD/13/6 00055137 2007-10-29
KQI13; AutoQon AT immunoassay control set 2025-05-25
Cat. Nr KQ13;
40. RHEUMATOID/AUTOIMMUNE KQ14; AutoQon ANA/ENA immunoassay
CONTROLS control set Cat. Nr KQ14;
KQl15 AutoQon ACL immunoassay control set 12-50-01-14-00 other 00082278 DE/CAS59/IVD/13/5 00055138 2007-10-29
Cat. Nr KQ15
41. | HORMONE CONTROLS KQ21 Pé‘;rtm;?l‘;‘(’)‘z“fm““oa“ay control set 12-50-01-04-00 | other 00082279 DE/CASYIVD/13/4 00055139 2007-10-29
42| TUMOUR MARKER CONTROLS KQ22 82;“3;’%8;’;““0355@ control set 12-50-01-10-00 | other 00082280 DE/CA59/TVD/13/3 00055140 2007-10-29
43. | CYFRA 21-1 K236 CYFRA 21-1 EIA 12-03-01-20-00 other 00120946 DE/CA59/1VD/13/45 00078973 2011-08-11
44. | CANCER ANTIGEN 724 K244 CA 124 EIA 12-03-01-05-00 other 00120947 DE/CA59/IVD/13/46 00078974 2011-08-11
4. Eggﬁ%g% THYROID STIMULATING | K20IN TSH-Neo EIA 12-04-01-03-00 other 00120948 DE/CA59/IVD/13/47 00078975 2011-08-11
46. | ESTRIOL K218 Free Estriol EIA 12-05-02-02-00 other 00120950 DE/CA59/IVD/13/48 00078977 2011-08-11
47. | IMMUNOGLOBULINE - K200S Specific IgE EIA
MONOTEST/MONORESULT - MULTI 12-02-01-04-00 other 00120951 DE/CA59/IVD/13/49 00078978 2011-08-11
AG
48. KAPPA AND LAMBDA CHAIN K279K Free kappa Igg light chain EIA,
K270L Free lambda lgg light chain EIA 12-01-01-20-00 other 00120952 DE/CA59/IVD/13/50 00078979 2011-08-11
49. | TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 12-01.90-08.00 other 00125311 DE/CASYIVD/13/51 00081283 2013-01-09
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 12-03.90-08.00 other 00126089 DE/CASO/IVD/13/52 00081687 2013-03-20
51 OTHER OTHER TUMOUR MARKERS K239 HE -4 EIA Cat. Nr K239 12-03-90-90-00 other 00126090 DE/CA59/IVD/13/53 00081688 2013-03-20
52. | HSVIgG K104 HSV %2 1gG EIA (Cat. NrK104) 15-04-03-05-00 other 00127648 DE/CAS9/IVD/13/67 00082628 2013-09-10
53. | HSVIgM K104M HSV 72 1gM EIA (Cat. Nr K104M) 15-04-03-06-00 other 00127649 DE/CAS59/IVD/13/66 00082629 2013-09-10
54. | MYCOPLASMA ANTIBODY ASSAYS | K106 Mycoplasma IgG EIA (Cat. Nr K106) 15-01-08-03-00 other 00127650 DE/CAS59/IVD/13/65 00082630 2013-09-10
55. | SYPHILIS ANTIBODY ASSAYS TOTAL | K111 Treponema pallidum Total Ab EIA
15-01-03-03-00 other 00127651 DE/CA59/1VD/13/64 00082631 2013-09-10

(Cat. NrK111)




Form

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

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

MHCTPYKUIA NO NPUMEHEHWIO HABOPA PEATEHTOB
Ana UMMYHO®EPMEHTHOIO OMNMPEAENIEHNA

lgG AHTUTEN K AHTUTEHAM CYTOMEGALOVIRUS

B CbIBOPOTKE (MJ1IA3ME) KPOBU

«Cytomegalovirus IgG-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF IgG ANTIBODIES TO CYTOMEGALOVIRUS
IN HUMAN SERUM OR PLASMA

Cytomegalovirus IgG EIA

HOMEP O KATASIOTY K103
TY Ne 9398-103-18619450-2009

PErTMCTPALMOHHOE YOOCTOBEPEHUE
Ne ®CP 2010/07034 ot 1 mapTta 2010 T.

AnTtuTena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTBYIOT
KOHTpOnbHble CbIBOPOTKY, BXOAALLME B COCTaB Habopa, MHAKTVBUPOBaHbI.

W For 96 determinations/ Ha 96 onpepeneHun

[nA uH 8UMPO ANArHOCTUKA

G,
@iﬁ‘\} u XEMA Co., Ltd.

The 9th Parkovaya str., 48

o\ B 105264 Moscow, Russia

@;E“T'F'C“” Tel./fax: +7(495) 510-57-07

e-mail: redkin@xema-medica.com
K & | internet: www.xema-medica.com
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K103I

«YTBEPXOEHA»
Mpwuka3 PocagpaBHaaszopa N2 1495-Mp/10 ot ot 1 mapTta 2010 .
KPA N? 74903 ot 29.10.2009 r.

MUHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AIMMYHO®EPMEHTHOIO ONPEAEJIEHUA
IgG AHTUTEJ1 K AHTUFEHAM CYTOMEGALOVIRUS
B CbIBOPOTKE (MJIASME) KPOBU
«Cytomegalovirus IgG-UDA»

1. HABHAYEHMUE

1.1. Habop peareHtoB «Cytomegalovirus IgG-U®A» npeagHasHayeH Ans
KO/MYECTBEHHOrO  onpeaeneHns  KoHueHTpauunm IgG  aHTUTEeNn K  aHTUreHam
Cytomegalovirus B cbiBOpoTKe (Ma3Me) KpoBM  MeTOAOM  TBepAodasHoOro
MMMYHOMEPMEHTHOIO aHanmsa.

1.2. Cytomegalovirus (LIMB) OTHOCMTCSi K CEMENCTBY repnecBUMpycoB W MOXeT
Bbl3blBaTb K/IMHWYECKM Masio3HauYMMble OCTPble BOCNaJUTENbHblE peakumn y aeTen
1 B3pocnbix. LUMB mMoxeT nepenaBaTbCs 4Yepes C/OHY, MOYy, CTy/, CNepMy, LueeyHbln
CeKpeT W MOJIOKO, a TaKXe MNPOHWKaTb 4epe3 nnaueHTy. Bbicokas 3apaXeHHOCTb
BCTpeYaeTcs Yy JAeTer, nocelwjalolwmx AeTckue caabl, wkonbl. Cpean HaceneHus
MHOULMPOBAHHOCTb YyBeNnyMBaeTcs C BO3pacToM, B uenoMm ot 60 go 90% Bcex
MHAMBNAOB MHDUUMpoBaHbl LIMB 1 cepono3untmBHbl (T.e. uMMelT cneumdbunyeckne
IgG-aHTuTEeNna B CbIBOPOTKE KPOBW). [laHHble aHTUTEeNa He 3alMLaoT OT peakTuBaumm
NaTeHTHOro BMpYyca, HO MOryT C/yXWTb KOCBEHHbIM MOKasaTesieM akTMBHOCTM LIMB
B opraHusme 4yenoseka. NHdpuumposaHue LIMB Hanbonee onacHo B NMepBbli TPUMECTP
6epemMeHHOCTU. M0O3TOMY BeaeHWe 6epeMeHHOCTU y CepoHeraTUBHbIX XeHLWWH TpebyeT
0cobbiX Mep (OrpaHuyeHWe KOHTaKTOB) WM onpefeneHue cratyca MMMyHuTeTa K LIMB
(IgG-aHTMTEN) BbINOMHSAETCA ANS OLEHKM MMMYHHOrO CTaTyCa XeHLUH A0 U B NepBble
Hepenn 6epemeHHocTu. OcCTpasi LMTOMEranoBMpycHas WHdeKuns y cepoHeraTUBHOM
6epeMeHHON XeHWwMHbl (He wMeowern cneumndbunyecknx IgG-aHTUTEN) MOXeET
NpUBECTU K NPOHWKHOBeHMO LIMB yepes nnaueHTy 1 TaxenbiM deTanbHbIiM gedekTam
(nopaxeHust LUHC n neyeHun). Y 60sbHbIX C MMMyHoAeduumTamMm peaktuBaums LIMB,
4YaCTO COMPOBOXAAKLLASACA PE3KUM POCTOM TUTpa cneunduyecknx IgG-aHTuTen, MoxeT
NPUBECTU K TSHXKENbIM U UHOIAA CMEPTESIbHbIM OC/IOXHEHUSAM, BK/THOYAOLWMM NOpaXKeHns
Nerkmx, >XenyaoyHo-kuweyHoro TpakTta, LIHC, noyek. BbisBneHue cepoHeraTvBHbIX
WHAVMBWAOB TaKXe BaXHO B TPaHCMIAHTONOMMM, TakK KakK nepecajgka OpraHos
OT CEPOMO3UTUBHbIX JOHOPOB CEPOHEraTUBHbLIM peLMnMeHTaM He A0oMycKaeTcs.
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2. MPUHUMN PABOTbl HABOPA

OnpegeneHne IgG aHTMTENn K aHtureHam Cytomegalovirus oOCHOBaHO Ha
MCMNOb30BaHMM HEMNpPSAMOro BapuvaHTa TBepAodas3HOro MMMyHO(EPMEHTHOro aHanmsa.
Ha BHyTpeHHel NOBEPXHOCTU TIYHOK NaHLWeTa UMMObunnsoBaH aHTuMreH - CMV. AHTuTena
13 obpasua CBSA3bIBAOTCA C @HTUIMEHOM Ha MOBEPXHOCTM NyHkW. O6pasosasLUMIACA
KOMMJ1EKC BbISIBASIOT C MOMOLLbIO KOHbIOraTa MbILUMHBIX MOHOKIOHANbHbIX aHTuTen Kk IgG
yenoBeka C NepoKcnaason xpeHa. B pesynbrtate o6pasyeTcs CBSA3aHHbIMA C NIACTUKOM
«C3HABMY», cofepxalinin nepokcnaasy. Bo Bpems nHkybaummn c pactsopom cybctpaTa
TeTpameTunbensmamHa (TMB) npoucxoauT OKpalMBaHue pacTBOPOB B JIyHKax.
NHTEHCMBHOCTb OKPacKu NpsiMO NPOMNopLUMOHanbHa KOHUEeHTpaumm cneumduyecknx IgG
aHTUTen K aHtureHam Cytomegalovirus.

3. AHAJIUTNYECKUE XAPAKTEPUCTUKHU

3.1. CneundnUHOCTDb. ICN0b30BaHME BbICOKOOUNLLEHHOIO NpenapaTa no3sonseTt
AOCTUYbL BbICOKOM cneunduyHoOCTM aHanmsa. [na onpeaeneHns KONMYECTBEHHbIX
XapakTepuctuk Habopa peareHTOB WCMNONb30BaH MeXAYHAapOAHbIN CTaHAAPTHbIN
obpa3sel, nonyyeHHbI u3 NHctutyTa Mayna Spnuxa (Fepmanns), PEI-St.

3.2. Bocnpon3BoauMOCTb.

KoadpduumeHT Bapumaumm pesynbTaToB onpeaeneHns copepxaHusa IgG aHtuten
K aHTureHam Cytomegalovirus B 0o4HOM 1 TOM e obpasue CbiIBOPOTKM (N1a3Mbl) KPOBU
C ucnonb3osaHmeM Habopa «Cytomegalovirus IgG-U®A» He npesbiwaeT 8.0%.

3.3. JInHeiHOCTb.

3aBMCUMOCTb KOHLUEeHTpaunn IgG aHTuTen k aHtTureHam Cytomegalovirus B o6pasuax
CbIBOPOTKM (MNN1a3Mbl) KPOBW MpU pasBefeHUMWM UX CbIBOPOTKOWM (Na1a3Moin) KPoOBW, He
copepxallern IgG aHTuTena k aHtTureHam Cytomegalovirus, nMeeT NNMHENHbI XapakTep
B AManasoHe KoHueHTpauuii 0.5-6 Ea/mn n coctasnset £10.0%.
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5. MEPbI MPEAOCTOPOXXHOCTU

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

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

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

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

5.4. lNpu pabote c Habopom cneayeT HageBaTb OA4HOPA30Bble pPE3UHOBbIE WU
niacTMKOBble MepyaTku, Tak Kak obpasubl KpoBM 4yenoBeka cneayeT paccMaTpuBaTb
Kak MoTeHUManbHO WHMUUMPOBAHHbBIN MaTepuasna, ChoCOOHbIN ANnTeNbHOE BpeMs
coxpaHaTb M nepepasatb BWY, Bupyc renatuta wnm nwobon apyrov Bosbyautennb
BUPYCHOWN UHGEKLUUN.

6. OBOPYJOBAHUE U MATEPUAIJDbI,
HEOBXOAWMBIE NMPU PABOTE C HABOPOM
- doTOMETp BEpTMKaNIbHOrO CKaHMPOBaHMS, MO3BONSAKOWMA U3MEPSTb OMNTUYECKYHO
MJIOTHOCTb COAEPXMMOrO JIYHOK MaHLWeTa npu AnvHe BOAHbl 450 HM;
- TepMmocTaT, noaaepxuBatowmnii Temnepatypy +37 °C 0.1 °C;
- [03aTopbl CO CMEHHbIMM HaKOHEeYHMKaMu, TOo3BoSISOWME OT6MpaTb 06BEMbI
B AnanasoHe 5-250 mkn;
- UMAMHAP MepHbI BMecTuMocTbio 1000 Mn;
- BOA@ AUCTUINIMPOBAHHas;
- Mep4aTKu pe3nHOBble UK NNACTUKOBBIE;
- bymara ¢unbTpoBanbHas.

7. NOArOTOBKA PEAFEHTOB A/ AHAJIU3A

7.1. Mepen npoBefeHneM aHanM3a KOMMNOHeHTbl Habopa n nccneayemsie obpasubl
CbIBOPOTKM (NNasMbl) KpPOBM cneAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpuroTtoBJsieHMe NJaaHLIeTa.

BCKpbITb MakeT C NaaHWeTOM U YCTaHOBWUTb Ha paMKy HeobxoAmMoe KONMM4yecTBO
ctpunos. OcTaBlWMecs  HEWCMNONb30BaHHbIMKM  CTpUMbl, 4YTObBbI  NpeaoTBpaTUTb
BO3JENCTBME Ha HUX BRaru, TwaTenbHO 3aknenTb ByMaron Ans 3akieMBaHns NaaHLWeTa
M XpaHUTb Npu TemnepaType +2...+8 °C B TedeHuMe BCero cpoka rogHoctn Habopa.

7.3. MpurotoBsieHne OTMbIBOYHOIO pacreopa.

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

8.1. Habop peareHtoB «Cytomegalovirus IgG-UDA» fOMKEH XPaHUTBCA B YNaKoBKe
npeanpusaTUS-u3rotoBuTens npu Temnepatype +2..+8 °C B TeyeHwe BCeEro Cpoka
roAHOCTM, yKa3aHHOro Ha ynakoeke Habopa. [lonyckaeTcs xpaHeHue (TpaHCNopTUpoBKa)
Habopa npu Temnepatype o +25 °C He 6onee 15 cyTok. He gonyckaeTcs 3aMmopaxuBaHue
uenoro Habopa.

8.2. Habop paccumTaH Ha npoBeAeHMe aHanusa B AybaunkaTtax 42 nccnenyemblx
obpasuoB, 5 kanubpoBouyHbIX Npo6 M 1 Npobbl KOHTPOSBLHOM CbIBOPOTOKKM (BCEro
96 onpeneneHui).

8.3. B cnyyae apobHoro ucnonb3oBaHuMs Habopa KOMMNOHEHTbl cneayeT XpaHuUTb
cneaywowmm obpasom:

—  OCTaBLUMECS HEWUCNOosIb30BaHHbIMW CTPUMbI HEO6XOAMMO TLlATENIbHO 3aKenTb

6yMaroii Ans 3akiemBaHus NaaHWweTa U XpaHuUTb Npu Temnepatype +2...4+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

-  WNODA-Bydep, koHblOraT, cybCcTpaT, CTOM-peareHT nocsie BCKPbITUA (1akoHOB
cnepyeTr XpaHuTb npu Temnepatype +2..+8 °C B TeuyeHMe BCero cpoka
rogHoctn Habopa;

- KanmbpoBOYHbIE NPO6bI U KOHTPOJIbHYIO CbIBOPOTKY MOC/E BCKPbITUA (DN1IaKOHOB
cnepyeT xpaHuTb Npu Temnepatype +2...+8 °C He 6onee 2 mecsues;

- OCTaBLUMNCA HENCMOsIb30BaHHbIM KOHLIEHTPaT OTMbIBOYHOIO pacTeBopa crneayer
XpaHuTb nNpu Temnepatype +2..+8 °C B TeyeHme BCero cpoka FOAHOCTU
Habopa;

- OCTaBLUMNCA HEUCnosib30BaHHbIM KOHUEHTpAaT OTMbIBOYHOro pacTBOpa cneayet
XpaHUTb npu TemnepaType +2..+8 °C B TeyeHWe BCero cCpoka roAHOCTU
Habopa. lMpuroToBneHHbIM OTMbIBOYHbIA pacTBOp cleayeT XpaHuTb Mpw
KOMHaTHoW Temnepatype (+18...+25 °C) He 6onee 15 cyToK unu npu TemnepaType
+2...+8 °C He 6onee 45 cyToK.

MpumeyaHue. Mocne UCNonb3oBaHUA peareHTa HeMeANleHHO 3aKpbiBaWTe KpbIWKY

dnakoHa. 3akpbiBanTe Kaxabln (NakoH CBOEN KPbILLKOW.

8.4. 1na npoBeaeHWs aHanusa He cneayeT WMCMNOMb30BaTb FEMOSIM3UPOBAHHYIO,
MYTHYIO CbIBOPOTKY (N/1a3My) KPOBM, @ Takxe CbIBOPOTKY (M1asMy) KpOBWU, COAEPIXKALLYIO
a3ung HaTtpus.Ecnu aHanms3 NpousBOAUTCA HE B AEHb B3ATUSA KPOBM, CbIBOPOTKY (Maasmy)
cnefyet XpaHuTb npu TemnepaTtype -20 °C. [MoBTOpHOE 3aMopaxvmBaHue-oTTanBaHue
06pa3LoB CbIBOPOTKM (Mf1a3Mbl) KpPOBM He ponyckaetcs. [onyckaeTcs uccnefoBaHue
CbIBOPOTOK, XpaHeHWe KOTOPbIX C MOMeHTa 3abopa KPOBU OCYLLECTBANOCh NPy TeMnepaType
oT +2 °C go +8 °C He 6onee 7 CyTOK.

8.5. VckntoyaeTcs mMcnonb3oBaHue Ana aHanu3a obpasuoB CbIBOPOTKM (MnasMmbl)
KPOBW NIOAEN, NOMNYyYaBLWMX B LENsaxX AUAarHOCTUKM UM Tepanuu npenapatbl, B COCTaB
KOTOPbIX BXOAAT MbIWMHbIE aHTUTenNa.

8.6. lMpn wucnonblosaHun Habopa Ana npoBeAeHUS HECKObKUX He3aBUCUMbIX
cepyin  aHanu3oB creayeT WMeTb B BUAY, YTO AN8  KaXAoro He3aBUCMMOro
onpeneneHnss Heob6xoAUMMO MOCTPOEHWE HOBOro KannmbpoBo4yHOro rpadwuka; Kpome
3TOr0, PpeKoMeHAyeTCcs onpeaeneHne KoHueHTpaumn IgG aHTMTen K aHTUreHam
Cytomegalovirus B KOHTPO/IbHOWM CbIBOPOTKE.

8.7. [ins nony4yeHns HaAeXHbIX pe3ynbTaToB HeobXoAMMO CcTporoe cobniogeHue
MHCTpyKUunmM no npumeHeHnto Habopa.

8.8. He wucnonb3yinte KOMMOHEHTbI M3 APYrMx HabopoB WAW M3 aHaNOrM4YHbIX
HabopoB Apyrnx cepun.
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10. OXXMAAEMbIE 3HAYEHNA N HOPMbI

10.1. OcHoBbIBasicb Ha pesyfbTaTtax WccnefoBaHui, npoBedeHHbix 000
«XEMA», peKoMeHAyeM Mosib30BaTbCs HOpMaMu, NMpUBEAEHHBLIMU HUXeE. BMecTe C Tew,
B COOTBETCTBUM C npaBunamum GLP (Xopowei nabopaTopHOM MNpaKTUKKW), Kaxaas
nabopatopusi Ao/KHa cama onpeaennTb MNapaMeTpbl HOPMbl, XapaKTepHble AN
obcnenyemon nonynauuu.

10.2. HekoTopble nabopaTopuM Ha OCHOBaHMW pPe3ysbTaTOB COBCTBEHHbIX
nonynsuMOHHbIX WCCNefoBaHWi BBOAAT «BTOpPOK cut-off», pacnonoXeHHbIn Mexay
aHaMHeCTUYECKUM («KHOPMasibHbIM») U «BbICOKMM>» ypoBHeM IgG-aHTuTeN, XapaKTepHbIM
ANS peakTMBaUMW UM NO34HEro nepuoaa NepBUYHON MHMEKUUN. 3HAUYEHUS «BTOPOro
cut-off» ana Bo3pacTHbIX rpynn 8 Mec-3 roga u crtapwe 3 neT npuseaeHbl B Tabnuue
0XMnAaeMbIX 3HaYEHUN.

Ecnu 3HauyeHue nexut B uHTepBane ot 0.6 Ea/mn (K ot 1.1) pno «BTOpoOro cut-
off», 3To MOXeT cBMAeTeNnbLCTBOBaTb JIMO0 O Haya/lbHOM Nepuoae NepPBUYHON NHGEKLUN,
nmbo 06 nHdekunmn, nepeHeceHHor paHee. YTob6bl MPOSICHUTL CUTyaumo, Heob6xoaMMOo
nccnenoBaTb NOBTOPHbIE 06pasLbl KPOBU TOMO XXe NaumeHTa, B3siTble Yepe3 HEeCKOJIbKO
Hepenb. HapactaHue TuTpa B MNOBTOPHOM obpasue CBUMAETENbCTBYET O HalMymm
nHdekunn. Ecnm xe TUTp He HapacTaeT, 3TO CBUAETENbCTBYET 06 OTCYTCTBUU aKTUBHOM
MHbEKUNN N 06 aHaMHECTUYECKOM xapaKTepe aHTuTen.

Ecnn koHueHTpaumss B uccneayemom obpasue, npeBbillaeT 3HayeHue BepxXHeW
KanmbpoBoyHon Npobbl (6.0 Ea\mMn), ero cnegyeTt AononHUTENbHO pa3Bectn bydepom
Ans passeneHuns obpasuos B 10 pas n 6onee. MNpu pacyeTe KOHUEHTpaUMM HE06X0ANMO
YMHOXWTb MOJSTyYeHHbI pe3ynbTaT Ha PakTop pasBeaeHus.

Eauuuupl, Eg/mn Egununubi gon., K
Wccnepyemas rpynna i
ad 4 Hwxhmiinpegen | Bepxuwiinpepen | Hwxuuii npepen E|e|)pex;e|1|“

CepoHeraTtmBHble <0.1 0.5 <0.1 0.9
Cepono3nTuBHbIe
crapuwe 3 net 0.6 2.7 1.1 4.9
HoBopoxaeHHble* <0.1 0.9 <0.1 1.7
no 8 mecsiueB* <0.1 1.9 <0.1 3.5
8 mecsaues - 3 roga <0.1 3.1 <0.1 5.5
*MaTepuHCKne aHTuTena
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11. INTEPATYPA

1. EpwoB ®. W., KacbsiHoBa H. B. LutomeranosupycHas udekumsi (COBpeMeHHble AaHHble 06
3MUAEMNOSIONNN, KITIMHUKE, AMarHocTuke u Tepanuu) // WHdekumn n aHTuMmMKpobHasa Tepanus. —
2002 - 1.4 - N°4

2. Revello M. G., Gema G. Diagnosis and management of human cytomegalovirus infection in the
mother, fetus and newborn infant // Clin. Microbiol. Rev. - 2002- v.15, no.4 - p.680-715

3. Pass R. F. Cytomegalovirus infection // Pediatrics in Reviews — 2002 - v.23, no.5 - p.25-29

4. Plachter B., Weiczorek L., Scholl B.C. et al. Detection of cytomegalovirus antibodies by an
enzyme-linked immunosorbent assay using recombinant polypeptides of large phosphorylated
tegument protein pp150 // J. Clin. Microbiol. - 1992 - v.30, no.1 - p.201-206

5. Vomhangen R., Plachter B., Hinderer W. et al. Early serodiagnosis of acute human cytomegalovirus
infection by enzyme-linked immunosorbent assay using recombinant antigens // J. Clin. Microbiol.
- 1994 - v.32, no.4 - p.981-986

Mo BonpocamM, kacawwmumcsa kayectsa Habopa «Cytomegalovirus IgG-U®DA»,
cneayet obpawaTtbcs B 000 «XEMA» no agpecy:

105043, r. MockBa, a/sa 58

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

Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)
3N1eKTPOHHasa noyTa: info@xema.ru; rgc@xema.ru

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

PykoBoauTenb cnyx6bl knueHTckoro cepenca OO0 «XEMA»,
K. 6. H. . C. KOoCTpukunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF IGG
ANTIBODIES
TO CYTOMEGALOVIRUS IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of IgG antibodies to Cytomegalovirus in blood serum or plasma.

This kit is designed for measurement of IgG antibodies to Cytomegalovirus
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

Cytomegalovirus (CMV) belongs to herpesviruses and often causes clinically
asymptomatic or mild infection, mostly in young children. It can be transmitted via
stool, saliva, and breast milk. CMV can also be transmitted via the placenta and cause
severe fetal malformations. Specific IgG-antibodies to CMV are evaluated in women
before or during pregnancy to assess and manage the risk of transplacental fetus
involvement.

In immunocompromised hosts, CMV reactivation or primary infection may have
serious and even life-threatening consequences. Therefore, the absence of specific
IgG-antibodies to CMV (seronegativity) in organ transplant recipients requires the
seronegativity of the donor.

Specific IgG-antibodies to CMV do not protect from virus reactivation, and usually
raise in titer during reactivation caused by decrease of immune system capacity
to control the virus replication.

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.

Document: K103I Instruction version: 1901 Format version: 501
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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.

Document: K103I Instruction version: 1901 Format version: 501
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5.2. Equipment and material required but not provided

Distilled or deionized water;

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

Calibrated micropipettes with variable volume, range volume 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 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.

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:
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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

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.

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

Units, U/ml
Sex, age Lower limit Upper limit
Seronegative <0.1 0.5
Seropositive > 3 years 0.6 2.7
newborn* <0.1 0.9
under 8 months* <0.1 1.9
8 months - 3 years <0.1 3.1

*antibodies of maternal origin

11. LITERATURE

1. Ershov F. I., Kasjanova N. V. Cytomegalovirus infection (current knowledge about epidemiology,
clinical picture, diagnostics and therapy). Ingfektsii i antimicrobnaya terapiya. - 2002 - v.4 - #4.
2. Revello M. G., Gema G. Diagnosis and management of human cytomegalovirus infection in the
mother, fetus and newborn infant // Clin. Microbiol. Rev. - 2002- v.15, no.4 - p.680-715

3. Pass R.F. Cytomegalovirus infection // Pediatrics in Reviews — 2002 - v.23, no.5 - p.25-29

4. Plachter B., Weiczorek L., Scholl B. C. et al. Detection of cytomegalovirus antibodies by an
enzyme-linked immunosorbent assay using recombinant polypeptides of large phosphorylated
tegument protein pp150 // J. Clin. Microbiol. - 1992 - v.30, no.1 - p.201-206

5. Vomhangen R., Plachter B., Hinderer W. et al. Early serodiagnosis of acute human cytomegalovirus
infection by enzyme-linked immunosorbent assay using recombinant antigens // J. Clin. Microbiol.
- 1994 - v.32, no.4 - p.981-986
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Cumeon / Symbol

3HaueHune cumBona / Symbolize

Mpowussoantens / Manufacturer

[Hata npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

(o)

Homep cepwun / Batch code

3
3
2
z
H

Mcnonb3oBaTh Ao (roa-mecau) / Use By

S

OrpaHuyeHune TemnepaTypbl / Temperature limitation

IVD

ToNbKO AN MH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumaHue! / Caution, consult accompanying documents

He ncnonb3osBaTb Npu HapyLWEHUN LEeNOCTHOCTU YNaKoBKu /
Do not use if package damaged

SORB MTP

MnaHwert / EIA strips

CAL

Kann6poso4yHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cyb6cTpaTa TeTpametunberHsmnamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLLeHTpaT 0TMbIBOYHOIO pacTtsopa /
Washing solution concentrate

STOP

ME L

Cron-peareHT / Stop solution

DIL

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 «Xema», Ten.: (044) 422-62-16;

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

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB AJ1A UMMYHO®EPMEHTHOIO
OMPEAENEHUA IgM AHTUTEN K AHTUTEHAM
CYTOMEGALOVIRUS B CbIBOPOTKE (MJIA3ME) KPOBU

«Cytomegalovirus IgM-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF IgM ANTIBODIES TO CYTOMEGALOVIRUS
IN HUMAN SERUM OR PLASMA

Cytomegalovirus IgM-EIA

HOMEP MO KATANOTY K103M
TY Ne 9398-1031-18619450-2009

PEFMICTPALIMOHHOE YOOCTOBEPEHWE
Ne ®CP 2010/07073 ot 16 mapTa 2010 1.

Antutena k BUY 1,2, Bupycy renatuta C n HBsAg otcyTcTaytoT
KoHTponbHble CbIBOPOTKM, BXOAALME B COCTaB Habopa, HAaKTUBUPOBaHbI.

W For 96 determinations/ Ha 96 onpepeneHun

[inA uH 8UMPO ANArHOCTUKN

P u XEMA Co,, Ltd.

8 } The 9th Parkovaya str., 48

o\ B 105264 Moscow, Russia

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

e
5g x e-mail: redkin@xema-medica.com

K $8 internet: www.xema-medica.com
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K103MI

«YTBEPXOEHA»
Mpukas PocsagpaBHaasopa N2 2075-Mp/10 ot 16 mapTa 2010 r.
KP4 N2 4197 ot 28.01.2010

MHCTPYKUUA NO NPUMEHEHWNIO HABOPA PEATEHTOB
ana AMMYHO®EPMEHTHOIO OMNPEAEJIEHUA IgM AHTUTEN
K AHTUTEHAM CYTOMEGALOVIRUS B CbIBOPOTKE (MJIA3SME)

KPOBMU «Cytomegalovirus IgM-UDA »

1. HASBHAYEHME

1.1. Habop peareHToB «Cytomegalovirus IgM-U®A» npegHasHayeH AN
Ka4yeCTBEHHOro onpeaeneHus KoHueHTpauum IgM aHTuTen k aHtureHam Cytomegalovirus
B CbIBOPOTKE (ns1asmMe) KpoBM MeTOA0M TBEpAO(Da3HOro MMMyHOMEPMEHTHOrO aHannsa.

1.2. UutomeranoBupycHasa wuHdekuns (LULMBU, Cytomegalovirus) - BupycHoe
nHdekumoHHoe 3aboneBaHuMe yenoBeKka, npoTekawwee B CYOKJIMHUYECKONW U
KNMHU4Yeckol ¢dopMax C MECTHbIMW WAW MOJIMOPraHHbIMU MOpaxXeHusamMn. PeunamBsbl
60ne3Hn 06ycnoBneHbl MOXW3HEHHOW MNepcucTeHumen Bupyca B WHPULUPOBAHHOM
opraHusme. B 6onblIMHCTBE CrlydyaeB npoTekaHue LUIMBW 6eccMMATOMHO, KJIMHUYECKne
nposieneHns LULMBU HabntofatoTca B yCIOBUAX MUMMYHHOW HEAOCTAaTOYHOCTH (BCeacTBME
BNY-nHbekunm, xummoTepanmm, UMMyHoCyrnpeccuBHoi Tepanun). LLMBU y 6epeMeHHbIx
MOXEeT MPUBOAUTb K BHYTPUYTPOOHOMY MHOULMPOBAHUIO U (OPMMPOBAHMUIO MATONOrNKU
nnoaa. NosaToMy BaxHoe 3Ha4yeHue MMetloT fnabopaTopHble MeToabl AMarHocTukn LIMBU,
ocobeHHO nepej nepecajKol OpraHoB, a TakXe Ha 3Tane njiaHMpoBaHUs 6epeMeHHOCTH.

1.3. Mpy nNepBUYHOM WHPUUMPOBAHUM LUTOMErasoBMpyCcOM 4esioBeka 4epes
HECKOJIbKO HeAesNb B KPOBU BbIABASAOTCA cneunduyeckmne k LLMB IgM aHTuTena, KoTopbie
UMPKYIMPYIOT B KPOBW Ha MPOTSXKEHUN HECKONbKUX Hedeslb U MeASIeHHO CHMXAloTCs
yepes 4-6 mecsueB. AHTU-LIMB cneuundudeckme IgG aHTUTENa MOSBASIOTCA B KPOBM
Ha Hepaento nosxe IgM cneunduyecknx aHTuTen. AHTMTENa IgG coxpaHsaTCA B KPOBU
Ha NPOTSAXEHUM BCEN XM3HU. PeakTuBaumnsa nHdeKLMN Bbi3biBaeT HapacTaHue Tutpa IgG
aHTUTEen, HepeaKo Nnpu 3ToM NoaHMMaeTcst U TUTp IgM, HO He 40 Takoro YpoBHS, Kak npwu
NepBMYHOM 3apaxKeHuu.

2. NIPUHUMN PABOTblI HABOPA

OnpegeneHne IgM aHTMTen Kk aHTureHam Cytomegalovirus ocHoBaHO Ha
MCNonb30BaHMM NpuHumMna «IgM-3axsaT» TBepAO0dPA3HOro MMMyHOMEPMEHTHOIO aHanns3a.
Ha BHyTpeHHeln MNOBEpPXHOCTWM NYHOK MNnaHlwweTa MMMOOUANM30BaHbI MOHOKJIOHasbHble
aHTuTena k IgM. AHTuTena u3 obpasua CcBA3bIBAOTCA C aHTUTeNnamMun K IgM Ha TBepaon
dasze. Obpa3oBaBLININCA KOMMIEKC BbIABASIOT C MOMOLLbIO KOHblOraTta aHtureHa LIMB
ppl50 c nepokcupason xpeHa. B pesynbtaTe obpasyeTcs CBA3aHHbIW C MAACTUKOM
«C3HABUY», coAepxalnin nepokcmnaasy. Bo Bpemsa nHkybaumm c pacteopom cybcTpaTa
TeTpameTunbensmanHa (TMB) npoucxoAuT oOKpalmMBaHWe pacTBOPOB B JIYHKax.
WHTEHCMBHOCTb OKpacku npsiMO MponopunoHanbHa KoOHueHTpauun  IgM aHTuTen
K aHTureHam Cytomegalovirus B nccnegyemom obpasue. MHaekc nosmtusHoctn (UM, %)
IgM aHTuTen k aHTureHam Cytomegalovirus B nccnenyembix obpasuax paccunTbiBaeTcs
no dopmyrne, NpuBeAEHHOW B MHCTPYKLINK.
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3. AHAJIMTUYECKUE XAPAKTEPUCTUKHN

3.1. Cneun@dPurUYHOCTb U HYBCTBUTEJIbHOCTb.

Hab6op peareHToB «Cytomegalovirus IgM-VI®A» onpenensieT KOMMep4YecKyto naHesb
cbiBOopoTOok Anti-CMV Mixed Titer Performance Panel PTC202(M) npoussoacTBa Boston
Biomedica Company (CLUA) B COOTBETCTBMM C MACMOPTHbLIMW AaHHbIMKU U KOppenupyet
CO 3HA4YeHUsAMW, MONly4YeHHbIMM Ha Habope peareHToB Abbott EIA CMV-IgM (lot
44423M100). MNaHenb coaep>XuT 3 NOJIOXUTENbHbLIX U 8 oTpuUaTeNnbHbIX 06pasuos. Mpu
VNCCeA0BaHUM Creun@uUYHOCTU C MCNOoSb30BaHMeM 52 CbIBOPOTOK, OTpuUATENbHbIX
Ha aHTuTena k LULMB Ha Habopax peareHToB DiaSorin (MTtanus) n NovaTec (lepMmaHus),
BCe 06pa3ubl 6bIIM onpeaeneHbl Kak oTpuuaTesbHble.

3.2. Bocnpou3sBoauMMOCTb.

KoadppuumeHT Bapuaummn pesynbTaToB onpefenieHus coaepxaHus IgM aHTuTen
K aHTureHam Cytomegalovirus B o4HOM 1 ToM Xe obpa3sue cbiBOPOTKU (NasMbl) KpOBU
c ucnonb3oBaHmem Habopa «Cytomegalovirus IgM-U®A» He npeBbiwaeT 8.0%.

KoadduumeHT Bapnaunm (CV) ans o6pa3uos, M3MEpPEHHbIX Ha ABYX cepusix Habopa
peareHToB «Cytomegalovirus IgM-U®A» (Intra-assay)

06pasew, N° |Kon-Bo noBTopoB| 3HaueHue, OM cpeguaa | CV1,% | CV2,%
1 32 0.504 5.9 6.5
2 32 1.908 3.7 3.5

KoadppuumeHT Bapuaunmn (CV) ana o6pas3uos, U3MepeHHbIX Ha 0A4HOW cepun Habopa
peareHToB «Cytomegalovirus IgM-U®A» B TeueHne Tpex AHen (Inter-assay)

06pasew, N° | Kon-Bo nosTopoB |  3HaueHue, O cpepHan w1, %
1 8 0.54 8.7
2 8 1.98 6.1
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4. COCTAB HABOPA

Kog Kon-
O Cumson HaumeHoBaHue a En. Onucanne
MnaHweT 96-1yHOYHbIN
1 |P103MZ |SORB MTp |MO/MCTMPONIOBLIV, 1 |wr -
CTPUNUPOBAHHbIN, TOTOB
K MCMONb30BaHUI0
KOHTpOJIbHbIEe CbIBOPOTKH
(oTpuuaTenbHbIA M MONOXN— npospayvHas
TeNbHbIW KOHTPOJSIN) Ha OCHOBE 6ecuseTHas
CN103MZz CONTROL —|CbIBOPOTKM KPOBY YenoBeKa XUAKOCTb U
2 |CP103MZz CONTROL+ | € W3BECTHbIM CcoAepXaHneM 2 WT.| npo3payHas
IgM aHTUTen K aHTUreHam XUAKOCTb
Cytomegalovirus, rotoBbl KpacHoro
K ncnonb3osanuio (0.5 mn uBeTa
1 0.2 M1 COOTBETCTBEHHO)
npo3spayvHas
KoHblorar, rotos K XKUAKOCTb
3 |T103M2Z CONJ HRP ncnonb3osaHuto (14 mn) 1 wr 3e/1eHOro
LuBeTa
_ npo3payvHas
4 |S011z DIL N®OA-Bydep, rotos 1 WT.| >KWAKOCTb
K MCNonb30BaHuio (14 mn) CHHEro uBeTa
PacTtBop cyb6cTparta Npo3pauHas
TeTpameTunb6eHsmamnHa
5 |R0O552 SUBS TMB (TMB), roToB 1 wT. G;TAHi%Tciiﬂ
K ncnosnb3osaHuio (14 mn) A
KoHLeHTpaT OTMbIBOYHOIO
BUF WASH | PacTeopa (coneBoli pacTBop npospayHas
6 |S0082 26X c TBUH-20 n 6eH30MHOM 1 wT.| 6ecuseTHas
KNCNOTOM), 26X-KpaTHbIl XKUAKOCTb
(22 mn)
npospayvHas
Cton-peareHT, roTos
7 |R0O50Z SToP K ucnonb3oBaHuo (14 mn) 1 . G;TALL?(%TCF_:_?
Bymara ans 3aknevBaHus _
8 |NOO3 nnanieTa 2 | wT.
NHCTpPYKLMS NO MPUMEHEHUIO
9 |K103MI Habopa peareHToB 1 wT. -
«Cytomegalovirus IgM-NDA»
MacnopT KoHTpoNs
10| K103MQ KayecTBa Habopa peareHToB 1 WwT. -
«Cytomegalovirus IgM-NOA»
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XEMA

5. MEPbl NPEAOCTOPOXXHOCTH

5.1. MoTeHumnanbHbIN pUCK NpuMeHeHns Habopa — knacc 26 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwdyeHnem cton-peareHTa (5.0% pacTtBop
CEepHOW KUCNOTbI), B UCNOb3YEMbIX KOHLEHTPaUMUAX SABASOTCS HETOKCUYHBIMU.

PacTBop cepHoW KMCNoTbl ob6nagaeT pasapa)alowmm genctenem. Msberatb pa3bpbi3ru-
BaHWSA M NonagaHns Ha KOXY U CiM3nCTble. [Tpy nonagaHnm Ha KOXY U CAIM3UCTbIE MOpaXeH-
HbIN Y4acTOK criefyeT NpOoMbITb 60/bLUMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. Npwn paboTte ¢ Habopom cnepnyet cobnogatb «lpaBuna yCTPOUCTBaA, TEXHUKU
6e3onacHoOCTW, MPOU3BOACTBEHHOW CaHUTapuu, MNPOTUBOIMUAEMUYECKOTO pexuma
M JINYHOW TurneHbl nNpu paboTte B nabopatopusax (oTaeneHusx, OTAenax) CaHWTapHO-
3NUAEMUONOTNYECKUX YUPEXAEHUN cUcTeMbl MUHUCTepcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote c Habopom cneanyeT HageBaTb OAHOPA30Bble pPe3VHOBbIE WU
nnacTUKOBbIE NepYaTKM, Tak Kak obpasubl KPOBU YesloBeKa cnefyeT paccMaTpuBaTh Kak
noTeHuManbHO MHPULMPOBAHHbLIN MaTepuas, CNOCOBHbIN ANNTENTbHOE BPEMSI COXPaHATb U
nepepasatb BUY, Bupyc renatuta nnu nobon apyron Bo3byanTtesib BUPYCHOW MHPEKLNN.

6. OBOPYAOBAHUE U MATEPUAIbI,
HEOBXOAWMBDIE NPU PABOTE C HABOPOM

- doTOMEeTp BEpPTUKANbHOINO CKaHMPOBaHWUSA, MO3BONSIOWMIA N3MEPSATb OMNTUYECKYIO
NMIOTHOCTb COAEPXMMOTr0 JIYHOK MiaHweTa npu AnnHe BosHbl 450 HM;

- TepMOCTaT MAM TepMOCTaTMpPyeMbl LierKkep, NOALEPXUBAKLWNIA TemnepaTypy
+37 °C £2 °C;

— [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3Bonsawwmne oTbupatb 06bEMbI
B AnanasoHe 10-250 mkn;

- UWAWHAP MepHbIA BMecTUMocTbio 1000 mn;

- BOA@ ANCTUNNIMPOBAaHHas,;

- MepyaTKu pe3nHOBbIE U/ MJTaCTUKOBbIE;

- bymara ¢dunbTpoBasbHas.

7. NOArOTOBKA PEATEHTOB AJ1A AHAJIN3A

7.1. Nepen nposBegeHneM aHanm3a KOMMoOHeHTbl Habopa n nccnenyemole obpasubl
CbIBOPOTKM (Mn1a3Mbl) KpPOBW CrieAyeT BblAepXaTb MNpW  KOMHATHOW TeMmmnepaTtype
(+18...4+25 °C) He MeHee 30 MUH.

7.2. NMpuroTtoBsieHMe NJaHwerTa.

BCKpbITb MakeT € NiaHWeTOM M YCTaHOBUTb Ha paMKy HeobxoAuMMoe KOM4ecTBO
cTpunoB. OcTaBLInecs HENCNOIb30BaHHbIMU CTPUNbI, YTOObI Mpef0TBPaTUTbL BO34eNCTBNE
Ha HUX BRarun, TWaTesbHO 3akaenTb byMaron Ana 3akjeMBaHWs NNaHweTa U XpaHuTb
npu TemnepaType +2...+8 °C B Te4yeHue BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHne OTMbIBOYHOIO pacTtBopa.

Coaepxumoe (pnakoHa C KOHLEHTPATOM OTMbIBOYHOro pacTteBopa (22 M), nepeHecTu
B MepHbI unanHAp BMecTumocTbio 1000 mn, pgobasutb 550 MA AWCTMANMPOBaHHOM
BOAbl M TWaTeNbHO NepemelaTb. B cnyyae gpobHoro ucnonb3oBaHus Habopa cnepyet
oTobpaTb HeobxoAMMOe KONMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pasBecTu
OUCTUNNNPOBaHHOM BogoM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOro pacTteBopa + 25 mn
OVUCTUNNNPOBAHHOM BOAbI).
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8. YC/10BNA XPAHEHUA U OKCMJZTYATALUN HABOPA

8.1. Habop peareHToB «Cytomegalovirus IgM-UOA» fomKeH XpaHUTLCS B YyNakoBKe
npeanpusTUA-U3roToBUTENs npu TemnepaTtype +2..48 °C B TeueHue BCero cpoka
roAHOCTM, YKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcs XpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 15 cyTok.

8.2. Habop paccuuTaH Ha npoBefeHue aHanm3a B aybnukaTtax 46 uccnepyembix
06pasuyoB 1 2 Npob KOHTPOJIbHbIX CbIBOPOTOK (BCEro 96 onpeneneHuit).

8.3. B cnyyae apob6bHoro ucnonb3oBaHusi Habopa KOMMOHEHTbI creayeT XpaHWUTb
cnepytowmm obpasom:

- OCTaBLUMECS HEeWCMNOJIb30BaHHbIMW CTpUMbl HEOOXOAMMO TLLATENbHO 3aK/J1euTb

6ymaron Ans 3aknemBaHWs NnaHWweTa M XpaHUTb npu Temnepartype +2..+8 °C
B TeUeHMe BCero cpoka rogHoctu Habopa;

- bydep ona passeneHus obpasyosB, KOHblOraT, cybcTpart, cTon-peareHT nocne
BCKPbITUSA (DN1IaKOHOB cneayeT XpaHuTb nNpu Temnepatype +2..+8 °C B TeueHue
BCEro cpoka rogHoctn Habopa;

-  KOHTpPOJIbHble CbIBOPOTKW MOC/ie BCKPbITUS (PIAaKOHOB ClefyeT XpaHuUTb Mpwu
Temnepatype +2...+8 °C He 6onee 2 MecsueB;

- OCTaBLUMIACS HEUCMNOJSIb30BaHHbIM KOHLEHTpaT OTMbIBOYHOIO pacTBopa creayeT
XpaHWUTb Npu Temnepatype +2...4+8 °C B TeueHne BCero cpoka rogHocTn Habopa;

- OCTaBLUMNCH HEUCMNOSIb30BaHHbIM KOHLEHTpaT OTMbIBOYHOrO pacTeopa cneayer
XpaHuTb npu TemnepaTtype +2..+8 °C B TeuyeHWe BCero cpoka roAHOCTHU
Habopa. MpuUroToBfeHHbI OTMbIBOYHbIN pacTBOp CheAyeT XpaHwuTb npwu
KOMHaTHOM TemnepaType (+18...4+25 °C) He 6onee 15 cyToK v Npu TemnepaTtype
+2..+8 °C He 6onee 45 cyTok.

MpumeyaHme. Mocne MCNoNb30BaHUA peareHTa HeMeA/IEHHO 3aKpbiBalTE KPbILKY
dnakoHa. 3akpbiBanTe Kaxabll PakoH CBOEN KPbILKOMN.

8.4. [ina npoBeAeHUs aHanuM3a He creAyeT WCMoSib30BaTb FEMOJIN3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (M1a3My) KpoBM, a TakxXe CbIBOPOTKY (N1a3My) KpoBW, coaepxallyto
asna HaTpus. Ecnv aHanus nponsBOANTCS He B eHb B3STUSA KPOBU, CbIBOPOTKY (N1a3my)
cnefyeTt XpaHuTb npu Temnepatype -20 °C. [oBTOpHOe 3aMopaxusaHue-oTTanBaHue
o6pasuyoB CbIBOPOTKM (NnasMbl) KPOBW He AonyckaeTcsd. [lonyckaeTcsa muccnefoBaHue
CbIBOPOTOK, XpaHEHNEKOTOPbIXCMOMEHTa3abopakpoBMOCYLLECTBASIOCLNIpUTEMNEpPaType
oT +2 °C go +8 °C He 6onee 7 CyTOK.

8.5. VcknovaeTca ucnonb3oBaHWe Ans aHanuM3a ob6pasuoB CbIBOPOTKM (Miasmbl)
KPOBW NIOAEN, MONyYaBLIMX B Lensax AMArHOCTUKW WM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAST MbIlMHbIE @aHTUTeNa.

8.6. [1na nonyyeHUs HaAeXHbIX pe3ynbTaToB HeobxoAuMO cTporoe cobnoaeHue
WMHCTpYyKUMM Mo npuMmeHeHuto Habopa.

8.7. [onyckaeTcs npoBeAeHWe aHanvM3a B MOHOMAMKATax MpW MCMOSb30BaHWUK
aBTOMaTM4YeCKOro UM nosyaBToOMaTUYECKOro aHann3aTopoB.

8.8. He ncnonb3yinTe KOMMNOHEHTLI U3 APYTrUX HAabopoB NN U3 aHaNTOrMYHbIX HAbopoB
OpYrUX cepuii.

9. NPOBEAEHUE AHAJIU3A

1 |MomecTuTte B pamKy HeobxoAMMOe KOMMYeCTBO CTPUMNOB — uUccreayeMble obpasubl
B 2 MOBTOpPax M 4 NYHKU AN KOHTPOJIbHbIX CbiBOPOTOK (OTpuUaTeNbHbIN KOHTPOb
3 nyHKW, MNONOXUTENBHbBIN KOHTPOb 1 NyHKa).

2 |BHecuTe BO BCe JIyHKM nnaHweTa no 90 mkn UDA-Bydepa.

NpoAosKeHMe Tabnuubl Ha cTp 7
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BHecuTe B cooTBeTCTBYHOLME JIYHKMN B Ayb6ankatax mo 10 MKJ1 KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble NyHKN BHecuTe B Ayb6nmkatax no 10 MK uccaeayembix
o6pasyoB cbiBOpOTKM (ns1a3Mbl) KpoBWU. BHeceHne KkKanubpoBO4YHbLIX Mpob,
KOHTPOJIbHOM CbIBOPOTKM W uccneayemblix 06pa3uoB HeobxoaAMMO nNpou3BecTu B
TeyeHne 15 MuHyT.

BHVMAHWE! Mpn BHeceHun o06pa3uoB CbIBOPOTKM (Nna3Mbl) KPOBU MPOUCXOAUT
M3MEeHeHMe uBeTa pacTBopa.

AKKypaTHO mnepeMellaTe COAEPXWMMOE MJaHWeTa KPYroBbiMU ABUXEHUSIMU MO
rOpU30HTaNbHOM MOBEPXHOCTW, 3akjenTe nnaHweTt 6ymaroln ANa 3akienBaHus
nnaHweTta. MHKy6upyiTe nnaHweTr B TedyeHne 30 MUHYT nNpu Temnepartype
+37°C n NnOCTOSAHHOM BCTpsAxuBaHuu 500-600 06/MUH.

Mo OKOHYaHWMK MHKYbauun yganuTe CoAepXMMOoe JIYHOK acnupauunen (Hanpumep,
CNOMOLLbI0 BOAOCTPYMHOIO Hacoca) niu AeKaHTMpPOBaHNEM U OTMOWTE NIYHKH 3 pa3a.
Mpu kaxaon oTMbiBKe fob6aBbTe BO BCE JIYHKM Mo 250 MK OTMbIBOYHOro pacTesopa
(cM. n. 7.3), BCTPSAXHUTE MAAHLWET KPYroBbIMU ABUXEHUSAMMU MO FOPU-30HTasIbHOMN
NOBEPXHOCTU C MocCseAylolen acnupaumMein WNM AeKaHTMpOBaHWEeM. 3ajepxka
npu OTMbIBKE (3aMayvMBaHue NYHOK) He TpebyeTcs. MNpu KaxAaoM AeKaHTMPOBaHUK
Heo6x0AMMO TLWATENbHO YAANATb OCTATKM XUAKOCTU U3 NTYHOK.

BHecuTe BO Bce JIyHKkM no 100 MK/ KOHblOraTa.

3aknenTe nnaHweTt 6yMaron Ans 3akjSiemBaHus NJaHWeTa U UHKY6upyiliTe ero B
TeyeHue 30 MMHYT nNpu Temnepartype +37 °C 1 NOCTOAHHOM BCTPSIXMBaHUU
500-600 06/MuH.

Mo OKOHYaHUU MHKYy6aLMK yaanuTe COAEPXMUMOE JTYHOK U OTMOMWTE NIYHKU 5 pas.

10

BHecuTte Bo Bce nyHku no 100 mkn pactBopa cy6cTtpaTta TeTpameTunbeHsu-
AWHa. BHeceHune pacTBopa cybcTpaTa TeTpameTunbeHsnanHa B NyHKU Heo6xoamMo
npousBecTn B TeyeHue 2-3 MWH. MHKY6upyiiTe nnaHweTr B TEMHOTe npu
KOMHaTHOW TemnepaType (+18...+25 °C) B TeyeHue 10-20 MUHYT B 3aBUCK—
MOCTM OT CTEMNEHWN Pa3BUTUSA CUHErO OKpaLMBaAHWUSA.

11

BHecuTe BO BCE JIYHKM C TOW X€ CKOPOCTbIO U B TOM Xe MOCNef0BaTeNbHOCTH, KakK U
pacTtBop cybcTparta TeTpaMeTunbeHsnanHa, no 100 MKA cTon-peareHTa, rnpy 3TOM
COAEPXMMOE NTYHOK OKpaLUMBAETCA B SPKO-XKENTbIN LiBET.

12

U3mMepbTe BeNUUMHY ONTUYECKOW nnotHoctu (Of) coaepXMMoro JyHOK
nnaHweTa Ha GoTOMETpEe BEPTUKANIBHONO CKAHUPOBAHUS NPU AJIMHE BOJIHbI 450 HM.
MN3mepeHne Ol coaep>XXMMOro yHOK naaHweTa Heo6xoAMMO NPOM3BECTU B TeYeHne
15 MWH nocne BHeceHUsl cTon-peareHTa. bnaHk doToMeTpa BbICTaBnsiiTe NO BO3AYXY.

13

- ON MoNoXnUTeNbHOro KOHTPOAS He HMxe 1 onTuyeckmnx eanHny (OE)
- O OTpuuaTenbHOro KOHTpons He Bbiwe 0.15 OE Bo Bcex NyHKax

Paccuutaiite copepr>kaHme IgM aHTuTen k aHtureHam Cytomegalovirus
B uccaepyembix obpasuax. [1na storo:
1. PaccuuTtainTe cpefnHee 3HayeHue ON OTpuuaTenbHOro KOHTPONS:

On (CN103MZ)Cp = (ONn1 (CN103MZ)+0MN2 (CN103MZ)+0MN3 (CN103MZ)) / 3;
Pe3ynbTaTbl aHanM3a cuyuTaTb AOCTOBEPHbLIMU, €CN

2. PaccuuTanTe ypoBeHb rpaHuyHoro 3HadeHus Cut off, ana aTtoro Kk cpeaHemy
3HayeHuto Ol OTpuuaTenbHOro KOHTpons npubasbTe 0.3

Cut off = OMN (CN103MZ)Cp + 0.3
3. PaccuunTtanite UHaekc MosntmsHoctn (UM, %) ana kaxaoro nccneayemoro obpasua,
ans atoro Ol obpasua pa3aennTe Ha 3HayeHune Cut off

N = ONo6pa3uya / Cut off
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AnbTepHaTUBHbIN popmMar.

[MomMecTuTe B paMKy HeobxoaAnMMoe KONMYeCcTBO CTPUMNOB — uUcciegyemble ob6pasubl
B 2 NOBTOpPax v 4 NyHKU ANt KOHTPOJIbHbIX CbiIBOPOTOK (OTpuuaTenbHbI KOHTPO/b
3 NyHKW, MON0XUTENbHbIA KOHTPOJb 1 NIyHKa).

BHecuTe BO BCe NyHKkU naaHweTta no 90 mkn UDA-Bydepa.

BHecuTe B cCOOTBETCTBYOWMNE NIYHKMU B AybnivkaTax no 10 MKJ1 KOHTPOJIbHbIX
CbIBOPOTOK. B ocTanbHble nyHkn BHecuTe B AybnukaTtax no 10 Mkn nccnepyembix
ob6pasuoB cbiBOPOTkM (Ns1asMbl) KpoOBU. BHeceHne kanubpoBouHbIX Mpob,
KOHTPOJIbHOM CbIBOPOTKN W unccneayembix obpasuoB Heo6X0AMMO MPOM3BECTU B
TeyeHmne 15 MUHYT.

BHUMAHWE! MNpu BHeceHMn 06pa3uloB CbIBOPOTKM (Ma1a3Mbl) KPOBM MPOMCXOAUT
M3MeHeHne LBeTa pacTeopa.

AKKypaTHO nepeMelwlanTe COAEPXWMMOE MMaHWeTa KPYroBbIMU ABWXEHUSAMU MO
rOpU30oHTanbHOW MOBEPXHOCTW, 3akjelTe nnaHweT 6ymaroit ANns 3akjeunBaHus
nnaHweTta. UHKy6upynTe niaaHweT B TeyeHMe 60 MUHYT Npu TemMnepartype
+37 °C.

Mo oKOHYaHUM MHKYbauuu ynanuTe COLEPXUMOe NYHOK acnupauunen (Hanpumep,
C MOMOLLblO BOAOCTPYMHOrO Hacoca) MM AeKaHTUPOBaHWEM U OTMOWMTE NYHKM
3 pasa. pu Kaxaon oTMbIBKE A0b6aBbTe BO BCE NYHKM MO 250 MK OTMbIBOYHOMO
pacteopa (cM. M. 7.3), BCTPAXHUTE MNNAHLLIET KPYroBbIMW ABWXEHUAMWU MO FOpU-|
30HTa/IbHOM MOBEPXHOCTU C MOCAeAYLWeNn acnmpaumen nnnm AeKaHTUPOBAHUEM.
3ajepxkKa npu OTMbIBKE (3aMaudvMBaHue NYHOK) He Tpebyetcsa. [lpu kaxaom
AEeKaHTUPOBaHUM HEO6XOANMO TLLATENbHO YAANATb OCTATKU XUAKOCTU U3 JTYHOK.

BHecuTe BO Bce silyHkM no 100 MK/ KOHBblOraTa.

3aknenTe nnaHweTt 6ymaroin ANs 3akfeMBaHUs nnaHweTa U MHKY6upyhTte
nnaHwer B TeyeHne 30 MUHYT Npu Temnepartype +37 °C.

Mo oOKOHYaHUM NMHKYBaUWUW yaanuTe COLEPXUMOE JIYHOK 1 OTMOWUTE JIYHKU 5 pas.

10

BHecuTe BO Bce NiyHkU no 100 Mk pacTtBopa cybcTpaTa teTpaMeTunbeHsmn-
AVHAa. BHeceHue pacTBopa cybcTpaTa TeTpaMeTunbeH3nanHa B yHKU HeobxoanmMo
npousBecTM B TeyeHue 2-3 MUH. UHKY6GupyHTe nnaHweT B TEMHOTE Npu
KOMHaTHOM TeMnepartype (+18...4+25 °C) B TeueHne 10-20 MUHYT B 3aBUCU-|
MOCTW OT CTEMEHW Pa3BUTUA CUHEro OKpalNBaHUS.

11

BHecuTe BO BCe JIYHKM C TOI )& CKOPOCTbIO 1 B TOW e NocnefoBaTeNlbHOCTH, Kak
N pacTtBop cybcTpaTa TeTpaMeTunbeHsuavHa, no 100 MKN cTon-peareHTa, npu
3TOM COAEPXMMOE JIYHOK OKPaLMBAETCS B APKO-XENThIW LBET.

12

U3MepbTe BeNIMUMHY ONTUUECKOW MJIOoTHOCTU (ON) coaepXuMoro nyHOK
nnaHweTta Ha ¢oToMeTpe BepTUKa/bHOr0 CKaHWPOBaHWS MPWU AJINMHE BOJIHbI
450 HM. N3mepeHune Ol coaepXMMoro NyHOK naaHweTa Heo6xoAMMO NPoOM3BECTM B
TeyeHne 15 MMH nocne BHeceHus cTon-peareHTa. bnaHk goTomMeTpa BbiICTaBnAnTe

no BO3A4YyXY.

NPOoAoIIKeHne Tabnnubl Ha cTp 9
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13 [|PaccuuTtainTe copeprkaHue IgM aHTuTen k aHtureHam Cytomegalovirus
B uccnepyembix obpasuax. [na atoro:

1. PaccuuTaiite cpeaHee 3HaveHune Ol OTpMLATENBHOMO KOHTPOS:

On (CN103MZ)Cp = (OMN1 (CN103MZ)+0M2 (CN103MZ)+0N3 (CN103MZ)) / 3;
Pe3ynbTatbl aHanMsa cymMTaTb AOCTOBEPHbBIMU, €CNN
- Ol MonoxnTenbHOro KOHTPoONsa He Huxe 1 onTuyecknx eanHuy (OE)
- Ol OTpuuaTenbHoro kKoHTpons He Bbiwe 0.15 OE BO Bcex NyHKax

2. PaccuuTalite ypoBeHb rpaHuM4yHoro 3HayeHus Cut off, ansg sTtoro Kk cpeaHemy
3HayeHuto Ol OTpuuaTenbHOro KoHTpons npubasbte 0.3
Cut off = O (CN103MZ)Cp + 0.3

3. Paccuutante WHaekc [MosumtuBHocTu (UM, %) Ana KaxAaoro uccnenyemoro
o6pa3sua, ansa atoro Ol obpasua pasgennTte Ha 3HadyeHue Cut off
UN = ONo6pa3sua / Cut off

10. OOXKWAAEMbIE 3HAYEHNA U HOPMbI

10.1. OcHOBbIBasiCb Ha pe3synbTaTax uccaenoBaHuii, nposegeHHbIXx 000 «XEMA»,
peKkoMeHAyeM MoJib30BaTbCs HOpMaMu, NpuBeAeHHbIMU HUXe. BMecTe ¢ TeM, B cooTBeT-
CTBMM C npaBunamu GLP (Xopowwen nabopaTOpHOM MpakTUKK), Kaxaas nabopatopus
[OMKHa caMa onpefenuTb MapaMeTpbl HOPMbl, XapakTepHble pAans obcneayemon
nonynaumm.

UHTepnpeTauus pe3ynbTaToB:

Mpu UMN>1.1 o6paseL NOJIOXKUTEJNIbHBIN,
npu UMN<0.9 — oTpuLaTe/IbHbIN.

Mpu 3HayeHun UM, nexawem B npomexyTke oT 0.91 go 1.09 - pe3ynbraT B norpa-
HWYHOM 30He (+/-).

Takume CbIBOPOTKM pEKOMEHAYeTCs MWCClefoBaTb MOBTOPHO. EcAM nOBTOPHBbIN
NnoslyyeHHbI pe3ynbTaT 6yaeT HeonpenesieHHbIM, TO creayeT NpoBecTU TecTMpoBaHue
CbIBOPOTKM, MOJIyYEHHON uepes3 2-4 Heaenwu. B cnydyae nonyyeHus HeonpeneneHHbIX
pe3ynbTaToB Takue 06pasLbl CYNTATb OTPULATENbHbLIMU.
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3. Pass R.F. Cytomegalovirus infection // Pediatrics in Reviews - 2002 - v.23, no.5 - p.25-29

4. Plachter B., Weiczorek L., Scholl B.C. et al. Detection of cytomegalovirus antibodies by an en-
zyme-linked immunosorbent assay using recombinant polypeptides of large phosphorylated tegu-
ment protein pp150 // J. Clin. Microbiol. - 1992 - v.30, no.1 - p.201-206
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Mo Bonpocam, Kacatowmumcs kayectsa Habopa «Cytomegalovirus IgM-UDA >,
cnepyetT obpawaTtbca B OO0 «<XEMA» no agpecy: 105264, MockBa, a/a 58,
Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbIM)
3/1eKTPOHHas noyTta: info@xema.ru; rgc@xema.ru

MHTEpPHET: www.Xxema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knmeHTCKkoro cepsmca OO0 «XEMA»,

K. 6. H. 4. C. KocTpuknH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY FOR THE
QUALITATIVE DETERMINATION OF IGM ANTIBODIES TO
CYTOMEGALOVIRUS
IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the qualitative determination of IgM
antibodies to Cytomegalovirus in serum or plasma.

This kit is designed for measurement of IgM antibodies to Cytomegalovirus 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

Cytomegalovirus (CMV) infection is a human infectious disease which may
progress both with and without clinical signs and cause local or multiorgan damage.
Due to a life-long persistence of CMV in the infected organism, the disease may have
recurrences. Most cases of CMV infection are asymptomatic, clinical signs being
evident only in immunocompromised patients (HIV infection, chemotherapy and other
immunosuppressive treatment). CMV infection in pregnant women may cause intra-
uterine infection of the fetus and birth defects. That is why in vitro diagnostics of CMV
infection plays an important role - especially, before organ transplantation and during
pregnancy.

In case of a primary infection, first anti-CMV antibodies of IgM isotype are found
several weeks after infection. They persist in circulation for several weeks and then,
from month 2-3, began to gradually decrease to reach minimal concentration by the
month 8. CMV-specific IgG antibodies appear ca. 1 week following appearance of IgM and
persist in circulation life-long. Recurrence of the infection induces raise of CMV-specific
IgG. Sometimes it is accompanied by elevation of CMV-specific IgM level; however, this
level never reaches titers seen during primary infection.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated with murine monoclonal antibodies to
human IgM. Antibodies from the specimen bind coated murine monoclonal antibodies to
IgM on the microwell surface. Unbound material is removed by washing procedure. CMV
antigen, labelled with peroxidase enzyme, is then added into the microwells and binds
to anti-CMV IgM if present in total IgM fixed 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 ul, 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...425 °C) before use.

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

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

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

7.2. Procedural Note:

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

7.3. Assay flowchart

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

7.4. Assay procedure

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 pl of EIA buffer into each well.

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).

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

(Continuation see page 14)
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5 | 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 CONJ HRP into the wells. Cover the wells by plate adhesive
tape.

Incubate 30 minutes at +37 °C and continuous shaking at 500-600 rpm.
Wash the strips 5 times.

9 | Dispense 100 pl of SUBS TMB into the wells.

10 | Incubate 10-20 minutes at +18...+25 °C.

11 | Dispense 100 ul of STOP into the wells.

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

13 | Set photometer blank on air.

Alternative incubation:

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 pl of EIA buffer into each well.

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).

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.

Dispense 100 pl of CONJ HRP into the wells. Cover the wells by plate adhesive
tape.

Incubate 30 minutes at +37 °C.

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.
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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.

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

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

2. OD450 for CONTROL- should not be more than 0.15 AU for all replicates.

3. 0D450 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

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

2. Calculate the cut-off value: (mean OD450 for CONTROL-) + 0.3.

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 orimmunotherapy 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 55 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 Cytomegalovirus IgM EIA was evaluated using panel of naturally occuring
serum and plasma specimens from Boston Biomedica, Inc (Anti-CMV Mixed Titer
Performance Panel PTC202(M)).

11.3. Precision

Intra-assay precision is shown below:

Serum, no duplicated value, K w1, % V2, %
1 32 0.504 5.9 6.5
2 32 1.908 3.7 3.5
Inter-assay precision is shown below:
Serum, no duplicated value, K v, %
1 8 0.54 8.7
2 8 1.98 6.1
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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




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




= w S

EKVITESTLAB LLC Velyka Vasylkivska St. 114

03150 Kyiv, Ukraine

Tel. 0-800-31-89-87

e-mail: info@equitest.com.ua
www.equitest.com.ua

STATEMENT

We, EKVITESTLAB LLC, having a registered office at Velyka Vasylkivska
street 114, Kyiv, 03150, Ukraine assign SRL SANMEDICO having a registered
office at A. Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as
authorized representative in correspondence with the conditions of directive
98/79/EEC.

We declare that the company mentioned above is authorized to register,

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

Date: 03 January 2023

Signature:



mailto:info@equitest.com.ua

belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

A.R.-CERTIFICATE

(ART 10.3 of the Directive 98/79/EC on In Vitro Diagnostic)

REF. NO. : RP 2901-2021
ORDER NO. : DK 2491-2021 DATE: 11/01/2022

MANUFACTURER:  gyiTESTLAB LLC FACILITIES: EKVITESTLAB LLC

Velyka Vasylkivska street, 114 Peremohy Avenue, 60/2
03150, Kyiv, Ukraine 03057, Kyiv, Ukraine

PRODUCT Please See Annex A - List of Devices (13 Devices, 2 Pages)
CATEGORIES:

MODELS: Please See Annex A - List of Devices (13 Devices, 2 Pages)

The European Authorized Representative Center Obelis s.a. declares that the aforementioned manufacturer
has fulfilled the essential requirement of appointing a European Authorized Representative in accordance
with article 10.3 of the Directive 98/79/EC and to the terms and conditions set out in the agreement entered into force
on 1st May 2021.*
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Obelis s.a.- O.E.AR.C.
Registered Address :
Bld Général Wahis 53
1030 Bruxelles
Tél. +32 2 73259 54 - Fax +32 2 73260 03

Mr. G. Elkayam CEO
Obelis sa

Obelis European Authorized Representative Center is a member of the European Association of
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in accordance
to the profession of a European Authorized Representative.

*This is not a CE mark and is only provided
as a template for informational purposes.

*This certificate is not a confirmation of product notification nor an approval to place products on the market.
**This certificate will become void automatically upon termination of the EAR agreement.

Registered Address: Bd. Général Wahis 53-1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B—1200 Brussels - Belgium
T: +32(0)2 7325954 | F: + 32 (0) 2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net

V3 — ID: 00453116 — 22/02/2019




ANNEX to IVDD EAR Certificate

Manufacturer: Ekvitestlab LLC

Country: Ukraine

Order No.: DK 2491-2021

Reference No.: RP 2901-2021

# EMDN / Generi'c(dévice name Commercial Intended us\ \ Class
(including BASIC UDI) | Name of device
1 52133 EQUI Ascaris El-601 ELISA kit for the qualitative detection of IgG Class | (Others)
lumbricoides IgG antibodies to Ascaris lumbricoides
2 63005 EQUI Opisthorchis EI-602 ELISA kit for the qualitative detection of IgG Class | (Others)
felineus IgG antibodies to Opisthorchis felineus
3 52418 EQUI Toxocara canis | EI-603 ELISA kit for the qualitative detection of IgG Class | (Others)
IgG antibodies to Toxocara canis
4 52464 EQUI anti-Trichinella | EI-605 ELISA kit for the qualitative detection of Class | (Others)
spiralis antibodies to Trichinella spiralis
5 52464 EQUI anti-Trichinella | EI-605 ELISA kit for the qualitative detection of Class | (Others)
spiralis antibodies to Trichinella spiralis
6 62915 EQUI anti-Lamblia EI-606 ELISA kit for the qualitative detection of Class | (Others)
antibodies to Giardia lamblia (intestinalis)
7 48281 EQUI HAV IgM EI-031 ELISA kit for the qualitative detection of IgM | Class | (Others)
antibodies to hepatitis A virus
8 51021 EQUI anti- EI-501 ELISA kit for the qualitative detection of total | Class | (Others)
Helicobacter antibodies to Helicobacter pylori
9 51008 EQUI Helicobacter EI-502 ELISA kit for the qualitative and Class | (Others)
IgG semiquantitative detection of IgG antibodies
to CagA protein of Helicobacter pylori
10 [ 51012 EQUI Helicobacter EI-504 ELISA kit for the qualitative detection of IgM | Class | (Others)

Page 1 of 2
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IgM

antibodies to CagA protein of Helicobacter
pylori

swift

antibodies to nucleoprotein and spike
antigens of SARS-CoV-2 virus

11 64800 EQUI SARS-CoV-2 El-165 ELISA kit for the qualitative detection of IgM | Class | (Others)
IgM swift antibodies to nucleoprotein and spike
antigens of SARS-CoV-2 virus
12 64830 EQUI SARS-CoV-2 IgA | EI-166 ELISA kit for the qualitative detection of IgA Class | (Others)
swift antibodies to nucleoprotein and spike
antigens of SARS-CoV-2 virus
13 64824 EQUI SARS-CoV-2 IgG | EI-167 ELISA kit for the qualitative detection of IgG Class | (Others)

Date: 11 January 2022

CEO Of Obelis

Gideon Elkayam

d(Jan 14,2022 12:10GMT+1)
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https://obelis.eu1.documents.adobe.com/verifier?tx=CBJCHBCAABAAF6PPvQ9gQeLk_IWNvTtQC5_mu8nVy7f9

CERTIFICATE

MANAGEMENT SYSTEM CERTIFICATION BODY

«CONFORMITY ASSESSMENT BODY «PROMSTANDART», LLC
certifies that the enterprise

EKVITESTLAB
Limited Liability Company
registration code 38745936

legal address:
Ukraine, 03150, Kyiv, 114 Velyka Vasylkivska street,

manufacturer's address:
Ukraine, 04212, Kyiv, 60/2 Peremohy Avenue

has established and applies quality management system for
development, production, storage and sale
of ELISA kits for in vitro diagnostic

Audit, No report 2020/015-20.2.1
confirmed that the requirements

1ISO 13485:2016

«Medical devices — Quality management systems —
Requirements for regulatory purposes»

are performed.

The control of conformity of the certified quality management system to the requirements of the specified
standard is carried out by means of supervisory audit, the periodicity and procedures of which are regulated by
the program.

Certificate registration number Ne UA.QMS.00014-21 r
Registered 06 April 2021
Valid until -April 2024

80156

DSTIT ENISO/IEC 17021-1

Director of Certification Bo
«CAB «PROMSTANDART»,

3d by telephone: (056) 742-82-39
PROMSTANDART», LLC: prom-standart.com.ua
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anti-HBcore

UPA-HaGOp AAS KOHECTBEHHOIO ONpPEeAEAEeHuUs
CYMMAPHbIX AHTUTEA K KOPOBOMY GHTUIEHy BUpycCda
renatuta B

NHCTPYKUMS MO MPUAMEHEHMIO
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EQUI anti-HBcore

NPA-HOBOP AAS KOYECTBEHHOTO OMNPEAEAEHMA CYMMAPHBIX AHTUTEA
K KOPOBOMY OHTUTEHY BMPYCA renatmta B

1. HASHAYEHMUE

NPA-Habop «EQUI anti-HBcoren npeAHO3HOYEH AAS KAYECTBEHHOTO OMPEAEAEHMUS
CYMMOPHBIX OHTUTEA K KOPOBOMY QHTUIEHY BMpPyca renatmta B (BIB) B cbiBOpOTKE MAM
MACQ3ME KPOBM YEAOBEKO METOAOM MMMYHODPEPMEHTHOTO aHaamsa (MPA) c ueablo
AMATHOCTUKM renatmta B. MpoueAypa AHAAM3A PACCYUTAHA KOK AAS PYHHOM MOCTAHOBKM C
OBTOMATUHECKMMMU MMMETKAMM U CTAHAAPTHBIM OBOPYAOBAHNEM, TAKM AATABTOMATHUHECKOTO
MMMYHODEPMEHTHOTO AHAAM3IATOPA KOTKPBLITOro» TMNaA.

LLeAeBas rpynna: AOHOPbI; AMLA-MOTPEBUTEAN MHBEKLLMOHHbBIX HOPKOTUKOB; PELMMMEHTI
KPOBM MAM OPFraHOB; BEPEMEHHbBIE XEHLLLMHbI, AETU, POXAEHHbIE OT MHAOULIMPOBAHHBIX
MATEPEN; AMLLA, MHADMLMPOBAHHbIE BUY; naUMEHTbl C CUMNTOMAMK 3AOOAEBAHMM NEYEHM.

NMpumeHeHne:MPA-HABOPNPUMEHIETCABKAMHUYECKMXAMATHOCTUYECKMXAQBOPATOPUSIX,
B CTAHLLMAX MEPEAMBAHMS KPDOBK, O TAKXE B ADYIUX YHPEXAEHMAX, PABOTAIOLLIMX B OBAQCTH
in vitro AMArHOCTUKM.

2. 2. KAMHUYECKOE 3HAYEHUE

OAHMM M3 COMBIX PACAPOCTPAHEHHbIX 3000AEBAHMIW NeYeHn aBAgeTCq renartmt B. Ero
3TUOAOTMHECKMI AreHT —BupYyC renaTtuta B (BB). BIB otHocuTtca k cemenctsy Hepadnaviridae
M coaepxuT apyxuenodedHyilo AHK. MHIpeKUMOHHON dOopMOon BMPYCO SBASIOTCH TAK
HA3bIBAEMbIE (4ACTULEI AEMHA) AMAMETPOM 42-49 nm, B OEAKOBOM COCTABE KOTOPbIX
OCHOBHbIMM ABASIOTCS MOBEPXHOCTHbIM aHTUreH (HBsAQ) u kopesom aHtureH (HBCAQ).

KAMHMYEeCKas KOPTMHA renatmTa B He No3BOAIET AMATHOCTUPOBATL M0 AAUTEABHOE BPEMS
M OTAMHUTL OT APYTMX BUPYCHbIX r€NATUTOB. [TO3TOMY AAR CKPUHMHIOBBIX MCCAEAOBOHMM U
NOATBEPXAEHMA AMATHO3Q BAXKHYIO POAb UIPAET AQBOPATOPHAN AMATHOCTMKA, OCOBEHHO
BbIABAEHMA AHTUTEHOB BI'B 11 GHTUTEA K HUM METOAOM MPA. TTepBbIM M OCHOBHBIM MAPKEPOM
renatmta B geafercs HBSAQ, KOTOpPbIM OBHAPYXMBAETCA B KPOBM 4Yepe3 3-5 HeAeAb NocAe
MHAOULMPOBAHMSA. NPUMEPHO B TO XXE BPEMS B KPOBM MOXHO OBHAPYXMTb AHK BIB 1
HBeAg, KOTOPbIM CHUTAETCH MAPKEPOM OAKTMBHOM PEMAMKALMKW BUPYCA M (30PA3HOCTUN
KpoBK. BO3 pekomeHAyeT NPOBOAMTb MPOBEPKY BCEN AOHOPCKOWM KPOBM HO HBSAQ, 4TOObI
NPeAOTBPATUTb TPDAHCMUCCHBHOWM nepeaadn BIB. Yepes 2-3 HeaeAM MOCAE MOABAEHMS
HBSAQ NogBASIOTCA QHTUTEAA IgM K KOPOBOMY AHTUTEHY HBCAQ, O BCKOPE MOCAE HUX — AHTKU-
HBcore IgG, koTopble BbICTPO AOCTMICIOT BbICOKMX YPOBHEN. BbI3AOPOBAEHME OT OCTPOro
renatmta B conpoBOXAQETCS BbIBOAOM BMPYCA M3 OPraHM3MA, MepecTaloT MPOSBAATLCH
HBSAg v aHtn- HBc IgM, nosgsadiotca aHtMteaa kK HBeAg. AHTMTeAa IgG K KOpPOBOMY
QHTUrEHY NEPCUCTUPYIOT B TEYEHNE BCEWN XKXM3IHU U GBAFETCH MAPKEPOM MMEIOLLLETOCSH MAM
NepEeHeCceHHOoro renatnTa B, x ypoBEHb B KDOBKM CHMXAETCS MEAAEHHO. Hepe3 HECKOABbKO
MECHLLEB MOCAE MCHEZHOBEHMS M3 KPOBM HBSAQ HOYMHAIOT MPOSBASTLCH AHTU-HBS aHTUTEAQ,
KOTOPbIE 4BASIOTCA CBUAETEALCTBOM MNEPEHECEHHOTO renatmta B U HaOANYMK MMMyHUTETA. B
NEPUOA (CEPOAOTMYECKOTO OKHON MEXAY BLIBOAOM HBSAQ U MOGBAEHMEM AHTU-HBS aHTUTEA
MOPKEPOM MHADeKLLMM BIB 9BASETCS CYMMAPHbBIE AHTUTEAQ K KOPOBOMY QHTUTEHY, TAKXE
MOTYT MPOABAATLCA AHTU-HBE aHTUTEAd.

EcAMnocae ocTpon a3kl HE MPOUCXOANT IAMMUHALLMA BUPYCO M HE MOABASIOTCS AHTK-HBS
OHTUTEAQ, PA3BMBAETCSH XPOHMYECKMIM renatnT B. HBSAg NpoAOAXaeT onpeaeAdTbCcs boaee
6 MECALLEB, €0 KOAMYECTBO B KPOBKM MOXET 3HAYUTEABHO KOAEDAThCH. Ha penAMKATUBHOM
CTAAMM XPOHMYecKoro renatmta B okassisaetcd AHK supyca n HBeAg, aHtutea Kk HBeAg Her.

BO3 pekomMeHAYET AMATHOCTUPOBATH OCTPLIM renat1T B no HaAm4Mio HBSAG 1 aHTUTEA IgM
K HBCAQ, O XPOHMYECKMM - 30 CTOMKMM NpUCYTCTBMEM HBSAQ B Te4eHne He meHee LWecCTH
MECALLEB.

[AQBHBIM CPEACTBOM MNPOMUAAKTMKM renatmta B aBASETCHS BAKUMHALMEG, KOTOPAS
PEKOMEHAOBOHA B MEPBYIO O4EPEAb HOBOPOXAEHHbIM. [TOCAE BAKLMHALMK OPTAHM3MOM
BbIPAOATLIBAIOTCA AHTU-HBS QHTUTEAO M POPMUPYETCS MMMYHUTET Yy AMLL, KOTOPblEe He
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CTAAKMBOAMCH C BMPYCOM renatmta B. Haamdme aHTU-HBS aHTutea Ha yposHe Goaee 10
U/l (MO/A) NPUHATO CYUTATb HMXKHEW TPAHULLEM MPOTEKTUBHOTO MMMYHUTETA BCAEACTBUE
BAKLLMHALLMU UAM MEPEHECEHHOIO renaTtmra B.

3. MPUHUUN AHAAU3SA

BbIgBAEHME CNEeUUdPUIECKMX K KOPOBOMY QHTUTEHY BMPYCA renatmta B antutea B UPA-
Habope «EQUI anti-HBcoren 6a3smpyetcs Ha NPUHLLMMIE (HEMNPIMOTo» TBEPAOI A3HOrO MPA
B ABYX3TAMHOM MHKYBALMU. B AYHKOX MAQHLLETA 30 COPBUPOBAH PEKOMOBUMHAHTHBIM HBCore
QHTUTEH BMPYCA renatnta B. Bo Bpema nepBoro arana MHKyOaumm MCCAeAyEMbIX 0Bpas-
LLOB B AYHKOX MAQHLLIETa UPA cneumdmyHblie K HBcore aHTureHa aHTMTeAq, eCAM OHM MPK-
CYTCTBYIOT B OO A3L,AX, CBA3bIBAIOTCS C AHTUTEHAMM HA TBEPAOKM dpa3e. AyHKM OTMBbIBAIOTCS
AAS YAGAEHUS HECBA3AHHBIX OHTUTEA, OCTAIOTCH TOABKO CReuMdOUIeCKMe KOMMOAEKCHI OH-
TUrEH-AHTUTEAO. TOCAE 3TOTO AOOCBASETCH CMECH KOHBIOTATOB CHTUMBMAOBBLIX (AHTU-IgG
M AHTU-IGM) MOHOKAOHOABHbIX OHTUTEA C MEPOKCUAC30OM XPEHd, KOTOPbIE CBA3bIBAIOTCS C
MMMYHHBIMKW KOMMAAEKCAMM HO TBEPAOM cbase. HeCBI3AHHbIE KOMMOHEHTbI YAQASIOTCS BO
BPEMS OTMbIBAHUSA. KOMMAAEKCHI QHTUIEH-OHTUTEAO OMPEAEAIIOTCH MyTEM AOBABAEHMS pPa-
ctBOpa xpomoreHa 3,3',5,5'-TteTpameTnabersmnamnHa (TMb) ¢ nepekmchio BOAOPOAQ. Nocae
30-TM MMHYTHOM MHKYOALMKM PETKLMA OCTAHABAMBAETCH AOBCGBAEHMEM CTOM-PACTBOPA.
Onthyeckas NAOTHOCTL (OF1) B AYHKOX OMPEAEAIeTCs HA CNeKTPOdOTOMETPE MNPU AAMHE
BOAHbI 450/620-695 nm. MHTEHCMBHOCTb XXEATOM OKPACKM MPOMNOPLMOHAABHO KOAMYECTBY
QHTUTEA B OBpa3LLe.

4. MATEPUAADBI U OBOPYAOBAHMUE

4.1. CocTaB HaGopa

NAaHweT UPA
B KQ>XKAOM AYHKE nAQHLLETO 3aCopOMPOBaH
1x96 PEKOMOUHAHTHBIM HBcore aHTUreH Bupyca renatuta
AYHOK B. AYHKM MOXHO OTAEAATb. [TOCAE MEepPBOro BCKPbITUA
XPAHMUTE HEMCMNOAb3OBAHHbLIE CTPWMbI B YMNAKOBKE MPU
TemnepaTtype 2-8°C He BoabLLe 6 MeCALLEB

MO3UTUBHbBINA KOHTPOADb

CONTROL] 7] 10,35 ml PacTtsop MMMYHOTAODOYAMHOB YHEAOBEKQ, cneLLvmowamx K
HBcore aHTUreHd, C KOHCEPBAHTOM (PO30BbLIM). XPAHUTb
npu temneparype 2-8°C

HeraTuBHbIN KOHTPOAb
CONTROL] -] 1x1,2ml  OTpMuATEABHOS CbIBOPOTKA KPOBM YEAOBEKO C KOHCEP-
BAHTOM (XKEATbIM). XpAHWTb Npu Temnepartype 2-8°C

PacTBOp AAS PA3BEAEHUA CbIBOPOTOK

BydoepHbit  pacCTBOp  C  OKCTPOKTOM  MOAOKQ,
[DIL[SAMPLE] .
[DILISAMPLE At ml AETEPIEHTOM U KOHCEPBAHTOM (KOPUYHEBbIM). XPAHUTb

npu remnepatype 2-8°C

PacTBOp KOHbBIOrATA (FOTOBbIM K UCMIOAB3OBAHMIO)
BydoepHbIlt pACTBOP MOHOKAOHOABHbIX OHTUTEA K 1gG

1x13ml 1 IgM 4YeAOBEKA, KOHBIOTMPOBAHHbLIX C MEPOKCUMAQ3OM
XPEHA, CO CTABMAM3ATOPAMM U KOHCEPBAHTOM
(3eAeHbIn). XpaHuTb Npu TemnepaTtype 2-8°C

PacTBop TMB (roToBbIi K UCMTOAb3OBAHMUIO)

SOLN|TMB 1x13ml  pacteop TMB, H,0, CTABUAM3ATOP, KOHCEPBAHT
(6ecuBeTHbIN). XpaHUTL NPpU TemnepaTtype 2-8°C
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PacTtBop aAg npombiBku TWEEN (20x KOHLLeHTPAT)

20-TM  KPATHbIM KOHLLEHTPAT doocdaTtHoro 6Oydbepa

c TBuHOM-20 (BecupeTHbiv). Pa3BecT pPACTBOP AAf
[TWEENIWASHIZ0x] 1 x 50 ml npombiskn  TWEEN ~ (20x) 1:20  AMCTUAAMPOBAHHOM

MAU  AEUMOHU3UMPOBAHHOM BOAOM (Hampumep, 5 ml
KOHUeHTpaTa + 95 ml BOAbl AA9 8 AYHOK) nepea
MCMOAb30OBAHMEM. PA3BEAEHHBIM PACTBOP XPOAHWUTL MPU
Temneparype 2-8°C He BoAbLLE 7 CYTOK

CTton-pacTeop (roToBbiM K UCMIOAb3OBAHMUIO)
SOLN|STOP 1x13ml  Pactsop 0,5 mol HSO, (6ecusetHbin). XpaHUTL Mpm
Temneparype 2-8°C
B cocTaB HOBOPC TAKXKE BXOAAT: KAEMKAS MAEHKA (2 LUT.), CXema BHECEHMd 06pa3LLoB (1 wT.),
AMCT KOHTPOABHbIX UCMBITAHWUI U MHCTRYKLLUS MO MPUMEHEHMIO.

4.2. AONOAHUTEAbHbIE PEAKTUBbI, MOTEPUAABI U OOOPYAOBAHUE

ABTOMATUYECKME MUMETKM MepemeHHOro oovema Ha 10-1000 ul M HOKOHEYHUKM K HUM,
MepHas AabopaTtopHan nocyaa (10-1000 ml), AEMOHUIUPOBAHHAN MAU AUCTUAAMPOBAHHAS
BOAQ, TepmocTaTr Ha 37°C, aBTOMATUMHECKMM MAM MOAYABTOMOTUHECKMM MPOMBIBATEAD
MACHLLETOB (BOLLEP), CMEKTPOdPOTOMETP (PUAEP) AAS MMKPOMACHLLUETOB Ha 450/620-
695 NmM, COOTBETCTBYIOLLIME KOHTEMHEPbLI AAS OTXOAOB MOTEHLMAABHO 3APCKEHHOTO
MATEPUAAQ, TAMMEP, DUABTPOBAABHAS BYMAra, OAHOPA30BbIE HEOMYAPEHHbIE MEPYATKM,
AE3MHMPULMPYIOLLLIME CPEACTBA.

5. 5. NIPEAOCTEPEXEHUA U TEXHUKA BESOMNMACHOCTU

5.1. MpeaocTepexeHus

[lepes npoBeAeHMEM QHAAM3A BHMMATEABHO O3HAKOMbLTECH C MHCTPYKLMEM Mo
MPUMMEHEHMIO. AOCTOBEPHOCTb PE3YABTATA 3ABUCMT OT YETKOrO CAEAOBAHMS MPOLEAYPE
aHaAm3a.

— HE UCMOAb3yMTE KOMMOHEHTb MPA-HABOPA MOCAE OKOHYAHMA CPOKA FOAHOCTH;

— HE MCMOAb3yMTE BO BPEMS AHAAM3A U HE CMELLUMBANTE KOMMOHEHTbI PA3HbIX CEPUM,
KOMMOHEHTbI M3 HOBOPOB PA3HbIX HO3OAOTUI UAM PEATEHTBI APYTUX MOOU3BOAUTEAEM B
co4eTtaHum ¢ Habopom «EQUI anti-HBcorey;

— He 3amopaxkmBamTe MPA-HABOP UAM EFO KOMMOHEHTbI;

— MOCAE UCMOAb3OBAHMS PEATEHTA 3AKPbIBAMTE KAXKAbIM GOAQKOH CBOEM KPbILLIKOM;

— BO BPEMI MPOMbBIBAHWNA KOHTPOAMPYMTE HOMOAHEHME W MOAHYIO ACMUMPALLUIO PACTBOPA
M3 AYHOK;

— KQ>KAbIM PA3 MCMOAb3YMTE HOBbIM HOKOHEYHUK MUMETKU AAS BHECEHMA OBPA3LLOB MAM
pEeareHTos;

— n3berante NONAACHUI MPAMbIX COAHEYHBIX Ay4en Ha peareHTsl MPA-Habopa;

- AOAXEH OblTb GECLBETHbIM MepeA MCMNOAb3OBAHMEM. Ecam pacTtsop
OKPALLUEH B CUHWUM MAWN XXEATbIM LLBET, €r0 HEAb3S MCMOAb30OBATh. M3Beramte KOHTAKTa
C METAAAOMM MAM MOHAMM METAAAOB. AAS PABOTbI MCMOAb3YITE TOABKO
YUCTYIO, TLLLATEABHO BbIMOAOCKAHHYIO AMCTUAAMPOBAHHOM BOAOM MOCYAY;

— HE UCMOAb3YMTE PEAreHTbI, LLBET KOTOPbIX HE COOTBETCTBYET YKA3ZAHHOMY B MyHKTE 4.1;

— HM B KOEM CAYYAE HE MCMOAb3YITE OAHY M Ty Xe nocyay AAa [SOLNJCONJ |1 [SOLN]TMB]

— HE NPOBOAMTE BU3YAAbHbIM YHET PE3YABTATOB AHAAM3A (6E3 MCMOAB3OBAHMS PUAEPA);

— AOMOAHUTEABHOE OOOPYAOBAHME, HOXOASLLLEECH B HEMOCPEACTBEHHOM KOHTAKTE C
BUOAOCTUYECKMM MATEPUTAOM UAKM KOMMOHEHTAMU HABOP A, CYUTAETCS 3ATPAIHEHHbBIM
M HY>XKAQETCS B OYMLLLEHMM M 0OE33APAKUBAHMY;

- UPA-HaBOP NpeaHA3HAYEH AAR 96 AHAAM30B. KOMMOHEHTbl MOCAE MCMOAB3OBAHMS U
OCTATKM HENCMOAb3OBAHHbIX KOMMOHEHTOB AOAXHbI ObITb YTUAM3UPOBAHBI.
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5.2. TexHuka 6esonacHocTH

— BCe pedareHTol Habopa  MNPEeAHA3HAYEHbl  TOABKO  AAS  AQBOPATOPHOrO
NPOdOECCUOHAABHOTO MPUMEHEHMS B iN VIfro AMATHOCTUKE M MOTYT MCMOAb3OBATLCSH
TOABKO KBOANMAPULLMPOBAHHbBIM MEPCOHAAOM;

— MOCTAHOBKY QHOAM3A MPOBOAMTH TOABKO B OAHOPO30BbIX HEOMYAPEHbIX NEPYATKAX U
3ALLLUTHBIX O4KAX;

— He AOMYCKAETCH MNPUHUMATL MULLLY, MUTb, KYPUTb MAM MOAb3OBATLCS KOCMETMKOM B
KOMHQOTE NPOBEAEHMS TECTQ;

— He MUNETUPOBATL PACTBOPbLI PTOM;

— KOHTPOAM UNPA-HaBopa «EQUI anti-HBcoren nNpoTecTMpoBAHbBl KM MPU3HAHDI
oTpULLOTEABHBIMKW HO HBSAg u aHtuteaa k BMY1/2, BIC, Treponema pallidum,
OAHOKO PaBOTATb C KOHTPOAIMMU U MCCAEAYEMbBIM MATEPUAAOM HEOBXOAMMO KAK C
NOTEHLMAABHO OMACHBIM MHADEKLMOHHBIM MATEPUAAOM;

— HeKOTOpble KOMMOHEHTb HABOPA COAEPXAT HU3KME KOHLLEHTPALMM  BPEAHbIX
BELLLECTB M MOTYT CMPOBOLLMPOBATL PA3APAXKEHME KOXM U CAU3UCTBIX OBOAOHEK. [pun
nonaaaHum|[SOLNITMB |, [SOLN[STOP]|u[SOLNJCONJ | Ha CAM3MCTbIE OBOAOYKM MAM KOXKY
HEODXOAMMO HEMEAAEHHO MPOMbITb MOPAXKEHHOE MECTO OOABLLMM KOAMYECTBOM
BOAbI:

— B CAyY0e pa3Opbi3rMBAHMUS PACTBOPOB, HE COAEPXALLMX KUCAOTY, HAMPUMEP,
CbIBOPOTOK, 06paboTaTh MOBEPXHOCTb AE3UHMUUMPYIOLLLUM CPEACTBOM, O 3ATEM
HACYXO BbITEPETb GOUABTPOBAABHOM BYMAron. B MHOM CAy4Yae KMCAOTY HEOBXOAMMO
CHAYOAQ HEUTPAAM3OBATL PACTBOPOM OMKAPOOHATA HATPUS, O 30TEM BbITEPETH
NMOBEPXHOCTb, KOK OMMUCAHO BbILLIE.

5.3. UHakTUBALLUSA U YTUAU3ALLUA OTXOAOB

— XXMAKME OTXOAbl HEODXOAMMO MHAKTUBUMPOBATL, HAMPUMEP, PACTBOPOM MEPEKMCH
BOAOPOAQ B KOHEYHOW KOHLEHTpAuun 6% B TeyeHue 3 4aCOB MNpPM KOMHATHOM
TEMMNEPATYPE UAU TUITOXAOPUTOM HATPUS B KOHEYHOM KOHLLEHTP AWK 5% B TedeHue 30
MUHYT AU ARYTUMM PA3PELLIEHHBIMU AE3NHAULIMPYIOLLLUMM CPEACTBAMM;

— TBEPAbIE OTXOAbI CAEAYyeT MHAKTUBUPOOBATH nyTem ABTOKAQBMPOBAHMA npu
TemMnepaType CTEPUAM3ALMM HE MeHbLLe 132°C;

- He OBTOKAOBMpylZTe PACTBOPLI, COAEPXALLLME AZUNA HATPUA MAU TUITOXAOPUT HATPUA;

— YTUAM3IAUMIO MHAKTUBUPOOBAHHBLIX OTXOAOB MPOOBOAMTL B COOTBETCTBMM C Ael;ICTBy}OLLLMN\
HAULMOHAAbHBIM 3AKOHOAOTEABCTBOM.

6. XPAHEHMUE U TPAHCNOPTUPOBKA

NPA-HOBOP CTABMAEH B Te4EHME CPOKA FOAHOCTM, YKA3AHHOIO HO 3TUKETKE, eCAM €ro
XPAHUTL Npu Temnepatype 2-8°C. TpaHCNopTUPOBATL HABOP npu Temnepartype 2-8°C.
AOnNycKaeTcs OAHOPA30BAS TPAHCNOPTUPOBKA Npu Temneparype He Boille 23°C B Te4eHue
ABYX CYTOK.

7. PEKOMEHAALUN NO OTBOPY, TPAHCINMOPTUPOBKE U
XPAHEHUIO OBPA3LLOB

KpoBb HEOBOXOAMMO OTOMPATH U3 BEHBI B CTEPUABHYIO MPOBUPKY. MPOoBUPKA AOAXKHA ObiTh
NPOMAPKMPOBAHA C YKA3AHUEM MAEHTUAOUKALMOHHBIX AGHHBIX MALMEHTA U AQTbI OTOOPC
obpasua. LeAbHylo KPOBb AO OTAEAEHMS CbIBOPOTKM MOXHO XPAHWTb AO 24 4ACOB Mpu
Temnepartype 2-8°C, He AOMYyCKAd 3AMOPAXKMBAHMS.

CbIBOPOTKY MAM MAC3MY KPOBM MOXHO XPAHUTb Npu Temnepatype 2-8°C He Goaee 3
CYyTOK. AonyckaeTtcs 60oAee MNPOAOAXKMTEABHOE XPOHEHWE 3AMOPOXEHHOM CbIBOPOTKM
npu tTemnepatype -20°C mnan -70°C. 3amMOpOXeHHbIE 0OOPA3LLbI MEPEA MCMOAb3OBAHMEM
CAEAYET PA3MOPO3MTb MU BBIAEPXKATb MPU KOMHATHOM Temneparype B TedyeHne 30 MUHYT.
MocAe Pa3MOPOXMBAHMA OOPA3LLBI CAEAYET MEPEMELLIATH AAY AOCTUXEHMI OAHOPOAHOCTH.
M36eratb MOBTOPHOTO 3AMOPCXKMBAHMUA-OTTAMBAHMUA MCCAEAYEMbIX OOpPA3LOB. B cAydae
NOMYTHEHMS CbIBOPOTKM (MAM MAQ3MbI) OCBODOXAQKOTCH OT HEPACTBOPEHHbIX BKAIOYEHMM
ueHTpudoyruposanmem npm 3000 06/MuUH B TedeHue 10-15 MUHYT. He caeayeT MCNOAb3OBATH
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0B6pa3LLbl CbIBOPOTOK C BbIDAXEHHOM AMMUAEMUEN, TEMOAM3OM, A TAKXKE OAKTEPUAABHBIM
NPOPOCTOM.

OB6pa3LLbl CbIBOPOTOK TPAHCMOPTUPOBATH B TEPMOMU3OASLLUOHHBIX KOHTEMHEPAX. AAS STOTO
30KPbIThIE MPOMAPKUPOBAHHBIE MPOOUMPKM HEODXOAMMO MOMECTUTL B MOAUITUAEHOBBIM
NAKET, MAOTHO 3AMEYATATb M MOAOXMTb B LLEHTPE TEPMOKOHTEMHEPO. 3AMOPOXEHHbIE
XAQAQrEHTbl MOAOXMWTb HO AHO BAOAb OOKOBBIX CTEHOK TEPMOKOHTEMHEPO M HAKPbITb MMM
0Bpa3LLbl CbIBOPOTOK.

8. NTOATOTOBKA PEATEHTOB

MpoumevaHume: [Mepes MCNOAb3OBAHMEM BLIAEPXKUTE BCE KOMMOHEHTbl MPA-Habopa npwm
KOMHQATHOM Temnepartype 18-25°C B teyeHme 30 MUHYT!

8.1. MoaroToBka nAaaHweTa UPA

AN NPEAYNPEXASHUA KOHAEHCALMM BOAbl B AYHKOX OTKPbIBAMTE TOABKO MOCAE
BblAEPXKMBAHMA 30 MUHYT MPUM KOMHATHOM TEMNEPATYpPE. POCKPOMTE BAKYYMHYIO YNIAKOBKY,
OTAEAUTE HEODXOAMMOE KOAMYECTBO AYHOK, O OCTOABHOE CPA3y Xe TLLATEABHO YynaKymTe
C BAQTrOMOTAOTUTEAEM U XPAHUTE MAOTHO 3AKPbLITBIMKW HO 30MOK Zip-lock npu Temneparype
2-8°C. XpaHEeHMEe YMNAKOBAHHOIO TAKMM OBOpPA30OM MNAAQHLLETa obecneymBaer ero
CTABUABHOCTb B TEYEHME 6 MECHALLEB.

8.2. IpUroToBAEHHE PACTBOPA AAS NPOMBIBAHUS

AAS TOUTOTOBAEHMA PACTBOPA AAS MPOMbIBAHMS passeamTe [TWEEN]WASH[20x ] 1:20 (1+19)
ANCTUAAMPOBAHHOM MAM AEMOHU3MPOBAHHOM BOAOM, MOTOM NepemeLluante. Hanpumep, 5
ml KoHUEeHTpATa + 95 Ml BOAbI, 4€ro AOCTATOYHO AAS 8 AYHOK. MPU HOAMYMU KPUCTAAAOB B
KOHLEHTPATE PACTBOPA AAN MPOMbIBAHUS Mporpemnte doAaKoH npu tTemnepartype 37°C Ao
MOAHOTO PACTBOPEHMA KPUCTAAAOB (1520 MUHYT). PO3BEAEHHbIM PACTBOP MOXHO XPAHUTb
npu temneparype 2-8°C He 6oaee 7 CyTOK.

9. NIPOLLEAYPA AHAAU3A

9.1. TloArotoBbTE HEOOXOAMMOE KOAMHECTBO AYHOK AAS QHOAM3QA (4ETbIPE AYHKM AAS
KOHTPOAEWN U HEODBXOAMMOE KOAMYECTBO AA MCCAEAYEMbIX OOPA3LLOB), BCTABLTE MX
B PAMKY NMAQHLUETA UPA. AYHKM C KOHTPOAAMM OBS3ATEABHO BKAIOYAMTE B KOXKAYIO
NOCTAHOBKY QHOAM3A.

9.2. 3AMOAHMTE CXEMY BHECEHMA OBPA3LLOB.

9.3. MNpuUrotosbTe PACTBOP AAS MPOMBIBAHMSA B COOTBETCTBUM C MyHKTOM 8.2

9.4. BHecwuTe BO BCE AYHKM NMAGHLLEeTa no 80 ul SAMPLE|.

9.5. BHecuTe B AyHKM MO 20 Ul KOHTPOAEM U UCCAEAYEMbIX OOPA3LL0B:

CONTROL[ +] - B AyHKY Al,

CONTROL] - | - B AyHKkM B1, C1, DI,

B OCTOAbHbIE AYHKM — MUCCAEAYEMbIE OOPA3LLbI.

Bo Bpems BHECEHMS MPOUCXOAUT M3IMEHEHME LBETA PACTBOPA C KOPUYHEBOrO HA
CUHKMM. OCTOPOXHO NUMNETUPYMTE CMECH B AYHKAX, HE AOMYCKAsS MEHOOOPA30BAHMS.

9.6. 3aKAENTE CTPMUMbl KAEMKOW MAEHKOW W WHKYOupynte B TeveHme 30 MUHYT npwm
Temnepatype 37°C.

9.7. 110 OKOHYAHMU MHKYDOALMM AKKYPATHO CHUMMTE KAEMKYIO MAEHKY U MPOMOMNTE AYHKM
NaTb PA3 C MCMOAb3OBOHMEM OBTOMATUYECKOTO TMPOMBIBATEAS WMAM 8-KAHAABHOM
MUMNETKMU CAEAYIOLLLUM OBPA30OM:

— YAQAUTE COAEPXKMMOE AYHOK B KOHTEMHED AAS KMAKMX OTXOAOB;

— HAMOAHMUTE AYHKM CTPUMOB He meHee Yyem no 300 pl pacCTBOPOM AAS MPOMbIBAHUS,
OCTOBbTE HE MeHee, 4em HA 30 CEeKYHA;

— ACMUPUPYMTE PACTBOP M3 AYHOK. OCTATOYHbIM OObEM PACTBOPA MOCAE KAXAOFO
3TANA ACAUMPALMKM AOAXKEH COCTABAATL HE BOAbLLIE 5 Ll;

— NMOBTOPUTE MPOLLEAYPY NPOMbIBAHUS ELLLE YeTbIpe PA3Q;
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—MOCAE NOCAEAHEN ACMUPALLUK M3BABLTECH OT AULLIHEN BAQTM, MOCTYKMBAS MAQHLLETOM
Nno OUABTPOBAABHOM Bymare.

9.8. BHecute B AyHkM no 100 ul [SOLN|CONJ|. CTpunbl HOKPOMTE HOBOM KAEMKOM MAEHKOWM U
MHKYBUpymTe B TeveHune 30 MuHyT npu Temneparype 37°C.

9.9. IO OKOHYQHWM MHKYBALMU AKKYPATHO CHUMMTE KAEMKYIO MAEHKY M MPOMOMTE AYHKM
MaTb PA3, KOK OMMCAHO B MyHKTE 9.7.

9.10. BHecuTe B AyHKM Mo 100 ul [SOLN[TMB], He kacascbh AHO M CTEHOK AYHOK MAQHLLETA.

9.11. MHKyBupymte ctpunbl B TevyeHne 30 MUHYT B TEMHOM MECTE MPU KOMHATHOM
Temnepartype 18-25°C. He MCMOAb3yMTE KAEMKYIO MAEHKY HO ACHHOM 3Tane.

9.12. BHecuTe B AyHKM CTpunos no 100 ul AAS OCTGHOBKM (DEPMEHTATUBHOW
PEaKLMM, MPUAEPXMBAACH TOM XE MOCAEAOBATEALHOCTM, YTO W MPW BHECEHMM
[SOLN[TMBBO Bpems BHECEHMA MPOUCXOANT M3MEHEHME LIBETA PACTBOPA C FOAY60ro
HQ XOATbIM, B AYHKOX C MPO3PAYHBIM PACTBOPOM HEZHAYUTEABHO MEHSETCS OTTEHOK.

9.13. UamepsbTte Ha puaepe Ol B KAXKAOM AYHKE MPU AAMHE BOAHbI 450/620-695 nm B Te4eHue
5 MUHYT MOCAE OCTAHOBKM PeAKLLMU. AO MPOBEAEHUT M3MEPEHUT YyOEAMUTECH B YNCTOTE
BHELLIHEW MOBEPXHOCTM AHA AYHOK M OTCYTCTBUM MY3bIPbKOB.

Y4eT pe3yAbTATOB AHAAM3A MOXHO MPOBOAMTS B OAHOBOAHOBOM PEXMME MPM AAMHE BOAHSbI
450 Nm, B 3TOM CAyYyae OCTABbTE AYHKY AAS YCTAHOBAEHMS BAGHKA (B TAKYIO AYHKY BHECUTE
TOAbKO [SOLN[TMB] # [SOLN[STOP]).

10. YYET PE3YABTATOB U UX UHTEPMPETALLUSA

10.1. Y4eT pe3yAbTATOB AQHAAU3A

Paccuutante cpeaHee 3HavyeHue Ol HeratmBHOro KOHTPOAS (NC) 1 ypoBeHb rpaHUYHOTO
3Ha4eHus (Cut off - CO).

Nc = (Nci1 + Nc2 +Ne3)/3;  CO=Nc +0,2

10.2. KOHTPOAb AOCTOBEPHOCTU PE3YABTATOB AHAAU3A
AQHHbIE TECTa CHYMUTAKOTCH AOCTOBEPHbLIMKN, €CAM OHWM COOTBETCTBYIOT CAECAYIOLLMM
TPEOOBAHUAM:

CONTROL| +| OM=1,5
CONTROL[-] ©OM<0,100

CONTROLI-] Ncx0,5<Nen<Nc x2,0  rae Nen— Of kaxaoro nostopa Nc
ECAM OAHO M3 3HAYEHM Ol HETATUBHOTO KOHTPOAS BLIXOAMT 30 MPEAEAbI YKA3AHHOTO BbILLIE

MHTEPBAAQ, Er0 OTOPACHIBAOTMPACCHUTLIBAKOT NC MO OCTAAbHBIM 3HAYEHUAM OTTHETATUBHOTO
KOHTPOAS. ECAM 6Goaee 0AHOTO 3HAYEHMS O HETATUBHOTO KOHTPOAS HE OTBEYAET YKA3AHHbBIM
TPEBOBAHUIM, TO TECT CYMUTAETCS HEKOPPEKTHbIM W TpebyeT MOBTOPHOTO MPOBEAEHMS.

10.3.UHTepnpeTALUs PE3yAbTATOB
oD >CO NMOAOXMUTEAbHbIA*

sample =

oD <CO OTPULLATEABHBIN . Tae OD

sample

- Ol obpasua

sample

* NepBOHAYOABHO MOAOXMTEAbHbIE OBPA3LILI AOAXHbLI OblTb MCCAEAOBAHBI MOBTOPHO
B ABYX AyHKaAX MPA-Habopa «EQUI anti-HBcoren. [ocae NOBTOPHOrO TECTUPOBAHMS
NOAOXMUTEAbHBIMK CHUTAIOTCS OBPA3LLbI, ONTMYECKAS MAOTHOCTb KOTOPbIX XOTS Obl B OAHOM
M3 MOBTOPOB MPEBLILLAET MOPOroBoe 3HAa4YeHMe. ECAM npu MOBTOPHOM TECTUPOBAHMM
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onTnyeckas MNAOTHOCTb 0OpPaA3La B ODOMX MOBTOPAX HMXE MPEAEAbHO 3HAYEHME, TAKOM
oBpaseL, CHUTATb OTPULLATEAbHbIM.

Pe3yAbTaThl AAS 06pa3LL0B, Ol KOTOPbLIX PABHA NPEAEABHOMY 3HAYEHMIO MAM HOXOAMTCA
B NpeaeAax *10%, CAEAYET MHTEPMNPETUPOBATL OCTOPOXHO. TaKMe 06pPA3LLbl AOAXHbI ObITh
MCCAEAOBOHbI MOBTOPHO B ABYX AyHKOX HOBopa «EQUI anti-HBcoren. 4EcAm npu NOBTOPHOM
TectMposaHum OD,, | CHOBG HAXOAMTCS B MpeaeAdx *10% OT MPEeASAbHOro 3HAYEHMS,
CAEAYET MPOBECTN OTOOP M AHAAM3 HOBOTO 06pPA3LA.

11. XAPAKTEPUCTUKU TECTA

11.1. AHOAUTUYECKHE XAPAKTEPUCTUKH

NpeunsMoHHOCTb
Bocrnpon3BOAMMOCTb PE3YALTATOB B MPEAEAAX OAHOM MOCTAHOBKM aHaAm3a (Intra assay
repeatability)

KoadbdouumenT sapuaumm (CV) AAS ABYX CbIBOPOTOK C PA3AMYHOM KOHLLeHTPALLMen anti-
HBcore aHTUTEA OLLEHMBAAM B 32 MOBTOPAX HA OAHOM cepumn MPA-HaBOpOB.

Ne CbIBOPOTKM on., CV, %
38/25 1,066 4,7
67/10 1,311 6.1

Bocrpom3BOAMMOCTb PE3YABTATOB MEXAY PA3HbIMM MOCTAHOBKAMM aHAAM3A (Inter assay
reproducibility)

KoadpdouumeHt sapuanmm (CV) AAS ABYX CbIBOPOTOK C PA3AMYHOM KOHLLEHTpaumMen anti-
HBcore aHTUTEA OLLEHMBAAM B TEe4EHME 4 AHEN B 4 MOCTAHOBKAX OHAAM3A, NO 8 MOBTOPOB B
KQ>XKAOM QHOAM3E.

Ne CbIBOPOTKM on., CV, %
38/25 1,094 6,8
67/10 1,293 7,0

AHaAMTUHecKAa cneuudpPU4HOCTb

Ha pe3yAbTar AHOAM3A HE BAMSET NPUCYTCTBME B 0OPa3LLe OUAMPYOUHA B KOHLEHTPALMM
20 0,21 mg/ml (361,8 umol/l), reMorAoBuHa B KOHLLEHTpaLmm A0 10 mg/ml 1 TpUrAMLEPHUAOCB
B KOHLeHTpaummn A0 10 mg/ml (11,3 mmol/l).

11.2. AMArHocTU4eCKne XapakTepPUCTUKHU

AAS OMPEAEAEHUI KAMHUMYECKOM YYBCTBUTEABHOCTUM NPA-HaBOopOoB «EQUI anti-HBcoren
MCMOAb30BAAM 57 0BPA3LOB CbIBOPOTOK OT MAUMEHTOB, OOAbHbIX renattom B. Tlo
PE3YABTATAM QHOAAM3A KAMHMYECKAS 4YBCTBUMTEABHOCTb MPA-HaBopa «EQUI anfi-HBcoren
cocTtaBageT 100%.

MccAeAOBAHME XAPAKTEPUCTUK METOAC MO CPABHEHMIO C AHAAOTUYHBIM KOMMEPYECKMM
MPA-HOBOPOM MPOBOAMAM HO LLEAEBOW rpynne 6epeMeHHbIX XXEHLLMH 1 BbIBOPKE AOHOPOB
(Bcero 414 o6pasLoB). AAR 3TMX OBPA3LOB OTHOCUTEABHAS CNeLMdPUIHOCTb HaBopPOoB «EQUI
anfi-HBcorey coctaBasaa 99,5%, npoueHT copnaaeHms - 99,0%.

12. OTPAHUYEHUA AHAAU3A

MHTepnpetaums pe3yAbTaTOB AOAXHA NMPOBOAMTLCSH C YHETOM KAMHMYECKUX MPOSIBAEHMM
M AQHHbBIX KOMMAEKCA AQBOPATOPHBIX WMCCAEAOBAHMM. AAR  AMATHOCTUKM OCTPOrO,
XPOHMYECKOTO UAM MEPEHECEHHOro renatmta B, oueHkn 3PP EKTMBHOCTM Tepanum
PEKOMEHAYETCS AOMOAHUTEABHO MPOBECTU MCCAEAOBAHMS OBPA3LLA HO APYrMe MApPKepPsI
BB, BbisBAeHMS AHK 1 OLLEeHKY BUMOXMMMYECKMX MOKA3ATEAEM KPOBM MALLMEHTA.

MOAOXUTEABHBIN pe3yAbTaT B MPA-HaBope «EQUI anti-HBcorey 9BAgeTCq CBMAETEABCTBOM
HOAMYMSE Y MALMEHTA AHTUTEA K KOPOBOTO AHTUIEHA BMpyca renatmta B. AHTU-HBcore
AHTUTEAD HE FBASIOTCA MOKA3ATEAEM MPOTEKTUBHOTO MMMYHUTETA. BbIABAEHME AHTUTEA K
HBcore aHTMreHa y NaumneHTa He 4BAAeTCS AOKA3ATEALCTBOM HAAMYMA BB B opraHmime, atm

Peaakums 7 o1 10.12.2021r. 9/12



AHTUTEAQ OBHAPYXMBAIOTCH MPW OCTPOM, XPOHMYECKOM M NEPEHECEHHOM B GHAMHE3E
renarmte B.

OTpuuaTteAbHbt  pe3yabtar B UPA-HabGope «EQUI anti-HBcoren He wckaoyqaert
MHAPUUMPOBAHME MALMEHTA BMPYCOM renatmta B, ocoBeHHO Ha paHHMX CcTaamax BIB
MHOpeKL MM,

AA KOPPEKTHOW AMArHOCTUKM renatmta B pekomeHAyeTCcs NMpoBeCTU MCCAEAOBAHME
obpa3ua Ha HaAndme HBSAg 1 aHTuTeA K HBSAgG (Hanpumep, B MPA-Habopax «EQUI HBSAg»
n «EQUI anti-HBsy, cOOTBETCTBEHHO).

13. TPYAHOCTU, KOTOPbLIE MOTYT BO3HUKHYTb NMPU NMPOBEAEHUU
UPA

Bbicokmi pOH B AYHKAX BCEro NAQHLUETA MOXET BO3HMKHYTb M3-3d:
— 30rP43HEHHOTO MPOMbBIBATEAS;
— HWU3KOrO KA4eCTBA MAM 3ATPA3HEHNS BOADI;
— MCMOAb30OBAHMSA MAOXO MOMbBITOM MOCYAbI;
— MCMNOAb30OBAHMA AE3NHMULMPYIOLLIMX CPEACTB, COAEPXALLMX XAOP;
— MCMNOAb30OBAHMSA 3ATPA3HEHHbBIX HOKOHEYHWKOB;
— YBEAMYEHMS BDEMEHM MHKYD ALK UAKM U3SMEHEHMA TEMMEPATYPHOTO PEXMMA.
Bbicokmi pOH B OTAEABHBIX PAAAX MOXET BbITh CBA3AH C:
— MOBTOPHMM BHECEHHAM PO34MHY TMB;
— 3arpa3HEHUEM KOHYCA ABTOMOTMYECKOM MUNETKU PACTBOPOM KOHbBIOTATA;
—3Arp43HEHNMEM OAHOTO M3 KOHAAOB MPOMbBIBATEAS.
MoAy4eHHoe 3Ha4yeHne Ol NOAOXKNTEABHOrO KOHTPOASl HUXE YyCTAHOBAEHHOM MPAHMLbI,
ecAu:
— HEMPABUABHO MPMUIOTOBAEH MAW HE BHECEH OAMH M3 PEAreHTOoB (PACTBOP KOHbBIOIrATA
WA pacteop TMB);
— COKPALLLEHO BPpEeMI MHKYBALLMM HO OAHOM M3 STAMOB.
WHTEHCMBHOCTb OKPALIMBAHMA AYHOK HE COOTBETCTByeT MOAYyYEeHHOM ONTU4HeCKOoM
MAOTHOCTHU. DTO MOXET CBUAETEABCTBOBATb O CMELLLEHHOM OMNTUYECKOM AyYE.
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MeauuuHckoe nsgenue ans AUMarHocTUKK in vitro

Homep no katanory

[aTa nsrotoeneHuns
Mcnonb3oBaTtb A0

Koa naptun

TemnepaTtypHoe orpaHuyeHune

CopepXut goctatovHo Ans (n-) ucnbiTaHum

MpepocTtepexeHne, 03HAKOMUTLCS C CONPOBOAUTENBbHBLIMU
OOKyMeHTaMu

O3HakoMIeHne ¢ MHCTPYKLUMEN NO NPUMEHEHUIO
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CXEMA MNMPOBEAEHUA AHAAU3A

Bblaep>xaTb peareHTel 30 min npu Temnepatype 18-25°C

BHecTh no 20 pl KOHTPOAEM U UCCAEAYEMBIX OBPA3LLOB B AYHKM:
Al -[CONTROL[ #], B1, C1, D1 - [CONTROL[ ],

E1 1 B OCTOAbHbIE AYHKM - UCCAEAYEMbIE OOPA3LLBI
(MPOUCXOAUT USMEHEHME LIBETA C KOPUYHEBOTO HA CUHMM)

MPOMBbITb AYHKM S PA3 NPUTOTOBAEHHBIM 1:20 (1+19) pACTBOPOM AAS
npombiBaHma TWEEN (300 pl B AyHKY)

3AKAEUTb CTPUMbI MAEHKOM, MHKYOKMpPOoBATL 30 min npu Temnepartype 37°C

B AYHKM CTpMMoB BHeCTM no 100 ul [SOLN

B AyHkUW cTpunoB BHecTr no 100 ul [SOLN|STOP

(MPOUCXOAUT UIMEHEHME LLBETA C FOAYOOrO HA XKEATbIN)

YYET PE3YABTATOB AHAAU3A

Nc = (Nc1 + Nc2 + Nc3)/3;
CO=Nc+0,2;

Nc - CpeaHee 3Ha4eHue O 3-x [CONTROL[ -]
CO - YpoBeHb rpaHMYHOro 3HavyeHus (Cut off)

MHTEPMPETALLUA PE3YABTATOB

oD <CO OTPULLATEABHBIN

sample
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NDA-Habop KauecTBEHHOro onpegeneHns
CYMMAapHbIX aHTUTES K NTOBEPXHOCTHOMY aHTUreHy
Bupyca renatuta B

NHCTPYKUMSA NO NPUMEHEHWIO
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EQUI anti-HBs

NDA-Habop ons Ka4eCTBEHHOro onpeneneHns CyMMapHbIX aHTUTEN K
NOBEPXHOCTHOMY aHTUreHy Bupyca renatuta B

1. HASBHAYEHUE

NdA-Habop «EQUI anti-HBs» npegHasHayeH Ans kayecTBEHHOro onpeaeneHuns
CYMMapHbIX aHTUTEN K MOBEPXHOCTHOMY aHTUreHy Bupyca renatuta B (HBsAQ)
B CbIBOPOTKE WNU MfasMe KPOBW 4YerioBeka MeToAOM WMMMYHOEPMEHTHOro
aHanusa (MPA) c uenblo AMaArHOCTUKU nepeHeceHHoro renatuta B mn oueHku
NPOTEKTUBHOrO MMMyHUTETa. icnonb3oBaHue komnnekTa kannbpaTtopos «EQUI
anti-HBs Calibrators» ¢ Habopom «EQUI anti-HBs» nossonseTr nposoauTb
KONuM4yecTBEHHOE onpefeneHne cymmapHbix aHTuTen k HBsAg. [Mpouenypa
aHanus3a paccyuMTaHa Kak ANS PYy4YHOM MOCTaHOBKM C aBTOMATUYECKUMMU
nuneTkamm u cTaHZapTHbIM ob6opygoBaHMEM, Tak U ANS aBTOMaTUYECKOro
UMMYHO(EPMEHTHOrO aHanm3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: OHOpPbI; NuLa-noTpedbuTenn MHbEKLNOHHbLIX HAPKOTUKOB;
peuunMeHTbl KpOBU UMW OPraHoB; GepeMeHHble XEeHLUUHbI; AeTU, POXAEHHble
OT WHUUMPOBAHHBLIX MaTtepewn; nuua, uHduumpoBaHHble BUY; maumeHTbl C
cuMmntToMmamMmn 3aboneBaHnin NeYEeHMN.

MpumeHeHue: VNOA-Habop nNpuMeHsieTCA B KIMMHUYECKUX OUNArHOCTUYECKUX
nabopaTtopusix, B CTaHUUAX NepennuBaHns KpoBW, a Takxke B APYruX yupexaeHUsX,
paboTatomx B obnactu in vitro oUarHoCTUKMW.

2. KMMHUNYECKOE 3HAYEHMUE

OpHMM 13 cambix pacnpacTpaHeHHbIX 3aboneBaHnii NeYeHn ABAseTcs renaTnt
B. Ero atnonornveckun areHT - Bupyc renatuta B (BI'B). BB oTHocuTca K
cemencTBy Hepadnaviridae n cogepxut asyxuenoveyHyto OHK. MHdekumnoHHom
dopmon BUpYyCa ABMSAIOTCSA Tak Ha3blBaeMble «4acTuubl JenHa» gnameTpom 42-
49 nm, B 6€MKOBOM COCTaBE KOTOPbIX OCHOBHbLIMWU SIBMSIKOTCS MOBEPXHOCTHbIN
aHTureH (HBsAg) n kopeBon aHTureH (HBCAQ).

KnvHunyeckas kaptuHa renatmta B He no3Bonser gmarHoCTMpoBaTb €ro
ONUTenbHOEe BpeMsi U OTNNYMTbL OT OPYrMX BUPYCHbIX renatuTtoB. [loatomy
ONS CKPYHMHIOBBIX UCCIEAOBaHUN U NOATBEPXKAEHMS OMarHo3a BaXHYH posb
urpaeTt nabopatopHas AnarHOCTUKa, OCOOEHHO BbISABNEHUS aHTureHoe BIB
N aHTuTen K HumM metogom VOA. MNMepBbiM U OCHOBHBIM MapKkepom renatuta B
saBnsietca HBsAg, KkoTopbin 06HapyXnuBaeTcs B KpoBu Yepes 3-5 Hegenb nocne
NHULMpoBaHUSA. NIPMMEPHO B TO e BPEMS B KPOBU MOXHO 0OHapyxuTb [OHK
BB n HBeAg, KOTOpbIA CYUMTAETCS MapKepoM aKTUBHOW pennukaunmn supyca u
«3apasHocTu» kpoBu. BO3 pekomeHOyeT NpoOBOANTL MPOBEPKY BCEWN LOHOPCKON
kpoBn Ha HBsAg, 4TtobObl MpegoTBpaTuUTb TPaHCMWUCCUBHOW nepepayn BIB.
Uepes 2-3 Hepenu nocne nosierneHus HBsAg nosisnstwTtca aHtutena IgM k
kopoBomy aHTUreHy HBcAg, a Bckope nocrne Hux — aHtu HBcore IgG, koTopble
ObICTPO OOCTUralT BbICOKMX YpOBHEN. BBbI3gopoBneHne ot ocTporo renatuta
B conpoBoxaaeTcsa BbIBOAOM BUpyca M3 OpraHu3ma, nepectarT NposABASTbCS
HBsAg n aHtn-HBc IgM, nosiBngatotca aHtutena k HBeAg. AnTtutena IgG
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K KOPOBOMY aHTUIeHy MEPCUCTMPYIOT B TEeYEHWEe BCEW XMU3HU U SBMSIOTCA
MapKepoM UMEILLErocs UM nepeHeceHHoro renatuta B, , nx ypoBeHb B KpOBM
CHWXaeTcsa MeArneHHo. Yepe3 HECKOMbKO MecsLeB MOCHe MCYE3HOBEHUS U3
kKpoBu HBsAg HaumHatloT nposiBnaTbCca aHTU-HBs aHTuTena, KoTopble ABRSAOTCS
CBMAETENbCTBOM NEPEHECEHHOro renatuTta B n Hannyum nmmyHmTeTa. B nepuog
«Ceporiormyeckoro okHa» mexay sbiBogom HBsAg u nosiBneHmem aHTu-HBS
aHTUTEen mapkepom nHdekumn BI'B aBnsieTcsa cyMmMapHble aHTUTeNna K KOpoBoMy
aHTUreHy, Takxxe MOryT NposBNATbCA aHTu-HBe aHTuTena.

Ecnu nocne octpon dasbl He MNpPOMCXOOMT INUMUHALMA BUpyca U He
nosiBnaAlTCA aHTU-HBS aHTUTEna, pa3sBuBaeTcsa XpoHnyeckui renatut B. HBsAg
npogosmkaeT onpegenaTbca 6onee 6 MecsaueB, €ro KOM4YecTBO B KPOBU MOXET
3HauYMTENbHO KonebaTbcs. Ha pennmkaTMBHOM CTaanmn XpoHMYeckoro renatuta B
okasbiBaeTca [JHK Bupyca n HBeAg, aHtuten kK HBeAg Her.

BOS3 pekomeHayeT gMarHocTmpoBaTh OCTpbI renatut B ¢ Hannumem HBsAg
n antuten IgM k HBcAg, a xpoHuyeckui - 3a cTtonmkum npucytctenem HBsAQ B
TEeYeHNe He MeHee LLIEeCTN MEeCSLEB.

[MaBHbIM CcpeAcTBOM MpodunakTUkn renatuta B aBnsetca BakuuHauwus,
KOoTopas pekoMeHAoBaHa B MNepByl o4vepedb HOBOPOXAEHHbIM. [locne
BaKLUWHAL MM OpraHn3mMoM BeipabarbiBatoTca aHTU-HBs aHTuTena n gpopmmpyeTtcs
UMMYHWUTET y ML, KOTOPblE HE CTankuBanucb ¢ BUpycom renatuta B. Hannuue
aHTM-HBs aHTuTen Ha ypoBHe Gonee 10 IU / | (ME / n) npuHaTo cumtaTtbh
HWKHEN rpaHuuen NMPOTEKTUBHOIO MMMYHUTETa BCIEACTBME BaKuMHaUUW UIn
nepeHeceHHoro renatmrta B.

3. NIPUHUWIM AHAJTTU3A

BbisiBneHne cneunduyecknx aHtuten k HBsAg B W®A-HaGope «EQUI
anti-HBs» 6Gasupyetca Ha npuHUMNe «HenpsiMoro» TeepdodasHoro VDA B
OBYX3TanHomn uHkybaumm. B nyHkax nnaHweTa 3acopOvpoBaH peKOMOUHAHTHbIN
HBsAg cybTtunoB ad Ta ay. B kaxayto nyHKy gobaensitoTcst 06pasLbl ChIBOPOTKM
U1 NnasmMbl NaLMeHTa U KOHbOraT pekoMOMHaHTHbIX 6enkoB - aHanoros HBsAg,
C nepokcugason xpeHa. Bo Bpemsi nHkybauumn, B cnydae Hanmmyuusa aHTUTen K
HBsAg B o6pasLe, Ha TBepaon hase hopmMupyeTcs KOMMIEKC aHTUTEH-aHTUTENO-
aHTUreH («caHaBMY»). HecBA3aHHblE KOMMOHEHTbLI yAanslTCA BO BpeMs
OTMbIBaHWs. IMMyHHbIE KOMMIEKCHI OKa3blBaoTCA NyTeM JobaBneHns pacteopa
xpomoreHa 3,3’,5,5-TeTpametunbensngnHa (TMB) c nepekucbio BogopoAa.
Mocne 30-TM MUHYTHOM MHKYDauUM peakuusi oCTaHaBNMBaeTcsl JobaBneHuem
cton-pactBopa. OnTuyeckas nnotHocTb (Ol1) B nyHKkax onpegensieTca Ha
cnekTpodoToMeTpe Npu AnnHe BonHbl 450 / 620-695nm. IHTEHCMBHOCTbL XXENTON
OKpacku nponopLmMoHarnbHa KoNM4ecTBy aHTUTeN B obpasLe.

4. MATEPUAIIbI N OBOPYOOBAHUE

4.1. CoctaB Habopa
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1x96
NYHOK

STRIPS

CONTROLJ +] 1x1,6ml

CONTROLJ -] 2x1,6ml

CONJ[11x 1x0,6ml
[DILJCONJ 1x6ml
SOLN]TMB] 1x13 ml

[TWEEN[WASH[20x] 1 x 50 ml

1x13ml

MnaHwet NDA

B nyHkax nnaHweTa 3acopbupoBaHbl peKOMONHAHTHbIE
6enkn - aHanorn HBsAg cy6tunos ad Ta ay. JlyHku
MOXHa OoTAenATb. [locrne nepBoro BCKPLITUSA XpaHuTe
HEeWCnonb3oBaHHble  CTPUMNbl B yNakoBke  nNpwu
Temnepatype 2-8°C He 6onblue 6 mecsLeB.

Mo3uTUBHbLIN KOHTPONb

PactBop cneundunyHbix HBsAg umMyHorno6ynvmHos ¢
KOHCepBaHTOM (PO30BbIli). XpaHWUTb Npu TemnepaTtype
2-8°C

OTpuuaTenbHbIA KOHTPONb

OTpuuatenbHasa CbIBOpPOTKa KPOBWM C KOHCEPBAHTOM
(kenTbIN). XpaHnTb Npu TemnepaType 2-8°C

Konbtorat (11x koHUeHTparT)

11-Tn KpaTHbIN KOHLeHTpaT KOHblOraTa
pekoMbuHaHTHbIX HBsAg cy6tunoe ad un ay c
nepokcugason xpeHa B OydgepHoM pacTBope Co
ctabununsatopamu ((UONETOBbLIN).

PasBectn konbtorat (11x) 1:11 pactBopom Ans
pa3BefeHusi KOoHbkoraty nepead  WUCMNofib30BaHWEM
(Hanpumep, 30 pl koHueHTpaTta + 300 pl pacTBOpa ANg
pa3sBefeHus, goctaTtovHo Ans 8 nyHok). PasBegeHHbIn
pacTBop XxpaHuTb Npu Temnepatype 2-8 °C He Gonee 1
CYTOK.

PacTBOp AnsA po3BeAeHuUsi KOHbloraTa

BydepHsbit pacTBop ¢ 6enkamu nnasmMbl KPOBU KPYMHOTO
poraTtoro CcKoTa, [JETEPreHTOM U KOHCEPBAHTOM
(po3oBebilt). XpaHuTb Npu Temnepartype 2-8°C

PactBop TMB (roToBbIN K UCNOJIb30BaHUIO)
Pacteop TMbB, H,O,, crtabunusaTop, KOHCEpBaHT
(6ecuBeTHbIN). XpaHuTb Nnpu Temnepartype 2-8°C

PacTtBop ansa npombiBkn TWEEN (20x koHUeHTpaT)
20-Tn KpaTHbIA KOHUeHTpaT docdartHoro Gydepa c
TBnHOM-20 (Ge3uBeTHbIN). Pa3BecTu pacTtBop Ans
npombiBkn TWEEN (20x) 1:20 guctunnupoBaHHOWM
UM  OenoHu3MpoBaHHOM Bogou (Hanpumep, 5 ml
KOHUeHTpaTa + 95 ml Bogbl Ana 8 nyHok) nepef
ncnonb3oBaHUeM. Pa3BefieHHbIi pacTBOP XpaHUTb Npu
Temnepatype 2-8°C He Gonblue 7 CyTOK.

Cton-pacTBop (rOTOBbLIA K UCNOJIb30OBaHUIO)
Pacteop 0,5 mol H,SO, (6ecuBeTHbI). XpaHuTb npu
TemnepaTtype 2-8°C

B coctaB Habopa Takxe BXOAAT: KNenkas nneHka (2 Wr.), cxema BHECEeHUs
06pasuoB. (1 WT.), IMCT KOHTPOMBHbLIX UCMBITAHWUIA N MHCTPYKUMS MO NMPUMEHEHNIO.
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4.2. lononHuTenbHbIe peakTUBbI, MaTepuanbl 1 060pyaoBaHue

ABTOMaTMYECKME NUNETKM NepeMeHHoro oobema Ha 10—1000 pl u HaKOHEYHMKIK
Onsa Hux, mepHasi nabopatopHasa nocyga (10—-1000 ml), genoHusmnpoBaHHas
Unu OUCTUNNUPOBAHHAas Boda, TepmocTaT Ha 37°C, OeMOoHM3MpOBaHHAA UMK
OVCTUNNMpoBaHHas BoAa, TepmocTaT Ha 450/620-695 nm, cooTBeTCTBYyOLINE
KOHTENHepbl AN OTXOAOB  MNOTEHUManbHO  3apaXeHHoro martepuana,
TanMep, GunbTpoBanbHas bymara, ogHOpa3OBble HEOMNyApeHHble nepyaTKy,
Je3nHgpuumnpyowmne cpegcraa.

5. MTIPEAOCTEPEXEHUNA U TEXHUKA BE3OIMNACHOCTHU

5.1. MpepocTepexeHus

lNeped nposedeHuem aHanu3a BHUMamesibHO 03HaKOMbMmecCh C UHCMpyKuueu
o ucnonb3ogaHur. [JocmogepHocmb pes3ynbmama 3agucum Oom 4Yemkozao
criedoesaHusi npoyedype aHau3sa.

—He ucnonb3ynte KommnoHeHTbl WN®PA-HabGopa nocrne OKOHYaHWs Ccpoka
rogHoCTW;

— He UCnonb3yinTe BO BpeMS aHanm3a v He CMeLLVBanTe KOMMOHEHTbI Pa3HbIX
cepuii, KOMMOHEHTbI N3 HabopOB pa3HbIX HO30MOTUIN UMM peareHTbl APYrux
npounssoguTenen B coyetaHum ¢ Habopom «EQUI anti-HBs»;

— He 3amopaxmBarnte NPA-Habop UM ero KOMMNOHEHTbI;

—rocne WCnonb30BaHWA peareHTa 3akpblBanTe KaxAabl ¢nakoH CBOEW
KPbILLKOW;

— BO BpPeMS NPOMbIBAHWSI KOHTPONMPYWTE HAaMOMHEHME W NOJTHYIO acnupauuio
pacTBopa 13 ITYHOK;

—Kaxabl pa3 MCMNonb3yhTe HOBLIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
o6pa3suoB UM peareHToB;

—un3berante nonagaHus MNpPsIMbIX COSIHEYHbIX Jflyyen Ha peareHTbl NPA-
Habopa;

—[SOLN[TMB] momkeH ObiTb OecuBeTHbIM Mepen Mcnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHWUWA UMW XeNTbl LUBET, €ro Henb3si MCNoMb30BaTh.
M3beraiiTe KOHTakTa C MeTannamu UnM NoHaMW MeTarnsos.
Ona paboTbl UCMOMb3yNTe TOSMbKO YMCTYH, TLATENbHO BbIMOMOCKAHHYHO
OUCTUNNMPOBaHHOW BOAOW NOCYAY;

— He NCMNONb3ynTe peareHTbl, UBET KOTOPbIX HE COOTBETCTBYET YKa3aHHOMY B
nyHkTe 4.1;

—HM B KOEM Crfly4ae He UCMOomnb3yhTe OOHY M Ty Xe nocyay Ansi pcTeBopa
KOHbloraTa 1 [SOLN[TMB];

— He NpoBOAUTE BU3yaribHbIV yYeT pe3ynbTaTtoB aHanm3a (6e3 ncnonb3oBaHus
puaepa);

— gononHutensHoe obopyaoBaHMe, Haxogslleecss B HenocpencTBEHHOM
KOHTakTe Cc Oumonormyeckum martepvanom WM KOMMOHeHTamu Habopa,
CUMTaeTCcs 3arpsi3HEHHbIM U HYXXAAeTCs B O4ULLEeHMM 1 obe33apaKmBaHuy;
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— N®A-Habop npepHasHayeH ana 96 aHanmsoB. KOMMNOHEHTbI mnocne
NCMNONb30BAHUA M OCTaTKM HEUCMNOSIb30BaHHbIX KOMMOHEHTOB [OOJIXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHMKa 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONMbKO AN nabopaToOpHOro
npoeccMoHanbHOro npuMMeHeHus B in vitro AnarHOCTUKE W MOryT
NCNONb30BaTbLCA TOSbKO KBAaNMULMPOBAHHLIM NEPCOHANoM;

— NOCTaAHOBKY aHanu3a NpoBOAUTb TOMbKO B OOHOPA30BbIX HEOMyApEeHbIX
nepyaTtkax 1 3alnTHbIX O4KaXx;

—He [JonyckaeTcd MNpuHUMaTb Nully, NUTb, KYpUTb WM NOMNb30BaTbCH
KOCMETMKOWN B KOMHaTe NpPOBeAEHMNs TECTA;

— He NMNeTMpoBaTb PacTBOPbLI PTOM;

— koHTponu NPA-Habopa «EQUI anti-HBs» npoTecTMpoBaHbl 1 NpU3HaHbI
oTpuuaTenbHeiMm Ha HBsAg mn antutena k BWY1/2, BIC, Treponema
pallidum, ogHako paboTaTb C KOHTPOMNSIMU U UCCIEeAYEMbIM Matepuanom
HeobXo4MMO Kak C NoTeHLUManbHO onacHbIM MHAEKLUMOHHBIM MaTepranom;

— HEKOTopble KOMMOHEHTbI Habopa coaepkaT HU3KME KOHLIEHTPaLUKN BpeaHbIX
BELLeCTB M MOryT CRpOBOLMPOBaTb pasfpa)KeHue KOXWM U CIU3UCTbIX
obonouyek. MNpn nonagaHum [SOLN[TMB], [SOLN[STOP] 1 pacTBopa KOHbtoraTa
Ha crnM3ncTble 0OOMOYKM UMK KOXY HeOBXOOUMO HEMEANEHHO MPOMbITb
nopaxeHHoe MecTo 60NbLLIMM KONUYECTBOM BOAbI;

— BCNny4ae pa3bpbi3rnBaHns pacTBOPOB, HE COAEPXKaLLNX KUCMOTY, HanprumMep,
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3VHPUUMPYIOLUM CPenCcTBOM,
a 3aTeM Hacyxo BbiTepeTb unbTpoBanbHon Gymaron. B uHom cnydae
KMCNOTYy HeobXo4MMO CHavana HenTpanu3oBaTtb pacTBopoM bukapboHaTa
HaTpus, a 3aTEM BbITEPETb NOBEPXHOCTb, KaK ONMMCaHO BbILLE.

5.3. UHakTMBauma u yTunmsauma oTxonoB

—XNAKMe oTXxoAbl HeoOXoOAUMMO WHAKTMBMPOBATb, HaMpMMep, PacTBOPOM
nepekMcn BOAOPOAA B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacos
npy KOMHATHOW TemnepaTtype WM TUNOXSIOPUTOM HaTpUA B KOHEYHOM
KoHUueHTpauumn 5% B TedeHne 30 MUHYT unu OpyruMy paspelueHHbIMU
Oe3nHMUMpYOLWMMK cpeacTBamuy;

— TBEpAble 0TX0Abl CrieAyeT UHAKTUBMPOBaTb NyTEM aBTOKIIABUPOBAHUSA MpK
TemnepaType cTepunusaumm He MeHblle 132°C;

— He aBTOKNABMPYWTE pacTBOpPbI, cogepXallme a3ug HaTpus Unv rmnoxsopuT
HaTpus;

— YTUAN3aUnNl0 MHaKTMBUPOBAHHbLIX OTXOAOB NMPOBOAUTH B COOTBETCTBUU C
OEeNCTBYHOLLNM HaUMOHaNbHbIM 3aKOHOAATENBCTBOM.

6. XPAHEHUE U TPAHCITOPTUPOBKA

NDA-Habop cTabuneH B TeyeHMe cpoka rogHOCTU, YKa3aHHOro Ha 3TUKETKe,
ecrnu ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetca oOgHopas3oBasi TPaHCMNOPTUMPOBKA Mpu
TemnepaType He Bbilwe 23°C B Te4YeHne aByX CYTOK.
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7. PEKOMEHOALIUU MO OTBOPY, TPAHCITOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb HeobxoaouMmo oTOMpaTbh M3 BEHbl B CTEPUITbHYK Npobupky. MNMpobupka
JomkHa  ObiTb MpoMapkupoBaHa C  yKasaHMem  MAEHTUUKALNOHHbIX
OaHHbIX nauueHTa u gatbl oT6opa obpasua. LlenbHylo KpoBb OO OTAeneHus
CbIBOPOTKM MOXHO XpaHuTb 40 24 4YacoB npu Temnepartype 2-8°C, He gonyckas
3aMOpaxuBaHus.

CbIBOPOTKY MK nfasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
bonee 3 cyTok. [lJonyckaeTcsi 6onee NnpoAoIKNTENBHOE XPaHEHWE 3aMOPOXXEHHON
cbiBOpOTKM npu Temnepatype -20°C wunu -70°C. 33amopoxeHHble obpa3sLbl
nepen MCNonb30BaHUEM criedyeT pa3mopo3uTb U BblAepXKaTb MPU KOMHATHON
TemnepaTtype B TedeHme 30 wmuHyT. [locne pasmopaxuBaHusa obpasubl
cnegyeT nepemellatb AN AOCTUXEHUS ogHOPOAHOCTU. M3beratb NOBTOPHOrO
3aMopaxunBaHus-oTTanBaHus Mccrnegyemblx obpasuoB. B cnyvyae noMmyTHeHus
CbIBOPOTKM (MnM nria3mbl) 0CBOGOXAAKTCSA OT HEPACTBOPEHHbIX BKITHOUYEHUN
ueHTpudyrnposanHnem npu 3000 o6/mMunH B TedeHue 10-15 muHyT. He cnepyet
Mcnonb3oBaTb 06pasubl CbIBOPOTOK C BbIpa)XEHHOW NMNMAEMUEN, FEMONIN30M, a
Takxe bakTepuarnbHbIM NPOPOCTOM.

O6pasubl  CbIBOPOTOK  TpaHCMoOpTMpPOBaTb B TEPMOU3ONALMOHHBIX
KOHTenHepax. [1ns1 9TOro 3akpbiTble NPOMapPKMPOBaHHbIE NPOBMPKU HEOBXOANMO
NMOMECTUTb B MOMNNITUIEHOBBIN NAKET, NI0OTHO 3aneyvartaTb W NOMOXUTb B LIEHTpe
TEPMOKOHTENHepa. 3aMOpOXeHHble XnafareHTbl MOMOXWTb Ha OHO BAOIb
BOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMK 06pa3sLbl CbIBOPOTOK.

8. MOAIrOoTOBKA PEATEHTOB

lMpumeyaHue: lNeped ucronb3oeaHueM 8blOepxume 8ce KOMMOHeHmMbl VIDA-
Habopa npu koMHamHou memnepamype 18-25°C e meyeHue 30 MuHym!

8.1. MopgrotoBka nnaHweTta DA

Ona npegynpexaeHnsa KOHAEHcauun BoAbl B JIYHKax OTKpblBanTe
TONbKO nocrne BbigepxusaHvs 30 MUHYT Npu KOMHATHOW TemnepaType.
PackponTe BakyyMHYK ynakoBKY, OoTAenuTe HeobXxoaMMoe KONMMYeCTBO JYHOK,
a ocTanbHOe cpasy Xe TWwaTeNbHO YNakyuTe C BNaronornoTutenem n xpaHute
NIOTHO 3akpbITbIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpasom nnaHweTta obecneynBaeT ero cTtabunbHOCTb B
TeyeHne 6 mecaues:

8.2. MNpuroToBrneHne NPoMbLIBOYHOIO pacTBopa

[na npurotoBneHnsa pacteopa ANsi NPoMbIBaHUs pa3BeauTe [TWEEN]WASH[20x]
1:20 (1+19) AOUCTMNNUMPOBAHHOW UMW  OEUOHU3NPOBAHHOW BOAOW, MNOTOM
nepemewante. Hanpumep, 5 ml koHueHTpaTta + 95 ml Bogbl, 4ero 4ocTaTouHO Ans
8 nyHok. Npy HanMuMM KpUCTansoB B KOHLEHTpaTe pacTBopa AMd NPOMbIBaHUSA
nporpeunte dnakoH npu temnepatype 37°C O NONHOro pacTBOPEHNSA KPUCTANNOB
(15—20 muHyT). PasBefeHHbIN pacTBOP MOXHO XpaHUTb nNpu Temnepatype 2-8°C
He Gornee 7 cyToOK.
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8.3. MpurotoBneHne pacTBopa KOHbIOraTa

Pabouee pa3BeeHne KOHblOraTa roToBUTCS cneayowmnm obpasom: pa3seguTe
(dbmoneToBbIN) B YncTOM hriakoHe pacTBOPOM (po3oBbIN) B
cooTHowweHun 1:11 (To ecTb, 1+10), pacTBOp OKpaLLMBaETCHA B (OMONETOBbLIN LiBET.
Hanpumep, ansa 8 nyHok aHanusa go6asuntb 4o 300 pl [DILJCONJ] 30 ul [CONJ[T1x].
PacTBop KoHbtorata B pabovem pa3BefeHUn CTabusbHbIA B TEYEHNE CYTOK MNPy
YCINOBUN XpaHeHus npu Temnepartype 2-8°C.

9. MPOUEAOYPA AHAITIN3A
9.1. MoaroToBbTE HEOOXOOMMOE KONMYECTBO NTYHOK AN aHanuaa (4etbipe NyHKx
AN KOHTponen n Heobxo4MMOe KONMYECTBO ANSA uccrnegyembix obpasuos),
BCTaBbTE MX B pamky nnaHweta VDA, JlyHKM C¢ KOHTponsamun obsizaTenbHO
BKJIHOYAMTE B KAXXOY NOCTAaHOBKY aHanmaa.

9.2. 3anonHuTe cxeMy BHeCceHWsi 06pa3LoB.
9.3. MNpurotoBbTe pacTBOpP ANS NPOMbIBAHUSA B COOTBETCTBUU C MYHKTOM 8.2.
9.4. MNMpurotoBbTE PAcTBOP KOHbIOraTa CornacHo NyHKTy 8.3.

9.5. BHecuTe B nyHku no 70 pl koHTponen n nccrnegyembix o6pasLos:

— B NyHKY A1,
[CONTROL[ -| — B nyHku B1, C1, D1,
B OCTalbHbI€ NYyHKN — uccrnegyembole obpasLbl.

9.6. BHecute B nyHkn no 35 pl pactBopa KoOHbIOrata noBepx KOHTpONem u
nccregyemblx obpasuyoB. [na npenoTBpalleHus KpOoCKOHTaMmHaumm ob-
pasuoB BHECWUTE pacTBOP KOHborata, He KacasiCb COAEPXaHMS ITYyHOK.
OCTOpOXHO NOCTYKMBAs No NiaHLWeTy, NepeMeLlanTe CMech B NyHKax.

9.7. 3aknente CTpunbl KNENKOW NAEHKON U MHKYOupynTe B TedeHne 120 MuHyT
npu Temnepatype 37°C.

9.8. o okoHYaHUN NHKYBaLMmM akKypaTHO CHAMUTE KITEMKYHO NITEHKY U MPOMOWTE
NYHKW NATb pa3 C UCMNONb30BaHWEM aBTOMAaTUYECKOro npomMbiBaTens unu
8-kaHanbHOWM NMNETKM crieayowmm obpasom:

— yoanute coaepXXmumoe NYyHOK B KOHTENHep AN XUAKUX OTXOA0B;

— HanosnHuTe NyHKn ctpunoB He MeHee 4em no 300 pl pacTBOpOM Ang
NPOMbIBaHWSA, OCTaBbTe HE MeHee, YeM Ha 30 cekyHa;

— acnvpupyinTe pacTBop u3 nyHok. OcTaToyHbIi 06beM pacTBopa nocrne
KaXKJoro atana acnupauumn JOJKEeH COCTaBnsaTb He 6onblie 5 pi;

— MOBTOpUTE MpoLuenypy NpoMblBaHUS elle NaTb pas;

— nocne nocnegHen acnupauny n3baBbTechb OT NULLHEN BNaru, NoCTyKnBas
nraHwWeToM no unbTpoBarnbHoOM Gymare.

9.9. BHecute B nyHkn no 100 pl [SOLN[TMB], He KacasiCb AHa U CTEHOK ITYHOK
nnaHwerTa.

9.10. MHkybupynTte ctpunbl B TeyeHne 30 MUHYT B TEMHOM MeCTEe Npu KOMHaTHON
TemnepaTtype 18-25°C. He ncnonb3ynte Knenkyo nNreHKy Ha JaHHOM 3Tane.
9.11. BHecute B nyHkm cTtpunos no 100 pl ONsi OCTaHOBKM
depMeHTaTUBHON peakuuun, NnpuaepxmMBasiCb TON e NocreaoBaTenbHOCTH,
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YTO U NpU BHECEHNN [SOLN[TMB |. Bo BpeMA BHECEHNA NPOUCXOONUT USMEHEHNE
LiBeTa pacTtBopacC FOJ'IY6OI'O Ha XenTbln, B JTyHKaX C npo3paYv4HbiM paCcTBOpOM
HE3HAa4YNTEeJSIbHO MEeHAETCA OTTEHOK.

9.12. UamepbTe Ha pugepe Ol1 B Kaxgow nyHke npu gnuvHe BonHbl 450/620-
695 nm B TeyeHne 5 MUHYT Nocne OoCcTaHOBKM peakuuu. [Jo npoBefeHUs
namepeHuss ybegutecb B YMCTOTE BHELUHEW MOBEPXHOCTU OHA JyHOK U
OTCYTCTBUM My3bIPbKOB.

Yyem pe3ynbmamos aHasu3a MOXHO rnpogooums 8 0OHOBOSTHOBOM PEXUME
npu OnuHe 80s1HbI 450 nm, 8 smom criyyae ocmagbme JyHKY 0711 yCmaHO8/1eHUSI
bnaHka (8 makyo iyHKYy 8Hecume moJsibKo [SOLN[TMB] U [SOLN]STOP ).

10. YYET PE3YJIbTATOB U UX UHTEPMPETALMUA

10.1. YyeT pe3ynbTaToB aHanusa
Paccuutate cpegHee 3HadyeHue Ol HeratuBHOro koHtpons (Nc) ypoBeHb
rpaHnyHoro 3HadeHus (Cut off - CO).

Nc = (Nc1 + Nc2 + Nc3)/3; CO=Nc +0,2

10.2. KoHTponb AOCTOBEPHOCTU pe3ynbTaToB aHanusa
[aHHble TecTa cuuTalTCA [OOCTOBEPHLIMW, €CMM OHWM COOTBETCTBYHOT
cnegyowmm TpeboBaHNSM:

on=1,5
[CONTROL] - ] On<0,100

rae Ncn — Ol kaxgoro
nosTopa Nc

Ecnu opgHo n3 3HayeHnn Ol HeraTMBHOroO KOHTPOJA BbIXOOUT 3a npeaenbl
YKa3aHHOro Bblille WHTepBala, ero 0T6paCbIBaPOT n paccymTbiBaro Nc no
ocTanbHbiM 3HaveHusam Ol HeraTMBHOro KOHTpOnnA. Ecnn ©Gonee opgHoro
3Ha4veHust Ol HeraTMBHOIO KOHTPOJA HE OTBEYaeT yKa3aHHbIM Tpe6OBaHI/IF|M, TO
TECT CHUTaAeTCA HEKOPPEKTHbLIM U Tpe6yeT NMOBTOPHOIO NnpoBeageHnA.

[CONTROLI-]  Nc x 0,5<Ncn < Nc x 2,0

10.3. UHTepnpeTauunsa pe3ynbTaTtoB

OD_, . >CO TMMONOXUTENbHbLIN
e >, ’ rﬂ,e ODsampIe-
oD, . <CO OTPWULATENbHbIV o6pastia

sample

orn

Pesynbratel ong obpasuos, Ol kKOTOpbIX paBHa rPaHUYHOMY 3HAYEHUIO UIK
HaxoguTcs B npefenax £10%, cnegyeTt vHTepnpeTMpoBaTb OCTOPOXHO. Takue
obpasubl 4oMKHbI BbITb MCCNeaoBaHbl NOBTOPHO B ABYX NyHkax Habopa «EQUI
anti-HBs». Ecnu npu noBTOpHOM TeCTMpPOBaHWUU ODSample CHOBa HaxoguTcH B
npenenax +10% OT rpaHUYHOro 3Ha4YeHUd, crieqyeTt npoBecTn oTbop M aHanus
HoBOro obpasua.
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11. XAPAKTEPUCTUKU TECTA

11.1. AHanuTUYEeCKMe xapaKkTepuCcTUKU

MpeunsanoHHoOCTb
Bocnpoussodumocms pesyrnbmamos 8 ripedesiax 00HOU nocmaHo8Ku aHanusa
(Intra assay repeatability)

KoadhduumeHt Bapuauum (CV) ana  OByx CbIBOPOTOK C  pasfinyHON
KOHUeHTpaLumen anti-HBcore aHTuTen oueHnBanu B 32 noBTOpax Ha OAHON cepun
N®A-Habopos.

N2 cbIBOpPOTKM on,, (NTI\}IE//EL) CV, %
103/10 1,654 95,9 3,4
104/24 0,389 16,7 5,1

Bocnpoussodumocms pe3ynbmamosg Mex0y pa3HbIMU ocmaHoeKkaMmu aHasu3a
(Inter assay reproducibility)

Koacppuument Bapuaumm (CV) p[na OByX CbIBOPOTOK C  pasfinMyHOM
KOHUeHTpaunen anti-HBcore aHTuTEn oueHmBanu B TedyeHme 3 gHenm B 3
nocTaHOBKax aHanmsa, no 8 NOBTOPOB B KaXX[10M aHanmse.

miU/ml

Ne cbIBOpOTKM OI'ICp (MME/mn) CV, %
103/10 1,812 102,9 9,9
104/24 0,389 16,8 91

AHanuTnyeckasn cneumdpuyHoCcTb

Ha pesynbraT aHanusa He BnusieT npucyTcTBume B obpasue 6unupybuHa B
KoHueHTpauumn go 0,21 mg/ml (361,8 ymol/l), remornobuHa B KOHUEHTpauuun o
10 mg/ml n TpurnuuepmaoB B koHUeHTpauun go 10 mg/ml (11,3 mmol/l).

11.2. AnarHocTnyeckne xapakTepucTuKu

[na onpeaeneHns KNMHn4eckom YyyBcTBUTENbHOCTU MDA-Habopos «EQUI anti-
HBs» ncnons3oeanu 19 06pasLioB CbIBOPOTOK OT BAKLMHUPOBAHHbLIX MALUEHTOB 1
8 nonoxumTenbHbix 06pasLLOB C KOMMEPYECKOW NMaHen CbIBOPOTOK MPOM3BOACTBA
SeraCare Life Sciences Inc (CLUA). KnvHnyeckas 4yBCTBUTENBHOCTL HabopoB
«EQUI anti-HBs» coctasuna 100%.

WccnepoBaHve xapakTepucTMk MeToda Mo CPaBHEHWUIO C  aHanorn4yHbIM
kommepueckum VPA-Habopom MpoBOAMMAM Ha LeneBow rpynne GepeMeHHbIX
XEHLWMH 1 Bblbopke JoHopoB (168 obpasuoB). Onsi Bblbopku GepemeHHbIX
XKEHLLMH 1 JOHOPOB OTHOCUTENbHAas cneumdunyHocTb coctasuna 99,3%, npoueHT
coBnageHns coctoBnsAKT 97,6%.

12. OrPAHUNYEHUE AHAJIN3A

MonoxutenbHbii pesdynbtaT B VIDA-Habope «EQUI anti-HBs» saBnsetcs
CBMAETENbCTBOM Hanuuus y nauMeHTa aHTUTEeNn K MOBEPXHOCHOMY aHTUreHy
Bupyca renatuta B. AHTutena k HBsAg aBnstoTca nokasaTenem npoTeKTUBHOMO
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UMMYyHUTETA.

OTtpuuyatenbHbin  pesynstat B WPA-Habope «EQUI anti-HBs»
MoKa3sblBaeT, YTO TECTUPYEMbIN 0BpaseL He coaepXnuT aHTu-HBs aHTuten
UITN UX KOHLLEHTPaLMS HUXKE YPOBHS YyBCTBUTENBHOCTM aHanmaa.

BoisBneHne aHTu-HBs y nauueHTa He sABnsieTcsa Agoka3aTenbCTBOM
Hanu4ns Bupyca renatuta B B opraHuame, aTu aHTutena obHapy»kmBatTcs
npyv XPOHUYECKOM U NMEPEHECEHHOM B aHamHe3e renatute B, a Takxe y
BaKUMHMPOBaHHbIXMpoTuBrenatutaBnuy. YToOblOTANYMTL 3TN COCTOSHUSA,
pekoMeHayeTCcs NpoTecTUpPOBaTh NauueHTa Ha Apyrue MapKepbl renatuTa
B n uccneposatb 06pasey Ha Hannume HBsAQ 1 cneumduryecknx aHTUTen
knaccoB IgM n IgG k HBcore aHTureHa (Hanpumep, B MI®A-Habopax «EQUI
HBsAg», «<EQUI HBcore IgM» n «kEQUI HBcore IgG», COOTBETCTBEHHO).

[ns OueHKNn YpOBHSA MNPOTEKTMBHOMO WMMYHUTETa pPEKOMeHAyeTcs
onpenenuTb KOHUEeHTpauno aHTu-HBs aHTTen B 06pasLe c npumeHeHnem
komnnekTa kanubpatopos «EQUI anti-HBs Calibrators».

13. TPYOHOCTU, KOTOPbLIE MOI'YT BO3HUKHYTb
NnPU NPOBEAOEHUUN NDA

Bbicokuli ¢hoH 8 JIyHKax ecez20 rnjiaHwema MoXxem 803HUKHYMb U3-
3a:
— 3arpsi3HEHHOro NPOMbIBATENS;
— HM3KOrO Ka4yecTBa WUnu 3arpsi3HeHNst BOAb;
— MCMNOMb30BaHUSA MIOX0 NOMbITOW NOCYAb;
— MCNOMb30BaHUA Ae3NHPULMPYOLWNX CPEACTB, COAEPXKaLLNX XI10p;
— MCMNOMb30BaHUSA 3arpsi3HEHHbIX HAKOHEYHMWKOB;
— YBENUYEHUs1 BpEMEHU NHKYDaUUN Unu n3MeHeHnsa TemnepaTypHoro
pexuma.
Bbicokuli poH 8 omOesibHbIX psidax Moxem 6bImb c8si3aH C:
— NOBTOPHbIM BHECeHMeM pacTtBopa TMb;
—3arpsi3HeHMeM KOHyca aBTOMAaTM4YEeCKOW MUMETKU pacTBOPOM
KOHBbHOraTa;
— 3arpsi3HEHNEM OHOTO 13 KaHanoB NPOMbIBATENS.
lMony4yeHHoe 3Ha4YeHue OI1 nonoxumesibHO20 KOHMPOJIS HUXe
ycmaHoeJlIeHHOU epaHuubl, ecJlu:
— HenpaBuIlbHO NMPUrOTOBIIEH MM HE BHECEH OOUH 13 peareHToB (pa-
CTBOP KOHBblOraTa unm pactesop TMB);
— COKpaLleHo BpeMsi MHKyOaumum Ha 04HOM U3 3TanoB..
NumeHcueHOCMb oOKpawueaHusi JIYHOK He coomeemcmeyem
nony4yeHHoOU onmu4ecKoul MNiomHocmu. TO MOXeT CBMAETENbCTBOBATb
O CMELLEHHOM OMNTUYECKOM FyYe.
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MpounsBoguTens
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CXEMA NPOBEOEHNA AHATNTU3A

Bblgepxatb peareHTbl 30 min npu temnepatype 18-25°C

BHecTtun no 70 pl koHTponen n nccnegyemMbix 06pasLOB B NYHKU:
A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],
E1 1 B ocTanbHble NyHKKU - uccrnegyemble o6pasLbl

BHecTtu no 35 yl npurotoBneHHoro 1:11 (1+10) pacTBopa KoHbtorata

3akneunTb CTpuUMbl NEHKOW, MHKYOupoBaTb 120 min npu Temnepartype
37°C

[MpombITb NyHKK 6 pa3 npurotoBneHHsim 1:20 (1+19) pactBopom Ans
npombiBaHna TWEEN (300 pl B nyHKy)

B nyHku ctpunoB BHecTy no 100 pl [SOLN[TMB]

MHkyBupoBaTb Ha npoTshkeHun 30 min B TeMHOTe Npu Temneparype
18-25°C

B nyHku ctpunos BHecTn no 100 pl [SOLN]STOP

(NpoucxoauT N3MeHeHWe LBETa C rofyGoro Ha XenThii)

YYET PE3YJIIbTATOB AHAJIN3A
Nc = (Nc1 + Nc2 + Nc3)/3;
CO=Nc+0,2;

Nc - CpenHee 3Ha4veHwne Ol 3-x [CONTROL[—]
CO - YpoBeHb rpaHnyHoro 3HaveHus (Cut off)

MHTEPMPETALUA PE3YNIBTATOB
oD >CO MNMONOXUTENbHbIN

sample =

OD <CO OTPWLATENbHbIV

sample
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NDA-HabGop Ana Ka4eCTBEHHOro ooHapyXeHus
NOBEepPXHOCTHOIro aHTUreHa Bupyca renatura B

NHCTPYKUMSA NO NPUMEHEHWIO
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EQUI HBsAg

NOA-Habop ons KayecTBEHHOro obHapyKeHMst MOBEPXHOCTHOIO
aHTWUreHa Bupyca renatuta B

1. HASBHAYEHUE

Habop «EQUI HBsAg» npegHasHayeH Ons KayeCTBEHHOro ObGHapyXeHus
NMOBEPXHOCTHOrO aHTureHa Bupyca renatuta B (HBsAg) B cbiBopoTke wunu
nnasMe KpoOBM 4enoBeka MeTogoM MMMyHodepmeHTHoro aHanusa (MOPA) ¢
Lenblo AnarHOCTUKKM renatuta B u ckpuHMHra goHopckon kposu. lNpouenypa
aHanus3a paccuMTaHa Kak ANd PyYHOM MNOCTaHOBKM C aBTOMaTU4eCKUMM
nuneTkamm n cTaHAapTHbIM 00OpyAoBaHWEM, Tak M ANS aBTOMaTUYECKOro
UMMYHO(EPMEHTHOro aHanm3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: JOHOPbI; NMUA-NOTPEBUTENN UHBEKLMOHHBLIX HAPKOTUKOB;
peunnmeHTbl KpOBU UMM OpraHoB; BepeMeHHble XEHLLMHbI; AeTU, POXAEHHbIe
OT MHMUUUPOBAHHBLIX MaTepewn; nuua, uHduumpoBaHHble BWY; naumeHTbl C
cumnToMmamu 3aboneBaHui NevYeHn; NauneHTbl remognanuaa.

MpumeHeHune: VIOA-Habop NpuMeHAeTCH B KMMHUYECKUX ONArHOCTUYECKUX
nabopartopusx, CTaHLMAX NepennBaHns KPOBU, a Takxe B APYTnX yYpexaeHusX,
paboTatowmx B obnactu in vitro ouarHoCTUKMW.

2. KMMHUNYECKOE 3HAYEHME

OpHMM 13 pacnpocTpaHeHHbIX 3aboneBaHuni nedeHn aengetcd renatut B. Ero
3TUONOrMYecKnin areHT — Bupyc renatuta B (BI'B). BB oTHOCKTCS kK CEMENCTBY
Hepadnaviridae n cogepxut geyxuenoyeyHyto OHK. NHdekumoHHOM dopmoii
BUpYyCa ABMAITCA Tak HasblBaeMble YacTuubl [denHa anameTtpom 42-49 nm, B
6enkoBOM COCTaBe KOTOPbIX OCHOBHBIMWU SIBNSAKTCHA MOBEPXHOCTHbLIA aHTUrEH
(HBsAg) n kopoBow aHTureH (HBcAQ).

KnuHunyeckas kapTuHa renatmta B He no3BonseT gmarHOCTMpoOBaTb €ro
ONVTernbHOEe BpeMs U OTAMYUTBL OT OPYrMX BMPYCHbIX renatuToB. [oaTomy ans
CKPVHMHIOBBIX UCCIIEA0BaHUN U NOATBEPXKAEHUS AMarH03a BaXkHyo ponb urpaet
nabopartopHas gnarHocTuka, 0CobeHHO BbisiBrieHMe aHTureHoB BI'B n aHTuTen
K HUM meTogoM UN®PA. lNMepBbIM U OCHOBHbIM MapkepoM renatuta B aBnsaetcs
HBsAg, nposBnsawwmincs B KpoBn Yyepes 3-5 Heagenb nocrie MHUUMpOBaHUS.
MpnbnM3nTeENbHO B TO XXe BpeMsi B KpOBU MOXXHO 0OHapyxuntb [JHK BI'B n HBeAg,
KOTOPbIA CYUNTAETCSH MapKepoM aKTUBHOW PENnMKauumn BUpYCca U «3apa3HoOCTU»
kpoBu. BO3 pekomeHayeT NpoBOANTbL NPOBEPKY BCEN LOHOPCKOM KpoBnHa HBsAg,
YTOOLI NPegoTBPaTUTL TPAHCMUCCUBHYIO Nepenady BI'B. Yepe3 2-3Hegenunocne
nosieneHnss HBsAg nosisnstoTtca aHtutena IgM k kopoBomy aHTureHy HBCAg, a
BCKoOpe nocne Hux — aHTn-HBcore IgG, 6bICTpO AocTUratwLLmMe BbICOKUX YPOBHEN.
BbizgopoBneHne oT ocTporo renatnta B conpoBoxgaeTcs BoiBeAEHNEM BMpyca
N3 opraHuama, nepectarT BbigBnaTbcad HBsAg n aHtn-HBc IgM, nossnstoTcs
aHTMTenak HBeAg. AHTuTena lgG Kk KOpOBOMY aHTUTEHY MEPCUCTUPYIOT B TEYEHUE
BCEWN XN3HU N SABMSOTCS MapkepoM MMELLErOCs UM NePEHECEHHOro renatuTa
B, MX ypOBEHb B KPOBU CHUXKAETCSA MeAEHHO. Yepes HECKONBbKO MecsiLEeB nocne
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ncyesHoBeHnsa n3 kposn HBsSAg HaumHaloT BbISBAATbCA aHTU-HBsS aHTUTEna,
CBMAETENbLCTBYOLIMNE O NMEPEHECEHHOM renatute B n Hanuumm nmmyHuteta. B
nepuop «CeporiorM4ecKkoro okHa» Mexay Bbisogom HBsAg 1 nosiBNeHnem aHTu-
HBs aHTuTen mapkepom uHdekuun BB aBnsawTca cymmapHble aHTuTena K
KOPOBOMY aHTUIEHY, TakXe MOryT NposiBnsiTbca aHTu-HBe aHTuTena.

Ecnv nocne octpoi asbl He MpPOMCXOAUT 3JNUMMHALMSA BUpyca U He
nosBnsatTcA aHTM-HBS aHTUTENa, passuBaeTcsa XxpoHndeckun renatnt B. HBsAg
npoJosnkaeT onpenenaTbcsa 6onee 6 MecsLUeB, €ro KOMYeCcTBO B KPOBU MOXET
3Ha4nUTENbHO KonebaTbes. Ha pennukaTMBHOWM CTaanm XpoHM4eckoro renatmuta B
Haxogutcs OHK Bupyca n HBeAg, aHtuten k HBeAg Her.

BO3 pekomeHayeT AnarHOCTUPOBATb OCTPbIA renatuT B npmn Hanuumm HBsAg
n antuten IgM k HBCAg, a xpoHunyeckuin — npu yctondnsom npucytctenm HBsAg
B TEYEHNE HE MEHee LLIECTUN MECSILEB.

MmaBHbIM  cpencTBOM  mpodunaktuku renatuta B aBngaetcs
BaKUMHaLUMA, peKoMeHOOBaHHasa B MepByl0 ovepeb HOBOPOXAEHHbLIM.
lNocrne BakuMHauuM opraHM3mMoM npoayumpyrTca aHTu-HBs aHTuTena
n dopmMmpyeTca MMMYHUTET Yy UL, HE COMpuKacaBLUMXCS C BUPYCOM
renatuta B. Hanuune aHTM-HBs anTuten Ha ypoBHe Oonee 10 U/
(ME/n) NnpyUHATO cumMTaTh HXKHUM NPenerioMm NpoTEKTUBHOIO UMMYHUTETA
BCneaCcTBME BakuMHaLMM UNu nepeHeceHHoro renaturta B.

3. NIPUHUWIM AHAJIN3A

O6HapyxeHne HBsAg B UDA-Habope «k EQUI HBsAg» BasmpyeTcsa Ha npuHuune
«C3HOBUY»-BapuaHTa TBepgodasHoro IOA B ogHoaTanHom MHKybauun. B nyHkax
nnaHweTa 3acopbupoBaHbl MOHOKMOHaNbHblE aHTuTena, cneumduryeckue
kK HBsAg. B kaxgytw nyHky gobasnstoTcs obpasubl CbIBOPOTKM MNU Nriasmbl
naumeHtTa M KoHbloraT cneumdumyeckmx Kk HBsAg aHTUTEn ¢ nepokcuaason
xpeHa. Bo Bpems uHkybaumm wuccriegyembix 06pasLoB M NepoKCUOA3HOro
KOHBblOraTa B NnyHkax nnaHweta HBsAg, npu Hanvyumn B obpasuax, cBa3biBaeTcs
Kak ¢ nepBbIMU aHTUTENaMu Ha TBEpAOK hase, Tak U CO BTOPbIMU aHTUTeNnamu,
KOHBIOrMPOBaHHLIMU C MEPOKCMOA30M XpeHa, obpasys «CIHOBUY» aHTUTENO
-aHTUreH-aHTMTeNno. HecBA3aHHble KOMMOHEHTbI YAANnsAwTCA NpU OTMbIBAHUN.
MMMyHHBIE  KOMMMeKkcbl OBHapyxuBalwTca nyTeM [fobaBneHus pacteBopa
xpomoreHa 3,3’,5,5-tetpametunderHsngmHa (TMB) ¢ nepekucbio Bogopona.
Mocne 30-MuHYTHOM WHKyBauMM peakuusi ocTaHaBnuBaeTcs [obaBneHuem
cton-pactBopa. OnTtudeckas nnotHocTb (Of1) B nyHkax onpegensieTca Ha
cnekTpodoToMeTpe npu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTb XXeNnTon
oKpacku nponopumoHansHa konnyectsy HBsAg B o6pasue.

4. MATEPWUAIIbl K OBOPYOOBAHUE

41. CoctaB Habopa
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1x96
NYHOK

STRIPS

CONTROLJ +] 1x1,6ml

CONTROL] -] 2x1,6ml

1x0,8 ml
1x8ml
1x13 ml

[TWEEN[WASH[20x] 1 x 50 ml

1x13ml

MnaHwet UPA

B  kaxpom nyHke nnaHweTta  3acopbupoBaHbl
MOHOKJIOHanbHble aHTuTena k HBsAg. JlyHku MOXHO
otaenatb. [locne nepBOro  OTKPBITMA  XpaHuTe
HEeUCNONb30BaHHbIE  CTpPUMbl B yNakoBKe  MNpu
Temnepatype 2-8°C He 6onee 6 mecsaueB

MO3UTUBHbIN KOHTPOIb

PacTBop NoBepxHOCTHOro aHTUreHa Bupyca renatuTta B
B Oydepe ¢ anbbyMVHOM U KOHCEPBAHTOM (PO30BbIN).
XpaHuTb Npu Temnepartype 2-8°C

HeraTuBHbIN KOHTPONb

HeraTnBHas cbiBOpOTKa KPOBM YENTOBEKA CKOHCEPBAHTOM
(kenTbI). XpaHuTb Npu Temnepatype 2-8°C

KoHntblorat (11x KoHUeHTpaT)

11-kpaTHbIN KOHUeHTpaT KOHBlOraTa
MOHOKJSOHasbHbIX aHTuTen K HBsAg c
nepokcuMgasom xpeHa B OydepHOM pacTBope CO
ctabunusatopamMm Un KOHCepBaHTOM (PMONETOBLIN).
Passectn koHwbiorat (11x) 1:11 pactBopom ans
pasBefeHus KoHblorata nepej  MCMNONb3oBaHuMeM
(Hanpumep, 50 pl koHueHTpaTa + 500 pl pacTBopa Aons
pas3BefeHus KOHblorata, AOCTaTtOYHO Ans 8 NYHOK).
PasbaBrneHHbIi pacTBOp XpaHuUTb Mpu TemnepaType
2-8°C He bonee 1 cyTokK

PacTtBop Ans pa3BeAeHusi KOHblOraTa

BydepHbii pacTtBop € 6enkamMu CbIBOPOTKM KPOBM
KPYMHOro poraToro ckota U UMMYHOrnofynMHaMm Mbilimv
C KOHCEPBaHTOM (p030BbIl). XpaHUTb Npu Temneparype
2-8°C

PactBop TMbB (roToB k uCnonb30BaHUI0)

Pacteop TMB, H,O,, cTabunusatop, KOHCEpPBaHT
(6becuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C

PactBop ans npombiBkn TWEEN (20x koHLeHTpaT)
20-KkpaTHbI  KOHUEHTpaT docdatHoro 6Gydepa ¢
TBuHoM-20 (BecuBeTHbIN). PasBectn pacTBop AN
npombiBkn TWEEN (20x) 1:20 auctnnnupoBaHHOW unu
AEeVoHN3NPOBaHHOM BOAON (Hanpumep, 5 ml koHUueHTpaTa
+ 95 ml Bogbl Ana 8 nyHok) nepea MCNOMNb30BaHUEM.
PasbaBrnieHHbIN pacTBOp XpaHWUTb Mpu TemnepaType
2-8°C He bonee 7 cyToK

CTon-pacTBOp (rOTOB K UCMOJIb30BaHUIO)

Pacteop 0,5 mol H,SO, (6ecuseTHbIf). XpaHUTb npu
Temnepartype 2-8°C

B cocTtaB Habopa BxogsaT: knenkasa nrnexka (1 wr.), cxema BHeceHns o6pasuos
(1 WT.), MNCT KOHTPONbHbIX UCMLITAHWUIA Y MHCTPYKLMSI MO NMPUMEHEHWIO.
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4.2.[lononHuTenbHble peakTUBbLI, MaTepuarnbl U 06opyaoBaHue

ABTOMaTMYECKME NUNETKM NepeMeHHoro oobema Ha 10—1000 pl u HaKOHEYHMKIK
K HuM, MepHasa nabopartopHas nocyga (10-1000 ml), gevoHn3anpoBaHHas
UM OUCTUNNMpOBaHHAA BoAa, Tepmolwenkep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMATMYECKMA WX MOSlyaBTOMATMYECKUA MPOMbIBATENb MNAHLIETOB
(Bowep), crnekTtpodoTomeTp (puaep) oNa MuKponnaHweToB Ha 450/620-695
NmM, COOTBETCTBYHOLLME KOHTEMHEPDI AN OTXOA0B NOTEHUMANbHO 3apa)XeHHOro
mMaTepuana, Tanmep, unbTpoBanbHas Gymara, ogHOpPa3oBble HEOMNyAPEHHbIE
nepyaTtku, Ae3nHduumnpyowme cpeacTaa.

5. MTIPEOOCTEPEXEHUE N TEXHUKA BE3OIMNMACHOCTHU
5.1. NMpepocTepexeHue

lNeped nposedeHuem aHanu3a 8HUMamesibHO 03HaKoOMbmech ¢ UHCMpyKyueu
no npumeHeHurw. J[locmogepHocmb pe3yfibmama 3asucum oOm YemKoz20
criedosaHus rpoyedype aHausa.

—He wucnonb3ynte KomnoHeHTbl WN®A-Habopa nocrne OKOHYaHWsA cpoka
rOAHOCTM;

— He UCnonb3ynTe BO BpeMS aHanu3a v He CMeLLMBaNTE KOMMNOHEHTbI pa3HblX
cepun, KOMMOHEHTbI N3 HABOPOB pa3HbIX HO30MOMUIN UMK peareHTbl APYrux
npounssoauTenen B coyetaHum ¢ Habopom «EQUI HBsAg»;

— He 3amopaxusante NPA-Habop nnm ero KOMMNOHEHTbI;

—rnocne WCnonb30oBaHWA peareHTa 3akpbiBaWTe Kaxabll ¢nakoH CBOEW
KPbILLKOM;

— BO BPeMS MPOMbIBAHUSA KOHTPOMNMPYMUTE HANOSTHEHME U NOJSTHYI0 acnupaLmio
pacTBopa 13 NyHOK;

— Kaxabl pa3 MCMNOMb3yNTe HOBbIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
ob6pasLoB Unn peareHToB.;

—un3berante nonagaHus MNpsiMbIX COMHEYHbIX fyyern Ha peareHTbl NDA-
Habopa;

—[SOLN[TMB] gomxeH ObITb OeclLBeTHbIM nepen ucnonb3oBaHuem. Ecnu
pacTBOpP OKpalleH B CUHWIA UMK XKENTbIA LUBET, ero Hemnb3s UCrnonbL3oBarthb.
M3berante KOHTakTa C MeTannamuM UnM MOHaMM MeTannos.
[Onsa paboTbl MCNOMb3yNTE TOMBbKO YUCTYHO, TLIATENbHO BbIMNOMOCKAHHYHO
ONCTUNAMPOBAHHON BOOOW Nocyay;

— He UCMONb3yNTe peareHThl, LBET KOTOPbIX HE COOTBETCTBYET YKa3zaHHOMY B
nyHkTe 4.1;

—HW B KOEM criydae He UCMonb3ynTe Of4HY M Ty Xe nocyay ANns pcTBopa
KOHbtoraTa u [SOLN[TMB];

— He NpoBOAMTE BU3yarbHbIN y4eT pe3ynbraToB aHanunsa (6es ncnonb3oBaHus
puaepa);

— JononHuTenbHoe obopyaoBaHWe, Haxoasdluleecss B HENOCPeACTBEHHOM
KOHTaKkTe c OMonormyeckum martepuanom wunm KoMnoHeHTamu Habopa,
cUMTaeTCs 3arpsA3HEeHHbIM U HY>XAaeTcsl B o4nLLeHnn 1 obessapaxuBaHuu;
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— N®A-Habop npepHasHayeH ana 96 aHanmsoB. KOMMNOHEHTbI mnocne
NCMNONb30BAHUA M OCTaTKM HEUCMNOSIb30BaHHbIX KOMMOHEHTOB [OOJIXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHMKa 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHa4yeHbl TONbkO Ans nabopaTopHOro
nNpoeccMoHanbLHOro MnNpPUMEHeHUs B in  Vitro OWarHOCTUKE W MOryT
NCNoNb30BaTbCs TOMbKO KBANMMUUMPOBaAHHLIM NEPCOHArNomMm,;

— NOCTaAHOBKY aHanu3a NpoBOAUTb TOMbKO B OOHOPA30BbIX HEOMyApEeHbIX
nepyaTkax u 3alnTHbIX OYKaXx;

—He [Jonyckaetcsi MpUMHMMAaTb MUy, MUTb, KYpPUTb UMM MNONb30BaTbCS
KOCMETUKOWN B KOMHATe NpOBEeAEHUS TECTa;

— He NUNeTUpOBaTb PacTBOPbI PTOM,;

—[CONTROL[+] WN®PA-Habopa «EQUI HBsAg» cogepXuT O4YULLEHHbI
MOBEPXHOCTHbIA  aHTUreH Bupyca renatmta B, BblgeneHHbIn C
WHaKTMBUPOBAaHHbLIM NPOrpeBaHNeM CbIBOPOTKU KPOBM YENOBEKa, B KOTOPOW
He Oblno o6HapyxeHo aHTuTen k BUY1/2, BI'C n Treponema pallidum, ogHako
paboTtaTtb C KOHTpPONeM criedyeT Kak C MOTeHUManbHO WHM(EKLMOHHbLIM
mMartepuanom;

—[CONTROL[-] WN®dA-Habopa «EQUI HBsAg» npoTecTMpoBaH W Mpu3HaH
oTpuuaTenbHbiM Ha HBsAg n aHtutena k BUY1/2, BI'C, Treponema pallidum,
ofHako obpalaTbCcs C KOHTPONEM U UccrnegyeMeiMy obpasuamu crnegyet
Kak C NoTeHUnanbHO ONacHbIM NHEKLNOHHBIM MaTepuanom;

— HEKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMEe KOHLIEHTpaLumm
BpeOHbIX BELLECTB U MOTyT BbI3BaTb pa3paKeHne KOXu U cnnaunctbix. Mpu
nonagaHuu [SOLN[TMB] , [SOLN[STOP| u pacTBopa koHblorata Ha Crm3ucTble
UMM  KOXY, HeobxoAuMO HeMeAneHHO MNPOMbITb MOpPaXeHHoe MeCTO
6onbLUMM KONMNYECTBOM BOAbI;

— BCNny4ae pa3bpbi3rnBaHns pacTBOPOB, HE COAEPXKaLLNX KUCMOTY, HanpruMep,
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3VHPUUMPYIOLUM CPenCcTBOM,
a 3aTeM Hacyxo BbiTepeTb unbTpoBanbHoW Gymaron. B uHom cnydae
KMCNOTYy HeobXo4MMO CHavana HenTpanuaoBaTb pacTBopoM bukapboHaTa
HaTpus, a 3aTeM BbITEPETb NOBEPXHOCTb, KaK ONUCAHO BhbiLLE.

5.3. UHakTMBauma u yTunmsauma oTxonoB

—XMAKMe oTxoAbl HeobXoOAUMMO WHAKTMBMPOBATb, HaMpMMep, PacTBOPOM
nepekMcn BOAOPOAA B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacos
npy KOMHATHOW TemnepaTtype WM TUNOXIOPUTOM HaTpUA B KOHEYHOMN
KoHUueHTpauumn 5% B TedeHne 30 MUHYT unu OpyruMy paspelueHHbIMU
Oe3nHMUMpYOLWMMY cpeacTBamuy;

— TBEpAble 0TX0Abl CrieAyeT UHAKTUBMPOBaTb NyTEM aBTOKIABUPOBAHUSA Mpu
TemnepaType cTepununsaumm He MeHblle 132°C;

— He aBTOKNABMPYWTE pacTBOpPbI, cogepXallue a3ug HaTpus Unv rmnoxsopuT
HaTpwus;

— YTUNN3aUnN0 MHaKTMBUPOBAHHbLIX OTXOAOB NPOBOAUTH B COOTBETCTBUU C
OENCTBYHOLLNM HaLMOHaNbHbIM 3aKOHOAATENBCTBOM.
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6. XPAHEHVE U TPAHCINMOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTU, YKa3aHHOro Ha STUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetca oOfHoOpas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbilwe 23°C B TeYeHNe OByX CYTOK.

7. PEKOMEHOALIMU MO OTBOPY, TPAHCITIOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTEPUIbHYIO Npobupky. Mpobupka
JomkHa  ObiTb  NpoMapkupoBaHa C  yKasaHWMEM  MOEHTUMKALNOHHBIX
OaHHbIX NauueHTa u gatbl oTOopa obpasua. LlenbHylo KpoBb [0 OTAeneHus
CbIBOPOTKM MOXHO XpaHUTb 0 24 4YacoB npu Temnepatype 2-8°C, He gonyckas
3aMopaxKuBaHusl.

CbIBOPOTKY MNU nnasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
6onee 3 cyTok. [lonyckaeTcs 6onee NpoAomKMTENbHOE XpaHEHNE 3aMOPOXXEHHOM
cbiBOpoTkM nNpu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpasLbl
nepes MCnonb30BaHUEM CrielyeT pa3mopo3uTb U BblAepXKaTb MPU KOMHATHOM
TemnepaTtype B TeudeHme 30 mMuHyT. [locne pasmopaxuBaHus obpasubl
cnepyeT nepemellatb Afs AOCTUXEHUS OOHOPOOHOCTU. M3berate NOBTOPHOrO
3aMopaxuBaHua-oTTanBaHus uccrnegyemblx obpasuoB. B cnyvyae noMyTHeHUs
CbIBOPOTKM (MNN Nna3mMbl) OCBOOOXOAKTCA OT HEpPaCTBOPEHHbLIX BKITHOYEHUN
ueHTpudyrnposaHmem npu 3000 o6/muH B TeveHne 10-15 muHyT. He cnepyet
ncnonb3oBaTb 06pasubl CbIBOPOTOK C BblpaXXEHHOW NUMUAEMUEN, FEMOSIN30M, a
Takxe 6akTepuarnbHbIM NPOPOCTOM.

OO6pasubl  CbIBOPOTOK  TpaHCMOpTMPOBaTb B TEPMOU3ONSALMNOHHBIX
KOHTenHepax. [1ns1 9TOro 3akpbiTble NPOMapPKMPOBaHHbIE NPOOMPKN HEOOXOANMO
NOMECTUTb B MONMATUIEHOBLIV NAKET, NIOTHO 3aneyvartaTb W NOSIOXUTb B LIEHTPE
TEPMOKOHTENHepa. 3aMOpOXeHHble XMajareHTbl MOMOXUTb Ha [HO BAOIb
DOOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMW 006pa3Lbl CbIBOPOTOK.

8. NOAIroTOBKA PEATEHTOB

lNMpumeyaHue: lNeped ucnonb3osaHuem 8bidepxume 8ce KOMNoHeHmMbl NDA-
Habopa npu kKoMHamHou memnepamype 18-25°C 8 mevyeHue 30 muHym!

8.1. NMoaroroBka nnaHweTta NPA
Ona npegynpexaeHus KOHAEHCAuuW BOAbl B JyHKax OTKpbIBanTe

TONbKO nocne BblaepxumBaHus 30 MUHYT NpyU KOMHATHOW TemnepaType.
PackponTe BakyyMHYI yNakoOBKY, OTAeNUTEe HEOOXOAMMOE KONMYECTBO MYHOK,
a ocTarnbHOe cpasy Xe TLWaTenbHO ynakymTe ¢ BraronornoTuTeneMm n xpaHute
NMOTHO 3akpbITbiIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpa3om nnaHweTta obecrneymBaeT ero cTabunbHOCTb B
TeyeHue 6 mecdueB:

8.2. MNpuroToBrneHne NPOMbLIBOYHOIoO pacTBopa

[nsa npurotoBrneHus pacteopa AN NpoMblBaHUA passeanTe [TWEEN]WASH[20x]
1:20 (1+19) [UCTUANUPOBAHHOM UMW OEWOHW3MPOBAHHOW BOAOW, MOTOM
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nepemeluante. Hanpumep, 5 ml koHueHTpaTta + 95 ml Bogbl, 4ero 4OCTAaTOMHO ANS
8 nyHok. NMpn HanNnuMn KPUCTannoB B KOHLEHTpaTe pacTBopa 4SS NPOMbIBaHMS
nporpenTe dhnakoH npu temnepaType 37°C [0 NOSTHOro pacTBOPEHNSA KPUCTANIOB
(15—20 muHyT). PasBefeHHbI pacTBOP MOXHO XpaHUTb nNpu Temnepatype 2-8°C
He bornee 7 CyTOK.

8.3. MpuroToBneHue pacTBopa KOHbIOraTa

Pabouee pa3BefeHmne KOHblOraTa roToBUTCS cnegyowmmMm obpasom: passeguTe
(dboneToBLIN) B YACTOM (hnakoHe pacTBOPOM (po3oBblit) B
cooTHowweHun 1:11 (To ecTb, 1+10), pacTBOp OKpaLLMBaeTCH B (PMONETOBbIN LIBET.
Hanpumep, ons 8 nyHok aHanusa go6asute go 500 pl [DILJCONJ] 50 ul [CONJ[T1xX].
PacTtBop KoHblorata B paboyem pasBefeHnn CTabunbHbIN B TeHEHUE CYTOK Mpu
yCrnoBun xpaHeHus npu temneparype 2-8°C.

9. MPOLEAYPA AHAJTIU3A
9.1.MNoaroToBbTE HEOOXOANMOE KONTMYECTBO NTYHOK AN1st aHanu3a (YeTbipe NyHKK
OJ151 KOHTPOIen 1 HeobXoaMMOe KONMYECTBO AN1sl uccriefyembix 06pasLoB),
BCTaBbTE MX B pamky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenbHO
BKJIHOYaMTE B KaXOY NOCTaHOBKY aHanmaa.

9.2. 3anonHuTe cxeMy BHeceHusi 06pa3uoB.
9.3. MNpurotoBbTe pacTBOp ANsi NPOMbIBaHUS B COOTBETCTBUM C NMYHKTOM 8.2.
9.4. MNpuroToBbTe pacTBOP KOHbIOraTa CornacHo NyHkTy 8.3.

9.5. BHecuTe B nyHkn no 100 yl kKoHTponen n nccnegyembix 06pa3uoB:
— B NyHKY A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyembie obpasupl.

9.6. BHecuTte B nyHkn no 50 pl pactBopa KOHbrata NoBepPX KOHTPOMEn u
uccriegyemblx obpasuoB. [nsg npefoTBpalleHnss KPOCKOHTaMWHauuu
00pasuoB BHECUMTE pacTBOP KOHblOrata, He KacasiCb COAEPXaHMUs MyHOK.
OCTOpPOXHO NOCTYKMBASA NO NfaHLWeTy, nepeMeLllanTe CMechb B JyHKax.

9.7. 3aknenTe CTpUNbl KINENKON MIAEHKON U UHKYOMpynTe B TedeHue 120 MuHyT
npn 37°C 1 NOCTOSAHHOM OpBUTaNbLHOM MNepeMeLLMBaHNN COAEPXKMMOro
nyHoK co ckopocTbto 300 06/MuH. UHKybayuo 0bpa3yo8 ¢ KOHbH2amom
8 nyHKkax MOA-nnaHwema MOXHO rnpogodums 8 meyeHue 120 MuHym npu
memnepamype 42°C 8 cmamu4yeckom pexxume. OOHaKo npu 3mom Moxem
HabnrlambCsl CHUXeHUe crieyucbuyHocmu aHanu3sa.

9.8.1M0 okoOHYaHWM MHKYBaLUKM akKkypaTHO CHUMUTE KIENKYI0 MAEHKY N MPOMONTe
NYHKN NATb pa3 C MCMOMb30BaHNMEM aBTOMAaTUYECKOro NpoMbIBaTENS UIK
8-kaHanbHOW NUNeTkM cnegytowmm obpasom:
— yaanuTe COAEePXMMOE FTYHOK B KOHTEMHEP ANS XUOKUX OTXOAOB;
— HanomnHWTe NyHKM cTpunoB He meHee 4em no 300 pl pactBOpom Ans
NPOMbIBaHUs, OCTaBbTe HE MeHee, YeM Ha 30 CeKyHp;
— acnupupyinTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
KaXxgoro atana acnupaumm AOSIKEeH CocTaBnATb He 6onblue 5 yi;
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— MOBTOPUTE Npoueaypy NPOMbIBaHWS eLle NATb pas;
— nocne nocnegHen acnupauny n3baBbTechb OT NULLHEN BNaru, NoCTyKnBas
nraHwWeToM no unbTpoBarnbHoOm Gymare.

9.9.BHecute B nyHku no 100 pl [SOLN[TMB], HE KacasiCb AHA U CTEHOK NYHOK
nnadwerTa.

9.10. MukyBupynTte cTpunbl B TedeHne 30 MUHYT B TEMHOM MeECTE Mpu KOMHaTHOM
TemnepaTtype 18-25°C. He ncnonb3yinTe KNenkyo NieHKy Ha JaHHOM aTarne.

9.11. BHecute B nyHkm cTtpunos no 100 pl ONsi OCTaHOBKM
depMeHTaTUBHON peakLuu, NpUAEPKUBAsICb TOM XKe NocrneaoBaTenbLHOCTH,
YTO U NpU BHECEHUU [SOLN[TMB]. BOo BpeMsi BHECEHUS MPOUCXOANT UBMEHEHUNE
LBeTa pacTBopa C roflyboro Ha >enTbli, B TyHKax C Npo3payHbiM pacTBOPOM
HEe3HaYMTENbHO MEHSIETCS OTTEHOK.

9.12. NamepbTe Ha pugepe Oll B KaxOoW nyHKe npu AnvHe BonHbl 450/620-
695 nm B TeyeHne 5 MUHYT nocre OCTaHOBKM peakuuu. [o npoBeaeHus
namepeHusi ybegutecb B YMCTOTE BHELUHEW MOBEPXHOCTU OHA NYHOK WU
OTCYTCTBUM My3bIPbKOB.

Yyem pe3yrnbmamos aHasu3a MOXHO npogooums 8 0OHOBOSTHOBOM PEXUME
npu OruHe 80s1HbI 450 nm, 8 amom criyyae ocmagbme J1yHKY 011 yCmaHO8/1eHUS
bnaHka (8 makyto yHKYy 8Hecume moJibKo [SOLN[TMB] U [SOLN]STOP ).

10. YYET PE3YJIbTATOB U UX UHTEPMPETALMUA

10.1. YyeT pe3ynbTaToB aHanusa

Paccuntath cpeaHee 3HaueHue Ol HeraTusHoro koHTpons (Nc) yposeHb
rpaHnyHoro 3HadeHus (Cut off - CO).

Nc = (Nc1 + Nc2 + Nc3)/3;  CO = Nc + 0,07

10.2. KoHTponb AOCTOBEPHOCTU pe3ynbTaToOB aHanusa
[aHHble TecTa cuuTaloTCA [OOCTOBEPHLIMWU, €CMM OHU COOTBETCTBYHOT
cnegyowmm TpeboBaHusaM:

onz1,5
O <0,100

_ _ rae Ncn — Ol kaxpgoro
NTROL
[CONTROLI] N x 0,5 < Nen < NG x 2,0 o aropa No

Ecnu opgHo n3 3HayeHun Ol1 HeraTMBHOro KOHTPOJIA BbIXOOUT 3a npeaernbl
YKa3aHHOro Bbllle WHTEepBala, ero 0T6paCbIBaIOT n paccynTbiBako Nc no
ocTanbHbiM 3HaveHusam Ol HeraTMBHOro KOHTpOnn4. Ecnn ©Gonee opgHoro
3Ha4veHust Ol HeraTMBHOrO KOHTPONNA HE OTBEYaeT yKa3aHHbIM Tpe6OBaHI/IF|M, TO
TECT CHUTaAeTCA HEKOPPEKTHbLIM U Tpe6yeT NMOBTOPHOIoO npoBeageHnA.
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10.3. UHTepnpeTauua pe3ynbLTaToB
oD >CO MONOXUTESbHbIN

sample

° ,» TAe ODsampIe_ Orl
oD <CO OTPULUATENBbHbIN** obpasua

sample

* [epBOHa4YanbHO MOMOXUTENbHbIE 06pasubl AOJKHbI ObliTb MCCNeLoBaHbI
NoBTOPHO B ABYX nyHkax WM®A-Habopa «EQUI HBsAg». lMocrne MOBTOPHOro
TECTUPOBAHUSA MOMOXUTENBbHLIMU CcYMTaOTCA 06pasubl, ONTUYeckas NIOTHOCTb
KOTOpbIX XOTS Obl B OQHOM M3 MOBTOPOB MNpeBbIAET FPaHUYHOE 3HAYEHME.
Ecnv npu NnoBTOpHOM TECTMpPOBaHUM OMTMYecKas MAOTHOCTb obpasua B obomx
MOBTOpPaX HWXe rPaHNYHOrO 3Ha4YeHNs, Takon obpasel, cunTaTb OTpULATENbHbIM.

Pesynbratel onsa obpasuos, Ol KOTOpbIX paBHO rPAHUYHOMY 3HAYEHUIO UK
HaxoguTcs B npefenax +10%, cnegyeTt vHTepnpeTMpoBaTb OCTOPOXHO. Takue
obpasubl AOMKHbI BbITb NCCegoBaHbl MOBTOPHO B ABYX NyHkax Habopa «EQUI
HBsAg». Ecnn npu NOBTOPHOM TeCcTUpPOBaHUMU ODSarnple CHOBa HaxoauTcHa B
npegenax +10% rpaHM4yHOro 3HadeHws, cregyeT npoBecTu oTbop M aHanus
HoBOro o6pasua.

** OBpasLbl CO 3HAaYEHNEM OMTUYECKOW NNTOTHOCTU HUXKE TPaHMYHOIO 3HaYEHUS
cunTtatotcs otpuuaTenbHbivMu B UPA-Habope «k EQUIHBsAg». OgHako pe3ynbTarthl
B npegenax 10% HWXe rpaHMYHOrO 3HA4YeHus1 cnegyeT MHTeprnpeTMpoBaTh C
OCTOPOXXHOCTbIO (peKoMeHOyeTCsi MOBTOPHO MccnegoBaTb Takme obpasubl B
OBYX NyHKax Habopa NDA).

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTUYeCcKne xapakTepucTukun

MpeunsnoHHOCTb

Bocnpoussodumocms pe3ynbmamos 8 npedesiax 00HOU nocmaHOo8KU aHasu-
3a (Intra assay repeatability)

KoadpduuneHTt Bapmnaumm (CV) onst ABYX CbIBOPOTOK C pa3HOW KOHLIEHTpaLmen
NOBEPXHOCTHOIO aHTUreHa oueHnBann B 32 noBTopax Ha ogHon cepun NOA-
HabopoB.

Ne cbipoBOTKM on,, CV, %
2 1,809 3,3
45/15 0,922 3,7

Bocnpoussodumocms pe3ynbmamosg Mex0y pa3HbIMU 1ocmaHo8KaMmu aHasnu3a
(Inter assay reproducibility)

KoadhpmumenTt Bapuaumm (CV) ana ABYX CbIBOPOTOK C PasHbiM YPOBHEM
cneunuyecknx aHTUTen oueHumBanun B TedeHne 4 gHel B 4 nOCTaHOBKaxX
aHanusa no 8 NOBTOPOB B KaXXJOM aHanuae.

Ne cbIpoBOTKM OI'ICp CV, %
2 1,827 5,6
45/15 0,936 5,8
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AHanuTn4yeckas YyBCTBUTENbHOCTb

Mpegen 4yBCTBUTENbHOCTM aHanM3a no OOHapyXXEHU MOBEPXHOCTHOMO
aHTureHa Bupycarenatuta B onpegensanu Ha BputaHckom cTaHaapTHOM obpasue
07/288-010 gnsa HBsAg (HaunoHanbHbIA MHCTUTYT GUONOrMYECKUX CTaH4apTOB
CoepanHeHHoro koponesctBa, NIBSC) u nogTteBepxganum C UCMNONb30BaHUEM
Tpetbero MexayHapogHoro CtaHgapta ans HBsAg 12/226 (Third International
Standard for HBsAg, npousBoactea NIBSC). MNMpegen vyBctBUTENBHOCTU VDA-
Habopa «EQUI HBsAg» coctaBun 0,05 IU/ml (ME/mn).

AHanuTtnyeckas cneumdpuyHocTb

Ha pesynbrat aHanusa He BnusieT npucyTcTeBue B obpasue GunupybuHa B
koHueHTpauun go 0,1 mg/ml (172,3 pmol/l), remorno6uHa B KOHUEHTpauun oo 5
mg/ml v Tpurnuuepungos B KoHueHTpauuu go 10 mg/ml (11,3 mmol/ 1).

11.2. AnarHocTnyeckne xapakTepucTuKu

[Ona onpegeneHnst KIMHUYECKOW YyBCTBUTENMbHOCTM M CNEUUPUYHOCTM
HabopoB «EQUI HBsAg» ucnonb3oanu 57 o0pasuoB CbIBOPOTOK, NMOJTyYEHHbIX
OT NauMeHTOB C AnarHo3om renatuT B, n 294 obpasua CbIBOPOTOK KIIMHNYECKN
340pOBbLIX AOHOPOB (CepooTpuUaTenbHbIX MO OTHOLIEHUIO K BUPYCY renatuta
B). Kpome TOro, 6binn mcnonb3oBaHbl 0obpasubl M3 KOMMEPYECKUX MaHernen
npounssoacTBa «SeraCare Life Sciences» (CLUA). Mo pesynbratam aHanuaa
KnMHu4eckas YyBcTBUTENBHOCTL VIOA-Habopa cocTaBnaeT 100%, knnHnyeckas
cneundunyHoctb — 100%.

WccnepoBaHve xapakTepuCTMK MeToga MO CPaBHEHWMIO C  aHarlorm4yHom
KOMMEpPYEeCKOWN TeCT-CUCTEMON MPOBOAMIOCH Ha LEeneBon rpynne 6epemMeHHbIX
XeHwmH (171 obpasey). Ansa BbIOOPKUM GEpEeMEHHbIX >XEHLUMH OTHOCUTENbHas
cneundudHocTb coctaBnana 100%, npoueHT coBnageHmsi — 100%.

MNonoxutenbHasa nporHoctTuyeckas ueHHocTb (PPV) W®A-Habopa
«EQUI HBsAg» coctaBnsetr 100%, oTpuuaTenbHas MporHocTuyeckas
ueHHocTb (NPV) — 100%.

12. OrPAHNYEHUE AHAJIU3A

OTtpuuateneHbin pesdynbrat B MDPA-Habope «EQUI HBsAg» nokasbiBaeT, 4To
TecTupyembln obpasey He cogepxunt HBsAg nnu ero koHueHTpauusa Hmke 0,05
IU/ml (ME/mn). Mockonbky obpasel, moxeT cogepxatb HBsSAg B o4eHb HuU3KoM
KOHUEeHTpauuun, oTpuuartensHbli pedynerat B PA-Habope «EQUI HBsAg» He
NO3BOSISIET NOSTHOCTbIO UCKNIOYNTL MHULMPOBaHUE BUPYCOM renatuTa B.

Kpome TOro, B nutepatypHbIX MCTOYHUKAX OMUCaHbl HEKOTOpbIE MpUMeEpHI
BUPYCHOro renatuta B (ocTporo wnu XpoHuyeckoro), korga B obpasue
obHapyxuanacb BupycHas OHK npu otcytctBum HBsAg. B Takux crnydasx
nonesHbiM OyoeT wuccrnegosaHue obpasua Ha Apyrue Mapkepbl BUPYCHOTO
renatuta B, BoisBneHne JHK 1 oueHka BMoxumMmyecknx nokasatenemn CbiIBOPOTKM
KpOBM NaumneHTa.
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Ona Bepudumkaumm cneunduyHOCTU peakummn Kaxkabli NOSOXUTENbHbIN
pesynbrat(cornacHokputepuamuHTepnpetaunnMdA-nadbopa «EQUIHBsAg»)
HeobxoanMMOo NOATBEPAUTb B HenTpanmusaumoHHoMm VDA ¢ ncnonb3oBaHMEM
komnnekta peareHtoB «EQUI HBsAg Confirmation». [Ons KoppekTHOM
OnarHoCTuKu renatuta B pekomeHgyeTcst npoBecTn nccrnegosaHne obpasua
Ha Hanuuue cneundudeckmx antuten knaccos IgM n IgG k HBcore aHTureny
n aHtuten kK HBsAg (Hanpumep, B UPA-Habopax «EQUI HBcore IgM», «EQUI
HBcore 1gG» n «EQUI anti-HBs», cooTBeTCTBEHHO).

B uensax HUBenNnMpoBaHWs NTOXXHOMONOXMWTENbHbBIX Pe3yrnbTaToB, BbI3BAHHbIX
Hanu4nem B obpasuax CbIBOPOTOK KPOBU YeroBeKa aHTUTEN, cneunuiecknx
K MMMyHornobynmHam wmbiwmn, B MOA-Habope mncnonb3yetcs crneumanbHbIi
GrIOK-KOMMOHEHT, NPENSATCTBYOLWMIN POPMUPOBAHMNIO UMMYHHbBIX KOMMIEKCOB
C aHTUMbILWKMHBIMK aHTUTENnamu (aHrn. HAMA) Ha TBepaon dase.

13. TPYAHOCTU, KOTOPbIE MOI''YT BO3HUKHYTb MNMPU
NMPOBEAEHN NDA

Bbicokull ¢hoH 8 JIyHKax 8cezo rnjiaHuema Mo)kem 803HUKHYMb U3-3a:
— 3arpsi3HEHHOro0 NPOMbIBATENS;
— HM3KOrO Ka4yecTBa WU 3arpsi3HeHnst BOAb;
— MCMOMb30BaHNSA NIIOX0 NOMbITOW NOCYAbI;
— MCMOMb30BaHNA Ae3MHPULMPYOLWNX CPEACTB, CoaepKallumx Xmop;
— MCMOMb30BaHUA 3arpsA3HEHHbIX HAKOHEYHWKOB;
— YBENUYEHUS BPEMEHU WHKYDauuu nnn M3MeHeHust TemnepaTypHOro
pexuma.
Bbicokuli gpoH 8 omOesibHbix psidax Moxem 6bImb c8s13aH C:
— NOBTOPHbIM BHeceHnem pacteopa TMb;
—3arpsi3HeHneM KoOHyca aBTOMaTM4YeCKON NMMNEeTKN pacTBOPOM KOHbIOraTa;
— 3arpsi3HEHNEeM OOHOrO M3 KaHanoB NPOMbIBATENS.
lMonyyeHHoe 3HavYeHue OIfl noJsIOKUMENILHO20 KOHMPOJISI HUXe
ycmaHoeJsieHHoU epaHuubl, €CJIU:
— HEMnpaBWUIIbHO MPUTOTOBMEH UNN HE BHECEH OAVH U3 peareHToB (pacTBop
KOHblorata unm pactesop TMB);
— COKpaLleHo BpeMsi MHKyOaLmm Ha 0 4HOM U3 3Tanos.
WHmeHcusHoCMb OKpawueaHusi JIYHOK He coomeemcmeyem
nony4eHHoU onmuy4yecKol niomHocmu. 3TO MOXET CBUAETENbCTBOBATbL O
CMELLLEHHOM ONTUYECKOM fyye.
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CXEMA NPOBEOEHUNA AHAJIU3A
Bbigepxxatb peareHTbl 30 min npu Temnepatype 18-25°C

BHectn no 100 pl koHTponen n nccrnegyemblx 06pasLoB B NyHKK:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],

E1 v B ocTanbHble NyHKM - uccnegyemMbie o6pasubl

B nyHkn ctpmunos BHecTun no 50 ul npurotoBneHHoro 1:11 (1+10) pacTBopa
KOHBblOraTa.
(dpnoneToBbIN LBET)

3akneunTb CTpuUnbl NNEHKOW, MHKYOupoBaTb 120 MMH Npu TeMmnepaType
37°C 1 NOCTOSAHHOM OpbuTanbHOM NepemeLLMBaHUM COAEPXKMMOrO JTYHOK CO
ckopocTbio 300 06/MUH

[MpombITh NyHKM 6 pa3 npurotoBreHHbIM 1:20 (1+19) NPOMbIBHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHku ctpunoB BHecTy no 100 pl [SOLN[TMB]

MHKyBurpoBaTb Ha NpoTskeHMr 30 min B TEMHOTE npu
Temnepartype 18-25°C

B nyHku ctpunos BHecTn no 100 pl [SOLN|STOP

(NMpoucxoauT M3MeHeHWe LBETA C ronyGoro Ha XenThii)

YYET PE3YJIbTATOB AHAITU3A
Nc = (Nc1 + Nc2 + Nc3)/3;
cO = Nc +0,07;

Nc - CpegHee 3Ha4veHue Ol 3-x [CONTROL][ -]
CO - YpoBeHb rpaHu4Horo 3HayeHus (Cut off)

MHTEPNPETALIUA PE3YJIbTATOB

oD >CO MONOXUTENBbHbLIV
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Certificate number: 2022-IVDD/CE382

Certificate of CE-Notification

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device Directive
98/79/EC, CEpartner4U BV agrees to perform all duties and responsibilities as the
Authorized Representative for

Monocent Inc.
9237 Eton Ave.,
Chatsworth, CA 91311
United States

as stipulated and demanded by the aforementioned Directive. The Dutch Competent
Authorities have accepted the manufacturer’'s medical device registrations by CEpartner4U
as listed on the product list attached to the manufacturer’s
Declaration of Conformity:

IVD devices were registered with the Dutch Competent Authority with

registration number:

IVD Devices groups: Registration number:

CLIA Test Kits NL-CA002-2020-50897
ELISA Test Kits NL-CA002-2020-50898
IFA Test Kits NL-CA002-2020-50899
Instruments NL-CA002-2020-50900
PCR Test Kits NL-CA002-2020-50901
Rapid Tests NL-CA002-2020-50902
Serology Test Kits NL-CA002-2020-50903

see appendix

The manufacturer has provided CEpartner4U with all necessary documentation,
together with an appropriate Declaration of Conformity that the IVD medical devices
fulfil the essential requirements of Directive 98/79/EC.

Issue date: 2022-10-31 This Certificate of CE-Notification is valid until May 26, 2025

R. IQ?;W Esdoornlaan13

3951 DB Maarn NL
Sr. sultant CEpartner4U BV tel: +31 (0)343 442 524

www.cepartner4u.ni
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Appendix
List of devices.
CLIA Device Group Ref. No. IVDD IVDR GMDN First
Risk class | Risk class | code CE-marking
Allergy Assays
IgE CL3-5055 Low Risk 30275 2020-04-14
Thyroid Assays
T3 CL3-5028 Low Risk 30312 2020-04-14
T4 CL3-5029 Low Risk 30314 2020-04-14
TSH CL2-5030 Low Risk 30318 2020-04-14
T3 Uptake CL3-5072 Low Risk 30313 2020-04-14
FT3 CL3-5026 Low Risk 30309 2020-04-14
FT4 CL3-5027 Low Risk 30308 2020-04-14
Tg (Thyroglobulin) CL3-5073 Low Risk 30490 2020-04-14
TBG CL3-5074 Low Risk 30316 2020-04-14
Anti-Tg CL3-5075 Low Risk 30490 2020-04-14
Anti-TPO CL3-5076 Low Risk 30317 2020-04-14
Ultra-Sensitive TSH CL2-5077 Low Risk 30318 2020-04-14
Fertility Assays
LH CL3-5006 Low Risk 38965 2020-04-14
FSH CL3-5004 Low Risk 30322 2020-04-14
Prolactin CL3-5008 Low Risk 30325 2020-04-14
hCG CL2-5005 Low Risk 30513 2020-04-14
AMH CL3-5069 Low Risk 43148 2020-04-14
Beta hCG CL2-5055 Low Risk 30332 2020-04-14
HGH CL3-5007 Low Risk 30333 2020-04-14
PAPP-A CL3-5068 Low Risk 31533 2020-04-14
Diabetes Assays
Insulin CL2-5003 Low Risk 30338 2020-04-14
C-peptide CL2-5002 Low Risk 30336 2020-04-14
Tumor Markers Assays
AFP CL3-5031 Low Risk 30295 2020-04-14
CEA CL3-5036 Low Risk 30288 2020-04-14
Free Beta hCG CL2-5037 Low Risk 30333 2020-04-14
Beta 2 Microglobulin CL2-5032 Low Risk 30296 2020-04-14
NSE CL2-5039 Low Risk 30301 2020-04-14
CA-12-5 CL3-5034 Low Risk 30283 2020-04-14
CA-19-9 CL2-5035 Low Risk 30280 2020-04-14
CA-15-3 CL2-5033 Low Risk 30279 2020-04-14
Ferritin CL3-5001 Low Risk 30377 2020-04-14
Cyfra21-1 CL2-5079 Low Risk 44431 2020-04-14
Pro-GRP CL2-5080 Low Risk 44438 2020-04-14
PAP CL2-5081 Low Risk 34226 2020-04-14
Steroid Assays
Progesterone CL3-5021 Low Risk 30294 2020-04-14
Estradiol CL3-5016 Low Risk 30321 2020-04-14
Testosterone CL3-5022 Low Risk 30327 2020-04-14
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CLIA Device Group Ref. No. IVDD IVDR GMDN First

Risk class | Risk class | code CE-marking
Free Testosterone CL9-5023 Low Risk 30327 2020-04-14
Testosterone (Saliva) CL9-5025 Low Risk 30327 2020-04-14
5a-Androstane-3a, 17b-diol Glucuronide (3a- Diol G) CL9-5009 Low Risk 31533 2020-04-14
17 OH Progesterone CL3-5010 Low Risk 30324 2020-04-14
Androstenedione CL3-5070 Low Risk 30319 2020-04-14
Aldosterone CL3-5011 Low Risk 31428 2020-04-14
Cortisol CL3-5012 Low Risk 31394 2020-04-14
DHEA CL3-5013 Low Risk 39894 2020-04-14
DHEA-S CL3-5014 Low Risk 39894 2020-04-14
uE3 CL3-5041 Low Risk 30330 2020-04-14
Estriol (Saliva) CL9-5018 Low Risk 30329 2020-04-14
Estrone (Saliva) CL9-5019 Low Risk 33293 2020-04-14
Estrone CL3-5020 Low Risk 33293 2020-04-14
Plasma Renin Activity (PRA) CL9-5024 Low Risk 43444 2020-04-14
SHBG CL3-5071 Low Risk 30326 2020-04-14
Procalcitonin CL3-5067 Low Risk 12069016 |2020-04-14
Infectious Disease Assays
Digoxin CL3-5059 Low Risk 30386 2020-04-14
hs-CRP CL2-5060 Low Risk 30499 2020-04-14
CK-MB CL3-5061 Low Risk 30499 2020-04-14
Myoglobin CL3-5062 Low Risk 30264 2020-04-14
cTnl CL2-5063 Low Risk 30266 2020-04-14
Bone Metabolism
ACTH CL3-5017 Low Risk 39005 2020-04-14
Calcitonin CL3-5064 Low Risk 30342 2020-04-14
PTH CL3-5065 Low Risk 30353 2020-04-14
Vitamin D CL3-5066 Low Risk 30350 2020-04-14
Autoimmune Disease
Cardiolipin IgA CL2-5051 Low Risk 30475 2020-04-14
Cardiolipin IgG CL2-5052 Low Risk 30475 2020-04-14
Cardiolipin IgM CL2-5053 Low Risk 30475 2020-04-14
ds-DNA CL2-5054 Low Risk 30458 2020-04-14
RF IgM CL2-5114 Low Risk 30500 2020-04-14
B2GP1 IgA CL2-5115 Low Risk 30478 2020-04-14
B2GP1 IgG CL2-5116 Low Risk 30478 2020-04-14
B2GP1 IgM CL2-5117 Low Risk 30478 2020-04-14
Thyroglobulin IgG CL2-5118 Low Risk 30315 2020-04-14
Anti-CCP CL2-5119 Low Risk 44202 2020-04-14
Anemia Assays
Folate CL3-5056 Low Risk 30378 2020-04-14
Vitamin B12 CL3-5057 Low Risk 30384 2020-04-14
Transferrin Soluble Receptor (sTfR) CL3-5058 Low Risk 30253 2020-04-14
NeoNatal Assays
Neonatal TSH CL2-5078 Low Risk 30310 2020-04-14
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CLIA Device Group Ref. No. IVDD IVDR GMDN First

Risk class | Risk class | code CE-marking
Infectious Disease Assays
H. pylori IgA CL2-5048 Low Risk 30691 2020-04-14
H. pylori IgG CL2-5049 Low Risk 30691 2020-04-14
H. pylori IgM CL2-5050 Low Risk 30691 2020-04-14
H. pylori IgG (Quantitative) CL2-5082 Low Risk 30691 2020-04-14
H. pylori Antigen CL2-5083 Low Risk 30691 2020-04-14
EBV VCA IgA CL2-5084 Low Risk 30809 2020-04-14
EBV VCA IgG CL2-5085 Low Risk 30809 2020-04-14
EBV VCA IgM CL2-5086 Low Risk 30809 2020-04-14
EBV EA-D IgA CL2-5087 Low Risk 30809 2020-04-14
EBV EA-D IgG CL2-5088 Low Risk 30809 2020-04-14
EBV EA-D IgM CL2-5089 Low Risk 30809 2020-04-14
EBNA IgA CL2-5090 Low Risk 30808 2020-04-14
EBNA IgG CL2-5091 Low Risk 30808 2020-04-14
EBNA IgM CL2-5092 Low Risk 30808 2020-04-14
Measles IgG CL2-5093 Low Risk 44019 2020-04-14
Measles IgM CL2-5094 Low Risk 44019 2020-04-14
VZV IgG CL2-5095 Low Risk 44027 2020-04-14
VZV IgM CL2-5096 Low Risk 44027 2020-04-14
Mumps 1gG CL2-5097 Low Risk 33908 2020-04-14
Mumps IgM CL2-5098 Low Risk 33908 2020-04-14
Dengue IgG CL2-5099 Low Risk 32481 2020-04-14
Dengue IgM CL2-5100 Low Risk 32481 2020-04-14
HSV 1/2 IgG CL2-5101 Low Risk 40176 2020-04-14
HSV 1/2 IgM CL2-5102 Low Risk 40176 2020-04-14
HSV 1 IgA CL2-5103 Low Risk 38870 2020-04-14
HSV 1 1gG CL2-5104 Low Risk 38870 2020-04-14
HSV 1 IgM CL2-5105 Low Risk 38870 2020-04-14
HSV 2 IgA CL2-5106 Low Risk 38875 2020-04-14
HSV 2 1gG CL2-5107 Low Risk 38875 2020-04-14
HSV 2 IgM CL2-5108 Low Risk 38875 2020-04-14
ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Allergy
Total Human IgE Et;:iggg Low Risk 30275 2020-04-14
Human Specific 1gG EL15-1001 |Low Risk 44211 2020-04-14
Human Specific 9G4 EL15-1002 |Low Risk 44211 2020-04-14
Histamine EL30-1003 |Low Risk 30274 2020-04-14
Anemia
Vitamin B12 EL1-1007 Low Risk 30384 2020-04-14
Folate EL1-1005 Low Risk 30378 2020-04-14
sTfR-Transferrin Soluble Receptor EL3-1006 Low Risk 30253 2020-04-14
Ferritin EL1-1004 Low Risk 30377 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Hepcidin EL1-1008 Low Risk 12070190 |2020-04-14
Autoimmune Disease
Anti-CCP EL2-1011 Low Risk 44202 2020-04-14
Anti-CP 1gG EL20-1288 | Low Risk 44202 2020-04-14
Beta 2 Glycoprotein 1 IgA EL2-1017 Low Risk 30478 2020-04-14
Beta 2 Glycoprotein 1 1gG EL2-1018 Low Risk 30478 2020-04-14
Beta 2 Glycoprotein 1 IgM EL2-1019 Low Risk 30478 2020-04-14
Anti-Tissue Transglutaminase 1gG EL20-1015 |Low Risk 44385 2020-04-14
Anti-Tissue Transglutaminase IgA EL20-1014 |Low Risk 44385 2020-04-14
ANA Screen IgG EL1-1009 Low Risk 30454 2020-04-14
ENA IgG Profile-6 EL10-1024 |Low Risk 30455 2020-04-14
ENA Screen IgG EL20-1025 |Low Risk 30455 2020-04-14
Rheumatoid Factor (RF) IgA EL15-1034 |Low Risk 30500 2020-04-14
Rheumatoid Factor (RF) IgG EL15-1035 |Low Risk 30500 2020-04-14
Rheumatoid Factor (RF) IgM EL2-1038 Low Risk 30500 2020-04-14
SM/RNP 1gG EL1-1040 Low Risk 30464 2020-04-14
Sm IgG EL1-1041 Low Risk 17276 2020-04-14
Jo-11gG EL21-1029 |Low Risk 30461 2020-04-14
Scl-70 1gG EL1-1039 Low Risk 30463 2020-04-14
SS-A (Ro) EL1-1042 Low Risk 44202 2020-04-14
SS-B (La) EL1-1043 Low Risk 44202 2020-04-14
dsDNA EL1-1023 Low Risk 30458 2020-04-14
Cardiolipin IgG EL1-1021 Low Risk 30475 2020-04-14
Cardiolipin IgM EL1-1022 Low Risk 30475 2020-04-14
Cardiolipin IgA EL1-1020 Low Risk 30475 2020-04-14
Cardiolipin Total Ab EL1-1044 Low Risk 30475 2020-04-14
Mitochondrial Antibody (MA) EL1-1031 Low Risk 30476 2020-04-14
Thyroglobulin Antigen (Anti-Tg) EL3-1016 Low Risk 30315 2020-04-14
PR3 (c-ANCA) EL20-1033 |Low Risk 30484 2020-04-14
ANCA screen IgG EL10-1010 |Low Risk 30483 2020-04-14
MPO, Myeloperoxidase (p-ANCA) EL20-1032 |Low Risk 30483 2020-04-14
Gliadin 1I9G EL36-1026 | Low Risk 30480 2020-04-14
Gliadin IgA EL36-1027 | Low Risk 30480 2020-04-14
TPO EL1-1012 Low Risk 30317 2020-04-14
Anti-Phospholipids Screen EL20-1013 |Low Risk 30582 2020-04-14
ASMA EL29-1302 |Low Risk 30274 2020-04-14
Beta-2-Glycoprotein IgA EL2-1017 Low Risk 30478 2020-04-14
Beta-2-Glycoprotein 1gG EL2-1018 Low Risk 30478 2020-04-14
Beta-2-Glycoprotein IgM EL2-1019 Low Risk 30478 2020-04-14
Tumor markers
Prostatic Acid Phosphatase (PAP) EL2-1289 Low Risk 34226 2020-04-14
Beta-2-Microglobulin EL2-1277 Low Risk 30296 2020-04-14
AFP (Alpha Fetoprotein) EL1-1276 Low Risk 43480 2020-04-14
CEA EL1-1283 Low Risk 30288 2020-04-14
CA-15-3 EL1-1279 Low Risk 30279 2020-04-14
CA-12-5 EL1-1278 Low Risk 30283 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
CA-19-9 EL1-1280 Low Risk 30280 2020-04-14
NSE EL2-1286 Low Risk 30301 2020-04-14
Free Beta HCG EL1-1284 Low Risk 30333 2020-04-14
Pro-GRP (Gastrin-Releasing Peptide) EL2-1290 Low Risk 44438 2020-04-14
Chromogranin A EL1-1281 Low Risk 30289 2020-04-14
HE4 EL1-1306 Low Risk 30289 2020-04-14
Cyfra21-1 EL2-1034 Low Risk 30289 2020-04-14
Bone Metabolism
Intact PTH EL3-1048 Low Risk 30353 2020-04-14
25-OH Vitamin D EL1-1045 Low Risk 30350 2020-04-14
ACTH EL3-1046 Low Risk 39005 2020-04-14
Cardiac
Digoxin EL3-1051 Low Risk 30386 2020-04-14
CK-MB EL3-1050 Low Risk 30499 2020-04-14
Troponin | EL1-1054 Low Risk 30266 2020-04-14
Myoglobin EL6-1053 Low Risk 30264 2020-04-14
C-Reactive Protein (CRP) EL1-1049 Low Risk 30499 2020-04-14
Diabetes
Insulin EL1-1058 Low Risk 30338 2020-04-14
C-peptide EL1-1055 Low Risk 30336 2020-04-14
Leptin EL9-1059 Low Risk 12069017 | 2020-04-14
Adiponectin EL9-1056 Low Risk 12069017 |2020-04-14
(IGFBP-1) Insulin-Like Growth Factor Binding Protein-1 EL9-1057 Low Risk 42852 2020-04-14
Anti-GAD EL8-1060 Low Risk 30340 2020-04-14
IAA EL8-1061 Low Risk 30339 2020-04-14
IGF-1 EL8-1062 Low Risk 30361 2020-04-14
Pro-Insulin EL1-1063 Low Risk 42852 2020-04-14
Fertility
Human Growth Hormone (HGH) EL1-1083 Low Risk 30333 2020-04-14
hCG Visual EL6-1082 Low Risk 30513 2020-04-14
Beta hCG (Total) EL2-1078 Low Risk 30332 2020-04-14
FSH EL1-1080 Low Risk 31533 2020-04-14
LH EL1-1084 Low Risk 38246 2020-04-14
Prolactin EL1-1086 Low Risk 30325 2020-04-14
PAPP-A EL3-1085 Low Risk 31533 2020-04-14
SHBG EL3-1261 Low Risk 30326 2020-04-14
AMH EL3-1079 Low Risk 43148 2020-04-14
hCG EL1-1081 Low Risk 30332 2020-04-14
Sperm Ab EL8-1087 Low Risk 30486 2020-04-14
Infectious Diseases
Adenovirus 1gG EL15-1102 |Low Risk 39468 2020-04-14
Adenovirus IgA EL15-1101 |Low Risk 39468 2020-04-14
Adenovirus IgM EL15-1103 |Low Risk 39468 2020-04-14
Influenza A IgA EL15-1365 |Low Risk 39463 2020-04-14
Influenza A IgG EL15-1366 |Low Risk 39463 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Influenza A IgM EL15-1367 |Low Risk 39463 2020-04-14
Influenza B IgA EL15-1368 |Low Risk 39463 2020-04-14
Influenza B 1gG EL15-1369 |Low Risk 39463 2020-04-14
Influenza B IgM EL15-1370 |Low Risk 39463 2020-04-14
Chikungunya IgG EL4-1114 Low Risk 32481 2020-04-14
Chikungunya IgM EL4-1113 Low Risk 32481 2020-04-14
COVID-19 IgA EL45-1373 | Low Risk 42994 2020-04-14
COVID-19 IgG EL1-1360 Low Risk 42994 2020-04-14
COVID-19 IgM EL1-1361 Low Risk 42994 2020-04-14
COVID-19 IgG EL36-1360R | Low Risk 42994 2020-04-14
COVID-19 IgM EL36-1361R | Low Risk 42994 2020-04-14
COVID-19 I1gG EL45-1360 |Low Risk 42994 2020-04-14
COVID-19 IgM EL45-1361 |Low Risk 42994 2020-04-14
COVID-19 Total Ab EL45-1379 |Low Risk 42994 2020-12-06
Mycobacterium Tuberculosis (TB) IgA EL15-1317 |Low Risk 30635 2020-04-14
Mycobacterium Tuberculosis (TB) 1gG EL15-1201 |Low Risk 30635 2020-04-14
Mycobacterium Tuberculosis (TB) IgM EL15-1202 |Low Risk 30635 2020-04-14
Herpes Simplex 1 1gG (HSV1 IgA) EL2-1162 Low Risk 38870 2020-04-14
Herpes Simplex 1 1gG (HSV1 IgG) EL1-1163 Low Risk 38870 2020-04-14
Herpes Simplex 1 IgM (HSV1 IgM) EL1-1164 Low Risk 38870 2020-04-14
Herpes Simplex 2 IgG (HSV2 IgG) EL1-1165 Low Risk 38875 2020-04-14
Herpes Simplex 2 IgM (HSV2 IgM) EL1-1166 Low Risk 38875 2020-04-14
Herpes Simplex 1,2 19G (HSV1,2 1gG) EL1-1167 Low Risk 40176 2020-04-14
Herpes Simplex 1,2 IgM (HSV1,2 IgM) EL1-1168 Low Risk 40176 2020-04-14
Epstein Barr Virus VCA IgA (EBV, VCA IgA) EL2-1135 Low Risk 30809 2020-04-14
Epstein Barr Virus VCA IgG (EBV, VCA IgG) EL1-1136 Low Risk 30809 2020-04-14
Epstein Barr Virus VCA IgM (EBV, VCA IgM) EL1-1137 Low Risk 30809 2020-04-14
Epstein Barr Virus Early Antigen (EA) IgM EL2-1134 Low Risk 30809 2020-04-14
Epstein Barr Virus Early Antigen (EA) 1gG EL2-1133 Low Risk 30809 2020-04-14
Epstein Barr Virus Early Antigen (EA) IgA EL2-1132 Low Risk 30809 2020-04-14
Epstein Barr Virus Nuclear Antigen (EBNA) 1gG EL2-1130 Low Risk 30808 2020-04-14
Epstein Barr Virus Nuclear Antigen (EBNA) IgM EL2-1131 Low Risk 30808 2020-04-14
Epstein Barr Virus Nuclear Antigen (EBNA) IgA EL2-1129 Low Risk 30808 2020-04-14
Measles IgG EL1-1177 Low Risk 44019 2020-04-14
Measles IgM EL1-1178 Low Risk 44019 2020-04-14
Mumps IgG EL1-1179 Low Risk 33908 2020-04-14
Mumps IgM EL1-1180 Low Risk 33908 2020-04-14
Mycoplasma pneumonia IgG EL1-1181 Low Risk 30657 2020-04-14
Mycoplasma pneumonia IgM EL1-1182 Low Risk 30657 2020-04-14
Syphilis (TPA) 1gG EL1-1195 Low Risk 30685 2020-04-14
Syphilis (TPA) IgM EL1-1197 |Low Risk 30685 2020-04-14
Legionela urine Ag detection EL16-1175 |Low Risk 30692 2020-04-14
H. pylori I9G EL1-1140 Low Risk 30691 2020-04-14
H. pylori IgA EL1-1139 Low Risk 30691 2020-04-14
H-Pylori IgM EL1-1141 Low Risk 30691 2020-04-14
H. pylori Antigen EL2-1138, |Low Risk 30691 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
EL32-1138
Varicella-Zoster 19G EL1-1209 Low Risk 44027 2020-04-14
Varicella-Zoster IgM EL1-1210 Low Risk 44027 2020-04-14
HEV IgG EL13-1156 |Low Risk 30757 2020-04-14
HEV IgM EL13-1161 |Low Risk 30758 2020-04-14
HAV Ab EL7-1142 Low Risk 30721 2020-04-14
HAV IgM EL7-1143 Low Risk 30722 2020-04-14
HDV IgG EL7-1153 Low Risk 30750 2020-04-14
HDV IgM EL7-1155 Low Risk 30752 2020-04-14
HDV Ab EL13-1315 |Low Risk 30750 2020-04-14
HDV Ag Et;sligis Low Risk 30747 2020-04-14
HTLV1+2Ab EL7-1160 Low Risk 30789 2020-04-14
Lyme Disease 1gG EL10-1171 |Low Risk 30697 2020-04-14
Lyme Disease IgM EL10-1172 |Low Risk 30697 2020-04-14
Lyme Disease 1gG, M EL10-1173 |Low Risk 30697 2020-04-14
Bordetella Pertussis IgA EL15-1110 |Low Risk 37723 2020-04-14
Bordetella Pertussis 1gG EL15-1111 |Low Risk 37723 2020-04-14
Bordetella Pertussis IgM EL15-1112 |Low Risk 37723 2020-04-14
RSV IgA EL15-1186 |Low Risk 30814 2020-04-14
RSV IgG EL15-1187 |Low Risk 30814 2020-04-14
RSV IgM EL15-1188 |Low Risk 30814 2020-04-14
Tetanus EL5-1205 Low Risk 38876 2020-04-14
Diphtheria IgG EL5-1124 Low Risk 33499 2020-04-14
Salmonella typhi IgG EL1-1193 Low Risk 30709 2020-04-14
Salmonella typhi IgM EL1-1194 Low Risk 30709 2020-04-14
Salmonella Antigen detection EL4-1192 Low Risk 30709 2020-04-14
Anthrax 1gG EL1-1105 Low Risk 32481 2020-04-14
Babesia IgG EL4-1109 Low Risk 32481 2020-04-14
Dengue IgM EL5-1127 Low Risk 32481 2020-04-14
Dengue IgG/IgM EL5-1125 Low Risk 32481 2020-04-14
Dengue IgG EL5-1126 Low Risk 32481 2020-04-14
Dengue NS1 Antigen EL4-1128 Low Risk 32481 2020-04-14
Japanese Encephalitis 1gG EL4-1169 Low Risk 44321 2020-04-14
Japanese Encephalitis IgM EL4-1170 Low Risk 44321 2020-04-14
Leprosy 1gG/IgM EL4-1176 Low Risk 32481 2020-04-14
Parvovirus B19 IgG EL30-1183 |Low Risk 40443 2020-04-14
Parvovirus B19 IgM EL30-1184 |Low Risk 40444 2020-04-14
Rotavirus (fecal) EL16-1185 |Low Risk 30815 2020-04-14
Scrub Typhus IgG EL4-1199 Low Risk 44028 2020-04-14
Scrub Typhus IgM EL4-1200 Low Risk 44028 2020-04-14
TB IgA EL15-1317 |Low Risk 30635 2020-04-14
TB IgG EL15-1201 |Low Risk 30635 2020-04-14
TB IgM EL15-1202 |Low Risk 30635 2020-04-14
Zika Virus IgG EL1-1203 Low Risk 32481 2020-04-14
Zika Virus IgM EL1-1204 Low Risk 32481 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
West Nile IgG EL4-1211 Low Risk 42926 2020-04-14
West Nile IgM EL4-1212 Low Risk 42926 2020-04-14
Parasitology
Schistosoma IgG EL5-1227 Low Risk 30824 2020-04-14
Chagas EL5-1213 Low Risk 30820 2020-04-14
Cysticercosis IgG (T. solium) EL5-1220 Low Risk 39979 2020-04-14
Campylobacter EL16-1229 |Low Risk 33948 2020-04-14
E. coli 0157 Ag detection EL16-1232 |Low Risk 37727 2020-04-14
E. histolytica I9G (Amebiasis) EL5-1221 Low Risk 39979 2020-04-14
E. histolytica Dispar EL16-1233 |Low Risk 39979 2020-04-14
Echinococcus IgG EL5-1222 Low Risk 30822 2020-04-14
Fasciola IgG EL5-1216 Low Risk 34068 2020-04-14
Fasciola gigantica EL5-1217 Low Risk 34068 2020-04-14
Filaria IgG4 EL4-1218 Low Risk 34068 2020-04-14
Leishmania EL5-1223 Low Risk 30823 2020-04-14
Leptospira IgG EL5-1224 Low Risk 30716 2020-04-14
Leptospira IgM EL5-1226 Low Risk 30716 2020-04-14
Leptospira IgG/IgM EL5-1225 Low Risk 30716 2020-04-14
Toxocara IgG EL5-1228 Low Risk 34068 2020-04-14
Trichinella IgG EL5-1215 Low Risk 33379 2020-04-14
Ascaris 1gG EL5-1219 Low Risk 39979 2020-04-14
Strongyloides IgG EL5-1214 Low Risk 34068 2020-04-14
Crypto/Giardia Ag detection EL16-1230 |Low Risk 30675 2020-04-14
Cryptosporidium Ag detection EL16-1231 |Low Risk 30675 2020-04-14
Giardia antigen EL16-1235 |Low Risk 36173 2020-04-14
Giardia coprpantigen in stool EL5-1361 Low Risk 36173 2020-04-14
Anti-Giardia IgA ELISA in saliva EL5-1362 Low Risk 36173 2020-04-14
Entamoeba histolytica coproantigen in stool EL5-1363 Low Risk 39979 2020-04-14
Adenovirus Antigen EL16-1104 |Low Risk 41274 2020-04-14
Steroid
Aldosterone EL3-1247 Low Risk 31428 2020-04-14
Cortisol EL1-1249 Low Risk 31394 2020-04-14
Aldosterone EL3-1247 Low Risk 31428 2020-04-14
Cortisol EL1-1249 Low Risk 31394 2020-04-14
Cortisol Saliva EL9-1250 Low Risk 31394 2020-04-14
Estradiol EL1-1254 Low Risk 30321 2020-04-14
DHEA-S EL1-1251 Low Risk 30320 2020-04-14
DHEA EL3-1252 Low Risk 39894 2020-04-14
Progesterone EL1-1259 Low Risk 30323 2020-04-14
Progesterone Saliva EL9-1260 Low Risk 30294 2020-04-14
Testosterone EL1-1263 Low Risk 30327 2020-04-14
Testosterone Saliva EL9-1265 Low Risk 30327 2020-04-14
Free Testosterone EL1-1264 Low Risk 30327 2020-04-14
Androstenedione EL1-1248 Low Risk 30321 2020-04-14
Free Estriol EL1-1257 Low Risk 30330 2020-04-14
Dihydrotestosterones (DHT) EL9-1253 Low Risk 30327 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
17-OH Progesterone EL1-1245 Low Risk 30324 2020-04-14
5a-Androstane-3a, 17b-diol Glucuronide (3a- Diol G) EL9-1246 Low Risk 31533 2020-04-14
Total Estrogen EL9-1255 Low Risk 38858 2020-04-14
Estrone EL3-1256 Low Risk 33293 2020-04-14
Pregnenolone EL9-1258 Low Risk 33301 2020-04-14
Total Estriol EL8-1266 Low Risk 30330 2020-04-14
Thyroid
T3 EL1-1270 Low Risk 30314 2020-04-14
T4 EL1-1271 Low Risk 30312 2020-04-14
TSH EL1-1273 Low Risk 30489 2020-04-14
U-TSH EL6-1275 Low Risk 30489 2020-04-14
Free T4 EL1-1268 Low Risk 30308 2020-04-14
Free T3 EL1-1267 Low Risk 30309 2020-04-14
Reverse T3 EL9-1274 Low Risk 30311 2020-04-14
T Uptake EL3-1269 Low Risk 30313 2020-04-14
Tg (Thyroglobulin) EL1-1272 Low Risk 30490 2020-04-14
TBG (Thyroxine-Binding Globulin) EL3-1262 Low Risk 30316 2020-04-14
Neo-Natal Panel
Neo-Natal T4 EL1-1240 Low Risk 30273 2020-04-14
Neo-Natal TSH EL1-1239 Low Risk 30310 2020-04-14
Neo-Natal TBG EL3-1242 Low Risk 30316 2020-04-14
Neo-Natal 17-OH Progesterone EL1-1236 Low Risk 30324 2020-04-14
Neo-Natal MSUD EL1-1237 Low Risk 30273 2020-04-14
Neo-Natal PKU EL1-1238 Low Risk 30273 2020-04-14
Neo-Natal IRT EL1-1241 Low Risk 30273 2020-04-14
Neo-Natal Total Galactose EL1-1243 Low Risk 30273 2020-04-14
G6PD EL1-1303 Low Risk 30273 2020-04-14
Neo-Natal Biotinidase EL1-1244 Low Risk 30273 2020-04-14
Others
Procalcitonin EL3-1309 Low Risk 12069016 |2020-04-14
Calcitonin EL3-1292 Low Risk 30342 2020-04-14
Renin EL9-1300 Low Risk 43444 2020-04-14
IFA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
Autoimmune Diseases and others
ANA Rat Liver IFA Kit IIII:Z11774;,(())0129 Low Risk 41420 2020-04-14
ANA Mouse Kidney IFA Kit IF17-4003 | Low Risk 41420 2020-04-14
IF17-4004,

. IF17-4005, |Low Risk 2020-04-14
ANA Hep-2 IFA Kit IF17-4018 17269
AMA IFA Kit III'—':1177£L(())2223 Low Risk 17267 2020-04-14
AAS Rat Kidney Stomach Liver Tissue IF17-4000 | Low Risk 30274 2020-04-14
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IFA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
. IF17-4006, .
ASMA IFA Kit IF17-4015 Low Risk 30274 2020-04-14
. F17-4030, .
ATA IFA Kit IF174031 Low Risk 30274 2020-04-14
. IF17-4008, .
ASA IFA Kit IF17-4034 Low Risk 30274 2020-04-14
IF17-4007,
. IF17-4051, |Low Risk 30274 2020-04-14
NDNA IFA Kit IF17-4052
. . . IF17-4032, .
Endomysial (Primate Endomysial) IF17-4033 Low Risk 12109016 |2020-04-14
. - IF17-4041, .
Anti-Reticulin IgA IF17-4042 Low Risk 30526 2020-04-14
. - IF17-4043, .
Anti-Reticulin 1gG IF17-4044 Low Risk 30526 2020-04-14
C-ANCA IF17-4059 |Low Risk 30484 2020-04-14
P-ANCA IF17-4060 | Low Risk 30483 2020-04-14
Bacterial Diseases
. . IF17-4063, .
Legionella pneumophila 1-6 IFA Poly (HT) IF17-4064 Low Risk 30694 2020-04-14
Legionella pneumophila 1-6/bdglmj/C Specimen IF17-4061 |Low Risk 30694 2020-04-14
Legionella pneumophila 1-6/bdgimj DFA Screen IF17-4062 |Low Risk 30694 2020-04-14
. . . IF17-4013, .
FTA-ABS Double Stain (Syphilis) IFA Kit IF17-4066 Low Risk 32455 2020-04-14
. IF17-4012, .
FTA-ABS (T. pallidum) IF17-4067 Low Risk 32455 2020-04-14
FTA-ABS (Syphilis) Titrable IFA Kit IF17-4014 | Low Risk 32455 2020-04-14
Viral diseases
HSV-1 IgG IFA Kit IF17-4016 | Low Risk 39502 2020-04-14
HSV-2 1gG IFA Kit IF17-4080 |Low Risk 39502 2020-04-14
HSV-1 IgM IFA Kit IF17-4017 | Low Risk 39502 2020-04-14
HSV-2 IgM IFA Kit IF17-4081 |Low Risk 39502 2020-04-14
HSV 1&2 IgG IF17-4078 | Low Risk 39502 2020-04-14
HSV 1&2 IgM IF17-4079 |Low Risk 39502 2020-04-14
EBV-VCA IgG IFA Kit IF17-4074 Low Risk 33971 2020-04-14
EBV-VCA IgM IFA Kit IF17-4075 Low Risk 33971 2020-04-14
EBV-EA IFA Kit IF17-4077 Low Risk 33971 2020-04-14
EBNA IFA Kit IF17-4076 Low Risk 33971 2020-04-14
RMSF Rocky Mountain Spotted Fever (R. ricketsii) IF17-4065 |Low Risk 32473 2020-04-14
Measles IgG IFA Kit IF17-4092 | Low Risk 44019 2020-04-14
Measles IgM IFA Kit IF17-4093 | Low Risk 44019 2020-04-14
Mumps IgG IFA Kit IF17-4094 | Low Risk 33908 2020-04-14
Mumps IgM IFA Kit IF17-4095 |Low Risk 33908 2020-04-14
RSV IgG (Respiratory Syncytial Virus) IF17-4096 | Low Risk 30814 2020-04-14

AUTHORIZED REPRESENTATIVE AND CONSULTING SERVICE FOR CE MARKING CEPARTNER4U BV,
ESDOORNLAAN 13, 3951DB MAARN. THE NETHERLANDS. @ :+31-(0)343.442.524; CELL PHONE: +31-(0)6.516.536.26;
FAX: +31-(0)343.442.162; E-MAIL: OFFICE@CEPARTNER4U.COM; WEBSITE: WWW.CEPARTNER4U.COM

Page 11 of 17




Ceépartnerdql

IFA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
RSV IgM (Respiratory Syncytial Virus) IF17-4097 | Low Risk 30814 2020-04-14
Varicella-Zoster Virus 1gG IFA Kit IF17-4098 | Low Risk 44027 2020-04-14
Varicella-Zoster Virus IgM IFA Kit IF17-4099 | Low Risk 44027 2020-04-14
West Nile Virus 1gG IF17-4100 | Low Risk 42926 2020-04-14
West Nile Virus 1gG IF17-4101 | Low Risk 42926 2020-04-14
RT-PCR Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
SARS-CoV-2 PR31-8000 |Low Risk 42994 2020-04-14
SARS-CoV-2 PR4-8000 |Low Risk 42994 2020-04-14
SARS-CoV-2 pap-PCR PR45-8000 |Low Risk 42994 2020-12-06
SARS-CoV-2/FIu/RSV RT-PCR PR31-8001 |Low Risk 42994 2020-12-06
Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Tumor Markers Tests
FOB Cassette RT27-2182 |Low Risk 38217 2020-04-14
FOB Strip RT27-2181 |Low Risk 38217 2020-04-14
CEA RT27-2180 |Low Risk 30288 2020-04-14
AFP RT27-2179 |Low Risk 30295 2020-04-14
Cardiac markers
CK-MB Cassette (Serum/Plasma/Whole Blood) RT27-2001 | Low Risk 30499 2020-04-14
CB:l-;(Tja)\ctlve Protein (CRP) Cassette (Serum/Plasma/Whole RT27-2003 | Low Risk 30507 2020-04-14
CB:l-;(Tja)\ctlve Protein (CRP) Strip (Serum/Plasma/Whole RT27-2002 | Low Risk 30507 2020-04-14
D-Dimer Cassette (Plasma/Whole Blood) RT27-2004 | Low Risk 30576 2020-04-14
Myoglobin Cassette (Serum/Plasma/Whole Blood) RT27-2005 |Low Risk 30264 2020-04-14
Troponin | Cassette (Serum/Plasma/Whole Blood) RT27-2007 |Low Risk 30509 2020-04-14
3in 1 Troponin I/Myoglobin/CKMB Cassette .
(Serum /PIF; o a/WIzolg Blood) RT27-2006 |Low Risk 42649 | 2020-04-14
Drug Test
Alcohol Urine Strip RT27-2010 |Low Risk 30443 2020-04-14
Alcohol Saliva Strip RT27-2009 |Low Risk 30443 2020-04-14
Amphetamine Urine Cassette RT27-2012 |Low Risk 30516 2020-04-14
Amphetamine Urine Strip RT27-2011 |Low Risk 30516 2020-04-14
Barbiturates Urine Cassette RT27-2014 |Low Risk 30517 2020-04-14
Barbiturates Urine Strip RT27-2013 | Low Risk 30517 2020-04-14
Buprenorphine Urine Cassette RT27-2016 |Low Risk 31584 2020-04-14
Buprenorphine Urine Strip RT27-2015 | Low Risk 31584 2020-04-14
Benzodiazepine Urine Cassette RT27-2018 | Low Risk 30518 2020-04-14
Benzodiazepine Urine Strip RT27-2017 | Low Risk 30518 2020-04-14
Cocaine Urine Cassette RT27-2022 | Low Risk 30520 2020-04-14
Cocaine Urine Strip RT27-2021 | Low Risk 30520 2020-04-14
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Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking

Cotinine Cassette RT27-2024 | Low Risk 37270 2020-04-14
Cotinine Strip RT27-2023 |Low Risk 37270 2020-04-14
EDDP Urine Cassette RT27-2028 |Low Risk 30521 2020-04-14
EDDP Urine Strip RT27-2027 | Low Risk 30521 2020-04-14
Fentanyl Urine Cassette RT27-2030 |Low Risk 31582 2020-04-14
Fentanyl Urine Strip RT27-2029 | Low Risk 31582 2020-04-14
Ketamine Urine Cassette RT27-2032 |Low Risk 31582 2020-04-14
Ketamine Urine Strip RT27-2031 | Low Risk 31582 2020-04-14
MDMA(Ecstasy) Cassette RT27-2038 |Low Risk 30423 2020-04-14
MDMA(Ecstasy) Strip RT27-2037 |Low Risk 30423 2020-04-14
Methadone (MTD) Urine Urine Cassette RT27-2040 |Low Risk 30521 2020-04-14
Methadone (MTD) Urine Urine Strip RT27-2039 | Low Risk 30521 2020-04-14
Methamphetamine Urine Cassette RT27-2042 | Low Risk 30423 2020-04-14
Methamphetamine Urine Strip RT27-2041 | Low Risk 30423 2020-04-14
Marijuana (THC) Urine Cassette RT27-2057 | Low Risk 30519 2020-04-14
Marijuana (THC) Urine Strip RT27-2056 |Low Risk 30519 2020-04-14
Opiates Urine Cassette RT27-2044 | Low Risk 30522 2020-04-14
Opiates Urine Strip RT27-2043 | Low Risk 30522 2020-04-14
Oxycodone Urine Cassette RT27-2047 | Low Risk 31584 2020-04-14
Oxycodone Urine Strip RT27-2046 |Low Risk 31584 2020-04-14
Phencyclidine (PCP) Urine Cassette RT27-2049 | Low Risk 30523 2020-04-14
Phencyclidine (PCP) Urine Strip RT27-2048 |Low Risk 30435 2020-04-14
Tricyclic Antidepressants (TCA) Cassette RT27-2055 | Low Risk 30524 2020-04-14
Tricyclic Antidepressants (TCA) Strip RT27-2054 |Low Risk 30523 2020-04-14
Tramadol Urine Cassette RT27-2059 |Low Risk 31582 2020-04-14
Tramadol Urine Strip RT27-2058 |Low Risk 31582 2020-04-14
2-Drug Cassette (Any Combination) RT27-2060 |Low Risk 30261 2020-04-14
3-Drug Cassette (Any Combination) RT27-2061 |Low Risk 30261 2020-04-14
4-Drug Cassette (Any Combination) RT27-2062 | Low Risk 30261 2020-04-14
5-Drug Cassette (Any Combination) RT27-2063 | Low Risk 30261 2020-04-14
6-Drug Cassette (Any Combination) RT27-2064 | Low Risk 30261 2020-04-14
7-Drug Cassette (Any Combination) RT27-2065 |Low Risk 30261 2020-04-14
8-Drug Cassette (Any Combination) RT27-2066 |Low Risk 30261 2020-04-14
9-Drug Cassette (Any Combination) RT27-2067 |Low Risk 30261 2020-04-14
10-Drug Cassette (Any Combination) RT27-2068 |Low Risk 30261 2020-04-14
11-Drug Cassette (Any Combination) RT27-2069 |Low Risk 30261 2020-04-14
12-Drug Cassette (Any Combination) RT27-2070 |Low Risk 30261 2020-04-14
2-Drug Strip (Any Combination) RT27-2071 |Low Risk 30261 2020-04-14
3-Drug Strip (Any Combination) RT27-2072 | Low Risk 30261 2020-04-14
4-Drug Strip (Any Combination) RT27-2073 | Low Risk 30261 2020-04-14
5-Drug Strip (Any Combination) RT27-2074 | Low Risk 30261 2020-04-14
6-Drug Strip (Any Combination) RT27-2075 | Low Risk 30261 2020-04-14
7-Drug Strip (Any Combination) RT27-2076 | Low Risk 30261 2020-04-14
8-Drug Strip (Any Combination) RT27-2077 | Low Risk 30261 2020-04-14
9-Drug Strip (Any Combination) RT27-2078 | Low Risk 30261 2020-04-14
10-Drug Strip (Any Combination) RT27-2079 |Low Risk 30261 2020-04-14
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Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
11-Drug Strip (Any Combination) RT27-2080 |Low Risk 30261 2020-04-14
12-Drug Strip (Any Combination) RT27-2081 |Low Risk 30261 2020-04-14
Drug Test/Cup
2-Drug Cup (Any Combination) RT27-2082 | Low Risk 30261 2020-04-14
3-Drug Cup (Any Combination) RT27-2083 | Low Risk 30261 2020-04-14
4-Drug Cup (Any Combination) RT27-2084 | Low Risk 30261 2020-04-14
5-Drug Cup (Any Combination) RT27-2085 | Low Risk 30261 2020-04-14
6-Drug Cup (Any Combination) RT27-2086 |Low Risk 30261 2020-04-14
7-Drug Cup (Any Combination) RT27-2087 |Low Risk 30261 2020-04-14
8-Drug Cup (Any Combination) RT27-2088 |Low Risk 30261 2020-04-14
9-Drug Cup (Any Combination) RT27-2089 |Low Risk 30261 2020-04-14
10-Drug Cup (Any Combination) RT27-2090 |Low Risk 30261 2020-04-14
11-Drug Cup (Any Combination) RT27-2091 |Low Risk 30261 2020-04-14
12-Drug Cup (Any Combination) RT27-2092 |Low Risk 30261 2020-04-14
Infectious Diseases and others
Legionella Urinary Antigen Cassette RT27-2147 | Low Risk 30692 2020-04-14
Legionella Urinary Antigen Strip RT27-2146 |Low Risk 30692 2020-04-14
Adeno/Rotavirus Antigen Cassette RT27-2131 | Low Risk 42994 2020-04-14
Adeno Antigen Cassette RT27-2132 | Low Risk 42994 2020-04-14
Rotavirus Antigen Cassette RT27-2161 |Low Risk 30815 2020-04-14
Chagas Cassette RT27-2133 | Low Risk 30820 2020-04-14
Chikungunya IgG/IgM Cassette RT27-2135 |Low Risk 42994 2020-04-14
Gonorrhoea Cassette RT27-2140 |Low Risk 38851 2020-04-14
Influenza A&B Cassette RT27-2145 |Low Risk 39466 2020-04-14
Leishmania 1gG/IgM Cassette RT27-2149 |Low Risk 30823 2020-04-14
Leishmania Cutaneous Strip RT27-2148 | Low Risk 30823 2020-04-14
Leptospira IgG/IgM RT27-2150 |Low Risk 30716 2020-04-14
Syphilis Cassette RT27-2172 | Low Risk 30687 2020-04-14
Syphilis Strip RR-l';'ZZZl-ZZ%L?i» Low Risk 30687 2020-04-14
Mononucleosis Cassette (Mono) (S/P) RT27-2177 |Low Risk 30826 2020-04-14
Strep A Cassette RT27-2169 |Low Risk 30826 2020-04-14
Strep A Strip RT27-2168 |Low Risk 30826 2020-04-14
Strep B Cassette RT27-2171 | Low Risk 30827 2020-04-14
Strep B Strip RT27-2170 |Low Risk 30827 2020-04-14
H1N1 Strip RT40-2209 |Low Risk 39461 2020-04-14
H. Pylori Ab Cassette (Serum/Plasma) RT27-2141 | Low Risk 30825 2020-04-14
H. Pylori Ab Cassette (Serum/Plasma/Whole Blood) RR-I';'ZZZ-ZZ%L‘LZZ Low Risk 30825 2020-04-14
H. Pylori Antigen Cassette ':1;_221__2212%2 Low Risk 30689 2020-04-14
HAV IgM RT27-2108 |Low Risk 30720 2020-04-14
Dengue IgG&igM ':1_;_221__2211:;87 Low Risk 42994 2020-04-14
Dengue NS1 RT24-2139 |Low Risk 42994 2020-04-14
Dengue IgG/IgM/NS1 RT24-2208 |Low Risk 42994 2020-04-14
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Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Malaria P.f./Pv RT24-2204 |Low Risk 30674 2020-04-14
Malaria Pan RT24-2206 |Low Risk 30674 2020-04-14
Malaria P.f./Pan F;TTZZ‘;'_Zzzl%EZ Low Risk 30674  |2020-04-14
Malaria P.f. Cassette F;{'I;_22472221(E)371 Low Risk 30674 2020-04-14
Malaria P.f. Strip RT27-2152 | Low Risk 30674 2020-04-14
Malaria P.f./vivax RT27-2153 |Low Risk 30674 2020-04-14
Norovirus RT27-2156 |Low Risk 32459 2020-04-14
Salmonella typhi Antigen Cassette RT27-2163 | Low Risk 30709 2020-04-14
Salmonella typhi IgG/IgM Cassette RT27-2164 |Low Risk 30709 2020-04-14
Salmonella typhi/paratyphi antigen RT27-2165 |Low Risk 30709 2020-04-14
Scrub typhus IgG Strip RT4-2166 Low Risk 30717 2020-04-14
Scrub typhus IgM Strip RT4-2167 Low Risk 30717 2020-04-14
Zika Virus IgG/IgM Cassette RT27-2178 | Low Risk 42994 2020-04-14

RT24-2198,

COVID-19 1gG/lgM Eiig:igg' Low Risk 44022 |2020-04-14
SARS-CoV2 Antigen Rapid Test RT45-2214 | Low Risk 44022 2020-08-24
Tuberculosis (TB) Cassette RT27-2175 |Low Risk 44020 2020-04-14
Tuberculosis (TB) Strip RT27-2174 |Low Risk 44020 2020-04-14
HEV IgG/IigM RT27-2119 |Low Risk 30756 2020-04-14
Cryptococcus Ag RT27-2137 |Low Risk 37746 2020-04-14
Hantavirus IgG/IgM RT27-2144 |Low Risk 15048014 |2020-04-14
Mycoplasma pneumoniae Ag RT27-2155 | Low Risk 17311 2020-04-14
Rickettsia IgG/IgM RT24-2160 |Low Risk 30717 2020-04-14
RSV RT27-2162 |Low Risk 30814 2020-04-14
Tetanus RT27-2176 |Low Risk 38876 2020-04-14
Fertility
FSH Urine Cassette RT27-2094 |Low Risk 30512 2020-04-14
FSH Urine Strip RT27-2093 |Low Risk 30512 2020-04-14
Ovulation
LH Urine Cassette RT27-2106 |Low Risk 30515 2020-04-14
LH Urine Strip RT27-2105 |Low Risk 30515 2020-04-14
Pregnancy
hCG 10 mlU/ml Midstream RT27-2099 | Low Risk 30513 2020-04-14
hCG 20 mlU/ml Midstream RT27-2102 | Low Risk 30513 2020-04-14
hCG 10mlU/ml urine Cassette RT27-2095 | Low Risk 30513 2020-04-14
hCG 10mIU/ml urine Strip RT27-2097 |Low Risk 30513 2020-04-14
hCG 10mIU/ml urine/serum RT27-2098 | Low Risk 30513 2020-04-14
hCG 20 mlU/ml urine Cassette RT27-2101 | Low Risk 30513 2020-04-14
hCG 20 mIU/ml urine Strip RT27-2100 |Low Risk 30513 2020-04-14
hCG 10mIU/ml urine/serum/p RT27-2096 |Low Risk 30513 2020-04-14
hCG 20 mlU/ml urine/serum/p Cassette RT27-2104 | Low Risk 30513 2020-04-14
hCG 20 mlU/ml urine/serum/p Strip RT27-2103 | Low Risk 30513 2020-04-14
Others
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Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
Micro-Albumin (HAS) Strip RT27-2197 |Low Risk 30246 2020-04-14
Ferritin RT27-2196 |Low Risk 30377 2020-04-14
H-FABP RT27-2107 |Low Risk 1230190 |2020-04-14
Nt-proBNP RT27-1157 |Low Risk 12130190 |2020-04-14
Procalcitonin (S/P/WB) RT27-2158 |Low Risk 12069016 |2020-04-14
Procalcitonin (S/P) RT27-2159 |Low Risk 12069016 |2020-04-14
Urine Reagent Strips
URS-1G RT27-2185 |Low Risk 17419 2020-04-14
URS-2PK RT27-2186 |Low Risk 30226 2020-04-14
URS-3 GKpH RT27-2187 |Low Risk 30226 2020-04-14
URS-4 GKpHB RT27-2188 |Low Risk 30226 2020-04-14
URS-5GKpHBP RT27-2189 |Low Risk 30226 2020-04-14
URS-6GKpHBPBIli RT27-2190 |Low Risk 30226 2020-04-14
URS-7GKpHBPBIliU RT27-2191 |Low Risk 30226 2020-04-14
URS-8GKpHBPBIlIUN RT27-2192 |Low Risk 30226 2020-04-14
URS-9GKpHBPBIlIUNS RT27-2193 |Low Risk 30226 2020-04-14
URS-10GKpHBPBIlIUNSL RT27-2194 |Low Risk 30226 2020-04-14
URS-11 RT27-2195 |Low Risk 30226 2020-04-14
Serology Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
. . SL25-3002, .
C- Reactive Protein (CRP) S1L25-3003 Low Risk 30499 2020-04-14
SL25-3008, .
RF S125-3009 Low Risk 30500 2020-04-14
. . SL25-3000, .
Anti- Streptolysin O(ASO) S1L25-3001 Low Risk 30495 2020-04-14
. . . SL25-3004, .
Infectious Mononucleosis Screening (Mono) SL25-3005 Low Risk 30810 2020-04-14
SL25-3011, .
RPR SL25-3012 Low Risk 17393 2020-04-14
Lupus Erythematosus (SLE) SL25-3007 |Low Risk 30487 2020-04-14
TPHA SL25-3016 |Low Risk 32453 2020-04-14
Rotavirus SL25-3010 |Low Risk 17381 2020-04-14
S. Aureus SL25-3013 |Low Risk 33887 2020-04-14
Streptococci Lancefield grouping SL25-3015 |Low Risk 17389 2020-04-14
VDRL Antigen SL25-3017 | Low Risk 17395 2020-04-14
PARATYPHOID A (Salmonella, flagellar a antigen) SL25-3022 | Low Risk 39453 2020-04-14
PARATYPHOID B (Salmonella, flagellar b antigen) SL25-3023 | Low Risk 39453 2020-04-14
PARATYPHOID C (Salmonella typhi, flagellar c antigen) SL25-3024 |Low Risk 39453 2020-04-14
SALMONELLA Group A Antigen (somatic antigen) SL25-3028 |Low Risk 39453 2020-04-14
SALMONELLA Group B Antigen (somatic antigen) SL25-3029 |Low Risk 39453 2020-04-14
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Serology Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking

SALMONELLA Group C Antigen (somatic antigen) SL25-3030 |Low Risk 39453 2020-04-14
TYPHOID H (Salmonella typhi, flagellar d antigen) SL25-3031 |Low Risk 39453 2020-04-14
TYPHOID O (Salmonella typhi, somatic Group D antigen) |SL25-3032 |Low Risk 39453 2020-04-14
Brucella Melitensis SL25-3018 | Low Risk 39536 2020-04-14
Brucella Abortus SL25-3019 | Low Risk 39536 2020-04-14
PROTEUS OX2 (somatic antigen) SL25-3026 |Low Risk 39543 2020-04-14
PROTEUS 0X19 (somatic antigen) SL25-3025 |Low Risk 39543 2020-04-14
PROTEUS OXK (somatic antigen) SL25-3027 |Low Risk 39543 2020-04-14
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HSV 1 IgG
ELISA TEST SYSTEM

EL1-1163 \J/ 96 TESTS

INTENDED USE

The Monocent, Inc.’s HSV-1 IgG ELISA Test System is intended for the
detection of IgG antibody to HSV-1 in human serum or plasma.

SUMMARY AND EXPLANATION

HSV-1 and 2 are virtually identical, sharing approximately 50% of their
DNA and have over 80% of common antigens. Both types infect the body's
mucosal surfaces, usually the mouth or genitals, and then establish latency
in the nervous system. For both types, at least two-thirds of infected people
have no symptoms, or symptoms too mild to notice. However, both types
can recur and spread even when no symptoms are present. By the time
they're teenagers or young adults, about 50% of Americans have HSV-1
antibodies in their blood. By the time they are over age 50, some 80-90%
of Americans has HSV-1 antibodies. By comparison, almost all HSV-2 is
encountered after childhood, when people become sexually active. HSV
type 1 is the cause of most orofacial herpes and HSV encephalitis; type 2
is the primary cause of initial and recurrent genital herpes and neonatal
HSV. Reactivation of latent HSV infection is a frequent complication of
immunosuppression due to cancer, transplantation and AIDS.
Asymptomatic genital shedding of HSV-2 is more common than HSV-1
and occurs more frequently during the first 3 months after acquisition of
primary type 2 disease than during later periods. The presence of HSV IgG
antibody is indicative of previous exposure A significant increases in HSV
IgG is an indicative of reactivation, current or recent infection. IgM
antibody is present after primary HSV infection.

PRINCIPLE OF THE TEST

Diluted patient serum is added to wells coated with purified antigen. IgG
specific antibody, if present, binds to the antigen. All unbound materials
are washed away and the enzyme conjugate is added to bind to the
antibody-antigen complex, if present. Excess enzyme conjugate is washed
off and substrate is added. The plate is incubated to allow the hydrolysis
of the substrate by the enzyme. The intensity of the color generated is
proportional to the amount of IgG specific antibody in the sample.

MATERIALS AND COMPONENTS

e Microwells coated with HSV-1 antigen 12x8x1
e Sample Diluent: 1 bottle (ready to use) 22 ml
e Calibrator: 1 Vial (ready to use) 1ml
e Positive Control: 1 vial (ready to use) Iml
e Negative Control: 1 vial (ready to use) Iml
e Enzyme conjugate: 1 bottle (ready to use) 12ml
e TMB Substrate: 1 bottle (ready to use) 12ml
e Stop Solution: 1 bottle (ready to use) 12ml
e Wash concentrate 20X: 1 bottle 25ml

MATERIALS REQUIRED BUT NOT PROVIDED

Distilled or deionized water

Precision pipettes

Disposable pipette tips

ELISA reader capable of reading absorbance at 450nm
Absorbance paper or paper towel

Graph paper

STORAGE CONDITIONS

o Store the kit at 2-8° C.

e Keep microwells sealed in a dry bag with desiccants.

o The reagents are stable until expiration of the kit.

e Do not expose test reagents to heat, sun or strong light.

PRECAUTIONS

1. Potential biohazardous materials: The calibrator and controls contain
human source components, which have been tested and found non-
reactive for hepatitis B surface antigen as well as HIV antibody with
FDA licensed reagents. However, there is no test method that can offer
complete assurance that HIV, Hepatitis B virus or other infectious agents
are absent. These reagents should be handled at the Biosafety Level 2,
as recommended in the Centers for Disease Control/National Institutes
of Health manual, "Biosafety in Microbiological and Biomedical
Laboratories." 1984.

2. This kit is designed for In Vitro Diagnostic Use.

3. Optimal results will be obtained by strict adherence to the test protocol.
Precise pipetting as well as following the exact time and temperature
requirements is essential.

4. Do not pipette by mouth. Do not smoke, eat, or drink in the areas in
which specimens or kit reagents are handled.

5. The components in this kit are intended for use as an integral unit. The
components of different lots should not be mixed.

6. This product contains components preserved with sodium azide.
Sodium azide may react with lead and copper plumbing to form
explosive metal azide. On disposal, flush with a large volume of water.

SPECIMEN COLLECTION

1. Collect blood specimens and separate the serum.
2. Specimens may be refrigerated at 2-8° C for up to seven days or frozen
for up to six months. Avoid repetitive freezing and thawing.

REAGENT PREPARATION

Prepare 1X Wash buffer by adding the contents of the bottle (25 ml, 20X)
to 475 ml of distilled or deionized water. Store at room temperature (20-
25°C).

TEST PROCEDURE

Bring all specimens and kit reagents to room temperature (20-25°C) and

gently mix.

1. Place the desired number of coated strips into the holder.

2. Negative control, positive control, and calibrator are ready to use.
Prepare 1:21 dilution of test samples, by adding 10 pl of the sample to
200 pl of sample diluent. Mix well.

3. Dispense 100 pl of diluted sera, calibrator and controls into the
appropriate wells. For the reagent blank, dispense 100ul sample diluent
in 1A well position. Tap the holder to remove air bubbles from the liquid
and mix well. Incubate for 20 minutes at room temperature.

4. Remove liquid from all wells. Wash wells three times with 300 pl of 1X
wash buffer. Blot on absorbance paper or paper towel.

5. Dispense 100 pul of enzyme conjugate to each well and incubate for 20
minutes at room temperature.

6. Remove enzyme conjugate from all wells. Wash wells three times with
300 pl of 1X wash buffer. Blot on absorbance paper or paper towel.

7. Dispense 100 pl of TMB substrate and incubate for 10 minutes at room

temperature.

. Add 100 pL of stop solution.

9. Read O.D. at 450 nm using ELISA reader within 15 min. A dual
wavelength is recommended with reference filter to 600-650 nm

o0

CALCULATION OF RESULTS

1. Check Calibrator Factor (CF) value on the calibrator bottle. This
value might vary from lot to lot. Make sure you check the value on
every kit.

2. Calculate the cut-off value: Calibrator OD x Calibrator Factor (CF).

3. Calculate the Ab (Antibody) Index of each determination by dividing
the O.D. value of each sample by cut-off value.

Example of typical results:
Calibrator mean OD = 0.8
Calibrator Factor (CF)=0.5
Cut-off Value = 0.8 x 0.5=0.400
Positive control O.D. =1.2
AbIndex=1.2/04=3

Patient sample O.D. = 1.6
AbIndex=1.6/0.4=4.0

INTERPRETATION

The following is intended as a guide to interpretation of HSV 1 IgG test
results; each laboratory is encouraged to establish its own criteria for test
interpretation based on sample populations encountered.

Antibody Index Interpretation

<0.9 No detectable antibody to HSV 1 IgG by ELISA

0.9-1.1 Borderline positive. Follow-up testing is recommended if
clinically indicated.

>1.1 Detectable antibody to HSV 1 IgG by ELISA

Converting of Ab Index to IU/mL

As an option, Ab index may be converted to IU/ml by multiplying Ab

index by 100. IU/ml values may then be interpreted as follows:

<90 IU/ml No detectable IgG antibody to HSV-1 by ELISA

90-110 IU/ml  Borderline positive. Follow-up testing is
recommended if clinically indicated.

>110IU/ml  Detectable IgG antibody to HSV-1 by ELISA



LIMITATIONS OF THE PROCEDURE

1.

The test results obtained using this kit cannot discriminate between
HSV-1 and HSV-2 infection due to high cross reactivity between the
two viruses. The results serve only as an aid to diagnosis and should be
interpreted in relation to the patient’s history, physical findings and
other diagnostic procedures.

. Lipemic or hemolyzed samples may cause erroneous results.

PERFORMANCE CHARACTERISTICS

1.

SENSITIVITY AND SPECIFICITY

336 patient sera were tested by this HSV-1 IgG ELISA Test System and
a reference ELISA method. 270 sera were positive and 56 were negative
by both methods (97% agreement). The results are summarized below:

HSV 1 IgG ELISA

+ - Total
Reference ELISA kit + 270 4 274
- 6 56 62
Total 276 60 336
2. PRECISION
Intra-Assay Study
e No. of Mean Standard  Coefficient of
Replicates Deviation  Variation %
1 16 1.23 0.06 4.87
2 16 0.66 0.04 6.10
3 16 0.33 0.02 6.06
Inter-Assay Study
Serum No. of Mean Standard  Coefficient of
Replicates Deviation  Variation %
1 10 1.77 0.15 8.47
10 0.93 0.09 9.47
3 10 0.21 0.02 14.2
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HSV 1 IgM
ELISA TEST SYSTEM

Cce

EL1-1164

INTENDED USE

The Monocent Inc.’s HSV-1 IgM ELISA Test System is intended
for the detection of IgM antibody to HSV-1 in human serum or
plasma.

W 96 TESTS D

SUMMARY AND EXPLANATION

PRINCIPLE OF THE TEST

Diluted patient serum (serum diluent contains sorbent to remove
Rheumatoid Factor and human IgG interference) is added to
wells coated with purified antigen. IgM specific antibody, if
present, binds to the antigen. All unbound materials are washed
away and the enzyme conjugate is added to bind to the antibody-
antigen complex, if present. Excess enzyme conjugate is washed
off and substrate is added. The plate is incubated to allow the
hydrolysis of the substrate by the enzyme. The intensity of the
color generated is proportional to the amount of IgM specific
antibody in the sample.

MATERIALS AND COMPONENTS

1. Microwells coated with HSV-1 antigen 12x8x1
2. Sample Diluent: 1 bottle (ready to use) 22 ml
3. Calibrator: Yellow Cap. 1 Vial (ready to use) Iml
4. Positive Control: Red Cap. 1 vial (ready to use) Iml
5. Negative Control: Blue Cap. 1 vial (ready to use) Iml
6. Enzyme conjugate: 1 bottle (ready to use) 12ml
7. TMB Substrate: 1 bottle (ready to use) 12ml
8. Stop Solution: 1 bottle (ready to use) 12ml
9. Wash concentrate 20X: 1 bottle 25ml

MATERIALS REQUIRED BUT NOT PROVIDED

HSV-1 and 2 are virtually identical, sharing approximately 50%
of their DNA and have over 80% of common antigens. Both types
infect the body's mucosal surfaces, usually the mouth or genitals,
and then establish latency in the nervous system. For both types,
at least two-thirds of infected people have no symptoms, or
symptoms too mild to notice. However, both types can recur and
spread even when no symptoms are present. By the time they're
teenagers or young adults, about 50% of Americans have HSV-1
antibodies in their blood. By the time they are over age 50, some
80-90% of Americans has HSV-1 antibodies. By comparison,
almost all HSV-2 is encountered after childhood, when people
become sexually active. HSV type 1 is the cause of most orofacial
herpes and HSV encephalitis; type 2 is the primary cause of initial
and recurrent genital herpes and neonatal HSV. Reactivation of
latent HSV infection 1is a frequent complication of
immunosuppression due to cancer, transplantation and AIDS.
Asymptomatic genital shedding of HSV-2 is more common than
HSV-1 and occurs more frequently during the first 3 months after
acquisition of primary type 2 disease than during later periods.
The presence of HSV IgG antibody is indicative of previous
exposure A significant increases in HSV IgG is an indicative of
reactivation, current or recent infection. IgM antibody is present
after primary HSV infection.

1. Distilled or deionized water

2. Precision pipettes

3. Disposable pipette tips

4. ELISA reader capable of reading absorbance at 450nm
5. Absorbance paper or paper towel

6. Graph paper

STORAGE CONDITIONS

temperature requirements is essential.

3. Do not pipette by mouth. Do not smoke, eat, or drink in the
areas in which specimens or kit reagents are handled.

4. The components in this kit are intended for use as an integral
unit. The components of different lots should not be mixed.

5. Control sera and sample diluent contain preserved with sodium
azide. Sodium azide may react with lead and copper plumbing to
form explosive metal azide. On disposal, flush with a large
volume of water.

SPECIMEN COLLECTION

1. Collect blood specimens and separate the serum.
2. Specimens may be refrigerated at 2—-8° C for up to seven days or
frozen for up to six months. Avoid repetitive freezing and thawing.

REAGENT PREPARATION

Prepare 1X Wash buffer by adding the contents of the bottle (25
ml, 20X) to 475 ml of distilled or deionized water. Store at room
temperature (20-25°C).

TEST PROCEDURE

1. Store the kit at 2-8° C.

2. Keep microwells sealed in a dry bag with desiccants.
3. The reagents are stable until expiration of the kit.

4. Do not expose test reagents to heat, sun or strong light.

PRECAUTIONS

1. Potential biohazardous materials: The calibrator and controls
contain human source components which have been tested and
found non-reactive for hepatitis B surface antigen as well as HIV
antibody with FDA licensed reagents. However, as there is no
test method that can offer complete assurance that HIV, Hepatitis
B virus or other infectious agents are absent, these reagents
should be handled at the Biosafety Level 2, as recommended in
the Centers for Disease Control/National Institutes of Health
manual, "Biosafety in Microbiological and Biomedical
Laboratories." 1984.

2. Optimal results will be obtained by strict adherence to the test
protocol. Precise pipetting as well as following the exact time and

Bring all specimens and kit reagents to room temperature (20-
25°C) and gently mix.

1. Place the desired number of coated strips into the holder.

2. Negative control, positive control, and calibrator are ready to
use. Prepare 1:21 dilution of test samples, by adding 10 pul of the
sample to 200 pl of sample diluent. Mix well.

3. Dispense 100 pl of diluted sera, calibrator and controls into the
appropriate wells. For the reagent blank, dispense 100yl sample
diluent in 1A well position. Tap the holder to remove air bubbles
from the liquid and mix well. Incubate for 20 minutes at room
temperature.

4. Remove liquid from all wells. Wash wells three times with 300
pl of 1X wash buffer. Blot on absorbance paper or paper towel.
5. Dispense 100 pl of enzyme conjugate to each well and incubate
for 20 minutes at room temperature.

6. Remove enzyme conjugate from all wells. Wash wells three
times with 300 pl of 1X wash buffer. Blot on absorbance paper
or paper towel.

7. Dispense 100 ul of TMB substrate and incubate for 10 minutes
at room temperature.

8. Add 100 pl of stop solution.

9. Read O.D. at 450 nm using ELISA reader within 15 min. A
dual wavelength is recommended with reference filter to 600-650
nm.

CALCULATION OF RESULTS

1. Check Calibrator Factor (CF) value on the calibrator bottle. This
value might vary from lot to lot. Make sure you check the value
on every Kkit.

2. Calculate the cut-off value: Calibrator OD x Calibrator Factor
(CF).



3. Calculate the Ab (Antibody) Index of each determination by
dividing the O.D. value of each sample by cut-off value.

Example of typical results:
Calibrator mean OD = 0.8
Calibrator Factor (CF) =0.5
Cut-off Value = 0.8 x 0.5=0.400
Positive control O.D.=1.2
AbIndex=1.2/04=3

Patient sample O.D. = 1.6
AbIndex=1.6/04=4.0

INTERPRETATION

The following is intended as a guide to interpretation of HSV 1

IgM test results; each laboratory is encouraged to establish its own

criteria for test interpretation based on sample populations

encountered.

Antibody Index Interpretation

<0.9 No detectable antibody to HSV 1 IgM by ELISA

0.9-1.1  Borderline positive. Follow-up testing is
recommended if clinically indicated.

>1.1 Detectable antibody to HSV 1 IgM by ELISA

QUALITY CONTROL

The test run may be considered valid provided the following
criteria are met:

1. The O.D. of the Calibrator should be greater than 0.250.

2. The Ab index for Negative control should be less than 0.9.
3. The Ab Index for Positive control should fall within the
range specified on the COA/label.

LIMITATIONS OF THE PROCEDURE

1. To enhance sensitivity and specificity of this IgM test,
provided sample diluent has been formulated to block IgG and
Rheumatoid Factor (RF) interferences. Turbidity could be seen
after diluting serum with sample diluent. This turbidity is due to
the blocking of serum IgG and has shown no interference with
test results. It can be removed by centrifugation.

2. In specimens with high RF and high autoimmune antibodies,
the possibility of eliminating the interferences cannot be ruled
out entirely.

3. The test results obtained using this kit serve only as an aid to
diagnosis and should be interpreted in relation to the patient’s
history, physical findings and other diagnostic procedures.

4. Lipemic or hemolyzed samples may cause erroneous results.

PERFORMANCE CHARACTERISTICS

SENSITIVITY AND SPECIFICITY

142 patient sera were tested by this HSV-1 IgM ELISA Test
System and a reference ELISA method. 15 sera were positive
and 126 were negative by both methods (99% agreement). The
results are summarized below:

HSV 1 IgM ELISA
+ _ Total
Reference ELISA kit + 15 1 16
_ 0 126 126
Total 15 127 142
PRECISION
Intra-Assay Study
Serum No. of Mean Standard Coefficient
Replicates Deviation of
Variation
%
1 16 141 0.052 3.69
2 16 0.95 0.060 6.32
3 16 0.32 0.028 8.75
Inter-Assay Study
Serum No. of Mean Standard Coefficient
Replicates Deviation of
Variation
%
1 10 1.36 0.093 6.84
2 10 0.97 0.094 9.69
3 10 0.38 0.040 10.52
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HSV 2 IgG
ELISA TEST SYSTEM

EL1-1165 \J/ 96 TESTS

INTENDED USE

The Monocent, Inc.’s HSV-2 IgG ELISA Test System is intended for the
detection of IgG antibody to HSV-2 in human serum or plasma.

SUMMARY AND EXPLANATION

HSV-1 and 2 are virtually identical, sharing approximately 50% of their
DNA and have over 80% of common antigens. Both types infect the body's
mucosal surfaces, usually the mouth or genitals, and then establish latency
in the nervous system. For both types, at least two-thirds of infected people
have no symptoms, or symptoms too mild to notice. However, both types
can recur and spread even when no symptoms are present. By the time
they're teenagers or young adults, about 50% of Americans have HSV-1
antibodies in their blood. By the time they are over age 50, some 80-90%
of Americans has HSV-1 antibodies. By comparison, almost all HSV-2 is
encountered after childhood, when people become sexually active. HSV
type 1 is the cause of most orofacial herpes and HSV encephalitis; type 2
is the primary cause of initial and recurrent genital herpes and neonatal
HSV. Reactivation of latent HSV infection is a frequent complication of
immunosuppression due to cancer, transplantation and AIDS.
Asymptomatic genital shedding of HSV-2 is more common than HSV-1
and occurs more frequently during the first 3 months after acquisition of
primary type 2 disease than during later periods. The presence of HSV IgG
antibody is indicative of previous exposure A significant increases in HSV
IgG is an indicative of reactivation, current or recent infection. IgM
antibody is present after primary HSV infection.

PRINCIPLE OF THE TEST

Diluted patient serum is added to wells coated with purified antigen. IgG
specific antibody, if present, binds to the antigen. All unbound materials
are washed away and the enzyme conjugate is added to bind to the
antibody-antigen complex, if present. Excess enzyme conjugate is washed
off and substrate is added. The plate is incubated to allow the hydrolysis
of the substrate by the enzyme. The intensity of the color generated is
proportional to the amount of IgG specific antibody in the sample.

MATERIALS AND COMPONENTS

e Microwells coated with HSV-2 antigen 12x8x1
o Sample Diluent: 1 bottle (ready to use) 22 ml
e Calibrator: yellow Cap. 1 Vial (ready to use) 1 ml
e 4. Positive Control: Red Cap. 1 vial (ready to use) I ml
e Negative Control: Blue Cap. 1 vial (ready to use) 1 ml
e Enzyme conjugate: 1 bottle (ready to use) 12 ml
e TMB Substrate: 1 bottle (ready to use) 12 ml

. 12 ml
e Stop Solution: 1 bottle (ready to use) 25 ml
e Wash concentrate 20X: 1 bottle

MATERIALS REQUIRED BUT NOT PROVIDED

Distilled or deionized water

Precision pipettes

Disposable pipette tips

ELISA reader capable of reading absorbance at 450nm
Absorbance paper or paper towel

o Graph paper

STORAGE CONDITIONS

o Store the kit at 2-8° C.

o Keep microwells sealed in a dry bag with desiccants.

o The reagents are stable until expiration of the kit.

e Do not expose test reagents to heat, sun or strong light.

PRECAUTIONS

1. Potential biohazardous materials: The calibrator and controls contain
human source components, which have been tested and found non-
reactive for hepatitis B surface antigen as well as HIV antibody with
FDA licensed reagents. However, there is no test method that can offer
complete assurance that HIV, Hepatitis B virus or other infectious agents
are absent. These reagents should be handled at the Biosafety Level 2,
as recommended in the Centers for Disease Control/National Institutes
of Health manual, "Biosafety in Microbiological and Biomedical
Laboratories." 1984.

2. This kit is designed for In Vitro Diagnostic Use.

3. Optimal results will be obtained by strict adherence to the test protocol.
Precise pipetting as well as following the exact time and temperature
requirements is essential.

4. Do not pipette by mouth. Do not smoke, eat, or drink in the areas in
which specimens or kit reagents are handled.

5. The components in this kit are intended for use as an integral unit. The
components of different lots should not be mixed.

6. This product contains components preserved with sodium azide.
Sodium azide may react with lead and copper plumbing to form
explosive metal azide. On disposal, flush with a large volume of water.

SPECIMEN COLLECTION

1. Collect blood specimens and separate the serum.
2. Specimens may be refrigerated at 2-8° C for up to seven days or frozen
for up to six months. Avoid repetitive freezing and thawing.

REAGENT PREPARATION

Prepare 1X Wash buffer by adding the contents of the bottle (25 ml, 20X)
to 475 ml of distilled or deionized water. Store at room temperature (20-
25°C).

TEST PROCEDURE

Bring all specimens and kit reagents to room temperature (20-25°C) and

gently mix.

1. Place the desired number of coated strips into the holder.

2. Negative control, positive control, and calibrator are ready to use.
Prepare 1:21 dilution of test samples, by adding 10 pl of the sample to
200 pl of sample diluent. Mix well.

3. Dispense 100 pl of diluted sera, calibrator and controls into the
appropriate wells. For the reagent blank, dispense 100ul sample diluent
in 1A well position. Tap the holder to remove air bubbles from the liquid
and mix well. Incubate for 20 minutes at room temperature.

4. Remove liquid from all wells. Wash wells three times with 300 ul of 1X
wash buffer. Blot on absorbance paper or paper towel.

5. Dispense 100 pl of enzyme conjugate to each well and incubate for 20
minutes at room temperature.

6. Remove enzyme conjugate from all wells. Wash wells three times with
300 pl of 1X wash buffer. Blot on absorbance paper or paper towel.

7. Dispense 100 ul of TMB substrate and incubate for 10 minutes at room

temperature.

. Add 100 pl of stop solution.

9. Read O.D. at 450 nm using ELISA reader within 15 min. A dual
wavelength is recommended with reference filter of 600-650 nm.

foe]

CALCULATION OF RESULTS

1. Check Calibrator Factor (CF) value on the calibrator bottle. This value
might vary from lot to lot. Make sure you check the value on every kit.

2. Calculate the cut-off value: Calibrator OD x Calibrator Factor (CF).

3. Calculate the Ab (Antibody) Index of each determination by dividing
the O.D. value of each sample by cut-off value.

Example of typical results:
Calibrator mean OD = 0.8
Calibrator Factor (CF) =0.5
Cut-off Value = 0.8 x 0.5=0.400
Positive control 0.D. = 1.2
AbIndex=12/04=3

Patient sample O.D. = 1.6
AbIndex=1.6/0.4=4.0

INTERPRETATION

The following is intended as a guide to interpretation of HSV 2 IgG test
results; each laboratory is encouraged to establish its own criteria for test
interpretation based on sample populations encountered.

Antibody Index Interpretation

<0.9 No detectable antibody to HSV 2 IgG by ELISA

0.9-1.1 Borderline positive. Follow-up testing is recommended if
clinically indicated.

>1.1 Detectable antibody to HSV 2 1gG by ELISA

QUALITY CONTROL

The test run may be considered valid provided the following criteria are

met:

1. The O.D. of the Calibrator should be greater than 0.250.

2. The Ab index for Negative control should be less than 0.9.

3. The Ab Index for Positive control should fall within the range
specified on the COA/label.



LIMITATIONS OF THE PROCEDURE

1.

The test results obtained using this kit cannot discriminate between
HSV-1 and HSV-2 infection due to high cross reactivity between the
two viruses. The results serve only as an aid to diagnosis and should be
interpreted in relation to the patient’s history, physical findings and
other diagnostic procedures.

. Lipemic or hemolyzed samples may cause erroneous results.

PERFORMANCE CHARACTERISTICS

1.

SENSITIVITY AND SPECIFICITY

327 patient sera were tested by this HSV-2 IgG ELISA Test System and
a reference ELISA method. 194 sera were positive and 121 were
negative by both methods (99% agreement). The results are summarized
below:

HSV 2 IgG
+ - Total
Reference ELISA kit + 194 5 199
- 7 121 128
Total 201 126 327
2. PRECISION
Intra-Assay Study
Serum No. of Mean Standard Coefficient of
Replicates Deviation Variation %
1 16 1.06 0.04 3.7
2 16 0.75 0.03 4.0
3 16 0.57 0.04 7.0
Inter-Assay Study
Serum No. of Mean Standard Coefficient of
Replicates Deviation Variation %
1 10 1.08 0.09 8.3
2 10 0.63 0.06 9.5
3 10 0.24 0.03 12.5
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HSV 2 IgM
ELISA TEST SYSTEM

EL1-1166
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INTENDED USE

The Monocent Inc.’s HSV-2 IgM ELISA Kit is intended for the
detection of IgM antibody to HSV-2 in human serum or plasma.

SUMMARY AND EXPLANATION

PRINCIPLE OF THE TEST

Diluted patient serum (serum diluent contains sorbent to remove
Rheumatoid Factor and human IgG interference) is added to
wells coated with purified antigen. IgM specific antibody, if
present, binds to the antigen. All unbound materials are washed
away and the enzyme conjugate is added to bind to the antibody-
antigen complex, if present. Excess enzyme conjugate is washed
off and substrate is added. The plate is incubated to allow the
hydrolysis of the substrate by the enzyme. The intensity of the
color generated is proportional to the amount of IgM specific
antibody in the sample.

MATERIALS AND COMPONENTS

1. Microwells coated with HSV-2 antigen 12x8x1
2. Sample Diluent: 1 bottle (ready to use) 22 ml
3. Calibrator: yellow Cap. 1 Vial (ready to use) Iml
4. Positive Control: Red Cap. 1 vial (ready to use) Iml
5. Negative Control: Blue Cap. 1 vial (ready to use) Iml
6. Enzyme conjugate: 1 bottle (ready to use) 12ml
7. TMB Substrate: 1 bottle (ready to use) 12ml
8. Stop Solution: 1 bottle (ready to use) 12ml
9. Wash concentrate 20X: 1 bottle 25ml

MATERIALS REQUIRED BUT NOT PROVIDED

HSV-1 and 2 are virtually identical, sharing approximately 50%
of their DNA and have over 80% of common antigens. Both types
infect the body's mucosal surfaces, usually the mouth or genitals,
and then establish latency in the nervous system. For both types,
at least two-thirds of infected people have no symptoms, or
symptoms too mild to notice. However, both types can recur and
spread even when no symptoms are present. By the time they're
teenagers or young adults, about 50% of Americans have HSV-1
antibodies in their blood. By the time they are over age 50, some
80-90% of Americans has HSV-1 antibodies. By comparison,
almost all HSV-2 is encountered after childhood, when people
become sexually active. HSV type 1 is the cause of most orofacial
herpes and HSV encephalitis; type 2 is the primary cause of initial
and recurrent genital herpes and neonatal HSV. Reactivation of
latent HSV infection is a frequent complication of
immunosuppression due to cancer, transplantation and AIDS.
Asymptomatic genital shedding of HSV-2 is more common than
HSV-1 and occurs more frequently during the first 3 months after
acquisition of primary type 2 disease than during later periods.
The presence of HSV IgG antibody is indicative of previous
exposure A significant increases in HSV IgG is an indicative of
reactivation, current or recent infection. I[gM antibody is present
after primary HSV infection.

1. Distilled or deionized water

2. Precision pipettes

3. Disposable pipette tips

4. ELISA reader capable of reading absorbance at 450nm
5. Absorbance paper or paper towel

6. Graph paper

STORAGE CONDITIONS

temperature requirements is essential.

3. Do not pipette by mouth. Do not smoke, eat, or drink in the
areas in which specimens or kit reagents are handled.

4. The components in this kit are intended for use as an integral
unit. The components of different lots should not be mixed.

5. Control sera and sample diluent contain preserved with sodium
azide. Sodium azide may react with lead and copper plumbing to
form explosive metal azide. On disposal, flush with a large
volume of water.

SPECIMEN COLLECTION

1. Collect blood specimens and separate the serum.
2. Specimens may be refrigerated at 2—-8° C for up to seven days or
frozen for up to six months. Avoid repetitive freezing and thawing.

REAGENT PREPARATION

Prepare 1X Wash buffer by adding the contents of the bottle (25
ml, 20X) to 475 ml of distilled or deionized water. Store at room
temperature (20-25°C).

TEST PROCEDURE

1. Store the kit at 2-8° C.

2. Keep microwells sealed in a dry bag with desiccants.
3. The reagents are stable until expiration of the kit.

4. Do not expose test reagents to heat, sun or strong light.

PRECAUTIONS

1. Potential biohazardous materials: The calibrator and controls
contain human source components which have been tested and
found non-reactive for hepatitis B surface antigen as well as HIV
antibody with FDA licensed reagents. However, as there is no
test method that can offer complete assurance that HIV, Hepatitis
B virus or other infectious agents are absent, these reagents
should be handled at the Biosafety Level 2, as recommended in
the Centers for Disease Control/National Institutes of Health
manual, "Biosafety in Microbiological and Biomedical
Laboratories." 1984.

2. Optimal results will be obtained by strict adherence to the test
protocol. Precise pipetting as well as following the exact time and

Bring all specimens and kit reagents to room temperature (20-
25°C) and gently mix.

1. Place the desired number of coated strips into the holder.

2. Negative control, positive control, and calibrator are ready to
use. Prepare 1:21 dilution of test samples, by adding 10 pul of the
sample to 200 pl of sample diluent. Mix well.

3. Dispense 100 pl of diluted sera, calibrator and controls into the
appropriate wells. For the reagent blank, dispense 100yl sample
diluent in 1A well position. Tap the holder to remove air bubbles
from the liquid and mix well. Incubate for 20 minutes at room
temperature.

4. Remove liquid from all wells. Wash wells three times with 300
pl of 1X wash buffer. Blot on absorbance paper or paper towel.
5. Dispense 100 pl of enzyme conjugate to each well and incubate
for 20 minutes at room temperature.

6. Remove enzyme conjugate from all wells. Wash wells three
times with 300 pl of 1X wash buffer. Blot on absorbance paper
or paper towel.

7. Dispense 100 ul of TMB substrate and incubate for 10 minutes
at room temperature.

8. Add 100 pl of stop solution.

9. Read O.D. at 450 nm using ELISA reader within 15 min. A
dual wavelength is recommended with reference filter of 600-650
nm.

CALCULATION OF RESULTS

1. Check Calibrator Factor (CF) value on the calibrator bottle.
This value might vary from lot to lot. Make sure you check the
value on every kit.

2. Calculate the cut-off value: Calibrator OD x Calibrator Factor
(CF).



3. Calculate the Ab (Antibody) Index of each determination by
dividing the O.D. value of each sample by cut-off value.

Example of typical results:
Calibrator mean OD = 0.8
Calibrator Factor (CF) =0.5
Cut-off Value = 0.8 x 0.5=0.400
Positive control O.D.=1.2
AbIndex=1.2/04=3

Patient sample O.D. = 1.6
AbIndex=1.6/04=4.0

INTERPRETATION

The following is intended as a guide to interpretation of HSV-2

IgM test results; each laboratory is encouraged to establish its

own criteria for test interpretation based on sample populations

encountered.

Antibody Index Interpretation

<0.9 No detectable antibody to HSV 2 IgM by ELISA

0.9-1.1  Borderline positive. Follow-up testing is
recommended if clinically indicated.

>1.1 Detectable antibody to HSV 2 IgM by ELISA

QUALITY CONTROL

HSV 2 IgM ELISA
+ - Total
Reference ELISA kit + 12 1 13
_ 0 124 124
Total 12 125 137
PRECISION
Intra-Assay Study
Serum No. of Mean Standard Coefficient
Replicates Deviation of
Variation
%
1 16 1.26 0.047 5.92
2 16 1.03 0.038 3.69
3 16 0.19 0.011 5.79
Inter-Assay Study
Serum No. of Mean Standard | Coefficient
Replicates Deviation of
Variation
%
1 10 1.47 0.120 8.16
2 10 0.93 0.098 10.54
3 10 0.15 0.020 13.33
REFERENCES

The test run may be considered valid provided the following
criteria are met:

1. The O.D. of the Calibrator should be greater than 0.250.

2. The Ab index for Negative control should be less than 0.9.
3. The Ab Index for Positive control should fall within the
range specified on the COA/label.

LIMITATIONS OF THE PROCEDURE

1. To enhance sensitivity and specificity of this IgM test
provided sample diluent has been formulated to block IgG and
Rheumatoid Factor (RF) interferences. Turbidity could be seen
after diluting serum with sample diluent. This turbidity is due to
the blocking of serum IgG and shows no interference with test
results. It can be removed by centrifugation.

2. In specimens with high RF and high autoimmune antibodies,
the possibility of eliminating the interferences cannot be ruled
out entirely.

3. The test results obtained using this kit serve only as an aid to
diagnosis and should be interpreted in relation to the patient’s
history, physical findings and other diagnostic procedures.

4. Lipemic or hemolyzed samples may cause erroneous results.

PERFORMANCE CHARACTERISTICS

SENSITIVITY AND SPECIFICITY

137 patient sera were tested by HSV-2 IgM ELISA Test System
and a reference ELISA method. 12 sera were positive and 124
were negative by both methods (99% agreement). The results
are summarized below:

. Langeland N; Haarr L; Mhalu F. Prevalence of HSV-2
antibodies among STD clinic patients in Tanzania. Int J STD
AIDS 1998;9(2):104-7.

2. Markoulatos P; Labropoulou V; Kordossi A; Krikelis V; Spyrou

N; Moncany ML. A combined indirect ELISA and
immunoblotting for the detection of intrathecal herpes simplex
virus IgG antibody synthesis in patients with herpes simplex virus
encephalitis. J Clin Lab Anal 1995;9(5):325-33.

3. Markoulatos P; Fountoucidou P; Marinakis G; Krikelis V;

Spyrou N; Vamvakopoulos N; Moncany ML. Clear detection and
typing of herpes simplex virus types 1 and 2 by an indirect ELISA
assay: comparison with three different combined methods--
capture ELISA, restriction enzymes, and polymerase chain
reaction. J Clin Lab Anal 1997; 11(3):146-53.

4. Herbert AM; Bagg J; Walker DM; Davies KJ; Westmoreland D.

Seroepidemiology of herpes virus infections among dental
personnel. J Dent 1995;23(6):339-42.

5. Goodyear HM; McLeish P; Randall S; Buchan A; Skinner GR;

Winther M; Rolland J; Morgan G; Harper JI. Immunological
studies of herpes simplex virus infection in children with atopic
eczema. Br J Dermatol 1996;134(1):85-93.
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INTENDED USE

The Monocent, Inc.’s Giardia Antigen ELISA Test System is an in vitro
immunoassay for the qualitative determination of Giardia antigen in fecal
specimens.

SUMMARY AND EXPLANATION

Giardia lamblia is the protozoan parasite responsible for the disease
giardiasis. Symptoms of acute giardiasis include diarrhea, nausea, weight
loss, malabsorption, abdominal cramps, flatulence and anemia.! The
disease may manifest itself as an acute, chronic or as an asymptomatic
infection. Giardiasis is the most prevalent parasitic disease in the United
States and is responsible for an estimated 100 million mild infections and
1 million severe infections each year.’

The mode of transmission of Giardia is through fecal-oral ingestion of
cysts. Epidemics of giardiasis have been documented in day care centers
and by drinking contaminated water.'? Day care centers may be directly
or indirectly responsible for 45% of diagnosed Giardia infections in the
United States.* One study found 54% of the children at a day care center
were infected.'

Diagnosis of giardiasis has been done through a number of invasive and
non-invasive techniques. Of the non-invasive techniques, microscopic
examination of stools has been the most common. However, this method
relies on an experienced technician and subsequent observation of intact
organisms. Because of the historically low proficiency of correct
microscopic examinations and intermittent excretion of organisms,
alternative diagnostic methods have been investigated.>>¢1%11

One important alternative has been the development of an antigen capture
enzyme linked immunosorbent assay (ELISA) for use with stools. These
tests have shown comparable sensitivity to experienced microscopic
examinations, are fairly simple to perform and do not require the
observation of intact organisms.>%"!2

PRINCIPLE OF THE TEST

During the first incubation, Giardia specific antigen present in the stool
specimens are captured by monoclonal antibodies attached to the
microwells. The wells are incubated and washed before anti-Giardia
polyclonal antibodies conjugated to horseradish peroxidase are added.
The enzyme conjugate will “sandwich” any antigen bound to the wells.
After washings to remove unbound enzyme, a chromogen is added which
develops a blue color in the presence of the enzyme complex. The stop
solution ends the reaction and turns the blue color to yellow. If no antigen
is captured, or if there is an insufficient level of antigen, no colored
reaction will take place.

MATERIALS AND COMPONENTS

e Test Strips: Microwells containing anti-Giardia monoclonal antibodies:
96 test wells in a test strip holder.

e Enzyme Conjugate: One (1) bottle containing 11 ml of anti-Giardia
polyclonal antibodies conjugated to horseradish peroxidase with
preservative.

e Positive Control: One (1) vial containing 2 ml of a diluted Giardia
positive antigen formalinized stool supernatant.

e Negative Control: One (1) vial containing 2 ml of dilution buffer.

e Chromogen: One (1) bottle containing 11 ml of tetramethylbenzidine
(TMB) and peroxide.

e Wash Concentrate (20X): Two (2) bottles containing 30 ml of
concentrated buffer with detergent and thimerosal.

o Dilution Buffer: Four (4) bottles containing 30 ml of a buffered protein
solution with thimerosal.

e Stop Solution: One (1) bottle containing 11 ml of 5% phosphoric acid
solution.

MATERIALS REQUIRED BUT NOT PROVIDED

o Transfer Pipettes

Squeeze bottle for washing strips (narrow tip is recommended)
Graduated Cylinder

Micropipette

Applicator sticks (recommended) or swabs for sample preparation
Sample dilution tubes

Suggested Materials

o ELISA plate reader capable of reading bichromatically at 450/620-650
nm.

STORAGE CONDITIONS

e Reagents, strips and bottled components should be stored at 2-8°C.
e Squeeze bottle containing diluted wash buffer may be stored at room
temperature (15-25°C).

PRECAUTIONS

¢ Do not deviate from the specified procedures when performing this
assay. All specimen dilutions, incubation times/temperatures and
washings have been optimized for the best performance characteristics.
Deviations from the specified procedures may affect the sensitivity and
specificity of the assay.

e For In Vitro Diagnostic Use Only.

¢ Do not interchange reagents between kits with different lot numbers.

e Do not use reagents that are beyond their expiration dates. Expiration
dates are on each reagent label. Use of reagents beyond their expiration

dates may affect results.

e Unused microwells should be stored in the desiccated pouch to protect
them from moisture.

o Do not use solutions if they precipitate or become cloudy.

Exception: Wash concentrate may precipitate during refrigerated storage
but will dissolve upon warming.

e Do not add azides to the samples or any of the reagents.

e Controls and some reagents contain thimerosal as a preservative, which
may be irritating to skin, eyes and mucous membranes. In case of
contact, flush eyes or rinse skin with copious amounts of water.

e Treat all reagents and samples as potentially infectious materials. Use
care to prevent aerosols and decontaminate any spills of samples.

o Stop solution is a 5% solution of phosphoric acid in water. If spilled on
the skin, wash with copious amounts of water. If acid gets into the eyes,
wash with copious amounts of water and seek medical attention.

e Persons who are color blind or visually impaired may not be able to read
the test visually and should use spectrophotometric readings to interpret
results.

COLLECTION OF STOOL (FECES)

¢ No modification of collection techniques used for standard microscopic
O&P examinations is needed.

e Stool samples may be used as unpreserved or frozen, in Cary-Blair
Transport Medium or in preservation media of 10% formalin or SAF.

e Unpreserved samples should be kept at 2-8 °C and tested within 24
hours of collection. Samples that cannot be tested within this time
should be frozen at -20 °C or lower until used. Avoid multiple
freeze/thaw cycles.

e Formalinized and SAF preserved samples may be kept at room
temperature (15-25 °C) or at 2-8 °C and tested within 18 months of
collection. DO NOT freeze preserved samples.

e Samples in Cary-Blair should be kept at 2-8 °C or -20 °C and tested
within 1 week of collection. Avoid multiple freeze/thaw cycles.

REAGENT PREPARATION

e Before use, bring all reagents and samples to room temperature (15-25
°C) and mix.

e (20X) Wash Concentrate may precipitate during refrigerated storage but
will go back into solution when brought to room temperature (15-25°C)
and mixed. Ensure that (20X) wash concentrate is completely in
solution before diluting to working concentration. To dilute (20X)
wash concentrate to working dilution, remove cap and add contents of
one bottle of Wash Concentrate to a squeeze bottle containing 570 ml of
DI water. Swirl to mix. Squeeze bottle should have a narrow tip to
optimize washings.

PROCEDURAL NOTES

o All incubations are to be done at room temperature (15 to 25 °C)

e Ensure all samples and reagents are at room temperature (15-25°C)
before use. Frozen samples must be thawed completely before use.

o All dilutions of stools must be made with the Dilution Buffer provided.
Do not use dilution buffer from a kit with a different lot number.

e Ifneeded, prepared samples can be centrifuged at 2000-3000 g for 5-10
minutes. Ensure supernatant is clear before use.

e When running the assay, try to avoid the formation of bubbles in the
wells. Bubbles may affect overall performance and reading of end
results. Slapping the wells out on a clean absorbent towel after each
wash step should help to minimize bubbles in the wells.



Controls must be included each time the kit is run. Controls are provided

ready to use. DO NOT dilute further.

Unpreserved and Preserved specimens have different testing
procedures. See below for specific instructions on how to run the

assay using each procedure.

PRESERVED SPECIMEN PROCEDURE

1.

For samples in SAF, 10% Formalin or Cary-Blair, mix contents
thoroughly inside container. No further processing is required.

13. Read results visually or using an ELISA plate reader (see instructions

below).

* Washings consist of vigorously filling each well to overflowing and

decanting contents five (5) separate times.

When possible, avoid

Sformation of bubbles in the wells as this may affect the end results.

TEST LIMITATIONS

Test results should be used as an aid in diagnosis and should not be
interpreted as diagnostic by themselves.

PERFORMANCE CHARACTERISTICS

Study 1:

A study was performed with the Monocent, Inc.’s Giardia ELISA Test
System using fresh/frozen specimens, specimens preserved in 10%
Formalin and SAF and specimens in Carey-Blair Transport Media. There
was a total of 90 specimens used in the study that were identified positive
or negative for Giardia by microscopy. Of the 90 specimens, 26 were
determined to be positive for Giardia and 64 were negative for Giardia.
The results from the study are shown in the following table.

2. Break off the required number of wells needed (number of samples plus . .
2 for controls) and place in holder e DO NOT concentrate stool samples. Assay will not give accurate results Microscopy
3. Using a micropipette, add 100 l of negative control to well # 1 and 100 on a concentrated sample. . + -
ul of positive control to well # 2. * A negative rc':sult can occur from an antigen level lower than the Monocent + 26 0
4. Using a micropipette, add 50 ul of Dilution Buffer to each sample well. detection limits of this assay. Multiple samples over time may be - 0 64

DO NOT add Dilution Buffer to control wells.

. Add 50 pl of sample to each sample well with Dilution Buffer.
. Incubate for 60 minutes at room temperature (15-25°C), then wash.*

After last wash, slap the wells out on a clean absorbent towel to remove
excess wash buffer.

. Add 2 drops of Enzyme Conjugate to each well.
. Incubate for 30 minutes at room temperature (15-25°C), then wash.*

After last wash, slap the wells out on a clean absorbent towel to remove
excess wash buffer.

. Add 2 drops of Chromogen to each well.

indicated for those patients that are suspected of being positive for
Giardia.

READING OF RESULTS
Visually:

Positive: Any sample well that is obviously more yellow than the
negative control well.
Negative: Any sample well that is not obviously more yellow than the
negative control well.

Sensitivity: 100% (26/26)
Specificity: 100% (64/64)

Study 2:

A study was performed comparing the Monocent, Inc.’s Giardia ELISA
Test System with another commercially available ELISA. The study was
performed using fresh/frozen specimens and specimens preserved in 10%
Formalin and SAF. There was a total of 86 specimens used in the study
that were identified either positive or negative for Giardia by microscopy.

10. Incubate for 10 minutes at room temperature (15-25°C). NOTE: The negative control, as well as some samples, may show some Of the 86 specimens, 22 were identified positive for Giardia and 64 were
11. Add 2 drops of Stop Solution to cach well. Mix wells by gently tapping slight color. A sample well must be obviously darker than the negative negative for Giardia. The results from the study are shown in the
the side of the strip holder with index finger for approximately 15 control well to be called a positive result. following table.
seconds. Read reaction within 5 minutes after adding stop solution. Monocent
12. Read results visually or using an ELISA plate reader (see instructions ELISA Reader:
below). e Zero reader on air. Read all wells using a bichromatic reading with Other Commercial ry 2+2 (_)
filters at 450 nm and 620-650 nm. ELISA ) 0 64

UNPRESERVED SPECIMEN PROCEDURE

1. Prepare sample dilutions in tubes using 0.7 ml of Dilution Buffer and

e Positive: Absorbance reading of 0.08 OD and above indicates the
sample contains Giardia antigen.

o Negative: Absorbance reading less than 0.08 OD indicates the sample Positive Agreement: 100% (22/22)

0.1 g, about the size of a small pea, of fecal sample using an applicator
stick. Mix thoroughly before using.

-IF USING SWABS, add 1 ml of dilution buffer to dilution tube. Coat

the swab
expressing as much

2

with a thin layer of specimen and mix into dilution buffer,
fluid as possible. Mix thoroughly before using.

. For watery unpreserved specimens, mix contents then add 0.1 ml of

sample to 0.7 ml of Dilution Buffer in dilution tubes. Mix thoroughly
before using.

. Break off the required number of wells needed (number of samples plus

2 for controls) and place in holder.

does not contain detectable levels of Giardia antigen.

EXPECTED RESULTS

o Normal healthy individuals should be free of Giardia and should test
negative.

e A positive reaction indicates that the patient is shedding detectable
amounts of Giardia antigen.

o Certain populations, such as children in day care settings, have shown
higher rates of infection with Giardia than the normal population.
Please refer to the Summary section for references.

Negative Agreement: 100% (64/64)

Reproducibility

o The intra-assay (well to well) CV was calculated using 4 positive and
4 negative samples assayed 24 times in a single run. The mean CV
was 3.67% with the highest being 6.18%.

o The inter-assay (run to run) CV was calculated using 4 positive and
4 negative samples assayed on three separate days. The mean CV
was 4.08% with the highest being 11.61%.

Cross Reactivity

4. Using a micropipette, add 100 pl of negative control to well # 1. No cross-reactions were seen with the following organisms:

5. Using a micropipette, add 100 ul of positive control to well # 2. QUALITY CONTROL Entamoeba hartmanni, Endolimax nana, Entamoeba histolytica/dispar,

6. Add 100 pl of diluted sample to cach well. — ' - . Entamoeba coli, Blastocystis hominis, Dientamoeba fragilis, Chilomastix

7. Incubate for 60 minutes at room temperature (15-25°C), then wash.* The positive and negative control must be included each time the assay mesnili,  Strongyloides  stercoralis,  Cryptosporidium,  Ascaris
isrun. The use of a positive and negative control allows easy validation lumbricoides, Enterobius vermicularis, Diphyllobothrium species,

[ee]

After last wash, slap the wells out on a clean absorbent towel to remove
excess wash  buffer.

. Add 2 drops of Enzyme Conjugate to each well.
. Incubate for 30 minutes at room temperature (15-25°C), then wash.*

After last wash, slap the wells out on a clean absorbent towel to remove
excess wash buffer.

. Add 2 drops of Chromogen to each well.
. Incubate for 10 minutes at room temperature (15-25°C).
. Add 2 drops of Stop Solution to each well. Mix wells by gently tapping

the side of the strip holder with index finger for approximately 15
seconds. Read reaction within 5 minutes after adding stop solution.

of kit stability.

e Negative control should appear colorless when read visually and
should read less than 0.08 OD when read at a dual wavelength of
450/620-650 nm.

o Positive control should be a clearly visible yellow color and read at
greater than 0.5 OD when read at a dual wavelength of 450/620-650
nm.

Hymenolepis nana, Clonorchis sinensis, Enteromonas hominis, Trichuris
trichiura, lodamoeba buetschlii, Hookworm, Schistosoma mansoni,
Rotavirus, Taenia eggs, Fasciola eggs, Isospora belli, Entamoeba
polecki, Adenovirus, & 33 bacterial species (list available on request).

TROUBLESHOOTING

e Problem: Negative control has excessive color after development.

o Reason: Inadequate washings

e Correction: Wash more vigorously. Remove excessive liquid from the
wells by tapping against an Absorbent towel. Do not allow test wells to
dry out
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CEPTU®IKAT

CEPTIPICATE * CEKTIPICAT * 2EPTIPIKAT * CEPTU®UKAT * CEPITIPICAPO

OPIAH CEPTU®IKALLT CUCTEM YMPAB/IHHA
I «YKPMETPTECTCTAHIAPT»
3ACBIYYE, LLO

CUNCTEMA YTIPABJIIHHA AKICTHO

TOBAPVCTBA 3 OBME>XXEHOR BIAMNOBIAAJIBHICTHO
«BITPOTECT BIOPEAIEHT»

KOpuaunyHa agpeca: Byn. boiuyka, 18-b, kB. 56, M. KuiB,
01103, YkpaiHa
Appeca BupobHuyrtea: By/n. KypopTHa, 11, m. Kuig, 04075, YkpaiHa

Kog EZIPTIOY 42149820

CTOCOBHO
PO3pP06/IEHHA Ta BUPOOHMLTBA TECT-CUCTEM IMYHODEPMEHTHUX

BIAMNOBIOAE B/IMOI'AM
AOCTY EN 13013485:2018
(EV 150 13485:2016, HOT; 130 13485:2016, HOT)

Ceptudpikat Ne 1IA.C.378-19 B PeecTpi OpraHny ceptudikadii
3apeecTpoBaHuii " 25 " nuctonaga 2019 poky
YMHHUI ao " 24 " nuctonaga 2022 poky

3acTyrnHUK KepiBHUKa

OpraHy ceptudoikauii B.[. Pnmep
KA1
AEPXABHE nignrPnemMcTBO <_§BCEYKI BHU/ HAYKOBO-BUPOBHUYUWN LIEHTP
CTAHOAPTU3ALII, METPONO TUPIKALIT TA 3AXUCTY MPAB CMNOXWBAUIB»

(AN «<YKPMETPTECTCTAHOAPT»)
ByN. MeTposnorivHa, 4, m. KuiB, 03143, YkpaiHa, Ten./dpakc +38 044 452-67-38
ATtecTat akpeguTauii HAAY Ne 80020

Ne 80020 UnHHICTb cepTudpikaty MoxxHa nepeBipuUT Ha caliTi MOTYy.Ceri3y3ieTs.kiey.na B po3gini
ACTY EKI180/LUC 17021-1 oo -
«Mocnyrn / CepTudikaliss cuctem ynpassiiHHSA»



™ ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuig, Byn. boiuyka, 6ya. 18-b, ke. 56
Vlt rote st lneHtudbikauinnui kop: 42149820
IMH: 421498226554

ten.: +380 67 329 84 25 +38044 2227672
www.itrotest.ua e-mail: info@vitrotest.ua

DECLARATION OF CONFORMITY

NeUA-TK051
Vitrotest Bioreagent LLC
Manufacturer: State registration Ne 42149820
Legal address: M.Boychuka 18b, of.56, Kyiv 01103 Ukraine
Manufacturer’s address: Kurortnaya 11, Kyiv, 04075, Ukraine

Description of the product:

Name Catalog Number
ELISA test-kit for the determination of antibodies to Ascaris lumbricoides
; : ’ TKO51
«Vitrotest Anti-Ascaris»
Classification: o _ )
According to medical devices technical regulation Is not a part of A and B lists, is not a device for Self-testlng,
for in vitro diagnostics, approved by Cabinet of not for performance assessment.

Ministers decree from 02.10.2013 Ne754

Annex 3 of medical devices technical regulation for in vitro
Conformity assessment procedure: diagnostics, approved by Cabinet of Ministers decree from
02.10.2013 Ne754

Vitrotest Bioreagent declares the execution of all demands regarding the device, that was mentioned
above,according to medical devices technical regulation for in vitro diagnostics, approved by Cabinet of Ministers decree
from 02.10.2013 Ne754, and the requirements of further regulations:

OCTY EN ISO 13485:2018

ACTY EN ISO 14971:2015

OCTY EN 13641:2015

ACTY EN ISO 15223-1:2018 (EN 1SO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)

OCTY EN ISO 23640:2015 (EN ISO 23640:2015, IDT; 1SO 23640:2011, IDT)

The declaration is made under sole responsibility of the manufacturer.
Date of issue: 31.10.2019

Validity of declaration till: 31.10.2024

Ihor Nikolaienko, Ph.D.

Director

Edition 1 from 31.10.2019




™ ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuig, Byn. boiuyka, 6ya. 18-b, ke. 56

Vlt rote st lneHtudbikauinnui kop: 42149820
IMH: 421498226554

ten.: +380 67 329 84 25 +38044 2227672
www.itrotest.ua e-mail: info@vitrotest.ua

DECLARATION OF CONFORMITY

NeUA-TKO030
Vitrotest Bioreagent LLC
Manufacturer: State registration Ne 42149820
Legal address: M.Boychuka 18b, of.56, Kyiv 01103 Ukraine
Manufacturer’s address: Kurortnaya 11, Kyiv, 04075, Ukraine
Description of the product:
Name Catalog Number

ELISA test-kit for the determination of antibodies to Giardia lamblia

(intestinalis) «Vitrotest Anti-Lamblia» TKO030
Classification: o . )
According to medical devices technical regulation ~Is not a part of A and B lists, is not a device for self-testing,
for in vitro diagnostics, approved by Cabinet of not for performance assessment.

Ministers decree from 02.10.2013 Ne754

Annex 3 of medical devices technical regulation for in vitro
Conformity assessment procedure: diagnostics, approved by Cabinet of Ministers decree from
02.10.2013 Ne754

Vitrotest Bioreagent declares the execution of all demands regarding the device, that was mentioned
above,according to medical devices technical regulation for in vitro diagnostics, approved by Cabinet of Ministers decree
from 02.10.2013 Ne754, and the requirements of further regulations:

OCTY EN ISO 13485:2018

ACTY EN ISO 14971:2015

OCTY EN 13641:2015

ACTY EN ISO 15223-1:2018 (EN 1SO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)

OCTY EN ISO 23640:2015 (EN ISO 23640:2015, IDT; 1SO 23640:2011, IDT)

The declaration is made under sole responsibility of the manufacturer.

Date of issue: 31.10.2019 O
Validity of declaration till: 31.10.2024 A N
i)
it e O f Ihor Nikolaienko, Ph.D.
-..;"‘":I ".-“"

Edition 1 from 31.10.2019
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TOB «BITPOTECT BIOPEATEHT"

Anpeca: 01103, m. Kwis, 8yn. Boituyka, Gya. 18-5, Ks. 56
InenTudbikauiiinmit kop: 42149820

IMH: 421498226554

Ten.: +380 67 329 84 25 +380 44 22276 72
www.itrotest.ua e-mail: info@vitrotest.ua

CEPTUDIKAT AIKOCTI

Ha iMyHOhepPMEeHTHY TecT-cucTeMy ANs BUABNEHHS aHTUTIN
Ao Giardia lamblia (intestinalis) «Vitrotest Anti-Lamblia»

Cepis:

0319

Lara BurotoBneHHs:

2019-12-06

Homep 3a katanorom ta BapiaHT KoMnnekrauil:

TKO30 96-1T

CTpoK npuaaTHOCTI:

2020-12-06

KoMnnekTHiCTb TecT-cucteMm Ta CTPOK NPUAATHOCTI KOMMOHEHTIE

KoMrioHeHT Konip, kinekictb Ta 06'em Cepisn Crpok
(a6o iHwi xapakrepucrukm) npuparHocti
IGA-nnaHwer 1 uT{12 crpunia no 8 nyHox), uinicicrs 0319 2021/02/26
BaKyyMHOI yakoBKW 36epexXeHo
. Poxesa pianHa, MikponpoGipka 3 4epBOHO- 205" ‘
Mo3nTMBHU KOHTPONL NOMaPaHYEBOIo KPHLLIKOIO, 1%0.3 M 0319 2021/102/26
HeraTuBHuWi1 KOHTpONb Kosra piaura, MikponpoGipka 3 seneroio 0319 2021102/27
KpuLwikolo, 1x0,5 mn
Posuux ans npomusaHHs bes6apsHa piauHa, 6inwii hnakoH 3 6inoio 0419 2021/03/09
Tween20 (20x) (koHueHTpaT) Kpuwkoto, 1x50,0 mn 0519 2021/05/21
Po3uuH ans poseeaeHHs dionetosa piauHa, 6inuit HnakoH 3 CUHBLOIO 0319 2021/02/22
CUPOBATOK Kpuuikoto, 1x12,0 mn
PO3uMH KOH'loraTy Seyiena plauiin, Ginki dinakan 3 senefoso 0319 2021/02/22
KpuLikoto, 1x12,0 mn
- besbGapBHa piauHa, YopHWiA (hNakoH 3 2021/04/18
PosunH TMb HOPHOIO KPUILIKOI, 1X12,0 M 0319 2021/04/1
C Bes6apsHa piavHa, 6inwii hnakoH 3 0419 2021/03/16
TR EHE 4EPBOHOIO KPHLLIKOIO, 1x12,0 M 0519 2021/05/21
Kneiika nnieka Y HasBHOCTI 2 wr. X HeobmexxeHn
bnaHk BHeCeHHs Npo6 Y HasiBHOCTI 1 ek3eMnnsp X HeobmexeHwit
IHCTPYKUis 1 eksemnnsp (peaakuis 1) X Heob6mexxeHuin

LiarHoCTUYHI XxapakTepucTUKn TecT-cuctemm

Bumoru
MoxkasHuk PesyniTat KOHTpOsIO HOPMaTUBHOT
. HoKymeHTaull
OrI" noanuTMBHOro KOHTPOIO (450/620 HM) 2,739 OO 21,2 00
Ol HeraTMBHOrO KOHTPONIO (450/620 HM) 0,030 OO <0,15 00
YHyTnmBiCTb Ha BHYTPILIHLOBUPOGHWIHA NaHeni CMpoBaToK 100 % 100 %
CreuncivuHiCTb Ha BHYTPILIHBOBMPOGHNYIA NaHeni cMpoBaToOK 100 % 100 %

BMCHOBOK: iMyHO(hepMeHTHa TecT-cUcTemMa AN BUSB/IEHHS

(intestinalis) «Vitrotest Anti-Lamblia» cepii 0319 Bignosigae

001:201.

Oupektop TOB ,BITPOTECT BIOPEAIEHT”

aHtuTin pfo Giardia lamblia

OTECT 6l
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Bumoram TY.Y 24.4-36555928--
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Vitrotest”

TOB «BITPOTECT BIOPEATEHT"

Anpeca: 0103, m. Kuis, Byn. Boiuyka, 6ya. 18-, ks. 56
InewTudpinavgivinmii kon: 42149820

INH: 421498226554

Ten.: +380 67 329 84 25 +380 44 222 76 72
www.vitrotest.ua e-mail: info@vitrotest.ua

CEPTUDIKAT SKOCTI

Ha imyHochbepmeHTHY TecT-cucTeMy [ns BUSIBNEHHS aHTMTIN

Ao Trichinella spiralis «Vitrotest Anti-Trichinella»

Cepis:

0319

Larta BurorosneHHs:

2019-12-19

Homep 3a katanorom Ta BapianT KOMMNeKTawii:

TKO67 96-1T

Crpok npuaatHocri:

2020-12-19

KomnnekTHicTb Tect-cuctemm Ta crpok NPUAATHOCTI KOMMOHEHTIB

KoMnoHeHT Konip, kinbkicre Ta 06’em Cepis Crpok
(a6o IHwi XapakTepucTukm) npuparHocti
1wr.(12 cTpunis no 8 NYHOK), WinicHicTb -
IDA- ¢ 2
(RHUIEL BaKYyMHOI yNnakoBKMW 36epexeHo L 2021/03/01
_ PoxeBa piavHa, MiKponpoG6ipka 3 YepBoHO-
Mo3UTMBHUI KOHTPO/b : '
oHTRON noMapaH4yeBoIo KpULIKOIo, 1x0,3 Mn ot 2021/03/04
o XoBrTa pigvHa, MikponpoGipka 3 3eneHoio
HeratusHuii ¢
BHWIA KOHTpPONb KPULIKOIO, 1%0.5 M 0319 2021/03/04
PosuuH ansi npoMuBaHHs besGapsHa piauHa, 6inuii chnakoH 3 Ginoto ¢ , ;
Tween20 (20x) (koHUeHTpaT) KpuLKolo, 1x50,0 mn 9a13 2021/05/21
Po3uunH ansi posseneHHs KopuyHeBo-3eneHa piauHa, Ginuii thnakoH 3 0319 2021/02/25
CUPOBAaTOK CUHBLOIO KPULLIKOIO, 1x12,0 Mn
Po3uMH KoH'lorarty 3enewa piguna, Ginuit hnakoH 3 3enewolo 0319 2021/02/25
Kpuwkoto, 1x12,0 mn
PosunH TME besGapeHa piguHa, 4opHWiA dnakoH 3 0319 2021/04/18
° YOPHOIO KPULLIKOIO, 1%12,0 Mn 0419 2021/06/05
Cron-peareHt BeaGapsHa piavuHa, Ginmi nakoH 3 0519 2021/05/21
YEPBOHOIO KPULIKOIO, 1%12,0 Mn
Kneftika nniska Y HasBHOCTI 2 wir. X HeobmexeHwnin
bnaHk BHeceHHsi npo6 Y HasBHoCTI 1 ek3eMnnsap X HeobmexeHui
IHCTPYKUis 1 eksemnnap (pegakuis 1) X Heo6MexeHui

LliarHoctnyHi xapakrepucTnkm TecTt-cuctemm

Bumormu
MokasHuk Pesynbrat KOHTpOIO HOpMaTUBHOT
HoKyMeHTail
OI" nosuteHOro koHTponio (450/620 HM) 2,590 00 >1,2 00
OI" HeraTMBHOro KOHTPonio (450/620 HM) 0,012 00 <0,15 00
HyTAMBICTb Ha BHYTPILUHLOBUPOGHWYIA NaHeni CUpPOBATOK 100 % 100 %
CneundiyHiCTe Ha BHYTPILUIHBOBUPOGHUYIA NaHeni CUpPOBaTOK 100 % 100 %

BucHoBOK: iMyHO(bepMeHTHa TecT-cucTeMa aNsi BUSBAEHHS aHTUTIN ao Trichinella spiralis
8-001:2011.

«Vitrotest Anti-Trichinella» cepii 0319 Bignosigac sumoram TY.Y 24.4—3655592

AvpekTop TOB ,BITPOTECT BIOPEATEHT”
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Vitrotest’

CEPTU®DIKAT AKOCTI

TOB «BITPOTECT BIQPEATEHT"

Anpeca: 01103, . Kuia, Byn. Boiuyka, Gyn. 18-, kB. 56
Inenrudpiicavisinmii kop: 42149820

IMH: 421498226554

Ten.: +380 67 329 84 25 +380 44 222 76 72
wwwvitrotest.ua e-mail: info@vitrotest.ua

Ha imyHocdepMeHTHY TeCT-CUCTEMY V1R BUSIBNEHHS aHTUTIN
Ao Ascaris lumbricoides «Vitrotest Anti-Ascaris»

Cepia:

0419

[lata BurotosneHHs: 2019-12-06

Howmep 3a katanorom Ta BapiaHT KOMNNeKTaLjii:

TKO51 96-1T

Crpok npugarHocri: 2020-12-06

KoMnnekTHicTb TecT-cucremu ta CTPOK NPUAATHOCTi KOMMOHEHTIB

] Konip, ki Ta 06’ <
i onip, xinbkicTs Ta 06°em Capin TRHOK
(a6o IHwl xapakrepucruku) , npupaarHocrti

I®A-nnaHwer ! w12 cTpunis no 8 nynox), uinickicts 0419 2021/02/28
BaKYYMHOI YrakoBKu 36epexeHo
= - - - F

Mo3nuTMBHWI KOHTPONL POXeBa piauKa, MIkponpoGipKa 3 uepeoHo 0419 202102/28
NOMapaHYeBoIo KPULLKOIO, 1x0,3 Mn

HeraTtusHuii KoHTponb Xoara piguwa, mikponpoGipka 3 senetolo 0319 2021/03/02
Kpuwikolo, 1x0,5 mn

PosuuH nnfa NPOMUBAHHSA Bes6apsHa piguHa, Ginwii ¢nakoH 3 Ginoto 0519 2021/05/21

Tween20 (20x) (koHueHTpaT) Kpuwikoto, 1x50,0 mMn

PosuuH gnsi posBegeHHs KopuuHeBo-3eneHa piguHa, 6invii ¢nakoH 3 0419 2021/02/22

CUPOBATOK CHHDbLOIO KPULLIKOIO, 1%x12,0 Mn

PO3UMH KoH'loraty 3enewa piguwa, Ginuit hnakoH 3 seneHoro 0419 2021/02/22
Kpuwikoto, 1x12,0 mn

PosumH TME besGapsHa piauHa, YopHuii nakoH 3 YOPHOIO 0319 2021/04/18
KpuLkoto, 1x12,0 mn

Cron-pearexT besGapsHa piavHa, Ginuii nakoH 3 YEepBOHOK 0519 2021/05/21
KpuLukoto, 1x12,0 mn

Kneiika nniBka Y HasBHOCTI 2 wr. X HeobmexkeHunin

bnaHk BHeceHHsi npo6 Y HasBHoCTi 1 eksemnnsp X HeobmexkeHui

IHCTPYKUis 1 eksemnnsap (pegakuisi 1) X HeobmexxeHui

LliarHocTuyuHI xapakTepuctuku Tect-cuctemu

Bumoru
Moxkazxuk PeaynbTaT KOHTPONIO HOpMaTMBHOT
LHloKyMmeHTauil
Ol" No3UTMBHOro KOHTPONIO (450/620 HMm) 2,763 OO 21,2 00
Or" HeraTMBHOIro KOHTPONIO (450/620 HM) 0,017 OO <0,15 00
HyTnmeicTb Ha BHYTPILLHBLOBUPOGHUYIK NaHeni CMPOBAaTOK 100 % 100 %
CreundIyHICTb Ha BHYTPIWHBGBMPOOHWUYINA naHen| CUPOBATOK 100 % 100 %

BUCHOBOK: iMyHOhepMeHTHa TecT-cucTeMa ANS BUSIBAEHHSI aHTUTIN Ao Ascaris lumbricoides
«Vitrotest Anti-Ascaris» cepii 0419 Binnosinae Bumoram TY.Y 24.4-36555928—-001:2011.

AuvpekTop TOB ,BITPOTECT BIOPEAIEHT”
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Ha iMyHOthepMeHTHY TecT-CUCTeMY A1 BUSIBNEHHS aHTHTIN

TOB «BITPOTECT BIOPIEATEHT"

Aapeca: 01103, M. Kuiia, Byn. Boituyka, Gyg. 18-5, ks. 56
InenTudpiauinnmin kop: 42149820

CEPTU®DIKAT SKOCTI

INH: 421498226554

Ten.: +380 67 329 84 25 +380 44 222 76 72
www.vitrotest.ua e-mail: info@vitrotest.ua

Ao Toxocara canis «Vitrotest Anti-Toxocara»

Cepis:

0319

Jlata BUrotoBneHHs:

2019-12-04

Homep 3a katanorom Ta BapiaHT KOMNeKrawir:

TKO58 96-1T

Crpok npuaarHocrTi:

2020-12-04

KoMnnekTHicTb TecT-cuctremm Ta CTPOK NPUAATHOCTI KOMMNOHEHTIB

KoMrioneHT Konip, kinekicts Ta 06’em Cepis Crpok
(a6o iHwi xapakrepucrnkm) npupartHocri
T N— 1wr.(12 CTPVII’IIB no 8 nyHok), uinictictb 0319 2021/03/02
BaKyyMHOI yrnakoBKu 36epexeHo
Mo3uTMBHUIA KOHTPONb POXeBa piauka, MIkpoNpoGipka 3 4epsoko- 0319 2021/03/05
NoMapaHyeBoIl0 KPULLKOIO, 1X0,3 mMn
HeratuBHuii KOHTPONb Xosra pianna, mikponpoGipka 3 seneolo 0319 2021/03/05
KpuLikoto, 1x0,5 mn
Po3uuH ansi npoMuBaHHS be3GapeHa pianHa, 6inuii hnakoH 3 6inoio . - ;
$ 21/05/.
Tween20 (20x) (koHueHTpaT) Kpuuikolo, 1x50,0 mn 0519 B
PosuuH ans possepeHHs KopuuHeBo-3eneHa piauHa, 6inuii (hnakoH 3 0319 2021/02/25
CUPOBAaTOK CUHbOIO KPULLKOIO, 1%12,0 MN
Po3uuH koH'toraty Senewa piguka, Ginuii dhnakok 3 seneHoio 0319 2021/02/25
Kpuwikoio, 1x12,0 mn
PosuuH TMB BeaGapana piauHa, 4OpHMi thnakok 3 0419 2021/06/05
YOPHOIO KPULLKOIO, 1%x12,0 Mn
Bes6apBHa piavHa, Ginwit hnakoH 3 . .

Y Y 9 2021/05/21
Cron-pearesT YEPBOHOIO KPULLKOIO, 1%X12,0 Mn 054 Ganes
Knelika nniska Y HasBHOCTI 2 wWr. X Heo6mexeHunii
bnaHk BHeceHHs npo6 Y HasiBHOCTI 1 ekseMnnap X HeobmexeHunii
IHCTPYKUinA 1 eksemnnap (pegakuis 1) X HeobmexeHuii

lliarHocTnyHi xapakTepucTuku Tecr-cucremu
Bumornu
MokasHuk PesynkTaT KOHTpOMIO HOpMaTHBHOT
’ HOoKyMeHTaLil
Or" No3uTMBHOIO KOHTPONIO (450/620 HM) 2,714 00 21,2 00
OrI" HeraTneHoro KoHTposio (450/620 Hm) 0,019 OO <0,15 00
HyTNMBICTb Ha BHYTPILIHLOBMPOGHNUYIN NaHeni CMpoBaTOK 100 % 100 %
CneuudiyHiCTb Ha BHYTPILUIHLOBMPOGHUUINA NaHeni CUPOBaTOK 100 % 100 %

BucHoBsok: iMyHOotbepMeHTHa TecT-cuctema ana BUSIBNEHHA aHTUTIN Ao Toxocara canis «Vitrotest

Anti-Toxocara» cepii 0319 signosinae Bumoram TY.V 24.4-36555028-001:2011.

Avipektop TOB ,BITPOTECT BIOPEATEHT”
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™ ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuig, Byn. boiuyka, 6ya. 18-b, ke. 56

V I t r 0 t e st lneHtudbikauinnui kop: 42149820
IMH: 421498226554

ten.: +380 67 329 84 25 +38044 2227672
www.itrotest.ua e-mail: info@vitrotest.ua

Ne 06/22
Date: 19.01.2022 p.

STATEMENT

We, Vitrotest Bioreagent LLC, having a registered office at M. Boychuka street
18b/56, Kyiv 01103 Ukraine, assign SRL SANMEDICO having a registered office
at A. Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as authorized
representative.

We declare that the company mentioned above is authorized to register, notify,
renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

L‘"‘ S

Signature: }E)lrector Ihor Nikolaienko Ph.D




BHUMAHWE! BPEMS IHKYBALIMN C PACTBOPOM TMb
COKPATUJIOCHh AO 15 MIN!

MHCTPYKLAS MO MPUMEHEHMIO
- - - TKO51
Vitrotest® Anti-Ascaris 96 ananusoa

VIMMyHOhepMeHTHas TecT-cuctema ANs BbIABAEHUSA aHTUTEN K
Ascaris lumbricoides

1. HASHAYEHME

MMMyHOMbepmeHTHaa TecT-cuctema Vitrotest® Anti-Ascaris npegHa3HavyeHa ANd BbIABNEHWS aH-
TmMTen knacca lgG k Ascaris lumbricoides B CbIBOPOTKE WM Nna3Me KpoBUW YyenoBeka. TecT-Habop
MOXeT OblTb MPUMEHEH KaK AN NpoBeaeHNA UMMyHoMepMeHTHOro aHanunsa (M®A) c ncnons3osa-
HMEeM aBTOMaTUYECKUX MUNETOK 1 CTaHAAPTHOrO OO0PYAOBAaHNA, TaK 1 ANA NOCTAHOBKW HA aBTOMa-
TUYECKOM MMMYHOMEPMEHTHOM aHanM3aTope OTKPbLITOro Tuna.

2. KIMHWYECKOE 3HAYEHUE

Ackapunao3s pacnpocTpaHeH BO BCEM MUpPe, OCOOEHHO B TPOMUYECKNX 1 CYyOTPOMMUYECKNX CTPa-
Hax. Boséé/:lmeﬂb ackapupgosay YyenoBeka - Ascaris lumbricoides, - Kpyrnblii FeNbMUHT U3 rpynnbl
HemaTod. B3pocnble ackapuabl NapasuTUpyIoT B TOHKOM KULWEYHWKe, umetoT annHy 15-40 cm wu
anametp 4o 5 mm, nponssoaat 4o 200000 auu B AeHb.

YenoBek 3apaxaeTcs siilamy ackapua Yyepes 3arpa3HeHHyo BOAY WK NULLEBbIE NPOAYKTHI.
3penble aiila ackapui nonagatoT B ABEHAALATUMNEPCTHYIO KULLKY, FAE U3 HUX BBIXOAAT NNYUHKH,
KOTOPbIe MPOHMKAT B KPOBOTOK. C TOKOM KPOBW NNUYNHKK AOCTUratoT NeyeHn, cepaua v nerkmx.
B anbBeonax nerknx NMUnHKN pasBmnBatoTCsa 1 Yyepes3 3 Heaenu Npu oTKall/IMBaHUM C TOKOM CIM3u
no AbIXaTeNbHbIM NYTAM NONAAA0T B INOTKY, BTOPUYHO 3arNaThiBaloOTCS, v Aanee nonaaas B TOHKUA
KULLEYHWK, 4OCTUIraloT NONOBOM 3peNoCTu.

YacTo, uHpekuns A. lumbricoides npoxoanTt 6eccumnToMHo. OAHaKo, B C/lydae Taxenon nHdek-
UMK, CUMATOMbI MOTYT BK/IKOUaTb KPOBABYIO MOKPOTY, Kallenb, MMXopaaky, AMCKOMMOPT B XNBOTE,
KVLeYHble 93Bbl U BbIXO NapasnToB. ACKapuaos Takxe ABN9eTca Hanbonee 4acTolt NpuUmnHom
cuHgpoma Jlebdnepa Bo BceM mupe. ConyTCTBYIOLME CUMNTOMbI BKAOYAIOT N€rOUYHYI0 MHPUAb-
TPALMIO U 303MHODUNNIO.

OCHOBHbIMW MEeTOAAMY ANArHOCTUKM ackapuao3a ABASETCA MUKPOCKONKS (0OOHapyXXeHue auL B
hekanusax) n ceponornyeckue (06HapyxeHre aHTUTen ¢ nomoLllblo MOA).

Hanbonee pacnpocTpaHeHHbIM METOAOM abopaTOPHON AMarHOCTUKM ackapuao3a B HacTod-
Lee Bpemsa aBaeTcs oOHapyXeHue aul U relbMUHTOB B dpekanunax. 9ToT MeTod ahdpekTnBeH
npu NapasnTMpoBaHuKM B3POC/bIX ackapui B KUWeYHWKe. Ha ctagnumn Murpaumnmn NnMYmHok addex-
TUBHOCTb AMArHOCTUKM ackapnao3a MoXeT OblTb 3HaYUTENbHO NOBbIWEHA NPU NpUMeHeHnn MDA
ANS BbISBNEHNA aHTUTEN K @HTUreHaM reNbMuHTa. Pe3yneTaThbl TaKOro CEPONOrnMYeCcKoro aHannsa
B KOMMEKCe C flaHHbIMW @aHaMHe3a 1 y4eTOM KAMHUYECKON CUMNTOMATUKK NauneHTa No3BoNstoT
AVarHOCTMPOBAaTb aCKapWaO3HYIO MHBA3MIO Ha PaHHUX CTaaAMax W HadaTb NPOBeAeHMe Tepanuu
elle 0 NOSABNEHNSA OCNOXHEHWIT 3a601eBaHNS.

3. MPUHUMMN AHANTU3A

BeiaBnenne aHtMTen knacca IgG, cneumduudHblx Kk A. lumbricoides, B TecT-cucteme
Vitrotest® Anti-Ascaris 6a3upyeTcs Ha npuHumne «Henpamoro» tsepgodasHoro VIOA B AByxatan-
HOW MHKy6aunn. B nyHkax nnaHweTta 3acopOupoBaHbl aHTurensl A. lumbricoides. Bo Bpema nep-
BOro atana MHKybauum mnccnegyembix o6pasuoB B NyHkax MDA-nnaHweTta cneunduryHble K A.
lumbricoides aHTutena, Npu yCNoBWUW UX NPUCYTCTBUA, CBA3LIBAIOTCA C aHTUreHaMn Ha TBEPAOiA
haze. MNocne OTMbIBaHUA HECBA3AHHbBIX KOMMNOHEHTOB B NIYHKN A00aBASETCA KOHbBIOraT aHTUBU-
LA0BbIX @HTU-IgG MOHOK/IOHaNbHbBIX @HTUTEN C NEPOKCUAA30M XPeHa, KOTOpble CBS3bIBAIOTCS C UM-
MYHHbBIMW KOMMEKCaMu Ha TBepaoi hase. HecBA3aHHbIe KOMMOHEHTLI YAANSIOTCA BO BPEMSA OT-
MblBaHMS. KOMNIEKChl aHTUreH-aHTUTENO BbISBAAOTCA NyTeM A00aBneHUs pacTBOpa XPOMOreHa
3,3"5,5'-tetpameTnnbeHsnanHa (TMB) c nepekuceto Bogopoaa. lNocne 15 min nHkybaunm peakums
ocTaHaBAMBaeTcs Npu gobasneHnn cton-peareHta. Ontnuyeckasn NnnoTHocTb (Of) B NyHkax onpe-
aensiercs Ha cnekTpodoTomeTpe npu annHe BonHbl 450/620-695 nm. 3HaueHne Ol1, nonyyeHHoe
ana obpasua, N03BONAET YCTAHOBUTL Hanuyne unm oTCcyTcTBme aHtnuten K A. lumbricoides. IHTeH-
CMBHOCTb XEeNTOi OKpacKn NpaMo NPONOpUMOHabHa KONMYeCTBY aHTUTeN B oOpasLe.

4. MATEPUAJIbl U OBOPYIOBAHUE

4.1. CoctaB Habopa

N®A-nnaHwer

ELISA STRIPS 1x96 B kaxpgoi NyHKe nnaHueta 3acopbupoBaHbl aHTu-
NIYHOK reHbl A.lumbricoides. JTyHKN MOXHO OTAeNATb.

12 cTprnoB No 8 NyHOK.

[TonoXunTeNbHbIA KOHTPONb

CONTROLJ +] 1x0,5 ml PactBOp WMMYHOrNOOY/IMHOB, Cneunpruyecknx K
A. Lumbricoides, c KOHCEpPBAHTOM (PO30BbIi).

Pepakuunsa 7
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CONTROL[ ] 1%0.5 ml OTpuLaTeNbHbli KOHTPO/b

PacTtBOp anbbyMuHa C KOHCEPBAHTOM (KENTbIN).

SAMPLE DILUENT 1x12 ml BythepHbIi pacTBOp C AETEPreHTOM U KOHCEPBaHTOM

PactBop Ana pa3sefeHus CbIBOPOTOK

(KOPUUYHEBO-3€/1eHbIN).

PacTBOp KOHbBlOraTa

[CONJUGATE SOLUTION] | 1x12 ml yenoBeka, KOHbIOrMPOBaHHbIX C MEPOKCNAA30M Xpe-

BydepHbIli pacTBOp MOHOKNOHANbHLIX aHTUTEN K IgG

Ha, Co cTabuamnsatopamMum 1 KOHCEPBAHTOM (3€1EHbIN),
rOTOBbI/ K UCMOMb30BaHMIO.

TMB SOLUTION 1x12 ml Pacteop TMbB, H,O,, crabwnusatop, KOHCepBaHT

Pactsop TMb

(6ecuBETHbIN), FOTOBbLIA K MCNOIb30BaHMIO.

PacTtBop ans npombiBaHus Tw20 (20x)

[WASH TWEEN[20X] 1x50 ml 20-TV KpaTHbI KOHUEHTpaT ocdatHoro 6ydepa ¢

TenHoM-20 1 NaCl (6ecuBeTHbIN).

STOP SOLUTION 1x12 ml Pacteop 0,5 mol/l H,SO4 (GecugeTHbii),

Cron-peareHTt

rOTOBbIV K UCMNOMb30BaHUIO.

Knerikag nnexka (2), 6naHk BHeceHna npoo (1) U MHCTPYKLMA MO NPUMEHEHWIO.

4.2.

JononHuTeNnbHbIE peakTUBLI, MaTepuassl U 060pyAOBaHMe

ABTOMaTUYECKME NUNETKN NepeMeHHoro o6bema Ha 10-1000 ul 1 HaKOHEUYHUKN K HUM;
cnekTpodoTomMeTp (praep) Ana mMukponnaHweTtos Ha 450/620-695 nm,
MepHas nabopatopHasa nocyga (10-1000 ml);

AEVOHW3MPOBaHHas MM ANCTUNNNPOBAHHANA BOAS;

TepmocTaT Ha 37 °C;

aBTOMaTUYECKWIA MK NONYyaBTOMATUYECKU NPOMbIBaTENb NNAHLLETOB (BOWep);
KOHTEWHepb! ANA OTXOA40B NOTEHUMANbHO 3apaXeHHOro Matepurana;

Tanmep;

dunnsTpoBanbHaa 6ymara;

OAHOPa30Bble NepyaTky,;

Ae3nHduumpyoLlme cpeacTea;

3alMTHaa ogexaa.

5. MEPbI MMPEAOCTOPOXHOCTHU

5.1

MpepnoctepexeHus

CobnoneHne BpemeHn MHKyﬁGL{MM nremneparypsl 4B/14eTca 4PEe3BbIYANHO BAXHBIM /15 KOPPEKTHOrO pesynbrara

NOA

HE MCMONb30BaTb KOMMOHEHTbI TECT-CUCTEMbI MO OKOHYaHWNIO CPOKa rOAHOCTY;
He MCMo/b30BaThb NPW aHannM3e U He CMeLBaiTe KOMMNOHEHTbI PasHbiX CEePUA, KOMMOHEHTHI
N3 TECT-CUCTEM Pa3IMYHbIX HO30/TOM WA MW PeareHTbl APYrux NPoM3BOANTENER B COYETaHMN
c Habopamu Vitrotest®;

[pumeyarne: gonyckaercs ucnons3osanne [WASH TWEEN]20X] [TMB SOLUTION] # [STOP SOLUTION]
Apyrux cepui.

Mocne NCNOoNb30BaHUS peareHTa 3akpblBaTb KaXAblh (D/1TakKOH CBOE KPbILLKOW’;

BO BPEMA NMPOMbIBaHUA KOHTPOMMPOBATL HAMOMIHEHWE W MOMHYIO acnupauuio pactsopa u3
NYHOK;

KaxAblih pa3 MCNoNb30BaTb HOBbLIV HAKOHEYHUK MUNETKN ANA BHECEHUA 00pa3LoB Un pea-
reHTOB;

n36erare N1ONAAaHUA NPAMbIX COMHEYHbIX /TyHeR Ha peareHTbl TeCT-CUCTEMBI;
,DOH)KGH ObITb 6€CLBEeTHbIM Mepeancnonb3oBaHemM. Ecnvpactsop okpatleH
B CUHWUIA UNN XKENTbIV LiBET ero He/lb349 UCMOMb30BaTh. VI36eraTb KOHTaKTa
C MeTannamu nam noHamm mMetannos. [Ang padoTbl CNONb3YNTE TONBKO YUCTYIO, TLATENBHO
BbIMbITYIO AUCTUIIMPOBAHHOM BOAOW NOCyaY;

HM B KOEM C/lyyae He MCMonb30BaTh OAHY U Ty xe nocyay ans [CONJUGATE SOLUTION] n
TMB SOLUTION}

poussoaunTeb He HeCeT OTBETCTBeHHOCTH 30 /I00bIe HEKOPPEKTHbIE PE3y/IbTATh M HEONAronpyUsTHbIE CTy4au,
BO3HUKLLNE BCAICACTBAE HAPYILIEHWI BbILIEYKA3AHHbIX MPegocTepexeHui. [lpon3soanTess He HeceT 0TBETCTBEHHOCTH
30 BU3YQ/IbHBII YYET PEe3Y/IbTATOB AHA/IM3A (6€3 NCMOb30BAHUS CIEKTPOMOTOMETA).

Pepakuna 7



5. 2 Mepbl 6e30nacHOCTH
BCe peareHThbl Haéopa npeaHasHa4dYeHbl TON1bKO ANng in vitro ONArHOCTUKM N MOTYT NCMNO/Mb30-
BaTbCHA TONBbKO KE!a/'IMCbVILLMpOBaHHbIM nepcoHanowm,

— MOCTAHOBKY aHa/iM3a NpoBOANTb TO/IbKO B OAHOPA30BbIX NepYaTKax M 3allMTHbIX O4KaX;

— He gonyckaetcd npuHmuMmatb nuuly, NiTb, KYPUTb MK NOMb30BaTbCA KOCMETUKOW B KOMHaTe
BbINMO/THEHUNA TECTQ,

— He nnnetnpoBaTb PAaCTBOPbLI PTOM;

— MONOXUTENbHbLIV N OTpULAaTENbHbI KOHTPONK TecT-cuctemsl Vitrotest® Anti-Ascaris He cogep-
KNUT KOMMNOHEHTOB Ye/10Be4YeCKOro nNponcxoxaeHnd,;

— HEeKOTOpble KOMMOHEHTbl TeCT-CUCTeMbl codepXaT HU3KKMe KOHLUeHTpauun BpelHblX Be-
1leCTB M MOryT BbI3BaTb Pa34PaxXeHUe KOXW U CAU3UCTbIX 06onovek. [pu nonagaHum
[TMB SOLUTION], [STOP SOLUTION] 1 [CONJUGATE SOLUTION] Ha C/M31CTble 0GOM0UKH W
KOXY HeOGXOﬂVlMO HeMead/TeHHO NPOMbITb MOPa>XeHHoe MeCTo 60NbLUMM KONMMYECTBOM BOAbI,

— B C/ly4ae pa30pbi3rMBaHNA pacTBOPOB, He coAepXXallunx KWUC/OTY, HanpuMmep, CbiIBOPOTOK,
o6paboTaTb NOBEPXHOCTb AE3NHMUUMPYIOLLNM CPEACTBOM, @ 3aTEM BbITEPETL HACYXO Pu/b-
TpoBanbHoW 6ymaroii. B opyrom cnyyae KMCA0Ty CHadana HeoOXoAMMO HelTpannsoBaThb pa-
CTBOPOM 6nkapOOoOHaTa HaTpus, @ 3aTeM BbITEPETb MOBEPXHOCTb, KaK ONMCAHO Bhille.

5.3. Ytunusauus otxonos

— XUWAKWE OTXOAbl CrieflyeT MHaKTMBUPOBaTb, HaNpUMep, PaCTBOPOM NepeKncH BOAOPOAa B KO-
HEYHON KOHUeHTpauun 6 % B TeuyeHne 3 h Npu KOMHATHOI TemnepaType, AU FMNOX10PUTOM
HaTpUsA B KOHEYHOW KOHUeHTpauun 5 % B TeuyeHune 30 min, unm gpyruMun paspelleHHbiMn ge-
3UHOUUMPYOLWMMN CPeACTBaMY;

- TBepAble OTXOAbl CneayeT WHaKTMBMPOBaTb MyTem aBTOK/IaBUMPOBaHWS Mpw Temnepatype
121°C B TeyeHune 1h;

- He aBTOK/1aBMpPOBaTb PACTBOPbLI, COAePXaLLMe a3ua HaTpUsa UM TMNOXI0PUT HATPUS;

- yAaneHue MHaKTUBMPOBAHHbIX OTXOA0B NMPOBOAWTL B COOTBETCTBUM C AENCTBYIOLLMM HaLWO-
HasNbHbIM 3aKOHOAATENLCTBOM;

- yfAaneHue oCTaslbHbIX KOMMNOHEHTOB TECT-CUCTEM NMOC/E UCNO/b30BaHWSA NPOBOAWTE COr/lTaCcHO
GLP (good laboratory practice) n geictBytoLero HauMoHanbHOro 3akoHoAaTeNbCcTBa B chepe
00palleHnsa ¢ OTXo4aMu.

6. XPAHEHWUE N CTABU/IBHOCTb

PeareHTbl TeCT-CHCTEMbI CTaOUBHbBI B TEYEHWE CPOKa FMOAHOCTU, yKa3aHHOIO Ha 3TUKETKE, ecnn
nx xpaHutb Npu 2-8 °C. He gonyckaeTcsa 3amopa)xuBaHue TeCT-CMCTEMbI. TpaHCMopTMpPOBaTh Ha-
6op npu Temnepatype 2-8 °C. [lonyckaeTtcs of4HOKpaTHaa TpaHCNOPTUPOBKa Npu TemnepaTtype He
Bblwe 23 °C B TeYeHne AByX CYyTOK.

[locrie BCKPbITUSI MEPBUYHOM YIAKOBKM KOMIOHEHTbLI T€CT-CUCTEMbI SIB/ISIIOTCS] CTAOU/IbHBIMU B
TeyeHue 3 MecsLeB, KPOMe TeX, KOTOPbIE YKA3AHbI B 1. 8 HACTOSLYENR VIHCTpyKymy.

7.110ArOTOBKA OBPA3LIOB

O6pa3Lbl CbIBOPOTKM MM NNa3Mbl KPOBW XpaHuTb nNpu Temnepatype 2-8 °C He 6on1ee 3 cyTok
nocne 3abopa. [Ang 6onee ANUTENBHOIrO XpaHeHua o06pas3ubl XpaHUTb B MOPO3U/IbHOW Kamepe
npu Temnepatype ot -20 go -70 °C. 3amMopoxeHHble 06pasubl nepes ncnob3oBaHnem Heobxoamn-
MO Pa3MOpPO3UTb M BblAepXXaTb NPV KOMHATHOW TemnepaTtype B TedeHne 30 min. He ncnone3osatb
nporpeTble o6pasubl. [locne paamopaxuBaHusg oOpasubl cnedyeT nepemellats ANa AOCTUXEHNS
OAHOPOAHOCTU. N36eraTbe NOBTOPHOIO 3aMOPaXMBaHWSA-OTTanBaHUA nccnesyemolx o6pasLos. B
c/ly4Yae NOMYTHEHMNSA CbIBOPOTKM (MW NNa3mMbl) 0CBO6OANTL 06pa3eL, OT HepPaCTBOPUMbIX BKtOYE-
HWUI LueHTpudyrnposaHmem npu 3000 o6opoTtos/min B TeyeHne 10-15 min. He ncnonbsosatb 06-
pasLbl CbIBOPOTOK (MM NNA3Mbl) C BbIPAXXEHHOW NUNUAEMUER, reMON30M, a Takxe 6akTepunanb-
HbIM MpopacTaHneM. Ha pe3ynbraTtbl aHanm3a He BAUAET NpUCcyTcTBMe B o6pasue ounnpyobnHa B
KoHueHTpaumn ao 0,21 mg/ml (361,8 umol/l), remorno6uHa B KoHUeHTpauuu go 10 mg/ml v Tpurnu-
uepunaoB B KoHueHTpauun go 10 mg/ml (11,3 mmol/l).

8.MNOArOTOBKA PEATEHTOB

OueHb BaXHO BbIAEPXATH BCE PEAreHTbl TeCT-CUCTEMbI IPU KOMHATHO Temneparype (18-25 °C) B reyerne 30 min
nepes ucnosib308aHnem!

8.1. MoarotoBka NDA-nnaHweTa
Ona npeaynpexaeHns KoHAeHcaunn Boabl B lyHKax HeOBGXOAMMO OTKPbIBATb TOMbKO nocne
BblgepxunBaHua 30 min Npu KOMHaTHOW TemnepaTtype. [10TOM pacKpbiTh BaKyyMHYIO YMNakoBKY,
OTAENUTb HEOOXOAMMOE KO/IMYECTBO NIYHOK, @ OCTa/IbHble Cpa3y Xe TWaTelbHO ynakoBaTb C Bfa-
ronornoTUTENEeM N XPAHUTL M/I0THO 3AKPbITLIMU HA 3AMOK (Zip-lock) npun Temnepatype 2-8 °C. Xpa-
HeHue TaknM 06pa30oM ynakoBaHHOrO niaHweTa obecrneymBaeT ero cTabuibHOCTb B TeyeHve 3
Mecsaues.
8.2. NpuroTtoBneHne pactBopa Afg NPOMbIBaHNS
[ns NpuroToBneHna pacTeopa A1s NpoMbiBaHWA passecTu koHueHTpaT [WASH TWEEN]20X]
1:20 (1+19) AMCTMNNNPOBAHHOK UM AENOHM3MPOBAHHOM BOAON, 3aTemM nepemellaTtb. Hanpumep,
4 ml KoHUeHTpaTa + 76 ml BOAbI, 4TO AOCTAaTOYHO ANd 8 NyHOK. B cnyyae Hanuuna kpuctannos B
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KOHLIEHTpaTe pacTBoOpa A1 NpoMblBaHUS, Nporpete nakoH npu 37 °C 40 NONHOro pacTBOPEHNS
kpuctannos (15-20 min). Pa3seaeHHbIi pacTBOP MOXHO XpaHuTb Npu Temnepatype 2-8 °C He 60-
nee 7 CyTOK.

9. MPOLEAYPA AHAJTN3A

91. TloarotoBUTb HEOOXOAMMOE KOMMYECTBO JIYHOK ANA aHanmsa (KOMYecTBO WUCCneayemblx
06pasuoB ¥ YeTbipe NYHKU ANS KOHTPONEeW), BCTaBuUTb nx B pamky VIOA-nnaHweTta. JlyHku ¢
KOHTPONAMM 0693aTeNbHO BK/OYATh B KaXAylo MOCTAHOBKY aHanm3a.

9.2. 3anonHuTtb 6naHk BHeCeHUd Npoo.

9.3. lMpurotoBMUTL PacTBOpP ANS NPOMbIBaHMS COr/1acHO NMyHKTa 8.2.

9.4. BHectnt BO BCe nyHkM nnaHweTta no 90 pl .

9.5. BHecTV B NyHku no 10 LUl KOHTPONEl 1 UCCeayeMbIX 06pa3LoB: B nyHky Al — [CONTROL] +],
B nyHku B1, C17a D1 — , B OCTa/bHbIE NyHKM - UCCNIeAyeMble 06pasLbl. OCTOPOXHO
nunNeTMpoBaTb CMeCb B /IyHKax, He Aomyckaa neHooOpasoBaHus. Npu BHeCeHWU obpa3uoB
NMPOUCXOANT U3MEHEHME LiBETa PACTBOPA B /IyHKAX C KOPUYHEBO-3E/1EHON0 Ha CUHWIA.

9.6. 3akneuntb CTPUNbI KNENKOW NNEHKO 1 MHKYOMpoBaTh B TeueHne 30 min npu temnepartype 37 °C.

9.7. Tlo OKOHYaHUW MHKyGaLMM OCTOPOXHO CHATb KAENKYI MAEHKY WU MPOMbITb IYHKM NATb pas C
MCNOMNb30BaHWEM aBTOMaTUYeCKOro MPOMbIBATENS WKW 8-KaHaNbHOW MUMNETKM Cheaylowmnm
ob6pasom:

— yAanuTb COAEPXMMOE NYHOK B KOHTEHEP ANS XUAKMX OTXOA0B;

—  HanoOMHUTb NYHKK He MeHee Yem no 300 pl pacTBOpa ANA NPOMbIBaHNUS, OCTaBUTb HE MEeHee YeMm
Ha 30 s;

— acnupupoBaTb PacTBOP M3 SIYHOK, OCTaTOYHbIi 06beM pacTBopa Moc/ie acnupauum Ha BcCex
3Tanax NPOMbIBaHNSA AO/MKEH COCTaBNATL He 6onee 5 pl;

— MOBTOPWTbL NpoLEeaypy NPOMbIBaHMA ellle YeTbipe pasa;

— nocne nocnefHelt acnupauum M36aBWTbCA OT SUWIHEN BAaru, NOCTykvBasa MAaHWeToM Mo
hmnbTpoBanLHOM Gymare.

9.8. B nyHku BHecTy o 100 pl [CONJUGATE SOLUTION]. CTpunbl HakpbiTh HOBO KNeikoii NAeHKOoV
N MHKYOnpoBaTb B Tedyerune 30 min npu 37 °C.

9.9. Mo OKOHYaHMN NHKYOaLMN OCTOPOXHO CHATb KNENKYIO NAEHKY U MPOMbITh NYHKW NATb pas, Kak
OMNMUcaHo B NyHkTe 9.7.

9.10. He kacaacb AHa 1 CTEHOK NYHOK nnaHweTta, BHecTn no 100 pl B JTYHKMW.

9. MHkybnpoBaTb CTpunbl B TeyeHwe 15 min B TeMHOM MecTe Mnpu KOMHATHOW Temnepatype
18-25 °C. He ncnonb3oBaTtb knelikyto NaeHKy Ha 4aHHOM 3Tane.

912. Ans oCTaHOBKM (hepMEHTaTUBHOV peakuu BHeCTM B fyHkn no 100 pl  [STOP SOLUTION

NpUaEPXMBAsCh TOW Xe NOCNeA0BaTeIbHOCTH, YTO U Npu BHeceHun [TMB SOLUTION|
913. NamepuTb Ha puaepe OT1 B Kaxaor nyHke npu anvHe BoaHbl 450/620-695 nm B TedyeHne 5 min
rnocne oCTaHOBKM peakuuun. [lo npoBefeHns naMepeHns HeoOXoaMMO yoeanTbea B UnCToTe
Hapy>HOI NOBEPXHOCTU AAHA IYHOK U OTCYTCTBUN MY3blPbKOB.
YyeT pes3y/ibTaToB QHA/IM3A MOXHO MPOBOANTL B OAHOBO/IHOBOM PEXUME MPU A/IMHE BOJIHbI
450 nm, B 3TOM C/1yHae creayeT OCTaBUTL J1YHKY A7151 YCTAHOB/IeHWS] 6/1GHKA (B TAKYIO /1yHKY BHOCUTH
70/16k0 [TMB SOLUTION] # [STOP SOLUTION].

10. YYET PE3Y/JIbTATOB Y UX UHTEPMNPETALINA

10.1. YyeT pe3ynbraToB aHann3a
PaccunTtatsb cpeaHee 3HaueHne Ol oTpuuatensHoro KoHTpons (N ), ypoBeHb rpaHn4HOro
3HauveHus (Cut off - CO) n nHaekc no3mTmBHOCTM o6pasua (IP

somple)
Nc = (NcT+ Nc2 + Nc3)/3;
CO=Nc+0,3;

IP /CO; roe OD

=0D, - 0on
sample sample sample o6pasua

10.2. locTOBEPHOCTL PE3YNbTaTOB aHanM3a
ﬂ,aHHble TecCTa CHUTAKOTCA AOCTOBEPHbLIMUK, €C/IM OHM OTBEYAatoT crieaytounm TpeﬁOBaHl/lﬂMi

CONTROLJ +] OMn=1,200

CONTROL[ -] OM< 0,150

CONTROL[ -] Nc x 0,5 <Necn < Nc x 2,0
Ecnn ogHo n3 3HaueHwuii Of oTpuLaTeNbHOro KOHTPONA BbLIXOAUT 3@ Npefesbl yKa3aHHOro

Bbllle nHTepBana, ero OTépaCbIBaDT N pacCynTbiBatOT CpeaHee Nc no octanbHbiM 3HadeHnam Ol

oTpMUaTEIbHOIO KOHTPOMA. Ecnu 6onee ogHoro mn3 3HadeHun Ol oTpMLUATENTbHOIO KOHTPONA He

0TBEYaloT yKa3aHHbIM TPebOoBaHNSAM, TO TECT CUMTAETCS HEKOPPEKTHbIM 1 TpebyeT NMOBTOPHOro
aHanusa.
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10.3. UnTepnpetaumnsa pesynbratoB

|P5amp|e >11 MONTOXUTE/IbHbLIN
0’9 < |Psamp|e §1’1 HEOHPE.D.EHEHHM*
|Psamp|e <09 OTPUUATE/IbHbI

*HeonpepenerHble o6pasLbl pekoMeHayeTCst UccnefoBaTh NOBTOPHO. Ecnn pesynetaTel CHOBA
OyadyT B npefenax HeomnpeaeneHHblx, cnefyeT nponssect 3a6op HOBOro o6pasua.

1. ANATHOCTUYECKME XAPAKTEPUCTUKW TECTA

11.1. CneumnduyHOCTb 1 YyBCTBUTENBLHOCTD

Ona oueHkn 4YyBCTBUTENBHOCTM OblNO NpoaHanu3npoBaHo 64 obpasua CbIBOPOTOK KPOBMU,
NONOXUTENbHBIX B [APYrO KOMMEPYECKOl TeCT-CUCTEME, OTHOCUTENIbHAA YyBCTBUTE/IbHOCTb
Vitrotest® Anti-Ascaris npu aTom coctaBnana 92 %. B cpaBHUTENbHbIX MCCNe0BaHUAX TECT-CUCTEMBI
Vitrotest® Anti-Ascaris ¢ Opyron KOMMEPYECKOlM TecCT-CUCTEMOW Obl1I0 NpoaHanuM3npoBaHo 224
oTpuLaTenbHbIXx o6pa3lia CbIBOPOTOK KPOBM AOHOPOB. [pK 3TOM OTHOCKTENbHas CneundUuUHOCTb
Habopa cocTtaBuna 93,3 %.
11.2. ToyHoCTb

[NoBTOPsIEMOCTH PE3YNILTATOR B IPEAE/AX OFHOMA MOCTAHOBKM aHAM3a (Intra assay repeatability)

KoathpurumeHTt Bapmaunm (CV) Ana Tpex CbiIBOPOTOK C PasHbIM YPOBHEM CMeLnprUYecknx aHtmten
oueHvBanu B 24 NoBTOpax Ha OA4HOM Cepumn TeCT-CUCTeMBI.

N° cbiBOpOTKM oncp P CV, %
102L 0,636 1,83 5,3
133L 1,349 3,88 1,0
948 2,593 7,45 1,0

BocnponssoaumocTs pe3ynbTatoB MeXAy pa3ndHbIMU MOCTAHOBKamMu aHannsa (Inter assay reproducibility)

KoadhpurumeHT Bapuaunn (CV) ana Tpex CbIBOPOTOK C pPa3HbIM YPOBHEM cneunduyeckmx ax-
TUTEN OUEHMBaNN B TeYEHME YeTbipex AHEM B YeTbipex NoCTaHOBKax aHannsa, No 8 NoBTOPOB B
KaX[oM aHanuse.

N° cbiBOpOTKM on, IP, CV, %
102L 0,637 1,76 3,7
133L 1,329 3,67 2,5
948 2,539 7,01 2,5

12. OTPAHWYEHMSA AHATTU3A

[TonoxutenbHeld pesynetat B TecT-cucteme Vitrotest® Anti-Ascaris aBnsetcs CBUAETENbCTBOM
HanMumMa y naumeHTa aHTMTen knacca IgG, cneundunyHbix K Ascaris lumbricoides. Hanuuve aHtuten
3TOrO Kacca y HOBOPOXAEHHbIX HE ABNAETCS AOKa3aTeNbCTBOM UHBa3un Ascaris lumbricoides.

HeonpepeneHHble pe3ynbtatel MOMyT CBMAETENbCTBOBATL 00 WHBa3uW Ascaris lumbricoides B
aHamHese.

OtpuuatensHbli pesynbtar B TecT-cnucteme Vitrotest® Anti-Ascaris cBnaetensctayeT 06 OTCyTCTBUM
B uccnegyeMom obpasue aHtuten, cneumdmuHbix K Ascaris lumbricoides, vnn KoHueHTpauuns
cneunuyeckmx aHTUTeNn HKe Npeaena YyBCTBUTENbHOCTU aHanmns3a.

OKOHYaTeNbHbIi AnarHo3 He MOXeT OblTb YCTaHOB/IEH TOMBKO Ha OCHOBaHWW pes3y/nbraToB
ceponorunyeckoro Tecta. [Npu yCTaHOBNEHWN AnarHo3a CNeayeT yunTbiBaTb Pe3ybTaThl KOMMIEKCa
NnabopaTopHbIX W WMHCTPYMEHTaNbHbIX WCCNeAOBaHWi, a TakXe KAUHWYeCcKMe NposABNeHus
3a60n1eBaHnA. Henb3a NOMHOCTBIO UCKAIOUNTL NEPEKPECTHLIE PeakUMU C aHTUTeNaMN K aHTUreHaMm
APYrUX reNbMUHTOB.
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13. MPOBJIEMbI, KOTOPbIE MOI'YT BO3HMUKHYTb IMPW NMPOBEAEHUN UDA U
CIMOCOBbl UX'YCTPAHEHUA

Bo3moxHbie mpnunHel Crioco6e! ycTpaHerns npobaem

Bbicokmii (hoH B JIYHKGX BCero [/1GHwerTa

[MpoYnCTUTL FONOBKY NPOMbIBATENSA M MPOMbITh
30 % pacTBOPOM 3TM/I0BOrO CAMPTA, 3aTEM
OUCTUNNNPOBAHHOW BOAOM

3arpsisHeHHbI NpoMbIBaTE b

VIcnonb30BaTh OUMLLEHHYIO BOAY C yAe/bHbIM

Huskoe KayecTBO VN 3arPA3HEHHOCTb BOAbI
P A conpotusnerHunem =10 MQ-cm.

Mcnonb3oBaHmne Nn1oxo BbIMbITOW NOCYAbI Vicnonb3oBaTh XMMUYECKUN YNCTYIO MOCyay

Micnonb3oBaHre Ae3nHMUUMPYOLWLMX CPeacTs,
coaepXallinx xaop

He ncnonb3oBath xaopcoaepsatime
Oe3vHbuUMpyoLLMe CpeacTea

Vicnonb3oBaHue 3arpsa3HeHHbIX

Mcnonb3oBaTb HOBbIE HAKOHEYHNKMN
HaKOHe4YHNKOoB cnonesosa ° € Hakohe

YBENnYeHo Bpemsa MHKybaLumm nnm nsaMeHeH
TemneparypHbIi pexnm

MpuaepXxrBaTbCa pexnmMa MHKyGaumum
COrMacHO MHCTPYKLMK MO MPUMEHEHNIO

Bbicokuii hoH B 014€/1bHbIX PSAAX

NoBTOpHOE BHeceHMe pacTBopa TMb PactBop TMB BHOCKTL OAMH pa3

3arpsisHeHne KOHyCca aBTOMAaTUUYHOW NUNeTKM
pacTBOPOM KOHbBbIOraTa

[MpOoYNCTUTE MUNETKY U OCTOPOXHO HabupaTb
pactBop

[MpoYnCTNTL KaHaN NPOMbIBATENS, MPOMbITh

3arpﬂ3HeH OdNH N3 KaHanoB NpoMbIBaTENA Bowep

3rnaqenne Of1 nonoxnTebHoOro KOHTPOJIA HUXE YCTAHOB/IEHHOW TPAHULIbI

HenpaBuabHO NPUrOTOBAEH MW HE BHECEH
OOMH U3 peareHToB (KOHbIOraT Uv pacTBop
TMB)

[MoBTOpHO NpoBecTn MDA, 06paTtntb
BHMMaHWEe Ha NPUrOTOB/IEHNE STUX peareHToB

CokpallleHo BpeMa MHKybalumm Ha O4HOM MX
3Tanos

[MpoBoANTb MHKYBaLMIO COrNacHO NHCTPRYKLUMN
no NPUMUHEHUIO

VIHTeHCHBHOCTb OKDALUMBAHNS TYHOK He 0TBeqaeT nosy4eHHoi Ofl

CMmelleH onTuyeckuii nyy

[MpoBEPUTE KOPPEKTHOCTL PabOThl puaepa
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BHUMAHWE! BPEMS IHKYBALIMN C PACTBOPOM TMb

o
U

we00
@

XXX X
w0
Dir

XXX X)
w0

@
oo

COKPATWJIOCb AO 15 MIN!

Vitrotest® Anti-Ascaris
CXEMA AHAJI3A

Bbigepxatb Bce peareHTbl He meHee 30 min npn 18-25 °C nepea
MCMO/Ib30BaHNEM

BHecTr 90Ul [SAMPLE DILUENT| B NyHKM

(KOp1yHEeBO-3€/1eHbIi LiBeT)

BHecTr 10Ul KOHTpONer n 06pa3LoB B NTyHKHU:
A1 —[CONTROLT+]

B1, C1, D1 —[CONTROL[ -],

E1 v opyrne nyHkun — nccnegyemole o6pasubl
(LBET U3MEHNTCA C KOPUYHEBO-3E/IEHOI0 HA CUHUN)

3akneunTb CTpUNbl NNeHKOM, nHKyouposaTe 30 min npu 37 °C

MpoMbITb NyHKK 5 pa3 passegéHHbim 1:20 (1+19) pacTBOPOM A9 MPOMbIBaHUS
Tw20 (300 I B nyHKYy)

No6aBuTb 100l [CONJUGATE SOLUTION] B nyHKM
(3eneHblit LyBer)

3akneunTb CTpUNbl NNEHKON, MHKyBuposaTb 30 min npu 37 °C

MpoMbITb NyHKK 5 pa3 passegéHHbim 1:20 (1+19) pacTBOPOM 419 MPOMbIBAHUS
Tw20 (300 I B nyHKYy)

No6asuTb 100l B KaXayto /TyHKY

VHky6uposaTb 15 min B TemHoTe npu 18-25 °C

OctaHoBUTb peakumto BHeceHnem 100 pl [STOP SOLUTION

(4UBET MEHSIETCS C CUHEro HA XXE/TbIM)

Onpegenntb onTnyeckyto N1oTHOCTbL (OD) npu 450/620-695 nm

YYET PE3YJIbTATOB WHTEPTIPETALIMA PE3Y/IbTATOB

Nc = (Nc1+Nc2+Nc3)/3;

CO=Nc+0,3;
IP oD

sample sample

Nc-OD,_ __ ana3[CONTROL[-]
CO - Cut off, IP- tHaeKC NO3UTUBHOCTU IP <0,9 OTPULIATEIbHbIN

>11 MONOXWTE/IbHbBIN

sample

09< IP <11 HEOMPEAENEHHLIN

sample

sample




IHCTPYKLIA 3 BUKOPUCTAHHY
- - TKO60
“IIIOIGSI® l\llll-llc“ 192 aHanism

IMyHOhepMeHTHa TecT-cuctema ANnsa BUABAEHHA CyMapHUX aHTUTIA 40 BipyCy
renatuty C

1. NPU3HAYEHHA

IMyHOthepmeHTHa TecT-cnuctema Vitrotest® Anti-HCV npusHadeHa AN BUSBAEHHA CyMapHUX aH-
™Tin po Bipycy renatuty C (BIC) y cuposaTtui 4n nnasmi KpoBi MognHn. TecT-Habip moxe 6yTu
3aCTOCOBaHWIA 9K ANA NpoBeAeHH:A iMyHoepMeHTHOro aHanisy (IMA) 3 BUKoprCTaHHAM aBToMma-
TUYHMX NINETOK Ta CTaHAapPTHOro obnagHaHHA, Tak i ANg NOCTaHOBKM Ha aBTOMATUYHOMY IMyHO-
hepMeHTHOMY aHani3aTopi BIAKPUTOro Tmny.

2. KNNHIYHE 3HAYEHHS

3a gaHumMun BcecBiTHLOT OpraHizaui’l OXOpoHW 340p0B'sa, 61n3bko 150 MiNbAOHIB NtoAEN XPOHIY-
HO iH(hikoBaHi Bipycom renatuty C i wopiyHo 6inblie 350 Tncay oci6 BMMpatoTh Big NOB'A3aHMX 3
renatutom C xBopo6 NeyiHkU. 3axBOPIOBAHHA MOXE MaTK roCTpuii abo XPOoHiIYHWIA nepeoir, npu
LUbOMY HalyacTiwe nNpoTikae 6e3 BupaxeHnx cumntomie. OgHak, XpoHizauis iHpekLi’ npu3BoanTb
A0 UMPO3Y NeYiHKK Ta PO3BUTKY renatoueiioNgpHOl KapLuMHOMU.

306yaHnkom renatuty C € ManeHbKuii BKpUTKiA 06010HKOLO Bipyc (50 nm B AiameTpi), LLO MiCTUTb
oaHonaHutorosy PHK, Hanexnte 4o poanHu dnasiBipycis. B cknaai reHomy BI'C BMAINAIOTE 30HW,
O KOAYIOTb CTPYKTYPHI Ta HEeCTPYKTYpHi Oinku. [1o CTPYKTYPHUX aHTUTeHiB BipyCy Hanexartb
HyK/1eokancuaHnin 6inok — core Ta ABa OiNkN 30BHIWHBOT 06010HKK — E11 E2. HecTpykTypHi 6inkn
npeacTtaBneHi komnnekcom 6inkiB 3 pepMeHTaTBHO0 akTnBHICTIO — NS2, NS3, NS4a, NS4b, NSba
Ta NS5b. ¥ BignoBiAb Ha iH(iKyBaHHA BipyCOM B OpraHi3mi NIOANHW NPOAYKYIOTbCA cneundidHi
aHTWTING 4,0 BCiX OiNKiB BipycCy.

CyyacHa nabopaTtopHa aiarHoctuka renatuty C 6a3yeTbCa Ha BUSBNEHHI cneun@ivHnx mapke-
piB iHikyBaHHa BI'C: aHTUreHriB BipyCy, aHTUTIN 40 BipycHUX 6inkis Ta PHK Bipycy B 6ion0rivyHmx
pignHax opraHiamy. Halibinbw paHHiM Mapkepom BI'C-iHdekUii € BipycHa PHK, fgka BuaBngeTbCA B
KpOBI iH(hikoBaHOro yepes 2-6 TUXHIB Big MOMEHTY iH(iKyBaHHS. Yepes oanH-aABa TUXHI Y KPOBI
BUSABNAETLCA COre aHTureH Bipycy renatnty C. Ha 6-8 Tv>XHI OpraHisMoM nNpoayKytloTbCa cneuu-
hiyHi aHTUTING KNacy IgM. Ak npu rocTpomy, Tak i Npu XPoHiYHOMyY renatuTi C Ui aHTUTiNG MOXYTb
BUABNATUCA TPUBaNWiA vac i ABNAIOTbCA MapKepoM akTUBHOI BipyCHOI pennikauil. H13bki Tntpum
aHTK-BIr'C IgM aHTuTin BUasnaoteca y 50-80 % Bunaakis xpoHiyHoro renatuty C. Y 6inblWoCTi iHgi-
KOBaHMX aHTMUTINa knacy IgG cnovaTtky 3'aBnstoTbCs 4o eniTonis 6inkis core Ta NS3, i nunwe nisHiwe
(4epes 20-22 tuxHi nicng iHpikyBaHHa) 40 NS4. Okpim TOro, iIHTEHCUBHICTb NPOAYKLIT aHTUTIN A0
6inky NS4 y geaknx reHotunis BI'C HMXYe, B TONM Xe Yac KinbKiCTb aHTUTIiN Ao 6inkis core ta NS3
BNCOKa A/14 BCIX reHOTUNIB.

Ha cboroaHilWHi AeHb 3 METOIO MEPBUHHOI AiarHOCTMKKM BipycHoro renatnty C ta TecTyBaHHs
LAOHOPCLKOI KPOBI 4N BUABNEHHS cneundivHmx o BI'C aHTUTin nepeBaxHo 3acTocoBytoTh QA B
SKOMY BUKOPUCTOBYIOTbCS peKOMOIHaHTHI 6inku core, NS3, NS4 ta NSb5.

3. MPUHUMN AHANIZY

BuasnenHs aHtutin, cneumndiyHmnx go BIC, B TecT-cuctemi Vitrotest® Anti-HCV 6a3yeTtbcs Ha
NPUHUKNI «<HenpaMoro» tsepgodasHoro IPA y aBoeTanHili iHkybauil. B nyHkax nnaHweTy 3acop-
60BaHi pekoMOiHaHTHI aHTureHu Bipycy renatuty C core, NS3, NS4 1a NSb5. lNMig 4ac nepworo etany
iHKyOauil gocnigxyBaHux 3pa3kiB B NyHkax I®A-nnaHweTa, cneundiyni go BIC antuTing, 9KLWo
BOHW NPUCYTHI, 3B'A3YIOTLCH 3 aHTUreHaMun Ha TBepAit dasi. JIyHKu BiAMMBAIOTECA ANA BUAANEHHSA
He3B'A3aHnX aHTUTIN, 3annWatTbCs Nnue cneundivyHi KOMNIEKCH aHTUreH-aHTuTino. Nicna upo-
ro 4OAAETHCA CyMiW KoH'loraTiB aHTUBMAOBMX (@HTU-IgG Ta aHTU-IgM) MOHOK/IOHANBHUX aHTUTIN
3 NEPOKCMAA30t0 XPOHY, AKi 3B’A3YI0TbCA 3 IMYHHWMUW KOMMIeKcamu Ha TBepain dasi. He3s'a3ani
KOMMOHEHTV BUAANSIOTECA Nif Yac BiAMUBAHHA. KOMNIEKCU aHTUTeH-aHTUTING BUABNSIOTLCS LWNA-
XOM AofAaBaHHA po3unHy xpomoreHy 3,3',5,5'-tetpametnnoerHsngnny (TMB) 3 nepekncom BogHto.
Micna 30 min iHkyOaUuii peakuia 3ynMHAETbCA AoAaBaHHAM cTon-peareHTty. OnTuyHa ryctuHa (Or)
B /IyHKax BU3HAYaETbCA Ha CNeKTPOMOTOMETPI NpU AOBXUHI XBUNi 450/620-695 nm. 3HaueHHs OF,
OTpUMaHe ANg 3paska, JO3BONAE BUABUTU HAABHICTb a0 BIACYTHICTb aHTUTin Ao BI'C. IHTeHcwB-
HICTb XOBTOro 3abapBeHHs NponopuLiiHa KiNnbKOCTI aHTUTIN, 3B'A3aHNX 3 aHTUreHaMu Ha TBepaii

dasi.
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4. MATEPIAJIN TA OBJTAAHAHH4A
4.1. Cknag Habopy

IOA-nnaHwer
2x96 B KOXHilA AyHUi nnaHweTty 3acopboBaHi pekoMOi-
ELISA STRIPS NYHOK HaHTHI aHTUrenn BI'C core, NS3, NS4 1a NS5. JlyHKkn

MOXHa BigoKpemaoBaTu. 12 cTpmnis No 8 NyHOK.

MO3UTUBHMIA KOHTPONb

CONTROL[ +] 1x0,7 ml PosunH cneunivyHnx iMyHOrNOOy MiHIB 3 KOHCEPBaH-
TOM (POXEBUIA).

HeraTuBHUi1 KOHTPONb

CONTROL] -] 1.8 mi Po3unH anbOyMiHy 3 KOHCEPBAHTOM (KOBTUA).

Po3unH Ans po3BeeHHN CMPOBATOK
SAMPLE DILUENT 120 ml BydepHuii po34nH 3 AeTePreHToOM Ta KOHCEPBAHTOM
(KOPUYHEBO-3E€1EHWNA).

Po3unn KoH'toraty

BythepHNii po3unmH MOHOKIOHaNbHUX aHTUTIN Ao IgG
[CONJUGATE SOLUTION] | 1x22 m Ta IgM ntoanHK, KOH'IOroBaHUX 3 MePOKCMAA30k0 XPO-
Hy, 3i cTabinisatopamMun Ta KOHCEPBAHTOM (3eN1eHWUA),
rOTOBWIA 4O BUKOPUCTaHHS.

Po3ynn TMB
TMB SOLUTION 1x22 ml PosuuH TMB, H,O,, ctaGinisatop, koHcepBaHT (Ges-
6apBHWIA), FOTOBUIA 4O BUKOPUCTAHHSA.

Po3uuH ans npomusanHsa Tw (20x)
[WASH TWEEN][20X] 1x80 ml 20-T KpaTHU KOHUEHTpaT hocdaTtHoro Gydepy 3
TeiHOM-20 Ta NaCl (6e36apBHUN).

Cron-peareHTt
STOP SOLUTION 1x22 ml Posunn 0,5 mol/l H,SO, (6e36apsHwii), rotoBuid A0
BUKOPUCTAHHS.

Knetika nniBka (4), 6naHK BHECEHHA NP6 (2) Ta IHCTPYKLUIiS 3 BUKOPUCTAHHSA.
4.2. [lonaTkoBi peakTuBM, MaTepianu Ta 06nafgHaHHS

— ABTOMaTU4YHI NineTkn 3MiHHOro o6’emy Ha 10—1000 pl Ta HAKOHEUYHUKN A0 HKX;
— cnekTpodoToMeTp (pigep) Ana MikponnaHwerTis Ha 450/620-695 nm;
MipHWIA na6opaTtopHuii nocya (10-1000 ml);

— peioHizoBaHa abo ANCTUNbOBaHa BOAA;

— TepmocTaT Ha 37 °C;

— aBToMaTu4HMi abo HaniBaBTOMaTUYHMI NpoMMBAY NaHWeTiB (Bowep);
— KOHTEWHepW AN4 BiAXOAIB NOTEHLIMHO 3apaXeHoro Matepiany,

— Tanmep;

hinbTpyBansHWUA Nanip;

— O[HOPA30Bi PyKaBUYKMY;

— pesiHdikytodi 3acobu;

— 3axXWUCHWA oaar.

5. 3ACTEPEXEHHSA TA 3AX0U BE3MNEKK

5.1. 3acTepexeHHs
JotpumarHs Yacy iHky6auii Ta Temnepatypu € HaA3BUYARHO BAX/MBAM [J151 KOPEKTHOrO pe3yibTary IQA.
— He BMKOPUCTOBYBATU KOMIMOHEHTU TECT-CUCTEMM NICAA 3aKIHYEHHS CTPOKY NMPUAATHOCTI;
— He BMKOPWCTOBYBATW Mif 4ac aHaslisy Ta He 3MillyBaTV KOMMOHEHTH PISHUX CEPiA, KOMMOHEH-
TN 3 TECT-CUCTEM Pi3HUX HO3010r i a60 peareHTN iHW KX BUPOOHWKIB Y NOEAHAHHI 3 HaBopamu
Vitrotest®;

[pumirka: gonyckaetscs Bukopuctanis [WASH TWEEN]20X] [TMB SOLUTION]7a [STOP SOLUTION]ix-
Lumnx cepin.

— NicNg BUKOPUCTaHHA PeareHTy 3akKprBaTh KOXeEH (h1aKOH CBOEIO KPULLKOIO;

— Nif Yac MPOMUBAHHS KOHTPO/IOBATK HAaMOBHEHHA Ta MOBHY acnipaLilo PO34MHY 3 TYHOK;

— KOXHOTrO pasy BUKOPUCTOBYBATU HOBUIA HAKOHEYHMK NINEeTKN ANA BHECEHHA 3pa3kiB abo pe-
areHTiB;

—  YHWKATW 00TPANJAHHSA NPAMUX COHAYHUX MPOMEHIB Ha peareHTu TecT-cucTemu;

- mMae OyTn 6e36apBHUM Nepen BUKOPUCTAHHAM. FAKLWO PO34MH 3abaps-
NEeHUN B CUHIN ab0 XOBTUI KOMIP, MOr0 He MOXHa BUKOPWUCTOBYBATU. YHUKATN KOHTaKTY

TMB SOLUTION| 3 meTanamu a6o ioHamn metanis. [na po6oTu BUKOPUCTOBYBATU NULIE YU-
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CTUI, peTesibHO BUMOMOCKAHWI ANCTU/IbOBAHOK BOAOO MOCYA;
— Hi B IKOMy pasi He BUKOPUCTOBYBATU OAMWH i Toli e nocya Ans [CONJUGATE SOLUTION] Ta

TMB SOLUTION|.

BupoGhuk He Hece BiANoOBIAANLHICTL 3G OyAb-SKi HEKOPEKTHI PE3Y/ITATA TA HECNIPUAT/INBI BANIGAKH, LUO BUHUK/IN
BHAC/I[OK MOPYLIEHb BULEHUBEAEHNX 3ACTEPEXEHB. BUPOOHMK HE Hece BIAMOBIAA/IbHICTb 30 Bi3ya/bHUi 007K pe-
3y/1bTATIB AHANI3Y (6€3 BUKOPUCTAHHS CEKTPOHOTOMETPY).

5.2. 3axoau 6e3neku

— MOCTAHOBKY aHasnizy NpoBOAMTY NULLE B 3aXMCHOMY OAA3I, O4HOPA30BUX PyKaBMYKax Ta 3a-
XUCHUX OKYyNapax;

— He A0NyCKaeTbCA NpuUiAMaTH XXy, NUTK, NannuTn abo KOPUCTYBATMCA KOCMETUKOIO Y KiMHaTI BUKO-
HaHH4A TecTy;

- He ninetyBaTV PO34MHM POTOM,;

— MO3UTUBHWI Ta HEraTMBHWA KOHTpPONi TecT-cnuctemn Vitrotest® Anti-HCV He MiCTATb KOMMNOHEH-
TiB TIOACBKOrO MOXOOXKEHHS;

— [AeAKi KOMMNOHEHTN TEeCT-CUCTEMU MICTATb HU3bKi KOHLLEHTPALIT WKIANMBUX PEYOBWH T8 MOXYTh
CNPUYNHUTY MOAPA3HEHHA LWKIPWU Ta CNIM30BUX OOO0NOHOK. [pn noTpanaaHHi
[STOP SOLUTION] 1a [CONJUGATE SOLUTION] Ha cnn3osi 06010HKM Ta WKipy HEOBXIAHO He-
ranHoO NPOMUTK ypaxKeHe MiCcue BENUKOIO KiNTbKICTIO BOAW;

- Yy pasi po36pn3KyBaHHA PO34YMHIB, O HE MICTATb KUCNOTY, Hanpukaaa, CMpoBaTok, 06pobutu
NOBEPXHIO Ae3iH(piKyoUMM 3aCOO60M, a NOTIM BUTEPTU HACyxo inbTpyBanbHUM nanepom. B
iHWOMY BUNAAKY KMCNOTY CMOYaTKy NOTPIOHO HEMTpanisyBat pO34YNMHOM BikapOOHaTy HaTpito,
a NoTiM BUTEPTH MOBEPXHIO AK OMUCAHO BULLLE.

5.3. Ytunisauiqa Bigxoais

— PIiAKi BiAXoAM CNif iIHaKTMBYBAaTH, HAaNpUKAah, PO3YNMHOM NepeknCy BOAHIO Y KIHLUEBI KOHLEH-
Tpauii 6 % ynpogosx 3 h 3a kKiMHaTHOT TemnepaTtypu, abo rinOX/I0PUTOM HATPIlO Y KiHLEBIN
KOHUeHTpaui’ 5 % npotarom 30 min, abo iHWKWMK 4O3BONEHUMM Ae3iHDIKYIOUMMM 3aco6amMu;

- TBepai BiAXoau CNif iHaKTMBYBaTW WASXOM aBTOK/NaByBaHHSA 3a Temnepatypu 121°C ynpoaosx
1h;

- He aBTOKNaBYyBaTV PO34MHMU, LLLO MICTATE @3uA HaTPito abo rinOXN0pUT HaTPID;

— BWOANEHHS IHAKTMBOBAHNX BIiAXOAiIB NPOBOANTM 3riAHO 3 YNHHMM 3aKOHOAABCTBOM YKpaiHu;

- BWAANEHHSA pelTy KOMMOHEHTIB TECT-CUCTEM NICNSA BUKOPWUCTaHHA npoBoauTu 3rigHo GLP
(good laboratory practice) Ta YMHHOIroO 3aKOHOAABCTBA YKpaiHW B cepi MOBOAXEHHA 3 Bia-
xofamu.

6. 3bEPIFTAHHSA TA CTABI/IbHICTb

PeareHTtn tect-cuctemu ctabinibHi NPOTATOM CTPOKY NPUAATHOCTI, BKA3aHOIO Ha €TUKETL, AKLLO
X 36epirati 3a Temnepatypu 2-8 °C. He 4ONyCKaEeTbCS 3aMOPOXYBaHHA TECT-CUCTEMU. TpaHCNop-
TyBaTu Habip 3a Temnepatypu 2-8 °C. [lonyckaeTbCA 0OAHOpPa30Be TPaHCNOPTYBaHHA 3a TeMnepa-
Typu He BuLe 23 °C NpoTAroM ABOX AHIB.

[licns nepLuoro BIAKPUTTS MEPBUHHOIMO MAKYBAHHS KOMIOHEHTU TeCT-CUCTeMu € CTabi/IbHUMU
pOTSrom 3 MicsILiB, OKPIM THX, LLUO 3a3HAY€EHI B 1. 8 AAHOI IHCTPYKUIT.

7. MIArOTOBKA 3PA3KIB

3pasku cuposatku um nnasmu (EDTA, niTin-renapuH, unMtpat HaTtpito, PTopuA Kanito) kposi 36e-
piratn 3a Temnepatypu 2-8 °C He Ginble 3 AHIB nicns 3a6opy. [na 6inbly TpuBanoro 36epiraHHa
3pasku TpUMaTh y MOPO3UNbHIA kKamepi 3a TemnepaTtypu Big -20 go -70 °C. 3aMOpOXeHi 3pasku
nepen BMKOPUCTAHHAM CNiA PO3MOPO3UTKU Ta BUTPMMAaTK 3@ KIMHATHOI TemnepaTtypu ynpoaoBx
30 min. He BnkopmncToByBaTW NPOrpiTi 3pasku. INicna po3MoOpoXyBaHHA 3pa3ku CAifg nepemiwaTm
3a4N9 AOCATHEHHA OAHOPIAHOCTI. YHUKaTV NOBTOPHOIO 3aMOPOXYBaHHA-BiATalOBaHHA [OCIAXY-
BaHMX 3paskiB. ¥ pa3i NOMYTHIHHA CMPOBATKU (4YM MAa3Mu) 3BITbHUTU 3Pa30K Bif HEPO3UMHHUX
BK/MOYeHb LeHTpudyrysanHam npu 3000 o06./min npotarom 10-15 xmin. He BukopucTOBYBaTH
3pasku CMPOBATOK (YN MAasmun) 3 BMpPAKEHOI NinigeMieto, reMonisom, a Takox GakTepianbHUM

NPOPOCTOM. Ha pe3ynbTat aHanisy He BN/IMBAE NPUCYTHICTb Y 3pa3ky GinipyOiHy B KOHLEHTPaLil
£0 0,1mg/ml (172,3 umol/l), remorno6iHy B KOHUeHTpauii 4o 5 mg/mliTpurniuepmnais B KOHUEHTpauim

£o 10 mg/ml (11,3 mmol/l).

8. MNIArOTOBKA PEATEHTIB

Jyxe Bax/mBo BUTpUMATH BCI PEAreHTH TEeCT-CUCTEMM 30 KiMHaTHOI Temnepartypu 18-25 °C nporsrom 30 min nepes
BUKOPUCTAHHSM!

8.1. NigrotoBka I®A-nnaHLWweTa

Onga nonepedxeHHa KOHAEHCALT BOAM B lyHKax C/id BiAKPUBaATK nviwe nicng
BUTpUMYBaHHa 30 min 3a KiMHaTHO! TeMnepaTtypw. [MoTiM PO3KpPMBATN BaKyyMHY yNnakoBKY, Bigo-
KPeMUTN HeOOXIAHY KiNbKIiCTb NTYHOK, @ pPeLuTy BiApasy X peTefibHO ynakyBaTu 3 BONOrONoOr/inHa-
yem Ta 36epiratu WiibHO 3AKPUTUMMN HA 3AMOK (zip-lock) 3a TemnepaTypn 2-8 °C. 36epiraHHa B
Takuii cnoci6 ynakoBaHOro nnaHweTa 3ab6e3neyye oro cTabinbHICTb NPOTArOM 3 MicauiB.
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8.2.

MpuroTyBaHHS PO34MHY /15 IPOMUBAHHS

[Ns NpuUroTyBaHHSa PO34UMHY 419 NPOMUBAHHA PO3BecTu KoHueHTpaT [WASH TWEEN[20X] 1:20
(1+19) ancTnnboBaHolo abo AeioHI3oBaHOW BOAO, NOTiIM nepemiwaTtn. Hanpuknag, 4 ml KoHUeH-
TpaTty + 76 ml BoAM, WO AOCTATHBO ANA 8 NYHOK. Y BUNAAKY HASBHOCTI KPUCTANIiB Yy KOHLUEHTpaTI
PO3YMHY AN MPOMMBAHHA NPOrpPiTK hnakoH 3a Temnepatypw 37 °C 4O NOBHOMO PO3YMHEHHSA KPUC-
Tanis (15 - 20 min). Po3BeaeHnn po3umH MoxHa 36epirati 3a Temnepatypu 2-8 °C He Ginblue 7 AHiB.

9 I'IPOLI,Eﬂ,yPA AHANIZY

©owoo
[GENEIN

©wo

9.8.
9.9.

9.10.

91

9.12.
9.13.

MigrotyBatn HeoOXiaHY KinbKiCTb NYHOK ANA aHanisy (KinbkiCTb 4OCNIAXYBaHUX 3pa3kiB Ta
YOTUPKU NYHKK ONS KOHTPOAIB), BCTaBWUTK iX B pamky IOA-nnaHwerta. JIYHKKU 3 KOHTPONAMMU
000B’A3KOBO BK/1t0YATM 4O KOXHOI MOCTaHOBKMW aHanisy.

. 3anoBHUTK 61aHK BHECEHHS Npoo.
. MpwvrotyBatvt pO34MH ANS NPOMUBAHHA 3TIAHO 3 MYHKTOM 8.2.
BHecTu B yci nyHky nnaHweta no 80 pl .
. BHecTn B nyHKM no 40 Ll KOHTPONIB Ta AOCAIAXKYBAHUX 3Pa3KiB: B yHKY Al —, B

nyHkn B1, Cl1ta D1— , B peLTy NyHOK — AOCNiAXYBaHi 3pa3ku. Ob6epexHo nine-
TyBaTu CyMilll B IYHKaXx, He AONYyCKatoun NiHOYTBOPEHHSA. i Yac BHeCEHHA 3pa3kKiB BiabyBa-
€TbCA 3MiHa KOMbOPY PO3YMHY ANA PO3BEAEHHSA CUPOBATOK 3 KOPUYHEBO-3€/1€HOMO Ha CUHIT.

. 3aKneitn CTpunn KNenko nNiBkoto Ta iHkyOyBaTtu npotarom 60 min npu Temnepatypi 37 °C.

1o 3aKiH4YeHHI iHkybOaUil 06epeXHO 3HATK KNeliky NNiBKY Ta NPOMUTK YHKK N'ATb pasis 3

BMKOPUCTAHHSAM aBTOMaTUYHOIrO NPOMMBaYa ab0 8-KaHaNbHOT NINETKM HACTYNMHUM YMHOM:

— BUOANUTU BMICT TYHOK B KOHTEWHEP A719 PIAKUX BIAXOAIB;

— HaNOBHWUTU NTYHKU HE MeHLW Hixk No 300 Wl poO34YMHOM ANA NPOMMUBAHHSA, 3aULWLNTU HE MEHLU
Ak Ha 30 s;

- acnipyBaTt PO34YMH 3 NYHOK, 3a/IMLLKOBUI 0O’EM PO34MHY MiCASA acnipaui’ Ha BCix eTanax
NPOMMBaHHA Mae cknagaTtn He Ginbe 5 pl;

— MOBTOPUTK NpoLeaypy NPOMUBAHHS LLLe YOTUPK pasu;

- nicng OCTaHHbOT acnipaui’ N036aBUTUCE 3aMBOT BOIOMM, MOCTYKYIOUM MIAHWLETOM MO Qifb-
TpyBasnbHOMY nanepy.

B nyHkw BHectn no 100 pl [CONJUGATE SOLUTION] CTpunu Hakputu HOBOK KNEHKOoK Nis-

Kol0 Ta iHkyoyBaTth npotarom 30 xBUAMH 3a Temnepatypu 37 °C.

Mo 3aKiHYeHHI iHKybOaUiT 06epexXHOo 3HATU KNelKy NAiBKY Ta MPOMUTU NYHKN M'ATb pasiB, aK

onucaHo B n. 9.7.

He TOpKato4nch AHa Ta CTIHOK NYHOK nnaHwerta, sHectr no 100 pli B TYHKW.

IHkyByBaTK cTpmnu npotarom 30 min B TEMHOMY MicLi 3a KiMHaTHOT TemnepaTypu 18-25 °C. He

BUKOPWCTOBYBATH K/IENKY MNMIBKY HA A@HOMY eTani.

[Ns 3ynuHeHHs hepMeHTaTUBHOI peakLii BHecTr B iyHkn 1o 100 ul|STOP SOLUTION|, notpu-

MYIOUNCh TIET XX NOCAIAOBHOCTI, WO i Npn BHECEHHI |[TMB SOLUTION|

Bumipsatn Ha pigepi O B KOXHIi NyHUI Npu AOBXWHI XBUAT 45 -695 nm npotarom 5 min

nicnga 3ynuHeHHsa peakuil. [lo NpoBeAEHHA BUMIPIOBaAHHA CNi4 NEPEKOHATUCA Y YNCTOTi 30B-

HiLULHBbOT MOBEPXHi AHa NYHOK Ta BiACYTHOCTI OynbOalloK.

O671iK pe3ynbTatiB aHAs1i3y MOXHA MPOBOANTH B OAHOXBU/IbOBOMY PEXUMI Npu AOBXUHI XBU/TI
450 nm, B yboMy BUNAAKY CAig 3aQIMLNTH JTYHKY A/151 BCTAHOB/1EHHST 6/1QHKY (B TaKY /1IYHKY BHOCH-
™ imwe [TMB SOLUTION] 7@ [STOP SOLUTION]-

10. OBJIK PE3Y/IbTATIB TA IX IHTEPMPETALIIA

10.1.

06nik pe3synbTartiB aHanisy

Po3paxyBatn cepegHe 3HauyeHHsa O HeraTMBHOro KOHTPosto (NC) Ta piBeHb rpaHUYHOro
3HauveHHs (Cut off - CO).

10.2.

Nc =(NcT+ Nc2+Nc3)/3;

o ) CO=Nc+0,3
JlocTOBIpHICTb pe3ynbTaTiB aHanisy

[aHi TeCTy BBAXaloTbCH OOCTOBIPHUMU, AKLLO BOHM BiAMNOBIAA0Tb HACTyNnHUM BUMOTaMm:

CONTROLJ +] Oor >1,500
CONTROL[ -] Ol £0,100
CONTROL[ -] Nc x 0,5 < Ncn < Nc x 2.0

AKLWOo ofHe 3i 3HaYeHb Ol HeraTMBHOMO KOHTPO/IO BUXOANTb 3@ MEXI BKA3aHOrO BULLE iIHTEpBa-
ny, Moro BigknaatoTh i po3paxoBytoTb NC 3a pewToto 3HadeHb O HeraTMBHOIO KOHTPO/O. AKLLO
Oinbl HiX oaHe 3HavyeHHs O HeraTMBHOIMoO KOHTPO/IO HE BiAMOBIAAE 3a3HayeHVM BMMOram, TO
TECT BBAXAETbCA HEKOPEKTHUM | NOTPeOy€e NOBTOPHOIO aHanisy.
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10.3. IHTepnpeTauis pesynbraris

ODsamp\e > CO’ 03 IN*
ﬂe ODsamp\c - Ol—apaaka |_| MTMBHMM
09xCO<OD,  <CO HEBV3HAYEHMIA™
oD_ . .<09xCO HEFATUBHMI

*3pasku i3 3HauyeHHsaM O BULLE MPaHWUYHOIO 3HAYEHHS BBAXAatOTbCA NMEPBUHHO NMO3UTUBHMMMU.
Taki 3pa3ku MatoTb OyTH AOCNIAXEHI MOBTOPHO B ABOX yHKax TecT-cuctemu Vitrotest® Anti-HCV.
Micns NOBTOPHOIO TECTYBaHHA MO3UTUBHUMM BBaXaloTbCs 3pa3kn, O KoTpux xouya 6 B OQHOMY
3 noBTOpPIB Oyna BuLLe ab0 AOPiBHIOBANA MPaHNYHOMY 3HAUYEHHIO. AKLLO NPV NOBTOPHOMY TECTY-
BaHHi O 3pa3ka B 060x NoBTopax Oyna HUX4Ye rPaHUYHOro 3HaYEeHHHA Takuii 3pa3sok BBaXatw
HeraTMBHUM.

**HeBn3HaueHi 3paskn peKOMEeHAYETbCS AOCNIANTM MOBTOPHO. AKLLO pe3ynbTatn 3HOBY OyayTh
B MeXax HeBU3HaueHux, cnig nposecTu BiA6ip HOBOro 3pas3ka.

1. QIATHOCTUYHI XAPAKTEPUCTUKW TECTY
11.1. CneumndivHicTb Ta YyTUBICTb

YyTnmeicTb Ta cneumndiyHicTe TecT-cuctemun Vitrotest® Anti-HCV ouiHioBanu 3a 4ONOMOro KO-
mMepuiiHol naHeni «CtaHgapt AT(+/-)BIC-MBA» Bupo6Huutea TOB «MeabioAnbsHc» (YkpaiHa). B
TecT-cucTemi Vitrotest® Anti-HCV BCi NO3nTKBHI Ta HEraTUBHI 3pa3kn BM3Ha4Yanncb KOPEKTHO, BiA-
NOBIAHO 40 NACNOPTHUX AaHUX NaHeni.

[Mpn gocnigxeHHi 161 3pa3ka CMPOBATOK KPOBI MaUieHTIB, XBOpUX Ha renatut C, B TecT-cucte-
Mi Vitrotest® Anti-HCV Bci 3pa3kun 6ynu BU3Ha4YeHi MO3UTUBHUMK, Y4yTAnBicTb cknana 100 %. Kpim
TOro, B tect-cuctemi Vitrotest® Anti-HCV 6yno gocnigxeHo 299 3pa3kiB CMPOBATOK KPOBI K/iHiY-
HO 310POBUX JOHOPIB, Cepes AKMxX He OyN10 BUABNEHO XMOHOMO3UTUBHMX pe3ybTaTiB, cneundiy-
HicTb cknana 100 %.

11.2. ToyHicTb

[ToBTOPIOBAHICTL PE3YNILTATIB Y MEXAX OAHIEI mocTaHOBKM aHanisy (Intra assay repeatability)

KoediuieHT BapiaLii (CV) 4na ABOX CMPOBATOK 3 Pi3HMM piBHEM CNeUndiuHnX aHTUTIN oUiHioBanu
B 32 NOBTOpAax Ha OAHIA MOCTaHOBLi TECT-CUCTEMMN.

N° cupoBatkm O|’Cep CV, %
182L 0,705 7,8
172L 1,441 6,5

BinTBOpPIOBAHICTL PE3YNILTATIB MiX Pi3HMMU MOCTaHOBKaMu aHanisy (Inter assay reproducibility)
KoediuieHT BapiaLii (CV) 4na ABOX CMPOBATOK 3 Pi3HMM piBHEM CNeUndiYHnX aHTUTIN OUiHIoBanu
NPOTArOM YOTMPbOX AHIB B YOTMPbOX MOCTAHOBKAX aHanisy, no 8 NOBTOPIB B KOXHOMY aHanisi.

N° cupoBatkm O|’Cep CV, %
182L 0,688 71
1n72L 1,432 7,0

12. OBMEXEHHA AHANI3Y

Ansa giarHOCTUKKM roCTPOro, XPOoHiYHOro abo nepeHeceHoro renatnty C, ouiHkK edyeKTUBHOC-
Ti Tepanii peKkOMeHAYETbLCA AOAATKOBO NMPOBECTU AOCNIAXEHHA 3Pa3Ka Ha HAABHICTb @HTUTIN 40O
okpemux 6inkie BI'C ta aHTn-BIr'C IgM aHtuTin (Hanpuknag, y tect-cuctemax Vitrotest® Anti-HCV
Different ta Vitrotest® HCV-IgM, BignosigHo), PHK BI'C Ta ouiH1TK 6ioXiMiYHi MOKa3HMKK CMPOBAaTKM
KPOBI.

CyuyacHi meTtoan BUABNEHHA aHTUTIN Ao BIC He MOXyTb 3ab6e3nednTu BUABNEHHS BCIX iH(IKO-
BaHMX NauieHTiB. HeratuHWiA pe3syneTaT He BUK/OYaE iHikyBaHHSA Bipycom renatnty C nauieHTa,
0CcOo6MNBO, SKLLO BiH MPOXOAUTb IMyHOCYNpecuBHE NikyBaHHa abo iHdikoBaHuii BIJT, a Takox Ha
paHHiX cTagigx renatTHoOl iHekUiT.

Byab-akunii 3 metoais IGA MOXe AONYCTUTU XMOHOMO3UTUBHY peakLito. 19 BUKTIOUYEHHA XMOHO-
NO3UTUBHUX PE3yNbTaTiB PEKOMEHAYETBCA NPOBECTN BepudikauiiHe AOCNIOXEHHA 3 BU3HAYEH-
HAM aHTUTIN 4o okpemmx 6inkis BI'C ta PHK Bipycy renatuty C.

[NocTaHOBKQ AiarHo3y npoBOANTLCS INLLE /TIKAPEM 3 YPAXyBAHHSIM OTPUMAHUX PE3Yy/1bTATIB 4O-
C/liAXKEeHb, AHAMHE3Y TA K/1IHIYHOI KAPTUHU.
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13. MIPOBJIEMU, AKI MOXYTb BUHWUKHYTW MPWU NMPOBEEHHI |DA,
TA CNOCOBU IX YCYHEHHA

Moxnnsi npnanHm Crocobu ycyHeHHs npobnem

Bucokwit ooH y 7yHKaX BCbOIO N/1AHLLETA

[oYnCTUTM rONOBKY NPOMKMBAYA Ta MPOMUTH
3abpyaHeHuii npommnsay 30 % pO34YMHOM eTUI0BOro CAMPTY, NOTIM
AVCTUIbOBAHOIO BOAOIO

BukopucToByBaTh O4UMLLEHY BOAY 3 MUTOMUM

Hu3bka akicTe abo 3abpyaHeHHS BOAMK onopom > 10 MQ-cm.

BrkopuctaHHa noraHo NoMUTOro Nocyay BukopunctoByBaTh XiMIYHO YUCTUIA noCy
BukopunctaHHA aesiHgikytoumnx 3aco6is, WO He BMKopuCcTOBYBaTW XNTOPBMICHI

MICTATb X/10P aesiHpikyoyi 3acobu

BukopuctaHHA 3a6pyAHEHNX HAKOHEYHNKIB BukopucToByBaTV HOBi HAKOHEYHUKY
306inbLweHo Yac iHkybaui’t abo 3MiHEHO [oTpumMyBaTUCA pexnmy iHkyOauii BignosBiaHO
TeMnepatypHuii pexmm [0 IHCTPYKLUIT 3 BUKOPUCTAHHA

Bucokwnii ¢hoH B okpemmnx psaax

[MoBTOpHE BHECEHHS po34nHy TMB PosunH TMB BHOCUTM 0aMH pa3

3abpyaHEHHS KOHYCY aBTOMaTUYHOI NineTku [MpoynctnTm nineTky i o6epexHo HabupaTtun
PO34YMHOM KOH'loraTy pianHy

3abpyaHeHNn OAWH i3 KaHaniB npommneaya [MoyncTnT KaHan NpomMMBaYa, NPOMUTK BOLLEP

3naqerHs: O Mo3uTUBHOrO KOHTPOJIKO HUXYE BCTAHOB/IEHOI MEXI

HenpaBuibHO BHeCeHWi abo BiACYTHIM oanH i3 [loBTOpHO npoBecTn IGA, 3BepHy T yBary Ha
peareHTiB (KoH’torat abo po3unH TMB) NpaBWIbHICTb BHECEHHS LIMX peareHTis

[MpoBoanTh iHKyO6auito BignoBiAHO A0

CkopoyeHo Yac iHKybalil Ha ogHOMY 3 eTanis IHCTPYKLIT 3 BUKOPNCTaHHS

[HTeHCUBHICTL 300APB/ICHHSI JIYHOK HE BIAMNOBIAAE OTPUMAHIN ONTUYHIN IYCTUHI

3MiLLEeHWE ONTUYHW NPOMIHb [MepeBipnT KOPEKTHICTL POOOTU pigepa
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PA®IYHI MO3HAYEHHA

Homep 3a katanorom
Kopuctyitecs iIHCTpyKUi€to i3 3aCTOCYyBaHHA

MeaunyHnii Bupi6 ang giarHoCTuKK in vitro

BupoGHMK

MonepeaxeHHs

JocTaTHbO ANA NPOBeAEeHHs <n> KiNbKOCTi oCiAXEeHb

OO6MexeHHs TemnepaTtypu
Koa naprii

Bukopuctati go

[ata BUrOTOBIEHHA
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/,
2
N

\
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Bepertu Big NpAMMX COHAYHUX MPOMEHIB

YnoBHOBaXxeHwii NpeAcTaBHUK B EBponeiicbkomy CniBToBapucTBi

3HakK BiANOBIAHOCTI TEXHIYHUM pernameHTam 3 ideHTUdIKaLiiH1M HOMEPOM OpraHy 3 OUiHKK
BiANOBIAHOCTI (laeHTnahikauiviHnii Homep opraHy 3 ouiHku BignosigHocTti UA.TR.099)

@l

B iHCTpyKLUiT BUKOPUCTOBYIOTHCS MO3HAYEHHS OAMHNLIL BUMIPIOBAHHS Y BiAMOBIAHOCTI 40 Hakasy
MiHekoHompo3BuTKy Ykpainn N° 914 Big 04.08.2015 p.

OanHnua
Ha3sa BennymHn NOo3Ha4YeHHA
Ha3Ba
MIKH. YKP.
cekyHaa s c
Yac XBUNWHA min X8
rogaunHa h roa
CaHTMeTp cm Y]
[JoxuHa HaHoMmeTp nm HM
MiniMeTp mm MM
nitp | n
O06’eM, MICTKICTb Mininitp ml vl
MikponiTp ul MKN
MO mol MOnb
KinbkicTe pe4oBuHM Minimonb mmol MNIMONb
MIKPOMO/b pmo\ MKMO/b
Minirpam mg mMr
Maca HaHorpam ng HF
Mikporpam Hg MKI
EnekTpuynuii onip Meraom MQ MOMm

TY Y 24.4-36555928-001:201

Inst_Anti-HCV_TK060_VO01
Pepnakuis IHcTpykuii N° 18ig 06.08.2021 p.

3 NUTaHHAMK Ta NoBaxaHHAMM WoA0 po6oTH HabopPy 3BepTaiTeCh 40 BUPOOHVKA:
TOB «BitpotecT biopeareHT»,
Byn. M.boiiuyka 186, odh. 56, m. Kuis, 01103, YkpaiHa (lopnaviHa agpeca)

Byn. KypopTHa, 6ya. 11, M. Kuis, 04075, YkpaiHa (Micue3HaxoaXeHHs BUPOGHNLTBA)
UATR.099

tel.: +38(044)222-76-72, +38(097)222-76-72
e-mail: info@vitrotest.ua, www.vitrotest.ua
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Vitrotest® Anti-HCV
CXEMA AHANIZY

ButpumaTtn BCi peareHt Ta 3pa3ku MiHimym 30 min npu 18-25 °C nepeg
BUKOPUCTaHHAM

BHectr 80 pl [SAMPLE DILUENT| B NyHKM CTpUNiB

(Kopu4yHeBO-3e1eHMH)

BHecTtn 40 pl koHTpONiB Ta 3paskiB y NyHKM:

A1 —[coNTROL[ +],

B1, C1, D1~ [CONTROL[ -,

E11a iHWi NyHKN — AOCNiAXYyBaHi 3pa3ku

(KOAip 3MIHIOETHCST 3 KOPUYHEBO-3€/1€HOrO HA CUHIL)

Hakputn cTpmnu kneikoto nniBkoto Ta iHkyoysaTtn 60 min npu 37 °C

MpomuTn nyHkKn 5 pasis pozsegeHum 1:20 (1+19) po3unHOM ANS NPOMMBaHHS
Tw20 (300 pul B nyHKYy)

Hopnatv 100 pl [CONJUGATE SOLUTION] B KOXHY NTYHKY
(3en1eHnit Konip)

MpomMuTn nyHkKn 5 pasis po3segeHum 1:20 (1+19) po3unHOM ANS NPOMMBaHHS
Tw20 (300 pl B nyHKYy)

BrecTv no 100 pl B KOXHY NTYHKY

IHky6yBaTn 30 min B TeMHoTi npun 18-25 °C

3ynuHUTK peakuito gogaBaHHam 100 pl [STOP SOLUTION

(KONip 3MIHIOETHCST 3 CUHBOIO HA XXOBTMIA)

Bu3HaunTm ontmnyHy ryctuny (OD) npu 450/620-695 nm

OBJ1IK PE3Y/IbTATIB IHTEPIMPETALIS PE3YNIbTATIB
Nc=(Nc1+Nc2+Nc3)/3; CO=Nc+0,3; oD > CO, _
288 or NO3UTUBHMIA*
Nc - cepenre sHauenHs OF 3[CONTROL[ -], sample 2P
CO - rpaHUYHe 3HaYeHHn 0,9xCO< ODsamp‘eS CcO HEBU3HAYEHWIN**

oD <0,9xCO HEFATUBHU

sample




MHCTPYKLIWSA MO MPYMEHEHMIO
- - - TKO30
Vitrotest® Anti-Lamblia 96 ananuzos

VIMMyHOhepMeHTHas TecT-cuctema ANs BbIABNEHUSA aHTUTeN K
Giardia lamblia (intestinalis)

1. HASHAYEHUE

MMMyHOepmeHTHasa TecT-cuctema Vitrotest Anti-Lamblia npegHasHaveHa Ans BbiABNEHUS
CyMMapHbIX aHtTuTen k Giardia lamblia (intestinalis) B CbIBOPOTKE WM Nna3Me KPOBW YenoBeka.
TecT-Habop MOXET ObITb NPYMEHEH KakK A/ NPOBeAEHNA UMMYyHOMEepMeHTHOro aHannsa (M®A) ¢
MCNONb30BaHMEM aBTOMATUYECKMX NMUNETOK U CTaHAAPTHOro 000PYAOBaHNA, Tak 1 ANA NOCTaHOB-
KV Ha aBTOMaTU4eCKOM MMMYHO(EPMEHTHOM aHann3aTope OTKPbLITOro Tmna.

2. KJIMHNYECKOE 3HAYEHUE

Giardia Lamblia (intestinalis) Bei3biBaeT NAMONNO3 (FMapamas) - napasnTapHylo MHBa3no, Kotopas
npoTeKaeT B BUAE NaTEHTHOIr0 NaPasnUTOHOCUTENBCTBA U MaHN(ECTHBIX (hopMaXx (HapyLLeHne PyHKLNIA
KuLeyHnKa). 3aboneBaHna Namo6ano3oM 3adMKCMpoBaHO Ha BCeX 5 KOHTUHEHTaX 1 B OONbLUVHCTBE
CTpaH M1pa. YpoBHM nHMUMpoBaHMa BapbupytoT oT <1 4o 50 %. Bo MHOrMX pa3srBatoLWLmMXcs cTpaHax,
C OTCYTCTBYIOLWMMYM 6a30BbIMU CaHUTAPHbIMK YCNOBUSAMU, nHPUUMpoBaHue Giardia B Bo3pacTe 2 net
ABNAETCS NOYTW CTOMPOLEHTHBIM. B NPOTUBOMNONOXHOCTL 3TOMY, B P@3BUTbIX CTPaHax MH(MMLUMPOBaH-
HOCTb Nambnueit coctaBnaeT Nnwb 3-7 %. 3a60neBaHns pacnpoCTpaHeHbl CPean BCeX BO3PACTHbIX
rpynn, OAHAaKO OCHOBHOW KOHTMHIEHT COCTaBNAOT AeTU AOLIKONBHOrO BO3pacTa.

OcHoBHoOI NyTb Nnepepauv G. lamblia - hekanbHO-OpanbHbIfA. Mapa3nt uMeeTt NpoCToi, AByXCTa-
OVAHBIV XW3HEHHbIV UKk, TTocne npornatelBaHNS X039MHOM LWCT, U3 NOCNEAHWX B ABEHaAUaTunep-
CTHOW KULWKe NOABNATCA TPOPO30UThI, KOTOPbIE MPUKPENAATCS K CIM3UCTON 000/104KE TOHKOIrO
KULIEYHMKA.

Tpoho30UTEI CYLLECTBYIOT TONIbKO Ha MOBEPXHOCTU CIM3UCTON 0O0NOYUKM BEPXHErO OTAENa TOHKOMN
KULWKN. [o3TOMY N9MONNM MEXaHUYEeCKN ONOKMUPYIOT CAN3UCTYIO 000MN0YKY W HapyLLaloT MPUCTEHOY-
HOe MnuLleBapeHne U ABUraTe/lbHyl0 aKTMBHOCTb TOHKOW KWLWKW. JIGMONUKM BbI3bIBAIOT yXYALIEHNe
BCaCbIBaHWSA XMPOB, Yrnesoaos, ButammHos C un B12 1 06ycnosnvBatoT BTOPUYHYIO GakTepuanbHyto
nHpekumo. Cumntomamm NamM6a1Mo3a MOryT ObiTb: Anapes, yCTanocTb, OTek, anatug, noTeps Macchl
Tena, CHUXeHue annetuta, 611€AHOCTb, MbllleYHble nogeprusaHna. Co CTOPOHbI XeNyA0UYHO-KULIEY-
HOro TpakTa NAMO6/IM03 NPOABNAETCA rMaBHbIM 00Pa30M B BUAE IHTEPOKOIUTA C KaTapa/ibHbIMK NPO-
ABNEHNAMM.

MHoOrouvcneHHble hakTbl CBMAETENBCTBYIOT O POMY NYMOPANbHOro MMMYHHOIO OTBETa B 3/IMMUHA-
unn G.Jamblia. Kak 66110 nokasaHo Ha MOAEeNN C 3KCNEePUMEHTaNbHbIM MHVLIMPOBaHWEM MIOAEN, yPO-
BEHb aHTUTeN knacca IgM 3HaunTensHO Bo3pacTtan Ha 14-21 AeHb nocne MHULMPOBaHMA U NOCTENEH-
HO CHWXancs nocne Tepanun. B npoTMBONONOXHOCTb 3TOMY, YPOBHM aHTUTEN Knacca IgG ocTtaBanuch
NOBbILEHHbIMKU NOCAE YyCNeLWHOoro nevennd. nHammka yposHs IgA 6bina nogo6Ha TakoBoi IgM.

[varHoctuka nAmM611o3a TpaanLMOHHO 6a3MpyeTcs Ha KITMHUYECKOW UCTOPUK, CUMNTOMAaXx, Hanm-
4Yna UMCT B hekabHbIX Npobax nam Tpoo301TOB B MaTepurane, Noy4yeHHOM U3 TOHKOrO KULEeYHWKaE
npv AyoAeHanbHoM acnvpaummn nnn ayoaeHanbHol 6noncumn. AnbTepHaTUBHbLIMU METOAAMU ABNSETCH
BbiiBNeHNe aHTureHa G.lamblia B hekanuax n onpeaenerHns ypoBHA Cneunpuyecknx aHtuten npo-
TvB Giardia B CbIBOPOTKe NauneHTa. Ceponornyeckoe TeCTMpoBaHue pacCMaTprBaeTCs Kak NonesHoe
LOMNOMHEHWEe B AMarHocTuke rmapanasa. Kpome noMoLm B NOCTaHOBKE AMArHo3a, OHO MOXET ObiTb
NONE3HbIM ANS OLUEHKM COCTOSHMSA MMMYHHOIO OTBETa NaumneHTa, a Takxke ANS 3NMAEMUONornYeCcKmx
nccnenoBaHuii.

3. MPUHLUMN AHANTU3A

Boissnenne cneunduuHelx K G. lamblia cymmapHbix aHTuTen B Tect-cucteme Vitrotest Anti-Lamblia
6a3npyeTcs Ha NpyHUMNe «<HenpaAMoro» TeepaoasHoro VIOA npu AByX3TanHoOW MHKybaumun. B nyHkax
nnaHweTa 3acopOMpPOBaHbl OUnLLEHHbIE aHTUreHbl G. lamblia. Bo Bpemsa nepBoro atana MHkybauum nc-
cnepyembix 06pasuoB B NyHKax NOA-nnaHweTa NponcxoanT CBA3bIBaHWe, Npy YC/I0BUN NPUCYTCTBUS
B o6pasuax, cneunduyHbix K G. lamblia aHTuTen ¢ aHTUreHamu Ha TBepaow dase. JTlyHku OTMbIBatOTCS
ONS yaaneHnsa HeCBS3aHHbIX KOMMNOHEHTOB, OCTAIOTCA TO/IbKO Cneunduyeckme KOMnIeKChl aHTUreH-aH-
TnTeno. Mocne 310oro 4o6aBNAETCS CMeCb aHTUBMAOBLIX KOHbBIOraToB (aHTW-IgG, aHTu-IgM 1 aHTu-IgA)
MOHOK/TOHA/IbHbIX aHTUTEN C MEePOKCUAA30M XPeHa, KOTOpble CBA3LIBAIOTCS C MMMYHHbLIMU KOMMEKCa-
MW Ha TBepaoit dhase. HecBA3aHHbIe KOMMOHEHThI YAANSIOTCA BO BPEMS OTMbIBaHMSA. KOMNAeKChl aHTu-
reH-aHTUTeNo BbISBAAIOTCS NyTem gobaBneHns pactsopa xpomoreHa 3,3',5,5'-teTpametnnbeH3vnanHa
(TMB) c nepekucelo Bogopoaa. Nocne 30 min nHkybGaunm peakunsa ocTaHaBNMBaEeTCA Npu AoOaBIeHNN
cTon-peareHTa. OnTnyeckas na1oTHOCTb (OF) B NyHKax onpefensercd Ha CnekTpohoTomMeTpe npu anu-
He BoNHbI 450/620-695 nm. 3HayeHune Of1, nonyyeHHoe aAna o6pasua, N03BONSET yCTAHOBUTb HannMume
NN OTCYTCTBUE aHTUTEN K G. Lamblia. IHTEHCMBHOCTL XENTON OKpacKn NPAMO NPONopLMOHanbHa Ko-
NMYecTBy aHTUTEeN B oOpasue.
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4. MATEPUAJTbl 1 OBOPYJOBAHUE

4.1. CoctaB Habopa

N®A-nnaHwer

ELISA STRIPS 1x96 B kaxpgon nyHke nnaHulera 3acopOMpPOBaHbl OUMLLEH-
NYHOK Hble aHTureHsl G. lamblia. JTlyHKN MOXHO OTAENATb,

12 cTpMNOB NO 8 NYHOK.

MonoXNTENbHbIA KOHTPONb

10,5 ml |PacTBOp  MMMYHOrMOGYAMHOB,  CNEUMMMYECKNX K
G.lamblia, C KOHCEPBAHTOM (PO30BbIN).

OTpULaTENbHBIA KOHTPONb

1x0,5 ml | OTpuuaTensbHas CbiIBOPOTKa KPOBW YeoBeKa C KOHCep-
BaHTOM (KEeNThIN).

PacTBop Ans pa3BefeHusi CbIBOPOTOK

SAMPLE DILUENT X12ml  [BydepHblli pacTBOp C AETEPreHTOM U KOHCEPBAHTOM
(broneToBbIiA).

PacTBop KoHblorata

BydepHbIi pacTBOP NEPOKCNAA3HOI0 KOHbIOrata MOHO-
[CONJUGATE SOLUTION] | 1x12 ml  |knoHanbHeIX aHTuTen K 1gG, IgM 1 IgA yenoseka, co cTa-
6nnnsatopamm 1 KOHCEPBAHTOM (3eNEHblIi),

rOTOBbIV K MCNO/Mb30BaHUIO.

Pactsop TMb
TMB SOLUTION x12ml |Pacteop TMB, H,O,, cTabunusatop, KOHCepPBaHT

(6eCLBETHbIN), FOTOBbIN K MCMOIb30BaHWIO.

PacTtBop Aans npombiBanus Tw20 (20x)
[WASH TWEEN]20X] 1X50 ml [ 20-T1 KpaTHbI KOHUEHTpaT hoctaTHoro 6ycepa ¢ Teu-
HoM-20 1 NaCl (6ecuBeTHbIN).

Cron-peareHt
STOP SOLUTION X12ml  |PacTtBop 0,5 mol/l H,SO4 (GecuseTHbli),

rOTOBbI K MCMNO/b30BaHMIO.
Kneikas nneHka (2), 6naHk BHecerns npoob (1) v MHCTPYKLUMA NO NPUMEHEHWIO.
4.2. lononHutenbHble peakTuBbl, MaTepuantl 1 060pyaoBaHNe

— ABTOMaTMYeECKME NUNETKN NnepeMeHHoro oo6bema Ha 10-1000 pl 1 HAKOHEYHUKM K HUM;
cnekTpooTOMETP (PUAEp) ANa MMKponnaHweToB Ha 450/620-695 nm,
MepHas nabopatopHas nocyaa (10-1000 ml);

LEVNOHM3MPOBAHHAA MW AUCTUNNNPOBAHHAA BOAS;

TepmocTar Ha 37 °C;

aBTOMATMYECKWIA UK NONYyaBTOMAaTUYECKUIA NPOMbIBATE b NNaHLWETOB (BOWeEP);
— KOHTeWHepbl 415 OTXOA0B NOTEHLMANBHO 3aPaXeHHOro MaTtepurana;

— TanmMep;

— mnbTpoBanebHas bymara;

— O[HOpPAa30Bble NepyaTKy;

Le3vHduunpyoLwmne CpeacTea;

3aWnTHaA oaexaa.

5. MEPbI MPEAOCTOPOXHOCTHU
5.1. MpepoctepexeHus
COﬁﬂ)O,aeHME' BpemMeHn MHKyﬁOL{MM nremneparypel ABNSETCA ‘J,Ues’BbNOﬁHO BAXHbIM [/15 KOPPEKTHOI0 pe3y/ibrara NOA.

— He NCMNOoNb30BaTb KOMMOHEHTbI TECT-CUCTEMbI MO OKOHYaHWIO CPOKa FOAHOCTY,

— He MUCMo/b30BaTh NPW aHann3e 1 He CMeLWrBaiTe KOMMOHEHTbI Pa3HbIX CePUiA, KOMMNOHEHTHI K3
TECT-CUCTEM PA3NYHBIX HO3OIOMNIA UK PeareHTbl APYrux NPoOn3BoANTENe B COYeTaHnM C Ha-
6opamn Vitrotest®;

Tpumeyanne: gonyckaetcs ucnonb308anne (WASH TWEEN]20X] [TMB SOLUTION] # [STOP SOLUTION]
APYrux cepui.

— Noc/ne UCNOMb30BaHWA peareHTa 3akpblBaTb KaX bl (h1aKOH CBOE KPbILLKOM;

— BO BpeM$A NPOMbIBaHWUA KOHTPOMIMPOBAaTb HANoOMHEHWE 1 NMOMHYIO acnupauunio pacTeopa u3 ny-
HOK;

— KaX[Ablh pas UCNO/Mb30BaTh HOBbI HAKOHEYHUK MUMNETKU A5 BHECeHNs 06pa3L0oB W peareH-
TOB;

— n36eraTb NoNagaHns NPsSMbIX COMHEYHbIX IyYei Ha peareHTbl TeCT-CUCTEMb;

— |TMB SOLUTION| gomkeH 6biTb 6€ClLBETHbIM Nepe MCNonb30oBaHneM. ECnv pactBop oKpalleH
TMB SOLUTION

B CUHWI WKW XENTbIN LBET €ro Hesb3a MCNoNb30BaTh. VI36erats KOHTakTa
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C MeTannamn uau noHamm metannos. [nd paboTel MCNOAb3YATE TONbKO YWCTYIO, TLWaTeNbHO
BbIMbBITYIO ANCTUNNIMPOBAHHOW BOAONM NOCYAY;

— HWM B KOEM C/ly4yae He WCMO/Ib30BaTb OAHY W Ty Xe nocyay A4 [CONJUGATE SOLUTION] n
TMB SOLUTION|

lpoussoanTeb He HeCeT OTBETCTBEHHOCTH 30 /I00bIe HEKOPPEKTHbIE PE3Y/IbTATH M HEONAronpyUsTHbIE CY4aMu,
BO3HUKLLNE BCAIEACTBAE HAPYILIEHWI BbILIEYKA3AHHbIX MPeAoCcTepexeHui. [lpon3soanTesis He HeceT 0TBETCTBEHHOCTH
30 BU3YQ/IbHBII yYET PEe3Y/IbTATOB AHA/IM3A (0€3 NCMOb30BAHUS CIEKTPOMOTOMETA).

5.2. Mepbl 6€30MacHOCTH

— BCe peareHTbl Habopa NpefHasHavYeHbl TONbKO A4 iN Vitro AMarHOCTUKU U MOTYT MCMOMb30-
BATbCHA TO/IbKO KBAaNMMPULUMPOBAHHBLIM MEPCOHANOM;

— MOCTAHOBKY aHa/nv3a NPOBOANTL TONbKO B OAHOPA30BbIX NepyaTkax 1 3aLlMTHbIX O4KaX;

— He J0onycKaeTcsa NMpuHUMaTh NULLy, MUTb, KYPUTb WAK NONb30BaTbCA KOCMETUKON B KOMHaTe
BbIMNO/THEHUA TECT];

— He nNMneTMpoBaTb PACTBOPbI PTOM;

— MNOMOXUTENbHbIA KOHTPO/b HE COAEPXMUT KOMMOHEHTOB YETOBEYECKOIrO MPOUCXOXAEHWUS;

— oTpuuaTenbHbl KOHTPOMAb TecT-cuctemsl Vitrotest® Anti-Lamblia npotectnposaH 1 HaligeH
oTpuLaTenbHbiM Ha aHTuTena k BUYY2, BI'C n Treponema pallidum 1 HBsAg, ogHako pa6oTtaTb
C HUM ¥ UccnepgyembiMy o6pasuamm cneayer Kak C NoTeHLUManbHO ONacHbIM MHPEKLMOHHBIM
marepunanom;

— HeKOTOpble KOMMOHEHTbl TEeCT-CUCTEMbI COAEPXAT HW3KME KOHLEHTpauuum BpeaHbiX Be-
LeCTB M MOTYT Bbl3BaTb pa3fpaxkeHWe KOXW W CAUM3KUCTbIX o6onodek. MMpu nonagaHum
[TMB SOLUTION], [STOP SOLUTION] v [CONJUGATE SOLUTION] Ha cnusncTsie 060/104KH U
KOXY HEOOXOANMO HEMEeANEHHO NPOMbITb NOPaXeHHOe MeCTO 60/bLLINMM KOTMYECTBOM BOAbI;

— B C/ly4Yae pa30pbi3rnBaHMa pacTBOPOB, HE COAEPXALLMX KUCAOTY, HanpuMep, CblIBOPOTOK,
o6paboTaTb NOBEPXHOCTb AE3UHMULMPYIOLLNM CPEACTBOM, @ 3aTeM BbITEPETL HACYXO Pu/b-
TpOBasibHOI 6yMaroii. B opyrom cnyydae KMCnoTy cHadana Heo6xoaAnMo HellTpannM3oBaTe pa-
CTBOPOM OnkKapOoHaTa HaTpud, a 3aTeM BbiITePETb MOBEPXHOCTb, KaK ONUCAaHO BhILIE.

5.3. YTnusauma otxonos

- XUWAKWE OTXOAbl CrieflyeT MHaKTMBUPOBaTb, HaNpUMep, PaCTBOPOM NepeKNCcH BOAOPOAa B KO-
HEeYHOW KOHLEHTpaunn 6 % B TeueHre 3 h Npu KOMHaTHOI TemnepaType, Uau r’MNoxX10pUTom
HaTPUA B KOHEYHOM KOHUEHTpauun 5 % B TedeHne 30 min, uam Apyrumun paspelleHHbIMu ge-
3UHMOUUMPYIOLWMMN CpeACTBaMY;

- TBEpAble OTXOAbl CriedyeT WHaKTMBMPOBAaTbL MyTeM aBTOK/MABMPOBAHWS npu Temnepatype
121°C B TeyeHune 1h;

- He aBTOK/1aBMPOBaTb PACTBOPLI, COAEPXallMe asua HaTPUSA UKW TUMOX/TOPUT HATPUS;

- yAaneHne MHaKTMBUPOBAaHHbLIX OTXO0A0B MPOBOANTL B COOTBETCTBUMN C AECTBYIOWMM HaLMO-
Ha/bHbIM 3aKOHOAATENLCTBOM,;

- ydaneHue ocTanbHbIX KOMNOHEHTOB TECT-CUCTEM NOCNE UCNONb30BaHNA NPOBOANTE COMTacHO
GLP (good laboratory practice) n geictBytollero HauMoHanbHOro 3akoHogaTeNbCTBa B chepe
obpalleHnsa ¢ OTXoaaMu.

6. XPAHEHWE N CTABU/IbHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/IbHbI B TEYEHWE CPOKA MOAHOCTH, yKa3aHHOIoO Ha 3TUKETKe, ecnu
nx xpaHutb Npu 2-8 °C. He gonyckaeTcsa 3aMopa)xvBaHue TeCT-CMCTEMbI. TpaHCNOpPTMPOBaThL Ha-
6op npu Temnepatype 2-8 °C. [lonyckaeTca 0Of4HOKpaTHaa TPaHCNOPTUPOBKa Npu TeMnepaTtype He
Bblwe 23 °C B TeYeHne AByX CYyTOK.

[locne BCKPpbITUS NePBUHHOM YINAKOBKN KOMIIOHEHTbI TECT-CUCTEMbI SB/ISIOTCS CTAOU/IbHBIMU B
TeyeHue 3 MecsaueB, KpOMe TeX, KOTOPbIE YKA3AHbI B 1. 8 HACTOSILYENR VIHCTpyKUymy.

7.M104rOTOBKA OBPA3LIOB

O6pa3Lbl CbIBOPOTKM MM NAa3Mbl KPOBM XpaHuTb Npu Temnepatype 2-8 °C He 6on1ee 3 cyTokK
nocne 3abopa. [ng 6onee ANNTENLHOrO XpaHeHUsa oOpaslbl XpaHUTb B MOPO3WU/IBHON Kamepe
npu temnepatype ot -20 go -70 °C. 3aMopoXeHHble o6pasLbl nepen Ncnoib3oBaHnemM Heobxoamn-
MO Pa3MOpPO3UTb M BblAepXaTb NPy KOMHATHOW TemnepaTtype B TedeHne 30 min. He ncnone3osatb
nporpeTble o6pasubl. [locne pasamopaxvBaHus o6pa3ubl cnedyeTr nepemeluaTbe 419 AOCTUXEHNA
OAHOPOAHOCTU. N36eraTb NOBTOPHOIO 3aMOpaxXKMBaHWS-OTTanBaHUA nccnegyembix o6pasuos. B
C/ly4ae NOMYTHEHMWA CbIBOPOTKM (MM NNa3mMbl) 0CBO6OANTL 0Opa3eL, OT HEPACTBOPUMbIX BK/IOHE-
HUIA LeHTpudyrnposaHmnem npu 3000 o6opoTos/min B TeueHne 10-15 min. He ncnonb3oBatb 06-
pasLbl CbIBOPOTOK (MM NNa3Mbl) C BbIPAXEHHOW NUNuaemMuneit, reMonm3om, a Takxe 6aktepuanb-
HbIM NpopacTaHneM. Ha pe3ynbTaTbl aHannsa He BAngeT NpucyTcTeue B obpasue 6unmpyonHa B
KoHueHTpaumn go 0,21 mg/ml (361,8 umol/l), remorno6uHa B KoHUeHTpaumun Ao 10 mg/ml v Tpurnn-
uepunaoB B KoHUeHTpauun go 10 mg/ml (11,3 mmol/l).

8.MOArOTOBKA PEATEHTOB

O4eHb BaXHO BbIACPXATH BCE PEAreHTbI TECT-CUCTEMbI NP1 KOMHATHOM Temneparype (18-25 °C) B reveHne 30 min
nepes ncrnosb308axHnem!

8.1. MoarotoBka NOA-nnaHweta

Onga npegynpexaeHnsa KoOHAeHcaunn BoAbl B NyHKax HeoOxoamMo oTkpbeiBaTb |ELISA STRIPS
TONbKO Noc/e BblaepxunBaHna 30 min npn KOMHaTHOW TemnepaType. [10TOM pacKpbITb BaKyyMHYIO
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YyNakoBKY, OTAENNTb HEOOXOAMMOE KOMMYECTBO /TYHOK, @ OCTa/lbHble CPa3y Xe TWwaTebHOo ynako-
BaTb C BNAronornoTUTENemM U XPaHUTb M10THO 3AKPLITLIMU HA 3AMOK (zip-lock) npu Temnepatype
2-8 °C. XpaHeHune TakiMm 06pa30oM ynakoBaHHOro naaHwerta obecneymsaeTt ero ctabuabHOCTbL B
TeyeHne 3 mecaues.

8.2. MpuroTtoBneHune pacTeopa Ans NPOMbIBaHMUS

[Na NpuUroToBNeHWs pacTBopa ANd NPOMbIBaHWA passecty koHueHTpat [WASH TWEEN]20X]
1:20 (1+19) AMCTMNNNPOBAHHOK UK AENOHM3MPOBAHHO BOAON, 3aTeM nepemellatb. Hanpumep,
4 ml koHUeHTpaTa + 76 ml BoAbl, 4TO A4OCTATOYHO ANdA 8 NyHOK. B cnyyae Hanuynsa KpucTtannos B
KOHLIEHTpaTe pacTBoOpa 419 NpoMblBaHUS, NporpeTsb pnakoH npu 37 °C 40 NONHOro pacTBOPEHNS
kpuctannos (15-20 min). PasseaeHHbIi pacTBOP MOXHO XpaHuTb Npu Temnepatype 2-8 °C He 60-
nee 7 CyTOK.

9. MPOLEAYPA AHAJTN3A

9.1. NMoaroToBMTb HEOOXOAMMOE KONTMYECTBO IYHOK A9 aHanmsa (Kon4ecTBo Mccneayemblx 06-
pasLoB W YeTblpe NyHKN ANA KOHTPONEN), BCTaBUTb X B paMky VIOA-nnaHweta. JTYHKU C KOH-
TPONAMYU 00A3aTeNTbHO BK/IIOYATb B KaX/Ayt0 MOCTAHOBKY aHanuns3a.

9.2.3anonHuThL 6n1aHk BHeCeHns Npoo.

9.3. MpuUrotoBUTL PACTBOP A4/ MPOMbIBaHWA COrNacHo nyHkTa 8.2.
9.4. BHecTn BO BCe NyHkKW nnaHweta no 90 ul [SAMPLE DILUENT]
9.5

.BHectnt B nyHkM no 10 pl KOHTponen v nccneayemMsix o6pasuos: B nyHky Al — [CONTROL] +],

B nyHku B1, C11a D1 — [CONTROL[—] B ocTanbHblie nyHkK - nccnegyemble o6pasibl. OCTO-
POXHO NMUNEeTUPOBaTb CMECh B /TYHKaX, He AOoNycKaa NeHoobpa3oBaHug. Ipun BHeECEHUN 00-
pa3sLoB NPONCXOAUT USMEHEHME LiBeTa pacTBOpa B NIyHKax C PMONETOBOrO Ha CUHWIA.

9.6.3aknenTb CTpUNbl KNEkoi NNEeHKOM U MHKYyOoupoBaTtb B TedeHre 30 min npu TemnepaType
37 °C.

9.7. Mo OKOHYaHWW MHKYBaLMN OCTOPOXHO CHATb KNElKylo NEHKY 1 NPOMbITb IYHKW NSATb pas C
MNCMNONb30BaHWEM aBTOMATMYECKOrO NPOMbIBATENSA UMW 8-KaHaNbHOW NUNETKK CNedytonm
ob6pasom:

— yAanuTb COAEPXNMOE NTYHOK B KOHTEMHEP AN XNAKMX OTXOA0B;

— HanoNHUTb NyHKK He MeHee Yyem no 300 pl pacTBOpa AN19 NPOMbIBaHWS, OCTaBUTb HE Me-
Hee yem Ha 30 s;

— acnupupoBaTb pPacTBOP U3 NIYHOK, OCTaTOYHbIi 0ObeM pacTBopa Noc/e acnupauun Ha
BCEX 3Tanax NpoMbIBaHUS OOMKEH COCTaBNATb He 6onee 5 ;

— NOBTOPUTb NpoUEeAypPYy NPOMbIBAHUA eLLe YeTbipe pasa;

— nocne nocnepHen acnupaunm n36aBuUTbCA OT NULHER BNaru, NOCTyKMBas NaaHWeTom no
dhunnsTpoBanbHo bymare.

9.8. B nyHku BHecTn no 100 ul [CONJUGATE SOLUTION]. CTpunbl HakpbiTh HOBOW KNelkoi naeH-
KO 1 MHKyBupoBaTb B TedeHne 30 min npun 37 °C.

9.9.T10 OKOHYaHUN MHKYOAaLMM OCTOPOXHO CHATb KNEWKYIO MAEHKY U MPOMbITh IYHKN NATb Pas,
Kak OnMnMcaHo B NyHKTe 9.7.

9.10.He kacadcb AHa U CTEHOK YHOK nnaHweTa, BHect no 100 pl B NTYHKW.

9.11. MIHKy6upoBaTb CcTpunbl B TedeHne 30 min B TEMHOM MeCTe Npu KOMHaTHOW TemnepaTtype

18-25 °C. He ncnonb3oBath KNeiKylo NIEHKY Ha AaHHOM 3Tane.
9.12.Ans ocTaHOBKM hepMeHTaTnBHOM peakumnmn BHecTn B NyHkW no 100 ul |STOP SOLUTION| npu-
[ePXMBaACh TOW XXe NocneaoBaTeNlbHOCTU, YTO U Npu BHeceHun [TMB SOLUTION|.
9.13.13mepuTb Ha puaepe Ol B KaXAoW NyHKe Npu AVHE BOMHbI - nm B TeyeHune
5 min nocne oCTaHOBKW peakuunn. 1o NpoBeAeHNS N3IMEPEHNA HEOOXOAMMO yOeanTsCca B
YMCTOTE HaPY>XHOW MOBEPXHOCTM AHA NTYHOK 1 OTCYTCTBMM My 3bIPbKOB.
Yyer pesynbTaroB aHA/IM3A MOXHO MPOBOAUTL B OAHOBO/IHOBOM PEXUME Mpu A/IMHE BOJHbI
450 nm, B 3TOM C/1iyHae caegyeT o0CTaBuTb SyYHKY A/18 YCTAHOB/IeHNS 6/1aHKA (B TAKYIO /1YHKY BHO-
cuTh T0/16Kk0 [TMB SOLUTION] # [STOP SOLUTION].

10. YYET PE3YJIbTATOB U UX UHTEPMPETALINA

10.1. YueT pe3ynbTraToB aHanu3a

Paccuuntatb cpefiHee 3HadeHue Ol oTpulatenbHoro KoHTpons (N ), ypoBeHb rpaHuyYHOro 3Ha4eH s
(Cut off - CO) n nHaekc no3nTmBHOCTM obpa3sua (IP

—

Nc = (NcT+ Nc2 +Nc3)/3;
CO=Nc+0,25;

IP =0OD /CO; rpe OD - on

sample sample sample obpasua
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10.2. [l0CTOBEPHOCTb pe3y/bTaToB aHanu3a

[aHHble TecTa cuMTaloTCa AOCTOBEPHbLIMU, €C/INM OHN OTBEYAIOT CrieayoWmnM TPe6oBaHNSAM:

CONTROLJ +] OMn=1,200
CONTROL[ -] OM<0,150
CONTROL[ -] Nc x 0,5 <Necn < Nc x 2,0

Ecnn ogHo 13 3HaveHwuit Ol oTpuLaTeNbHOro KOHTPONA BbIXOAUT 3@ Npefesbl ykasaHHOro
BblLE MHTEPBana, ero oT6pachiBatoT K pacCcUnTbIBaloT cpedHee NC No ocTanbHbIM 3HadeHnam Or1
oTpuuaTenbHoro KoHTpons. Ecnn 6onee ogHoro ns 3HaveHnin O oTpuuaTebHOro KOHTPONASA He
OTBEYAIOT YKAa3aHHbIM TPeOOBaHUAM, TO TECT CUMTAETCH HEKOPPEKTHbIM 1 TpebyeT NOBTOPHOrO
aHanusa.

10.3. MHTepnpeTauma pe3ynbraTos

1P mote > 1] NONOXUTENIbHbLIN
09< IP_ <1/ HEOMPEE/IEHBIN*
IP o <0.9 OTPULIATE TbHbIN

*HeonpeaeneHHble 06pasLbl pEKOMEeHAyeTcs nccnenosatb NOBTOPHO. ECn pesynbTaTsl CHOBA
OyayT B Npeaenax HeonpeaeneHHolx, ciedyer NponMssecT 3a60p HOBOro o6pasua.

1. ANATHOCTUYECKME XAPAKTEPUCTUKW TECTA

11.1. CneundnyHOCTb 1 YYBCTBUTENBHOCTD

ONna oueHKM 4YyBCTBUTENBHOCTM OblNo npoaHanv3anpoBaHo 44 obpasua CbIBOPOTOK KPOBMW,
NONOXUTENbHBIX B APYroi KOMMepuecKkoi TecT-cucteme. OTHOCUTENbHAs 4YyBCTBUTE/IbHOCTb
Vitrotest® Anti-Lamblia npu aToM coctaBnsana 94 %. B cpaBHUTENbHbBIX MCCNe0BaHMAX TECT-CUCTEMBI
Vitrotest® Anti-Lamblia ¢ apyroii KoMmep4eckoW TecT-cUCTeMO OblNO MNpoaHanu3npoBaHo 231
oTpuLaTenbHbIi o6pasel, CbiIBOPOTOK KPOBW AOHOPOB. [1pK 3TOM OTHOCKUTENbHAs CneunUyHOCTb
Habopa cocTasuna 97,5 %.
11.2. ToyHOCTb

MoBTOPSIEMOCTH PE3Y/ILTATOB B NPEAENAX OAHOMA NOCTAHOBKM aHam3a (Intra assay repeatability)
KoathdurumeHT Bapuaunm (CV) 4na Tpex CbiIBOPOTOK C Pa3HbIM YPOBHEM CNeunduyecknx aHtmTen
oueHvBanu B 24 NOBTOPax Ha OAHOW CEpPUN TECT-CUCTEMDI.

N° cbiBOpOTKHM or|Cp P, CV, %
38S 0,690 2,29 3,0
37S 1,646 5,47 5,8
17S 2,590 8,49 3,3

Bocnipon3soaumocTb pe3ynbiatoB MEXAY PA3ndHbIMU MOCTAHOBKaMu aHanun3a (Inter assay reproducibility)

KoappurumeHT Bapuaunn (CV) ana Tpex CbIBOPOTOK C Pa3HbIM YPOBHEM cneunduyeckmnx aH-
TUTEN OUEHMBaNN B TEYEHME YeTbipex AHEN B YeTbipex NOCTaHOBKax aHanusa, No 8 NOBTOPOB B
KaxxgoM aHanuse.

N° cbiIBOpOTKHM or|Cp IPCp CV, %
38S 0,672 2,28 4,2
37S 1,615 5,47 5,6
17S 2,523 8,56 7.3

12. OTPAHWUYEHWA AHAJIN3A

OKOHYaTeNbHbIM AMarHO3 He MOXeT OblTb YCTaHOBNEH TO/IbKO Ha OCHOBaHWW pe3ynsraTtos ce-
PONOrMYEeCcKOro TecTa, cnefyeT yunTbiBaTb KIMHUYECKME NPOABNeHUS 3a00neBaHna 1 AaHHble
NabopaTopHbIX UCCNeAoBaHUA (Hanpumep, pe3ynbTaTthl BbIABNEHUA LMCT B dhekanbHbiX Npodax
NN TPOHO30MUTOB B AyOodeHanbHOM COAEePXMMOM, pe3ynbTaTel BbiaBNeHUs aHTureHa G./lamblia B
hekanunax).

Henb3a NONHOCTLIO NCKMNOUNTL NEPEKPECTHBLIE PEaKUMK C aHTUTENAMMN K aHTUreHam APy rux na-
pasunToB.

CneumntundHble k Giardia lamblia aHTuTena MoryT He NPOSBAATLCS y AeTel C yCTORYMBBIM U ANN-
TeNbHbIM NAMOINO30M.

Cnepyet 3aMeTuTb, 4TO aHTUTeNa knacca lgG k G. lamblia MoryT anuTtensHoe Bpems NpoaBNATb-
ca B VMDA, gaxke nocne yCcnewHo NnpoBeAeHHOro NeYeHns.
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13. MPOBJIEMbI, KOTOPbIE MOI'YT BO3HUKHYTb IMPW NMPOBEAEHUN UDA U

CIOCOBbl UX'YCTPAHEHUA

Bo3moxHbie NpnYnHbI

Cnocobsbl ycTpaHeHns npobaem

Bbicokuit hoH B JIYHKQX BCero riaxduera

3arpA3HeHHbIn NpoMbIBaTENb

[MpPOYNCTUTL FONOBKY NPOMbIBATENSA U MPOMbITh
30 % pacTBOpPOM 3TU/IOBOrO CNMPTa, 3aTeM
OVCTUNMPOBAHHOW BOAOW

Hunskoe kauecTBO MK 3arpsA3HEHHOCTbL BOAbI

Icnonb3oBaTh OUMLLEHHYIO BOAY C yAENbHbBIM
conpotusnexmem > 10 MQ-cm.

Vicnonb3oBaHne NNOXO BbIMbITOW NOCYyAbl

Vicnonb3oBaTb XMMUYECKW YUCTYIO Nocyay

Vicnonb3oBaHue Ae3nHpUUMPYIOLLMX CPEaCTB,
coaepXallnx xnop

He ncnonb3oBatb xnopcoaepxaline
aesnHguumpylowme cpeactaa

Mcnonb3oBaHWe 3arpsa3HeHHbIX HAKOHEYHUKOB

Mcnonb3oBaTb HOBbIE HAKOHEYHUKM

YBennueHo BpemMs nHKyGauum nim usmeHeH
TemnepaTypHbIi pexunm

[MpuaepxmBaTbCa pexuma nHKybaunmnm cornacHo
MHCTPYKUMU NO NPUMEHEHWUIO

Beicoknit hoH B oTh€/IbHBIX PSAAX

[NoBTOpHOE BHEeCceHWe pactBopa TMb

PactBop TMB BHOCUTL 0AMH pa3

3arpasHeHne KoHyca aBTOMATUYHOMN MUNeTKu
pacTBOPOM KOHbBlOraTa

MpoYNCTUTL NUNETKY U OCTOPOXHO HabupaTs
pactsop

3arpsA3HeH OAMH U3 KaHanoB NpOMbIBaTeNa

MpouncTnTh KaHan NpoMbIBaTENSA, MPOMbITL BOLLEP

3Hayenne Of noAoXUTeIbHOr0 KOHTPOIS HUXE YCTAHOBCHHOM FPAHULIbI

HenpasuabHO NPUrOTOBAEH NN HE BHECEH OAUH U3
peareHToB (KOHblOraT unm pactsop TMB)

[MoBTOpHO NpoBecTn MDA, 06paTnTb BHUMAHWE Ha
NPUroTOBNEHUE 3TUX peareHToB

CokpallleHO BpeMs nHKyBaLnmn Ha OAHOM UX 3TanoB

[MpoBoAnTE NMHKYGaLMIO COrNacHO UHCTPYKLMK NO
NPUMUHEHWIO

VIHTEHCUBHOCTb OKPALLNBAHUS JTYHOK He oTBeqaeT nosyyerHHoin Of1

CmelleH onTuyeckuii nyy

[poBepUTL KOPPEKTHOCTL PaboThl puaepa
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Vitrotest® Anti-Lamblia
CXEMA AHAJIN3A

BbinepxaTb Bce peareHTbl He meHee 30 min npn 18-25 °C nepen
MNCMo/b30BaHNEM

BrecTtn 90l [SAMPLE DILUENT]| B TYHKM

(chuonetosblii eT)

BHecTn 10 pl koHTponen n o6pa3uoB B NYHKU:
AT —[CONTROL[ +],

B1, C1, D1 —[CONTROL[ -],

E1 v apyrue nyHkn — nccnegyemble o6pasubl
(LBeT U3MEHNTCS C YMONETOBOIrO HA CUHMI)

3akneunTb CTpunbl NNeHKOM’, nHkybuposaTe 30 min npu 37 °C

MpoMbITb NyHKK 5 pa3 passenéHHbim 1:20 (1+19) pacTBOPOM ANA MPOMbIBAHUS
Tw20 (300 pl B nyHKy)

No6aBnTb 100 pl [CONJUGATE SOLUTION] B NyHKM
(3en1eHblIit 4BeT)

3akneunTb CTpunbl NAeHKOM’, nHkybuposaTe 30 min npu 37 °C

MpoMbITb NyHKK 5 pa3 passenéHHbim 1:20 (1+19) pacTBOPOM ANA MPOMbIBAHUS
Tw20 (300 pl B nyHKy)

[o6asunTb 100 pl B KaXnayto NyHKY

MHky6uposaTb 30 min B TemHoTe npu 18-25 °C

OcTtaHoBUTbL peakumto BHeceHnem 100 pl [STOP SOLUTION

(UBET MEeHSIeTCs1 C CUHEro Ha XE/Tbil)

Onpegenntb onTnyeckyto N1oTHoCTbL (OD) npu 450/620-695 nm

YYET PE3Y/IbTATOB MHTEPTPETALMA PE3YJIbTATOB
Nc = (Nc1+Nc2 +Nc3)/3; -
CO=Nc+0.25 sample >11 MOJTOXNTEJIbHBIN
IP, e =0D 1/ CO; 09< IP, . <11 | HEOMPENENEHHbI/
Nc- 0D, nnm 3[CONTROLT=] -
CO - Cut off, IP- UHAEKC NO3UTUBHOCTH IPSEmpIe <0,9 OTPULIATEIbHbLIN




NHCTPYKLMS 1O NMPUMEHEHWIO

TKO58

Vitrotest® Anti-Toxocara o

MMMyHOdJepMeHTHaF! TecT-cucteMa AN4 BbIABNEHNA aHTUTEN K Toxocara canis

1. HASBHAYEHUE

VIMMyHOhepMmeHTHaa TecT-cnuctema Vitrotest® Anti-Toxocara npegHa3HadyeHa ANs BbIABNEHUS aH-
TMTen knacca lgG k Toxocara canis B CbIBOPOTKE WM NnasMe KPoBW YenoBeka. TecT-Habop MoXeT
ObITb MPUMEHEH KaK ANA NPOBeAeHNS UMMYyHO(PEPMEHTHOrO aHanm3a (MPA) ¢ ncnonb3oBaHWEM aB-
TOMaTUYECKMX MUNETOK U CTaHAAPTHOrO 060PYAOBAHMS, TaK M ANA NOCTAaHOBKM HA8 aBTOMaTUYECKOM
NMMYHOMEePMEeHTHOM aHann3aTtope OTKPbLITOro Tuna.

2. KNMHUYECKOE 3HAYEHUE

Tokcokapo3 - 300HO3HOe 3a601eBaHKne, 00yCNOBNEHHOE Napa3nTPOBaHMEM B OPraHn3Me Yeno-
BEKa NIMYMHOK KPYTblx YepBei pofda Toxocard, H4acTo NpoTeKatoLee C NOpaXeHneM BHY TPEHHNUX Op-
raHoB 1 rnas. 3a60neBaHve WMPOKO PacnpOCTPaHEHO BO BCEX CTPaHax MMpPa, K TOMY Xe, Yalle BCero
nopaxatoTtca AeTu. VI3BeCTHbl HECKO/IbKO BMAOB 3TOr0 PoAa, B NaTonornm YenoBeka Havbonbllee
n3yyeHa ponb Toxocara canis (FeNbMWHT, YTO NOpPaxaeT, NPeVMYLLECTBEHHO, CEMENCTBO COOaYbyXx),
MeHbLLe - Toxocara cati (nopaxaeT, NpenMyLLeCTBEHHO, NpeAcTaBuTeNnein cemeicTea Kolwaybmx).

MICTOYHMKOM MHBA3MKW ANs YenoBeka, raBHbIM 06pa3oM, ABNATCS coBGakK, 3arpasHatoLime no-
4By giillaMun TOKCoKap, BblAeNad nx BmecTe ¢ dekanmamun. MHpUUMpoBaHHOCTb co6ak 3TUM refb-
MWHTOM cocTaBnseT npumepHo 15-50 %, HO B HEKOTOPbLIX pernoHax gocturaet 90%. bonbHble noan
He ABNSIOTCA MCTOYHMKOM WHBA3MU, TaK Kak B UX OPraHn3Me LMK Pa3BUTUS TOKCOKAP HEMOHbI
(nonoBo3penbie hopMbl He 06pa3yioTCs).

Jlioan 3apaxatoTca TOKCOKapO30M NP NPOrnatbiBaHnn aul, TOKCOKap € NuLen uav BOAON, 3a-
FPSASHEHHbBIMU BbIAENEHVNAMMU XMBOTHbIX, @ TAKXE NPU KOHTaKTe C 3apaxXeHHbIMU XUBOTHbIMU. JTNUMH-
KW, BbIXOASLIME U3 AUL, MUTPUPYIOT CKBO3b CTEHKM KULLIEYHKKE B KDOBEHOCHOE PYCNO 1 NONaAatoT B
pas3MyHble OPraHbl U TKaHW, rae MHKaNCynMpyTCa v, COXpPaHaa AnuTensHoe Bpems 6M0N0rnyeckyto
aKTVBHOCTb, BbI3bIBAIOT IMUYMHOYHYIO (hopMy 3a60/1eBaHna. MUrpnpys B opraHMsMe 4yenoseka, nu-
UYMHKM TPABMUPYIOT TKaHW, OCTaBNAS HEKPO3bl 1 BOCNANMUTE NbHbIE NPOLECCHI.

KnuHnyeckre NpoaBneHns TOKCOKapo3a 3aBUCAT OT 10KaNM3aummn napasntos v MHTEHCUBHOCTH
NHBa3UW. B KNMHUYECKOM TeUYeHUN BbIAENAOT ABE (DOPMbI MHBA3MW: BUCLEPA/bHbI CUHAPOM «<MUMPU-
pyloLen nnuumHkm» (visceral larva migrans) n Tokcokapo3 rnas (ocular larva migrans). BucuepanbHbiii
TOKCOKapO3 4acTo NPOABAAETCA NMXOPaAKON C peumanBamMm B TeHEHNEe HECKONbKUX Heaenb, Aaxe
mecsueB. OTMeYaeTca yBenmyeHne oTaeNbHbIX NMMMATUYECKMX Y3108, HaONOAaeTCH nopaxeHne
OpraHoB AblXaTenbHOM CUCTEMBI (OPOHXUTEI 1 BPOHXOMHEBMOHMW). [pakTU4eckn Ang BCeX Cyvaes
XapakTepHa 303nHOpUINA.

MMPUXM3HEHHbIN NapPa3nMTONOrMYecKnin AnarHo3 TOKCOKap03a ABIAETCA NPakTUYeCKN HEBO3MOX-
HbIM, NOCKONbKY OOHAPYXWUTb MUFPUPYIOLLME NNYNHKK B OpraHusme TpyaHo. [nctonornyeckune umc-
cnefoBaHng O6MONTATOB NWWb B PSIAe C/yYaeB NMO3BONSHOT BbIABUTL IMUMHKU TOKCOKAP M YCTaHO-
BWTb NapasnTONOrMYecKnin anarHos. B 10 e BpemMs MHOroUMC/IeHHbIe UCCNEeA0BaHNA NOKa3au, Yto
Ceponornyeckne UCCNefoBaHns C NCNONb30BAHNEM OUYULLEHHBIX @HTUFEHOB TIMYMHOK, B YaCTHOCTK
MMMYHOMEPMEHTHbBIN aHanu3, SBASIOTCA AOCTATOYHO YYBCTBUTE/BbHBIM U CNeundUyHbIM METOA0OM
[AMArHoCTVKW. Ha cerofHaWHNin AeHb 3TUM METOAOM OOHapYyXMBaIOT aHTUTENa, CNeunduYHbIe K 3KC-
KPETOPHO-CEKPETOPHbBIM U COMATUYECKUM aHTUIEHaM NMUYNHOK Toxocara canis.

3. NPUHLWM AHATIU3A

BeiaBneHve aHtMTENn Knacca 1gG, cneumdunuyHblx K Toxocara canis B TecT-cucteme
Vitrotest® Anti-Toxocara 6a3vpyeTcs Ha npuHUmMne «<HenpaMoro» teepgodasHoro NOA npu oByxaTan-
HOM MHKy6aumKn. B nyHkax nnaHweTta 3acopOnpoBaHbl aHTUreHbl TMYNHOK T. canis. Bo Bpems nepBo-
ro atana WHkybauuu nccnegyembix oopasuoB B nyHkax VMPA-nnaHwera NpovcxXoanT CBA3bIBaHME,
npv YCNOBUM NPUCYTCTBUSA B 06pa3uax, CneuntmyHbiX K 7. canis aHTUTEN C aHTUIeHaMu Ha TBePAOW
haze. JlyHKV OTMbIBAIOTCSA ANS yAaNEeHWS HECBA3aBLUMXCHA aHTUTEN, OCTaloTCA TObKO cneunduye-
CKWNEe KOMMIEKChl aHTUTeH-aHTUTenNo.

[Mocne 310ro AO6aBNAETCA KOHbIOraT aHTMBMAOBBLIX aHTU-IgG MOHOKMIOHANbHbBIX aHTUTeN C ne-
pOKCMAa30ii XxpeHa, KOTOPbIA CBA3bIBAETCS C MMMYHHbIMW KOMM/IEKCaMn Ha TBepAoW ase. Hecss-
3aHHble KOMMOHEHThI YAanaTCs BO BPEMS MPOMbIBKU. KOMMNEKChl aHTUIeH-aHTUTEeNO BbIABAAOTCS
nytem go6aBneHnd pactsopa xpomorexa 3,3',5,5'-tetpametnnbensunanHa (TMB) ¢ nepekunceto Bogo-
poaa. MNocne 30 min nHKybaunn peakunsa ocTaHaBaMBaeTCa 1 ontuyeckasa NnoTHOCTh (ON) B nyHkax
onpeaenseTca Ha cnekTpodoTomMeTpe Npu annHe BonHel 450/620-695 nm. 3HaveHne Of1, nony4yeH-
Hoe Ana o6pasua, NO3BONSET BbIABUTL HA/IMYME AN OTCYTCTBUE aHTUTEN K T. canis. IHTEHCUBHOCTb
XEeNTol OKpackn NPONopuUnoHanbHa KONMYeCcTBy aHTMTen B o6pasue.

Pepnakuus 4
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4. MATEPUANBI N OBOPYIOBAHUE
4.1. CocTaB Habopa

196 N®A-nnaHwer
ELISA STRIPS VHOK B Kaxao# nyHKe nnaHweTa 3acopOmnpoBaHbl aHTUMEHbI
Y NWYUHOK T. canis. JTYHKN MOXHO OTAENATb.
12 CTpMNOB NO 8 NYHOK.
[onoXnTENbHBIA KOHTPONb
CONTROL[ +] 1x0,5 ml PactBop WMMYHOrnoOynMHOB, cneunpuyecknx K
T. canis, C KOHCEPBAHTOM (PO30BbI).
OTpuuaTenbHblil KOHTPONb
CONTROL| -] x0.5ml PacTBOp anbbyMurHa C KOHCEPBAHTOM (KENTbIN).
PacTBop Ans pa3BefeHMs CbIBOPOTOK
SAMPLE DILUENT 1x12 ml BythepHbIi pacTBOp C AETEPrEeHTOM N KOHCEPBAHTOM
(KOpUYHEBO-3€MEHbIN).
PactBop KoHbtorata
BydepHbIi pacTBOp MOHOK/OHaNbHbLIX aHTUTen K IgG
[CONJUGATE SOLUTION] | 1x12 ml yenoBeka, KOHbIOIMMPOBAHHbLIX C MepoKCMaAa3oi xpe-
Ha, CO cTabunm3aTopamMm U KOHCEPBAHTOM (3€1EHbIN),
rOTOBbIV K MCMONB30BaHMIO.
Pactsop TMb
TMB SOLUTION 1x12 ml Pacteop TMB, H,O, crabwnusatop, KOHCepBaHT
(6ecLBETHbIN), FOTOBbLIN K MCMONb30BaHMIO.
PacTtBop ans npombiBanns Tw20 (20x)
[wASH TWEEN]20X] x50 ml 20-TV KpaTHbIi KOHLEHTPaT docdaTHoro Gydepa c
TBuHOM-20 1 NaCl (6ecuBeTHbIN).
Cron-peareHTt
STOP SOLUTION 1x12 ml Pactgop 0,5 mol/l H,SO4 (6ecuBeTHbii),
rOTOBbIM K MCNONB30BAHMIO.

Knetikas nnexka (2), 6naHk BHeceHns npoo (1) U MHCTPYKUMSA NO NPUMEHEHMUIO.
4.2. [lononHutenbHble peakKTuBbI, Matepuanbl U oGopyp,osane

ABTOMaTUYECKME NUNETKN NepeMeHHoro oobema Ha 10-1000 pl 1 HaKOHEUYHUKN K HUM;
cnekTpodotomeTp (praep) 4na mMukponnaHweTtos Ha 450/620-695 nm,
MepHas nabopatopHaa nocyga (10-1000 ml);

AEVIOHU3MPOBAaHHAs UK AUCTUNNNPOBAHHAA BOAS;

TepmocTart Ha 37 °C;

aBTOMAaTUYECKUA MK NONyaBTOMATUYECKU NMPOMbIBaTE b NIAHLLETOB (BOLWeEp);
KOHTEWHEepPb! AN9 OTXOA0B NOTEHUMANBHO 3aPaXXeHHOro MaTepurana;

Tanmep;

dunnsTpoBanbHaa 6ymara;

O[HOPa30Bble NepyaTKy,;

Ae3nHuumpyowme cCpeacTaa,

3alUMTHaa odexaa.

5. MEPbI MPEAOCTOPOXHOCTHU

51

MpenoctepexeHus

CobniogeHne BpemeHn MHKyGCIUMM n Temneparypbl 4B/5eT1CA 4PE3BbIYANHO BAXHBIM [/151 KOPPEKTHOIO pesy/nbrara
NDA.

— He NCnob30BaTb KOMMOHEHTbI TECT-CUCTEMbI MO OKOHYaHWMIO CPOKa rogHOCTH;
— He MCMOoMb30BaTh MPU aHAMN3E N HE CMELUVMBANTE KOMMOHEHTbI PAa3HbIX Cepl/ll7l, KOMIMOHEHTDI

N3 TECT-CUCTEM Pa3IMYHbIX HO30/TOM WA MW PeareHTbl APYruX NPoM3BOANTENER B COYETaHMN
c Habopamu Vitrotest®;

Tpumeyanue: gonyckaercs ucrnonbsosarne [WASH TWEEN]20X] [TMB SOLUTION] # [STOP SOLUTION]
APyrux cepuil.

Mocne NCNONb30BaHUS peareHTa 3akpblBaTb KaXAbl (D/1akKOH CBOE KPbILLKOW’;

BO BPEMS MPOMbIBAHUA KOHTPOMMPOBATb HAMOMHEHME N MOMHYIO acnupaunio pacteopa 13
NYHOK;

KaxAblh pa3 MCNonb30BaTb HOBbIV HAKOHEYHUK MUNETKN ANA BHECEHUA 00pa3LoB un pea-
FeHTOB;

nsberate NONagaHUaA NPSAMbIX COMHEYHbIX /TyHei Ha peareHTbl TeCT-CUCTEMBI;

Pepnakuusa 4



— |TMB SOLUTION|aonxeH 6bITb 6ecuBeTHbIM Mepeancnonb3oBaHnem. Ecnmpacisop okpatleH
TMB SOLUTION

B CUHUIA UM XXENTbIN LBET ero HeMb34 UCMOoMb30BaTh. 136eratb KOHTakTa

C MeTannamu unn noHamu metannos. [na paboTel UCMONb3YNTE TOIbKO YUCTYIO, TLATENbHO

BbIMbITYO ANCTUNMPOBaAHHOW BOAOW NOCYAY;
— HW B KOEM C/ly4ae He WCronb30BaTh OAHY M Ty e nocyay ans [CONJUGATE SOLUTION] u

TMB SOLUTION|

Ipon3BoanTeNb He HeCeT OTBETCTBEHHOCTH 30 /00bIE HEKOPPEKTHBIE PE3Y/IbTAThI M HeGAAroNpPUsTHbIE C/yYaM,
BO3HMKLLINE BCIEACTBAE HAPYILICHNI BbILLICYKA3AHHBIX MPEA0CTePEXeHmit. [TDON3BOANTE b HE HECET OTBETCTBEHHOCTH
30 BUSYQ/IbHBI yHET PE3y/IbTaTOB GHA/I3A (6€3 NCMOMb30BAHNS CMIEKTPOMHOTOMETPA).

5. 2 Mepbl 6e30nacHOCTH
BCe peareHTthbl Haﬁopa npeaHasHa4deHbl TO/1bKO ANng in vitro AONArHOCTUKKN N MOryT NCNoONb30-
BaTbCH TO/NTbKO KBa}'Il/ICbVILLMpOBaHHbIM nepcoHanowm;

— MOCTAaHOBKY aHa/iM3a NpoBOANTb TOJ/IbKO B OAHOPA30BbIX NepYaTKax N 3allMTHbIX O4YKaX;

— He AonyckaeTcd NpuHmMaTb nully, b, KYPUTb WX MOMTIb30BATbLCA KOCMETUKOW B KOMHaTe
BbIMO/THEHUNA TECTQa,

— He nnnetnpoBaTb PACTBOPbLI PTOM;

— NONOXUTENbHbIA 1N OTpVILLaTe/'IbeIW KOHTPOMN He coepXxaT KOMMOHEHTOB 4Ye/nnoBe4YeCKoro
NPONCXOXAEHNS;

— HEeKOTOpble KOMMOHEHTbl TeCT-CUCTeMbl coAepXaT HU3KKMe KOHUeHTpauun BpedHblX Be-
IeCTB M MOrYT Bbl3BaTb pPa3fgpaxeHne KOXW W CAM3UCTbIX o6ono4vek. [pu nonagaHum
[TMB SOLUTION], [STOP SOLUTION] # [CONJUGATE SOLUTION| Ha cnnsucTblie 060104KM 1
KOXY HeO@XOﬂV]MO HeMeO/TeHHO NPOMbITb MOpPaXeHHoe MeCTo 60MbLUMM KONMYECTBOM BOAbI;

— B C/ly4Yae pa30pbI3rMBaHna pacTBOPOB, HE coAepXXallunx KWUCIOTY, HanpuMep, CbiIBOPOTOK,
06paboTaTb NOBEPXHOCTb AE3NHMULMPYIOLLMM CPEACTBOM, @ 3aTEM BblITEPETL HACYXO (PUMb-
TpoBanbHoOM GyMaroi. B apyrom ciydae KUCAOTY CHavana HeobxoaAnMo HelTpann3oBaTb pa-
cTBOpOM OrkapboHaTa HaTpKs, a 3aTeM BblTEPETb MOBEPXHOCTb, Kak ONMUCAaHO BhiLLe.

5.3. YTunusauusa otxonos

- XKWAKKWE OTXOAbl cnefyeT MHAaKTMBUPOBaTb, HaNpUMep, PacTBOPOM NepPeKncn BOAOPOAA B KO-
HEeYHOW KOHLEeHTpauun 6 % B TedeHre 3 h Npu KOMHaTHOI Temnepatype, Uan r’MnoxXa10pUTom
HaTPUA B KOHEUHOM KOHLEHTpauumn 5 % B TedeHne 30 min, unmn Apyrummn paspeLleHHbIMu ge-
3UHOUUMPYIOLWMMN CpeACTBaMY;

- TBepable OTXOAbl CneayeT WHaKTMBMPOBATb MyTeEM aBTOK/1aBMPOBaHWA Npu Temnepatype
121°C B TeyeHune 1h;

- He aBTOK/NaBMPOBaTb PACTBOPLI, COAEPXALLME a3U HATPUA UK TUNOXTOPUT HATPUS;

- yAaneHune MHaKTVBUPOBAaHHbIX OTXO40B NPOBOANTL B COOTBETCTBUN C AEWCTBYIOLWMM HALMO-
Ha/bHbIM 3aKOHOAAaTEbCTBOM,;

- yAaneHue oCTasbHbIX KOMMNOHEHTOB TECT-CUCTEM NOC/E UCNONb30BAHNA NPOBOANTE COMNTaCHO
GLP (good laboratory practice) n geictBytoLlero HauMoHanbHOro 3akoHogaTeNbCTBa B chepe
oOpalleHnsa ¢ OTXoAaMu.

6. XPAHEHWE N CTABW/IBHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/BHBI B TEHEHWE CPOKA NOAHOCTH, yKa3aHHOro Ha 3TUKETKe, ecu
nx xpaHutb npu 2-8 °C. He gonyckaeTca 3aMopaxuBaHue TeCT-CUCTEMbI. TPaHCNOPTUPOBAaThb Ha-
60op npu Temnepatype 2-8 °C. [lonyckaeTtcs ogHOKpaTHasa TpaHCNOPTUPOBKa Npu TemnepaType He
Bbiwe 23 °C B TeYeHne AByX CyTOK.

[locne BCKPbITUS MePBUYHOM YIAKOBKN KOMITOHEHTbLI TECT-CUCTEMbI SIB/ISIOTCS CTAOU/TBbHBLIMU B
TeyeHue 3 MecsaleB, KpOMe Tex, KOTOPbIE YKA3AHbI B 1. 8 HACTOSALYENR VIHCTpyKUmy.

7.110ATOTOBKA OBPA3LIOB

OO6pasLbl CbIBOPOTKM MK NAa3Mbl KPOBU XpaHuTb nNpu Temnepatype 2-8 °C He 6onee 3 CyToK
nocne 3abopa. [ng 6onee ANNTENLHOrO XpaHeHUs obpaslbl XpaHUTb B MOPO3W/IbHON Kamepe
npu temnepatype ot -20 go -70 °C. 3aMopoXeHHble o6pasLbl nepeg ncnonb3oBaHnemM Heobxoamn-
MO Pa3MOpPO3UTb M BblAEpPXaTb NPy KOMHATHOW TemnepaTtype B TedeHne 30 min. He ncnonb3osatb
nporpeTble o6pasuebl. [locne pasmopaxuBaHus oopasubl cnedyeT nepemewars ANA AOCTUXKEHNS
oaHopoAHOCTH. M3beraTb MOBTOPHOIO 3aMOPaxXWBaHUA-OTTanBaHUA nccnegyemMbolx oopa3uos. B
c/lyyae NOMYTHEHUS CbIBOPOTKM (MW Na3mMbl) 0CBO6OANTL 06pa3eL, OT HEPACTBOPUMBIX BK/OUE-
HUIA LeHTpudyrnposaHmem npu 3000 o6opoTtos/min B TeueHue 10-15 min. He ncnonb3oBaTtb 06-
pasLbl CbIBOPOTOK (M1 NNa3Mbl) C BbIPAXEHHOW NUNuaemMuneit, reMonm3om, a Takxe 6aktepuanb-
HbIM NpopacTaHneM. Ha pe3ynbTaTthl aHann3a He BAMAET NpUCyTCTBMe B o6pa3ue 6unmpybuHa B
KOHueHTpauum go 0,21 mg/ml (361,8 umol/l), remorno6uHa B KoHueHTpauun 4o 10 mg/ml v Tpurnun-
uepunaoB B KoHUeHTpauun go 10 mg/ml (11,3 mmol/l).
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8.MOArOTOBKA PEATEHTOB

O4eHb BaXHO BbIAEPXATh BCE PEAreHTb TECT-CUCTEMbI NP1 KOMHATHOM Temneparype (18-25 °C) B teveHmne 30 min
nepes ncrnosb308axHnem!

8.1. MoarotoBka NOA-nnaHwWweTa

Ona npeaynpexaeHns KoHaeHcauun Boabl B lyHKax HeOGX0AMMO OTKPbIBATb TOMBKO Noc/ie
BblAepxnBaHua 30 min Npu KOMHaTHOW TemnepaTtype. [10TOM packpbiTb BaKyyMHYIO YNakoBKY,
OTAENUTb HEeOoBXOAMMOEe KOMMYECTBO /IYHOK, @ OCTallbHble Cpa3y Xe TWaTeNbHO ynakoBaTb C
BNaronornoTuTenem u XpaHuTb n10THO 3AKPLITLIMU HA 3AMOK (zZip-lock) npu Temnepatype 2-8 °C.
XpaHeHure TakvM 06pa30oM ynakoBaHHOMO naaHWweTa o6ecneynBaeT ero CTabunbHOCTb B TeYeHne
3 mecaues.

8.2. MpuroTtoBneHne pactBopa AN NPOMbIBaHNS

[ns npuroToBneHua pacTeopa AN NpoMbiBaHWA passecTu koHueHTpaT [WASH TWEEN]20X]
1:20 (1+19) AMCTMNNNPOBAHHOK UM AENOHM3MPOBAHHOM BOAOM, 3aTeM nepemellatb. Hanpumep,
4 ml KoHueHTpaTa + 76 ml BOAbl, 4TO AOCTATOYHO ANdA 8 NyHOK. B cnyyae Hanuuna kpuctannos B
KOHLIEHTpaTe pacTBopa ANA NPOMbIBaHUA, NporpeTs nakoH npu 37 °C 40 NONHOro pacTBOPEHNS
kpuctannos (15-20 min). PazBeaeHHblii pacTBOP MOXHO XpaHuTb nNpu Temnepatype 2-8 °C He 60-
nee 7 CyTOK.

9.1. TloAroTOBMUTL HEOOXOAMMOE KOTMYECTBO IYHOK ANA aHann3sa (KoAn4ecTBo nccneayembolx 006-
pas3LOoB 1 YeTblpe NYHKW ANA KOHTponeri), BCTaBUTb nx B pamky MPA-nnaHweTta. JIYHKU C KOH-
TpONAMM 06S3aTENbHO BK/IOYATb B KaXXAy0 NMOCTAHOBKY aHanu3a.

9.2. 3anoNHUTL 61aHK BHECEHUA MPoo.

9.3. MpuUrotToBUTL PACTBOP A1 MPOMbIBaHWA COrNacHo NyHkTa 8.2.
9.4. BHecTn BO BCe NyHkU nnaHweta no 90 ul [SAMPLE DILUENT]
9.5

. BHecTn B nyHku no 10 ul KOHTponel v ccneayemMbix 06pasLos: B nyHky Al — [CONTROL] +],
B NyHku B1, C1T1a D1 — , B OCTaNbHbIE NYHKU - UCCNefyeMble 06pasLbl. OCTo-
POXHO NMMNEeTMPOBaTb CMeCb B /TYHKaX, He Aonyckad neHoobpa3soBaHus. [pn BHeceHnn oo-
pas3LoB NPOUCXOANT UBMEHEHME LiBeTa PacTBOPA B /lyHKaxX C KOPUYHEBO-3€1EHOr0 Ha CUHUA.
9.6.3aknenTb CTpunbl KNeikoli NNeHKol U MHKyoupoBaTtb B TedeHne 30 min npu TemnepaType

37 °C.

9.7. [0 OKOHYaHMU NHKYGaLMn OCTOPOXHO CHATb KNEWKYIO NEHKY U MPOMbITb TYHKW NSATb Pas C
MNCMNONb30BAHWEM aBTOMATMYECKOrO NPOMbIBATENSA UKW 8-KaHANbHOW NUNETKK CNedytolnm
o6pa3om:

— yOanuTb COAEPXMMOE TYHOK B KOHTEHEP ANF XUAKUX OTXOAOB;

— HaNONHUTb NYHKKN He MeHee Yem no 300 pl pacTBopa ANS NPOMbIBAHUA, OCTaBUTb HE MEHee
yeM Ha 30 s;

— acnupupoBaTb PacTBOP M3 SIYHOK, OCTATOUHbIN 0ObEM pacTBopa Noc/ae acnmpaunm Ha BCcex
3Tanax NPOMbIBaHNA AONXKEH COCTaBNATL He 6onee 5 (;

— NOBTOPUTb NpoLEeAypy NPOMbIBAHMS elle YeTbipe pasa;

— nocne nocnegHer acnupaumn n3GaBUTLCS OT AWLWIHER BNarn, NOCTYkMBas MaaHWeToMm no
dhuneTpoBanbHoO bymare,

9.8. B nyHku BHecTn no 100 pl [CONJUGATE SOLUTION]. CTpunbl HaKpbITh HOBOW KNeikoi naeH-
KO 1 nHKyOunpoBaTb B TedeHne 30 min npun 37 °C.

9.9.T10 OKOHYaHUN MHKYOAaLMM OCTOPOXHO CHATb KNEUKYIO NNEHKY U NPOMbITb NYHKKU NATb Pas,
Kak OnucaHo B NyHKTe 9.7.

9.10.He kacascbh AHa 1 CTEHOK JTYHOK nnaHwerta, BHecTtr no 100 ul B /TYHKMW.

9.11. MIHKy6upoBaTb CTpunbl B TeveHne 30 min B TEMHOM MecCTe Npu KOMHaTHOW TemnepaTtype
18-25 °C. He ncnonb3oBaTth KNeikyto NIEHKY Ha AaHHOM 3Tane.

9.12. N5 OCTaHOBKM (PepMEHTaTUBHOW peakummn BHecTn B NyHku no 100 ul |STOP SOLUTION| npu-

[EePXMBaACh TOW Xe NocNeaoBaTeNbHOCTU, YTO U NPU BHeECEHUN [TMB SOLUTION|.
9.13.N3mepuTb Ha puaepe Of1 B kaxaon nyHke npu gnvHe BonHbl 45 -695 nm B TeueHne
5 min nocne ocTtaHoBKW peakuun. [Jo npoBeaeHns naMepeHns HeooxoammMo yoeantbeca B
YNCTOTE HAPY>XXHOW NOBEPXHOCTM AHA NYHOK 1 OTCYTCTBUM MY 3bIPbKOB.
Yuer pesynbraroB aHAM3a MOXHO MPOBOAUTL B OAHOBO/IHOBOM PeXume rnpu A/IMHe BOJHbI

450 nm, B aTOM C/1y4ae caefyer OCTaBUTb IYHKY A7151 yCTAHOBAEHMS O/IaHKA (B TAKYIO /TYHKY BHO-

cnTb TO/1KO [TMB SOLUTION] # [STOP SOLUTION).

10, YYET PE3Y/IbTATOB U UX MHTEPMPETALNA
10.1. YueT pe3ynbTaToB aHann3a

Paccuwntats cpeaHee 3HaueHne Ol oTpuuatenibHOro KOHTpons (N ), ypOBEHb rpaHMYHOro
3HaueHusa (Cut off - CO) n nHaekc No3MTMBHOCTN oOpa3La (IPsample),

Nc=(Nc1+Nc2+Nc3)/3; CO=Nc+03; IP =0D /CO; rpe OD

sample sample

on

sample - obpasua
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10.2. locTOBEPHOCTL PE3YNbTaTOB aHanM3a
ﬂ,aHHbIe Tecta CUHMTaTCHA AOCTOBEPHbIMU, €C/i OHM OTBEeYatoT Ccneaytolmnmm TpeﬁOBaHMﬂMZ

CONTROLJ +] OD = 1,200
CONTROL[ -] OD < 0,150
CONTROL[ -] Nc x 0,5 < Necn < Nc x 2,0

Ecnn ogHo 13 3HadeHuii Ol oTpuuatenbHOro KOHTPOAA BbIXOAWUT 3a npefesbl yKa3aHHoro
Bbllle nHTepBana, ero OTépaCblBaDT N pacCcynTbiBatOT CpeaHee Nc no ocTtanbHbIM 3Ha4yeHuam Ol
oTpMUaTEeTbHOIrO KOHTPONA. Ecnn 6onee O[HOro N3 3Ha4YeHUn ornl oTpMLUATETbHOIO KOHTPONA He
OTBEYAIOT YKA3aHHbIM TPeOOBaHUAM, TO TECT CUYMTAETCA HEKOPPEKTHLIM U TpebyeT NOBTOPHOIO
aHasimsa.

10.3. UHTepnpeTaumsa pe3ynbratoB

IP e > 11 MONOXUTE bHbIN
09<IP_ <11 HEOMPEE/IEHbIA*
IP e <09 OTPULIATE/TbHbIN

*HeonpepeneHHble 06pa3libl peKOMeHAyeTCs UCCnefoBaTh NOBTOPHO. ECn pe3ynbTaTbl CHOBA
OyadyT B npeAenax HeomnpeaeneHHblx, cnefyeT nponssect 3a6op HOBOro o6pasua.

1. ANATHOCTUYECKME XAPAKTEPUCTUKW TECTA

11.1. CneundnyHOCTb 1 YyBCTBUTENIBHOCTD

Ons oueHKn 4yBCTBUTENBbHOCTWM OblIO0 NpoaHanu3anpoBaHo 97 o6pa3LoB CbIBOPOTOK KPOBMU,
NONOXMUTENbHbBIX B ABYX APYTMX KOMMEPYECKUX TECT-CUCTEMAX, OTHOCUTENbHAA YYBCTBUTE/TbHO-
cTb Vitrotest® Anti-Toxocara npu atom coctasnana 98 %. Kpome 10ro, B CpaBHUTENbHbIX UCCne-
AO0BaHUAX TecT-cuctembl Vitrotest® Anti-Toxocara ¢ Apyroi KOMMepUYeCcKon TecT-cucTemMoi 6blno
npoaHanM3npoBaHo 285 oTpuuaTenbHbiXx 06pa3L0B CbIBOPOTOK KPOBU. [1p1 3TOM OTHOCKTENbHARA
cneumunyHoCcTb Habopa cocTasunia 97,9 %.

11.2. TouyHOCTb

[ToBTOPAEMOCTH PE3Y/ILTATOB B NPEAE/IAX OAHOM MNOCTAHOBKM aHAM3a (Intra assay repeatability)

KoadppurumeHT Bapunaumnm (CV) ana 3 cbIBOPOTOK C pa3HbiM YPOBHEM Cneundnyecknx aHTuTen
oueHnBanu B 24 noBTopax Ha OAHOW Cepun TeCT-CUCTEMbI.

N° cbiBOpOTKM ODCp P CV, %
21L 0,449 1,36 2,2
31L 1,223 3,71 5,9
58L 0,605 1,83 4,7

BocnponzsoanmocTs pesybTaros MexAy pasmyHeIMyu NOCTAHOBKAaMM aHam3a (Inter assay reproducibility)
KoadhhmumeHT Bapmaunm (CV) ana 3 CbIBOPOTOK C pa3HbIM YPOBHEM Ceunduyecknx aHtuten
oueHVBanu B TedeHne 4 AHel B 4 NOCTaHOBKaxX aHannsa, No 8 NOBTOPOB B KaXA0OM aHanmnse.

N° cbiBOpOTKM ODcp IPcp CV, %
76L 1,118 3,26 4,42
78L 1,540 4,49 3,70
79L 0,484 1,41 5,43

12. OTPAHUYEHWA AHAJTU3A

[lonoxuTenbHbl pesynstat B TecT-cucteme Vitrotest® Anti-Toxocara 9sBn1sgeTca CBUAETENbCTBOM
HaNMuMa y naumMeHTa aHTUTeNn knacca IgG, cneumunyHbix K Toxocara canis. Hanuuve aHTuten ato-
ro Kjacca y HOBOPOXAEHHbIX HE ABNAETCHA AOKa3aTeIbCTBOM MHBa3UK Toxocara canis.

HeonpeneneHHble pe3ynsTaTel MOryT CBMAETENLCTBOBATL O MHBa3MKM Toxocara canis B aHam-
Hese.

OTpuuaTtenbHbli pesyneTaTt B TecT-cucteme Vitrotest® Anti-Toxocara ceugetrensciByeT 06 oOT-
CYTCTBUM B ccnegyemMomM obpasLe aHTuTen, cneumuyHbix K Toxocara canis, nam KOHUeHTpaumus
cneumpuryecknx aHTuTen Hmxke npegena YyBCTBUTENbHOCTM aHannsa.

Pepnakuus 4
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OKoHYaTe bHbI ANarHo3 He MOXeT ObiTb YCTAHOB/IEH TO/IbKO Ha OCHOBaHUW Pe3y/bTaToB ce-
ponoruyeckoro Tecta. Mpun ycTaHOBNEHUM AnarHo3a cneayeT yunTbiBaTb pe3ynbTaTbl KOMMIEKCa
NabopaTopPHBIX U MHCTPYMEHTAabHbIX UCCNeA0BaHWiA, a TakxXe K/IMHUYecKne NpossneHns sadone-
BaHWSA. Henb3s NOMHOCTbIO MCK/TIOYWUTbL MEePEKPECTHbIe peakUnu C aHTUTeNaMm K aHTureHam apy-
TUX FreNbMUHTOB.

13. MPOBJIEMbI, KOTOPbIE MOI'YT BO3HMKHYTb IMPW NMPOBEAEHUN UDA U
ClMOCOBbl UX'YCTPAHEHUSA

Bo3moxHbie mpnunHel Crioco6eb! ycTpaHerns npobaem

Bbicoknii hoH B JiyHKAX BCErO M/1QHLLIETA

[MpoYnCTUTL FONOBKY NPOMbIBATENS M MPOMbITh
3arpAsHeHHbIn NpoMbiBaTeNb 30 % pacTBOpPOM 3TW/IOBOrO CNMpTa, 3aTeEM
AOUCTUNNMPOBAHHOM BOAOM

Mcnonb30BaTh OUYMLLEHHYIO BOAY C YAENbHbBIM
conpotuenerHunem > 10 MQ-cm.

Hu3koe kayecTBO UIKn 3arpAaA3HeHHOCTb BOAbI

Mcnonb3oBaHne Na10xXo BbIMbITOW NOCYAbI Vicnonb30oBaTh XMMUYECKN YNCTYIO NOCYaAY
Mcnonb3oBaHune aesnHUUMpyoLWwmnx cpeacTs, He ncnonbsosaTth X1IOpCOAepXaLyme
cofaepxallmx xaop AesvHuumpyiolne cpeacTaa
Vicnonb3oBaHMe 3arps3HeHHbIX

crnoneso € sarpsisHe Mcnonb30BaTb HOBbIE HAKOHEYHWUKY
HaKOHEYHNKOB
YBENMUYEHO BpeMA MHKYOaLUN NN USMEHEH MpunaepxuBatbCa pexmnma nHKyobaumnm
TeMnepaTypHbIA pexmnm COMNACHO MHCTPYKLMM NO NPUMEHEHWIO

Bbicokuii hoH B 0T14€/1bHbIX PSAAX
[NoBTOpHOE BHeceHume pactBopa TMb PactBop TMB BHOCUTb 04WH pa3
3arpsi3HeHne KoHyca aBToMaTuyHo NuneTkn  MpoYnCTUTb MUAETKY U OCTOPOXHO HabupaTb
pacTBOPOM KOHblOrata pacTBop
[poYnCcTUTL KaHaN NPOMbIBATENS, MPOMbITh

3arpasHeH oMH U3 KaHa/0B MPOMbIBaTENA
P A P Bowep

3rayenne O no10XNTE/ILHOIO KOHTPOJIS HUXE YCTAHOB/IEHHOM IPAHMLIb!

Hel‘lpaBVlﬂbHO npuUroToBaeH Nan He BHeCeH
OOWNH N3 peareHToB (KOH'b}OI'aT nnn pacTteop

MoBTOpHO NpoBecTn NPA, o6patnTb
BHMMaHWe Ha NPUrOTOB/IEHME 3TUX PeareHToB

TMB)
CokpalleHo BpeMsa UHKyBaumuu Ha OAHOM MX MpoBOAUTE MHKYGALUMIO COMMTACHO MHCTPYKLMUM
37TanoB no NPUMEHEHNI0

VIHTeHCUBHOCTH OKDALUNBAHWA JIYHOK He oTBedaer ﬂOﬂyquHOﬁ or
CMelleH onTUYecKui nyy MpoBEepUTL KOPPEKTHOCTL PaBOThl puaepa
JINTEPATYPA

1. Brunello F, Falagiani P, Genchi C. Enzyme immunoassay (ELISA) for the detection of specific IgG
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Vitrotest® Anti-Toxocara
CXEMA AHAJI3A

BblgepxaTb BCe peareHTbl He meHee 30 min npu 18-25 °C nepeg
MNCMoNb30BaHNeM

BHecTr 90 pl |[SAMPLE DILUENT| B NyHKM

(KopnyHEeBO-3€e/1eHblil LiBET)

BHecTn 10 pl koHTpoOnen n o6pa3uoB B YHKU:
A1 —[CONTROL[ +]

B1, C1, D1 —[CONTROL] -],

E1 v apyrue nyHkn — nccnegyemble obpasubl
(LBET U3MEHNTCS C KOPUYHEBO-3E/IEHOMO HA CUHUI)

3akneunTb CTpUNbl NNEHKON, MHKyBuposaTb 30 min npu 37 °C

MpoMbITb NyHKK 5 pa3 passenéHHbim 1:20 (1+19) pacTBOPOM 419 MPOMbIBAHUS
Tw20 (300 pl B nyHKYy)

No6aBuTb 100Ul [CONJUGATE SOLUTION] B 1yHKM
(3eneHbiit Usert)

3akneunTb CTpunbl NAeHKo’, nHkyouposaTe 30 min npu 37 °C

MpoMbITb NyHKK 5 pa3 passegéHHbim 1:20 (1+19) pacTBOPOM A9 MPOMbIBAHUS
Tw20 (300 pl B nyHKYy)

[o6aBunTb 100 pl B KaXayto NyHKY

MHky6uposaTtb 30 min B TemHoTe npu 18-25 °C

OctaHoBUTb peakumto BHeceHnem 100 pl [STOP SOLUTION

(UBET MEHSIeTCSI C CMHEro HA XE/Tbli)

OnpegennTtb oNnTUYeckyto N1oTHOCTL (OD) npu 450/620-695 nm

YYET PE3Y/IbTATOB MHTEPTMNPETALNA PE3Y/IbTATOB
Nc = (Nc1+Nc2 +Nc3)/3; _
CO=Nc+0.3: comple 11 MONOXUNTENbHbBIN
lPsamp\e:ODsamp\e 0,9< IP <11 HEOMPEOE/NEHHLIN

Nc-OD, . ana 3[CONTROL [—]

sample

CO - Cut off, IP- uHAeKC NO3UTUBHOCTK |Psamp|g <09 OTPVILIATE/TbHBIIA




IHCTPYKLIS 3 BUKOPUCTAHHS
- TKO43
Vitrotest® HCV-1gM 96 anaiaia

IMyHO(hepMeHTHa TecT-cnucTemMa AN BUABNEHHSA aHTUTIN Knacy IgM go Bipycy
renatuty C

1. NPU3HAYEHHA

IMyHOtbepmeHTHa TecT-cuctema Vitrotest® HCV-IgM npusHaveHa Ang BUSBAEHHSA aHTUTIN Knacy
IgM po Bipycy renatuty C (BI'C) y cupoBatui v nnasmi Kposi moanHn. TecT-Habip moxe OyTw 3a-
CTOCOBaHWIA 9K ANa NpoBeAeHHS iIMyHOMepMeHTHOro aHanisy (I®A) 3 BUKOpUCTaHHAM aBToOMaTUy-
HWX NINETOK Ta CTaHAapPTHOro 06NadHaHHA, Tak | AN NOCTAHOBKM Ha aBTOMaTUYHOMY iMyHOdep-
MEHTHOMY aHani3atopi BiAKPUTOro Tumny.

2. KNMHIYHE 3HAYEHHS

3a gaHumMu BcecBiTHBOT opraHi3auii oxopoHu 340p0B’A, 6/113bk0o 150 MiNbHNOHIB Nt0Aelr XPOoHiY-
HO iH(hikoBaHi Bipycom renatuty C i wopiyHo 6inblue 350 Tncay oci6 BMMpatoTb Big NOB'A3aHMX 3
renatntom C xBOpOO MeuUiHKN. 3aXBOPIOBAHHSA MOXE MaTu roCTpuii abo XPOHIYHMIA nepeobir, Npu
LbOMY HaliyacTilwe npoTikae 6e3 B1upaxeHnx cumntomie. OgHak, XxpoHizauisa iHpeKUii Nnpu3BoaAnNTb
00 UMPO3Y NMeYiHKK Ta PO3BUTKY renatoLe/IioNapHOl KapLUUHOMU.

36yaHvkoM renatnty C € ManeHbKnii BKpUTHin 06010HKO Bipyc (50 nm B giameTpi), Wo MiCTUTb
oaHonaHutorosy PHK, BigHocuTbCca Ao poavHu dnasiBipycis. B cknaai reHomy BI'C BugindaoTb
30HM, WO KOAYIOTb CTPYKTYPHI Ta HECTPYKTYPHI 6inkn. [JO CTPYKTYPHUX @HTUIeHIB BipyCy Hanexartb
HyK/neokancuaHuin 6inok — core Ta ABa OiNkN 30BHILWHBOT 06010HKU — E11 E2. HecTpykTypHi 6inkun
npeacTtaBneHi Komnnekcom 6inkiB 3 hepMeHTaTMBHO0 akTUBHICTIO — NS2, NS3, NS4a, NS4b, NS5a
Ta NS5b. ¥ BignoBiab Ha iH(iKyBaHHS BipyCOM B OpraHi3Mi NIOAMHU NPOAYKYIOTbCS cneundidri
aHTUTING 4O BCixX OiNKiB BipycCy.

CydacHa nabopaTtopHa aiarHoctuka renatuty C 6a3y€eTbCsa Ha BUSBNEHHI cneundivHnx mapke-
piB iHikyBaHHa BI'C: aHTUreHriB BipyCy, aHTUTiN 40 BipycHUX 6inkis Ta PHK Bipycy B 6ion0rivyHmx
pignHax opraHiamy. Haiibinblw paHHiM Mapkepom BI'C-iHdekUii € BipycHa PHK, gka BUABNAE€TLCS B
KpOBI iH(hiKOBaHOIO Yepes 2-6 TUXKHIB Bi4 MOMEHTY iHiKyBaHHA. Yepes oanH-ABa TUXHI Yy KPOBI
BUSBNAETLCA Ccore aHTureH Bipycy renatuty C. Ha 6-8 Tv>XHi OpraHiaMoM nNpoaykyloTbCs cneuu-
ivHi aHTUTING KNacy IgM. Ak Npu rocTpomy, Tak i Npu XPoHiYHOMY renatuTi C Ui aHTUTING MOXYTb
BUABNATUCSA TpUBaNWiA Yac i ABNAIOTbCA MapKepoM akTUBHOI BipyCHOI pennikauil. H13bki Tntpm
aHTK-BIr'C IgM aHTuTin BUasnaoteca y 50-80 % Bnnaakis xpoHiyHoro renatuty C. Y 6inblWoCTi iHgi-
KOBaHMX aHTuTiNa Knacy IgG cnovaTtky 3'aBnst0TbCa 40 eniToniB 6inkiB core Ta NS3, i nunwe nisHiwe
(4epes 20-22 TnxHi nicna iHpikyBaHHA) 4o NS4. OKpiM TOro, iIHTEHCUBHICTb NPOAYKLUIT aHTUTIN Ao
6inky NS4 y geakunx reHotmnis BI'C H1XYe, B TOW Xe Yac KinbkiCTb aHTUTiN Ao 6inkis core Ta NS3
BWCOKa A/19 BCIX TEHOTUMIB.

Ha cboroaHilWHii AeHb 3 METOIO MEPBUHHOI AiarHOCTMKM BipycHoro renatuty C ta TecTyBaHHs
LOHOPCLKOI KPOBi 4N BUABNEHHS cneundivHmx 4o BI'C aHTUTin nepeBaxHo 3acTocoBytoTh QA B
AKOMY BUKOPUCTOBYIOTLCS PEKOMOIHaHTHI 6inku core, NS3, NS4 ta NS5.

3. NMPUHLUMN AHANIZY

BusBnenHa aHtuTin knacy IgM, cneundivHmnx go BIC, B Tect-cuctemi Vitrotest® HCV-IgM 6a3y-
E€TbCA Ha MPUHLMUNI «<HEeNpaMoro» TBepaodasHoro I®A y ABoeTanHin iHKy6aLii. B nyHkax nnaHweTy
3acopboBaHi peKoMbiHaHTHI aHTureHu Bipycy renatuty C core, NS3, NS4. Iig yac nepworo etany
iHKyOauil gocnigxyBaHux 3pas3kiB B NyHkax I®A-nnaHweTa, cneundiyni go BIC antuTting, 9KLWo
BOHM NPUCYTHI, 3B’A3YI0TbCA 3 aHTUIeHaMu Ha TBepPAIn dasi. JlyHKM BigMUBAIOTECA ANA BUAANEHHA
He3B'A3aHMX aHTUTIN, 3aN1WatoTbCa Nue cneungiyHi KOMNAeKen aHTUreH-aHTuTiNo. INicnsa uboro
[0AAETbCS KOH'IoraT aHTMBMAOBUX aHTU-IgM MOHOKNOHANBHUX aHTUTIN 3 MEPOKCHAA30l0 XPOHY,
AKWI 3B'A3YETLCA 3 IMYHHUMU KOMMIEKCAMK Ha TBepAilt hasi. He3B'A3aHi KOMMOHEHTU BUAANAI0Tb-
cq nig Yac BigMmMBaHHA. KOMNIeKCH aHTUreH-aHTUTINO BUSBNAIOTLCS LWAAXOM AOAaBaHHSA PO3YUNHY
xpomoreny 3,3’,5,5-tetpametnnoeHsangnny (TMB) 3 nepekncom sogHrto. INicng 30 min iHky6auii
peakuia 3ynMHAETLCS AoAaBaHHAM cTon-peareHTy. OnTuyHa ryctunHa (O B NyHKax BU3HAYa€ETbCA
Ha cnekTpooTomMeTpi Npy 4OBXMHI xBUNi 450/620-695 nm. 3HaueHHa O, oTpumaHe Ans 3pas3ka,
[03BOMAE BUABUTU HAABHICTb ab0 BiACYTHICTb aHTUTIN knacy IgM fo BI'C. IHTEHCUBHICTb XOBTOro
3a6apBNEHHA NPONOPLiiHA KINbKOCTI aHTUTIN, 3B’A3aHWX 3 aHTUreHaMn Ha TBepAilt dasi.

4. MATEPIANIN TA OBNTAIHAHHA
4. Cknap Habopy

I®A-nnaHwer
1x96 B KOXHilA AyHUi nnaHweTty 3acopboBaHi pekoMOi-
[ELISA STRIPS] . v
ELISA STRIPS NYHOK HaHTHI aHTUreHn BI'C core, NS3, NS4. JlyHkn MOXHa
BigokpemaBaTtu. 12 cTpmnie No 8 NyHOK.
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CONTROL] +] 1x0,7 ml Po3uunH cneundivHmx iMyHOrNoOyNiHIB 3 KOHCEpPBaH-

Mo3UTUBHWI KOHTPO/b

TOM (POXEBWIA).

CONTROL[ -] 1%1.8 ml HeratnsHuit KOHTPO/b

Po3urH anb6yMiHy 3 KOHCEPBAHTOM (KOBTUA).

SAMPLE DILUENT 1x10 ml BythepHnin po34nH 3 AeTepreHToM Ta KOHCEePBaHTOM

Po3unH ang po3BefieHHA CMPOBATOK

(KOPUYHEBO-3E€1EHNA).

Po3uuH KoH’toraty
BythepHNii po34nH MOHOKNOHaNBHUX aHTKUTIN 4o IgM

[CONJUGATE SOLUTION] | 1x12 ml NIOAVHY, KOHIOroBaHUX 3 MepoKCMAa30k XPOHY, 3i

cTabinisatopaMn Ta KOHCEPBaHTOM (3eneHuii), roto-
BUI 1O BUKOPUCTAHHSA.

TMB SOLUTION 1x12 ml PosunH TMB, H,0,, ctabinizatop, KoHCepBaHT (6es-

Po3ynn TMB

6apBHWIA), rOTOBUIA 4O BUKOPUCTAHHS.

Po3uuH ans npomusanHa Tw20 (20x)

[WASH TWEEN]20X] x50 ml 20-Tn KpaTHWIn KOHLEeHTpaT doctaTtHoro Gydepy 3

TeiHOM-20 Ta NaCl (6e36apBHNii).

STOP SOLUTION 1x12 ml PosuuH 0,5 mol/l H,SO, (6e36apBHwii), rotosuidi Ao

Cron-peareHTt

BUKOPUCTaAHHA.

Knetika nniBka (2), 6naHk BHeceHHs Npoo (1) Ta IHCTPYKLiS 3 BUKOPUCTaHHSA.

4.2.

[llopatkoBi peakT1Bm, MmaTepianu 1a 061agHaHHS

ABTOMAaTWYHI NiNeTKN 3MiHHOro 06’eMy Ha 10—1000 pl Ta HAKOHEYHWKM A0 HUX;
cnekTpodoTomeTp (pigep) Ans MikponnaHweTtis Ha 450/620-695 nm;
MipHWiA na6opaTtopHuii nocya (10-1000 ml);

feioHizoBaHa abo AMCTUAbOBAaHAa BOAA;

TepmocTart Ha 37 °C;

aBTOMaTUYHMI @60 HaniBaBTOMaTUYHMA NpOMMBaY NAaHLWETIB (BOWwep);
KOHTeliHepw A4 BiAXOAIB NOTEHLIHO 3apaXeHOoro matepiany;
Tanmep;

hinbTpyBanbHWiA Nanip;

OHOPA30Bi PYKABUYKU;

aesiHgikylodi 3acobu;

3axXUCHWIA oaar.

5. 3ACTEPEXEHHSA TA 3AXOU BE3MNEKK

51

3acTepexeHHs

LloTpuMarHs 4acy iHKyOauii Ta TeMneparypy € HaA3BUYAAHO BAX/IMBAM [/15 KOPEKTHOrO pe3y/bTary I@A.

He BMKOPUCTOBYBATN KOMMOHEHTW TECT-CUCTEMM MICNA 3aKiHYEHHS CTPOKY NPUAATHOCTI;

He BMKOPWCTOBYBATK Mif Yac aHanisy Ta He 3MillyBaTi KOMMOHEHTUN PI3HUX Cepili, KOMMOHEH-
TN 3 TECT-CUCTEM PISHMUX HO30/OT i @00 peareHTH iHWKX BUPOOHUKIB Y MOEAHAHHI 3 Ha6opamu
Vitrotest®;

TMpumirka: gonyckaetscs sukopuctanHs [WASH TWEEN]20X] [TMB SOLUTION]7a [STOP SOLUTION]/x-
LIMX CEPIn.

NiCNA BUKOPUCTAHHA peareHTy 3aKpMBaTU KOXeH (PN1aKOH CBOEID KPULLKOIO;
nif 4ac NPOMUBAHHS KOHTPOMIOBATY HANOBHEHHA Ta NOBHY acnipaLito PO34MHY 3 YHOK;
KOXHOrO pa3y BUKOPUCTOBYBATU HOBUIM HAKOHEUYHWK MINETKKN ANA BHECEHHS 3pa3kiB abo pe-
areHTis;

HVMKaTW NOTPANASHHS NPAMKUX COHAYHUX MPOMEHIB Ha peareHTn TeCT-cucTemu,;
mMae OyTn 6e36apBHUM nNepen BUWKOPUCTAHHAM. FAKLWO PO34MH 3abaps-
NEeHUn B CUHIN ab0 XOBTUI KONIP, MOr0 HEe MOXHa BUKOPWUCTOBYBATU. YHUKATN KOHTaKTY
3 MeTanamu a6o ioHamu Metanis. [1nsa poGOT BUKOPUCTOBYBATH /IMLLIE UK-

CTWIA, peTenbHO BUNONOCKAHW ANCTUNBOBAHO BOAOIO NOCYA;
Hi B AKOMY pa3i He BUKOPUCTOBYBATU OAWH i Toi xe nocya ans [CONJUGATE SOLUTION] ta

TMB SOLUTION|

Pepakuia 1 2/8



Bupo6huk He Hece BiAMOBIAANLHICTL 30 OyAb-SKi HEKOPEKTHI PE3Y/IbTATA Ta HECHPUAT/INBI BUMQAKN, LUO BUHUK/IN
BHAC/IIAOK NOPYLUEHb BALLEHABEACHNX 30CTEPEXEHb. BUPOOHMK He Hece BIANOBIAA/IbHICTb 30 Bi3yabHuil 007K pe-
3Y/ILTATIB AHANI3Y (0€3 BUKOPUCTAHHA CEKTPOHOTOMETPA).

5.2. 3axoaun 6e3neku

— MOCTAaHOBKY aHasisy npoBoOANTU N1LIe B 3aXMCHOMY OAA3i, OAHOPA30BUX PyKaBMyKax Ta 3a-
XWUCHUX OKYyndApax;

- He AONyCKaeTbCA NPUAMaTH XY, MUTK, NannuTn abo KOPUCTYBATUCA KOCMETUKOIO Y KiMHaTI BUKO-
HaHHA TecTy,;

- He ninetyBaTh PO34MHU POTOM,;

- MO3UTUBHWI Ta HeraTUBHUI KOHTPONI TecT-cnctemn Vitrotest® HCV-IgM He MICTATb KOMMOHEH-
TiB NIOACLKOrO MOXOAXKEHHS;

— [eAKi KOMMNOHEHTN TECT-CUCTEMU MICTATb HU3bKi KOHLEHTPaLIT WKIANNBUX PEYOBUH Ta MOXYTb
CNPUYMHUTM NOAPa3HEHHS WKIipW Ta CAIN30BMX OOO0MOHOK. [py NoTpannaHHi
[STOP SOLUTION] 1a [CONJUGATE SOLUTION] Ha ciM30Bi 060M10HKM Ta LKipy HEOOXiAHO He-
ranHo NPOMUTK ypaxeHe Micue BENUKOIO KiNTbKICTIO BOAU;

- y pasi po306pn3KYyBaHHA PO34YMHIB, LLO HE MICTATL KMCNOTY, Hanpuknaa, CMpoBaTok, 06poouTH
NOBEPXHIO Ae3iHpIKyO4MM 3aCOO0M, a MOTIM BUTEPTU HACyxO (inbTpyBasibHUM nanepom. B
iHLWOMY BMNaAKy KUCNOTY cnovaTtky NoTPiOHO HelTpanisyBatn po3unHom 6ikapOoHaTy HaTpito,
a noTiM BUTEPTHN MOBEPXHIO AK OMUCAHO BULLLE.

5.3. Y1unisauis Bigxoais

- PiaKi BiAXoAn cnif iHakTMBYBATU, HANPUKAAL, PO3YUHOM NepPeKnCy BOAHIO Y KiHLEBIN KOHLEH-
Tpauii 6 % ynpoaosx 3 h 3a kiMHaTHOT TemnepaTtypu, abo rinOX/I0PUTOM HATPIlO Y KiHUEBIM
KOHLeHTpaUii 5 % npotarom 30 min, a6o iHWWMK O3BONEHUMU Ae3iHDIKYIOUYMMM 3acobamu;

- TBepAi BiAXoAu CNif iHaKTMBYBaTW LWAAXOM aBTOKNaByBaHHS 3a Temnepatypu 121°C ynpoaosx

- He aBTOK/1aBYBaTW PO3UMHMU, LLO MICTATb @31 HaTPito ab0 rinoX/10pUT HAaTPIto;

- BWAANEHHS iIHAKTMBOBaHWX BiAX0A4iB MPOBOANTM 3rifHO 3 YMHHUM 3aKOHOAABCTBOM YKpaiHu;

- BMAANEHHSA pelT KOMMOHEHTIB TeCT-CMCTEM MICNS BUMKOPWUCTaHHA nposoauTu 3rigHo GLP
(good laboratory practice) Ta UMHHOrO 3aKOHOAABCTBa YKpaiHu B chepi NOBOAXEHHS 3 BiA-
xo4amu.

6. 3bEPIFTAHHSA TA CTABI/IbHICTb

PeareHTtn TecT-cuctemu cTabinbHi NPOTArOM CTPOKY NPUAATHOCTI, BKA3aHOro Ha eTUKETL, AKLO
ix 36epirati 3a Temnepatypu 2-8 °C. He gonyckaeTbCsi 3aMOPOXYBaHHA TECT-CUCTEMM. TpaHCcnop-
TyBaTu Habip 3a Temnepatypu 2-8 °C. [JlonyCcKaeTbCA OAHOPA30Be TPAaHCNOPTYBaHHA 3a TeMnepa-
Typu He Bue 23 °C NpoTSaroM ABOX AHIB.

[icna nepLuoro BiAKPUTTS NEPBUHHOIO MAKYBAHHS KOMMIOHEHTU TeCT-CUCTeMU € CTAOI/IbHUMU
npOTArom 3 MiCSLIB, OKPIM TvX, LLO 3A3HAYEHI B 1. 8 AAHOI IHCTPYKUIT.

7. MIArOTOBKA 3PA3KIB

3pasku cuposatku um nnasmu (EDTA, niTin-renapuH, unMtpat HaTpito, PTopuA Kanito) kposi 36e-
piratn 3a Temnepatypu 2-8 °C He Ginblie 3 AHIB nicna 3a6opy. [Ana 6inbly TpnBanoro 36epiraHHa
3pasKu TpUMaTth y MOPO3UbHIA kamepi 3a Temnepatypu Big -20 go -70 °C. 3aMOpOXeHi 3pasku
nepep BUKOPUCTAHHAM PO3MOPO3UTY Ta BUTPMMATH 3a KiMHATHO! TemnepaTtypu ynpogosx 30 min.
He BukopucToByBaTK NPOrpiTi 3pasku. Micna po3MopoXyBaHHA 3pasku cnig nepemiwaTtn 3aang
OOCHATHEHHA O4HOPIAHOCTI. YHUKaTV MOBTOPHOIO 3aMOPOXYBaHHA-BIATAIOBAHHSA OOC/IAXYBaHNX
3paskiB. Y pasi MOMYTHIHHS CMPOBATKW (41 N1a3MK) 3BINBHUTK BiA HEPOIUMHHUX BKAIOYEHb LIEH-
TpudyrysaHHam npu 3000 o6./min npotarom 10-15 min. He BUKOpUCTOBYBATK 3pa3kn CMPOBATOK
(4v nnasmK) i3 BMpaxxeHo ninigemieto, reMoni3om, a Takox 6akTepiiHnM NpopocToM. Ha pesynb-
TaTW aHani3y He BNMBAE NPUCYTHICTb Y 3pasky 6inipybiHy B KoHUeHTpauil go 0,21 mg/ml (361,8
pumol/l), remorno6iHy B koHUeHTpaLii 4o 10 mg/mli Tpurniuepwmais B koHueHTpauil 4o 10 mg/ml (11,3
mmol/l).

8. MNIArOTOBKA PEATEHTIB

Jyxe BaxX/mBo BUTpUMATH BCi PEAreHTH TEeCT-CUCTEMM 30 KiMHaTHOI Temneparypu 18-25 °C npotsarom 30 min nepes
BUKOPUCTAHHSIM!

8.1. NMigrotoBka I®A-nnaHweTa

[lns nonepeaxeHHs KOHAEHCAUIT BOAN B NYHKax CAif BiAKPUBATY anwe nicns
BUTPUMYBaHHA 30 min 3a KiMHATHOI TemnepaTtypu. IoTiM PO3KPUTU BaKYYMHY YNakOBKY, BiAOKpe-
MUTN HEOOXIAHY KiNbKICTb IYHOK, @ PELTY BiApasy X peTesibHO ynakyBaTh 3 BOTOrONnoranHadyem
Ta 30epiratu Wi/IbHO 3aKPUTUMU HA 3AMOK (zip-lock) 3a Temnepatypn 2-8 °C. 36epiraHHA B Takuii
cnoci6 ynakoBaHOro nnaHweTta 3abe3nevye Woro cTabinbHICTb MPOTArom 3 MicauiB.
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8.2. NpuroTyBaHH: PO34MHY AN NPOMUBAHHS

Ona  NpurotyBaHHA  PO3YMHY AN9 NPOMUBaHHS HeoOXiAHO pPO3BeCTM  KOHUeHTpaT
[WASH TWEEN]20X] 1:20 (1+19) auctnnsoBaHo a6o AeiOHI30BAHOW BOAOI, MOTIM NepeMillaTu.
Hanpuknaa, 4 ml KoHueHTpaTy + 76 ml BoAwW, WO AOCTATHLO ANSA 8 NYHOK. Y BMNaAKy HasBHOCTI
KpWCTaniB y KOHUEHTPATI pPO34YMHY A/19 NPOMMBAHHA NOTPIOHO NPOrpiTh hnakoH 3a TemnepaTypu
37 °C 0o NOBHOIO po34mHeHHA kpuctanis (15 - 20 min). Po3BeaeHunii po3ynH MoxHa 36epiratn 3a
Temnepatypwu 2-8 °C He Ginblue 7 gHiB.

9 I'IPOLI,E[I,YPA AHANIZY

MigrotyBaTn HeOOXiAHY KinbKiCTb NYHOK ANA aHanisy (KinbkiCTb AOCNIAXYBaHUX 3pa3kKiB Ta
HOTUPKW NYHKK AN KOHTPONIB), BCTaBUTK 1X B pamMKy IOA-nnaHweta. JIYHKM 3 KOHTPOASMU
060B’A3KOBO BK/10YATM 4O KOXHOI MOCTaHOBKMW aHaniay.

9.2. 3anoBHUTK 6NaHK BHECEHHA NPOO.

9.3. MpurotyBaTty PO34MNH AN NPOMMUBAHHA 3riAHO 3 NYHKTOM 8.2.

9.4. BHectu B yCi nyHku nnaHweta no 80 pl .

9.5. BHecTtv B yHKM no 40 pl KOHTPOAIB Ta AOCNiAXYBaHWX 3paskis: B NyHky Al —[CONTROLJ +],
B nyHku B1, C11a D1 — , B pELTYy NYHOK — AOCAIAXYBaHi 3pasku. OGepexHo
nineTysatu CyMill B NIyHKax, He AONYCKalo4Yn NiHOYTBOPEHHS, BiAOYBAETECH 3MiHA KONLOPY
PO3UMHY B NTyHKAX 3 KOPUYHEBO-3€/1€HOIO Ha CUHIN.

9.6. 3akneiTn CTpunu KNenkoto NNiBkow Ta iHkyOysaTtn npotsarom 30 min 3a Temnepatypwu 37 °C.
9.7. Tlo 3aKiHYeHHI iHKyObaLil 06epexHO 3HATU KNeliky NNiBKY Ta MPOMUTU NYHKK N'aTb pasiB 3
BUKOPWCTaHHAM @aBTOMaTMYHOIro NpoMmBaYda abo 8-kaHanbHOI NiNeTKN HAaCTYMHUM YUHOM:

- BWAANUTW BMICT YHOK B KOHTENHEP ANA PIAKUX BiAXOAIB;

- HaMNOBHWUTU NYHKN He MeHLW HiX No 300 pl pO34YMHOM ANA NPOMMBAHHA, 3aMUWNTN He
MeHLW Ak Ha 30 s;

- acnipyBaTut PO34MH 3 IYHOK, 3a/IMLLKOBUI 06’€M PO3UNHY NICS acnipauii Ha BCiX eTanax
NPOMMBAHHA MaE cknaaatu He Ginblie 5 pl;

- MOBTOPUTU NpoLeAypYy NPOMUBAHHS LLLe YOTUPW Pasy;

- Micna OCTaHHbOI acnipauil No36aBUTUCE 3alBOI BOMOMW, NMOCTYKYKOYM MAAHWETOM Mo
ineTpyBanbHOMY Nanepy.

9.8. B nyHku BHecTv no 100 ul [CONJUGATE SOLUTION]. CTpunu HakpuTi HOBOIO KNEKoto niis-
Koo Ta iHkyByBaTtu npotarom 30 min 3a Temnepatypwu 37 °C.

9.9. Mo 3akiHYeHHI iHkyOaLil 06epexXHO 3HATU KAenKy NNIBKY Ta MPOMUTU YHKU M'ATb PasiB, gk
onucaHo B n. 9.7.

9.10. He Topkato4ncb AHa Ta CTIHOK TyHOK nnaHweTta, BHecTn no 100 pl B /TYHKW.

9.11. IHky6yBaTn cTpunn npotsarom 30 min B TeMHOMY MicLi 3a KiMHaTHOT Temnepatypu 18-25 °C. He
BUKOPWCTOBYBATW KNEWKY NNIBKY Ha AaHOMY eTani.

9.12. Ans 3ynuHeHHa hepMeHTaTUBHOT peakLii BHecTr B 1yHKK no 100 pl , [otpu-

MYIOUNCh TIET X NOCNIAOBHOCTI, WO | Npu BHeceHH [TMB SOLUTION]

9.13. BumipsaTu Ha pigepi O B KOXHIiV nyHUi Npy AOBXKHI XxB1Ni 450/620-695 nm npotsarom 5 min
nicnga 3ynuHeHHsa peakuiil. [lo npoBeAeHHA BUMIPIOBaHHA CNid NEPeKoHaTUCA Y YNCTOTi 30B-
HILWHBbOT MOBEPXHI AHA NYHOK Ta BiACYTHOCTI Oy/1bOaLLOK.

06n1ik pesynbTatis aHA3Y MOXHA NPOBOAUTA B OAHOXBUILOBOMY Pexumi npu AoBXuHI xsuai 450 nm, B ybomy
BUNGAKY CAI 3QNMWATA JIYHKY [/15 BCTGHOBAEHHS G/IGHKY (B TAKY /YHKY BHOCHTA JIMLLe el

[STOP SOLUTIONJ.
10. OBJTIK PE3Y/IbTATIB TA IX IHTEPMPETALIS

10.1. O6nik pe3ynbraTiB aHanisy
Po3paxyBaTtu cepegHe 3HadeHHa O HeraTmBHOIro KOHTPoto (NC), piBeHb FPaHNYHOro 3HaYEH-
HA (Cut off - CO) Ta iHAeKkC No3MTUBHOCTI 3pa3ka (IP

samp\e):

Nc =(NcT+Nc2+Nc3)/3;
CO=Nc+0,3
|PSamp|e :ODsamp|e/CO, ne OD

10.2. locToBipHiCTb pe3ynbraTiB aHanisy
[aHi TecTy BBaXatoTbCA AOCTOBIPHMMU, SKLLO BOHM BiANOBIAAOTb HACTYMHUM BUMOram:

CONTROL[ +] or>12
CONTROL[ -] Or 0,50
CONTROL[ ] Nc x 0,5 < Ncn < Nc x 2,0

sample ~ ONTMYHA rycTUHa 3paska
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AKWo oAHe 3i 3HadeHb O HeraTMBHOrO KOHTPOJIO BUXOAWTL 3@ MEXi BKA3aHOro BULLE iHTEp-
Bany, Moro BiAKMAaOTL | po3paxoBytoTs NC 3a pelwToto 3HaYeHb O HeraTMBHOro KOHTPOIO

AKLWwo B6inblW HiX oagHe 3HavyeHHsA O HeraTMBHOIO KOHTPO/IIO He BiANOBiAa€E 3a3HayeHM BUMO-
ram, TO TeCT BBAXAETbCA HEKOPEKTHNM | MOTPeOyE NOBTOPHOrO aHasisy.
10.3. IHTepnpeTauis pesynbraris

IP > 11 NO3UTUBHWIN*
sample
0,9<IP <11 HEBV3HAYEHWIN"™
sample
IP_ .. <09 HETATVIBHUM

*3pasku i3 3HaYeHHAM IPsample BULLE 1,1 BBAXAIOTLCA MEPBUHHO NO3UTUBHUMU. Taki 3pasku Ma-
0Tb OYTW AOCNIAXEHI NOBTOPHO B ABOX NyHKax TecT-cuctemn Vitrotest® HCV-IgM. Micns nosTop-
HOIO TeCTYBAHHA MO3UTMBHUMMU BBAXAIOTbCA 3Pa3kH, IPsample KOTPUX xo4a 6 B OAHOMY 3 NOBTOPIB
Oyna suue 1,1. KL Npu NOBTOPHOMY TeCTyBaHHI IPsample 3paska B 060x nosTopax 6yna Hux4e 0,9
Takuii 3pa30K BBaXaT HEraTUBHUM.

**HeBn3HauyeHi 3pa3ku peKOMEeHAYETbCS AOCNIANTM MOBTOPHO. AKLLO pe3ynbTaTn 3HOBY OyayTh
B MeXax HeBM3HauyeHux, cnig npoBecTtn Bigbip HOBOro 3pa3ka.

1. AIATHOCTUYHI XAPAKTEPUCTUKW TECTY
11.1. CneumndivHicTb Ta Yy TAMBICTb

YyTnumeicTb TecT-cuctemn Vitrotest® HCV-IgM ouiHioBanu 3 BUKOpUCTaHHAM 161 3pa3ka cupo-
BaTOK KPOBI NauieHTiB, xBopux Ha renatnt C. 3 uiel BUGipkM cMpoBaTok B TecT-cuctemi Vitrotest®
HCV-IgM cneuundivHi go BI'C aHTuTiNng knacy IgM 6yno BusasneHo y 65 3paskax. OTpumMaHi nosu-
TUBHI pe3ynbTati Oynun NiATBEPAXEHI B @HanoriyHii KOMepPLUiHiA TecT-cucTemi.

Mpu pocnigxeHHi B Tect-cuctemi Vitrotest® HCV-IgM 299 3pa3kiB cMpOBaTOK KPOBi K/IHIYHO
3[10POBUX AOHOPIB (HeraTMBHUX Ha aHTUTING A0 BI'C) He Oyno BUABMEHO XMOHOMO3UTUBHUX pe-
3ynbTaTiB, cneumndiyHicTe TecT-cnctemn Vitrotest® HCV-IgM cknana 100 %.

11.2. TouHicTb
[NoBTOPIOBAHICTL PE3YNILTATIB Y MEXAX OAHIEI MOCTaHOBKM aHanisy (Intra assay repeatability)

KoediuieHT Bapiauii (CV) 4na ABOX 3pa3kKiB 3 PiI3HUM PiBHEM CNeUndiYHNX aHTUTIN OUiHIOBaNu B
32 noBTOpax Ha OAHili cepil TecT-cucTemu.

N° 3pasky P, CV, %
925L 4,59 4,8
1232L 2,20 5,5

BinTBOPIOBAHICTL PE3YNILTATIB MiX Pi3HUMU MOCTAHOBKAMU aHanizy (Inter assay reproducibility)
KoediuieHT Bapiauii (CV) Ans ABOX 3pa3kKiB 3 Pi3HUM piBHEM CNeUndiYHNX aHTUTIN OUiHIoBaNM
NPOTArOM YOTUPbOX AHIB B HOTMPbOX NOCTAHOBKAX aHanizy no 8 NOBTOPIB B KOXHOMY aHanisi.

N spasky P, CV, %
925L 478 5
12321 2,26 53

12. OBMEXEHHA AHANIZY

IHTepnpeTauia pe3ynbraTtiB NOBMHHA NPOBOAMTUCA 3 ypaxyBaHHAM K/IHIUHMX NPOHABIB Ta AaHMX
KoMMnnekcy nabopaTtopHuUX A4OoCAioKeHb. [NA AiarHOCTUKM FOCTPOro, XPOHIYHOro abo NepeHeceHoro
renatuty C, OUIHKM edeKTMBHOCTI Tepanii peKOMeHAYETbCA A0AaTKOBO MPOBECTU AOCNIAXEHHA
3paska Ha HasBHICTb aHTUTIN Ao okpemMux 6inkiB BI'C Tta aHTW-BI'C IgG aHTUTIN (Hanpuknaa, y TecT-
cuctemax Vitrotest® Anti-HCV Different ta Vitrotest® HCV-IgG, sianosigro), PHK BI'C ta ouiHnti
GIOXIMIYHI MOKa3HMKN CUPOBATKMN KPOBI.

Ockinbky cneundiyHi aHtuting knacy IgM go BI'C MOXyTb BUABAATUCS NMLLIE Y YaCTUHU XBOPUX,
Habip Vitrotest® HCV-IgM He npu3HayeHni ANns CKPUHIHFOBWX AOCAiAXeHb Ha renatut C.

Cy4acHi MeToan BUSBNEeHHA aHTUTin 4o BI'C He MOXyTb 3a6e3neunti BUSBAEHHS BCiX iHPIKOBaHMX
nauieHTiB. HeratmeHuii pe3ynsraTt He BUKIoYaEe iHgiKyBaHHA Bipycom renatnty C nauieHTta, oco61Bo,
AKLLO BiH NPOXOAWTE IMyHOCYNpecuBHe NikyBaHHA abo iHthikoBaHuii BlJ1, a TakoxX Ha paHHiX cTtagiax
renaTuTHOT IHheKLil.

Byab-akuii 3 metoaiB IPA MoXe [OonyCTUTU XMOHOMO3UTMBHY peakuito. [ng BUKIIOYEHHA
XMOHOMO3UTUBHUX pPe3ynbTaTiB  PEKOMEHAYETbCS NPOBECTU Bepudikauiiie AOCNIAXKEHHA 3
BM3HAYEeHHSM aHTUTIiN Ao okpemux 6inkis BI'C ta PHK Bipycy renatuty C.

[NocTaHOBKQ AiarHO3y NpoOBOANTLCS INLLE /TIKAPEM 3 YPaxXyBAHHAM OTPUMAHUX Pe3Yy/1bTaTiB 4O~
C/liAXKEHb, AHAMHE3Y TA K/1IHIYHOI KAPTUHM.
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13. TPOBJIEMWY, Kl
TA CNOCOBU IX YCYHEHHA

MOXYTb BWHWKHYTW NPW TPOBEAEHHI

|DA,

Moxansi npnuntn

Criocobu ycyHeHHs npobniem

Bucokuii ¢hoH y 1yHKaX BCbOro MIAHLLETA

3abpyaHeHuii npommnsay

[oYnCTUTH rONOBKY NPOMKMBAYA Ta MPOMUTH
30 % pO34YMHOM eTUI0BOro CANPTY, NOTIM
AVCTUIbOBAHOIO BOAOIO

Hu3bka akicTe ab0 3abpyaHEHHS BOAM

BukopucToByBaTh O4mLLEHY BOAY 3 MUTOMUM
onopom > 10 MQ-cm.

BrKOpUCTaHHS MoraHo MoMUTOro Nocyay

BukopunctoByBaTh XiMIYHO YNCTUIA NOCY

BukopuctaHHA gesiHdikytounx 3acoobis, WO
MICTATb X/10P

He BMKOpPUCTOBYBATH XTOPBMICHI
aesiHpikyoyi 3acobu

BVIKODI/ICTBHHH 386pyﬂHeHVIX HaKOHeYHMKIB

BVIKODI/ICTOByBaTI/I HOBI HAKOHEUYHNKU

36inbleHOo Yac iHkyOaUii abo 3MiHEHO
TemnepaTtypHuii pexmum

JoTprMyBaTUCA pexnmy iHkyOaLii BianoBiaAHO
[0 IHCTPYKLUIT 3 BUKOPUCTAHHSA

Bucoknit ooH B okpemux psaax

[MoBTOpHE BHECEHHS po34nHy TMB

Po3unH TMB BHOCKUTM 0aVH pa3

3abpyAHEHHA KOHYCY aBTOMATUYHOT NiNeTkn
PO34YMHOM KOH'loraTy

MpoynctnTn ninetky i o6epexHo HabupaTtu
pianHy

3abpyaHeHuii OavH i3 KaHaniB NpoMrBaya

[MouncTnTH KaHan NpomMMBaya, MPOMMUTK BOLLEP

3HayerHss O no3nTMBHOIoO KOHTPO/TIO HUXYe BCTAHOB/IEHOI MEXI

HenpaBunbHO BHeceHwWii abo BiACYTHIM oanH i3 TloBTopHO npoBecTn IPA, 3BepHY TN yBary Ha

peareHTiB (KOH’torat abo po3unH TMB)

MPaBU/IbHICTb BHECEHHSA LUNX peareHTis

CKOpOYeHO Yac iHkybaulil Ha ogHOMY 3 eTanis

[MpoBoanTH iHKy6auito BiANOBIAHO A0
IHCTPYKUIT 3 BUKOPUCTAHHA

IHTEeHCHBHICTb 3000PB/IEHHSA JYHOK He BIAMOBIAAE OTPUMAHIA ONTUYHIN [YCTUHI

3MiLLEHNI ONTUYHWIA NPOMIHb

[NepeBipnTN KOPEKTHICTE pOOOTH piaepa
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PA®IYHI MO3HAYEHHA

Homep 3a kaTtanorom

Kopuctyitecs iHCTPYKLIEI i3 3aCTOCYBaHHA

MeaunyHuii BUpi6 Ans AiarHOCTUKM in vitro

Bupo6Huk

MonepeaxeHHs

JocTaTHbO ANg NpoBeAeHHS <n> KiNbKOCTI 4OCNIAXEHb

OO6MexeHHa TemnepaTtypu
Koa naprir

Bukopuctatu o

[lata BUrOTOBNEHHA

£ eafg~ <> REH

=
<

W
R

Bepertu Bia NnpAMUX COHAYHUX NPOMEHIB

N

YnoBHOBaXxeHwWi npeacTaBHUK B €EBponelicbkomy CniBToBapucTBi

3Hak BiANOBIAHOCTI TEXHIYHUM pernameHTam 3 ideHTudikauiiHUM HOMEPOM OpraHy 3 OLiHKK
BiANOBIAHOCTI (laeHTuikauiiHni Homep opraHy 3 ouiHku signosigHocTti UA.TR.099)

@

B iHCTpyKLiT BUKOPUCTOBYIOTHCS MO3HAYEHHS OAMHULL BUMIDIOBAHHS Y BiAnoBiaHoCTi 4o Hakasy
MiHekoHompo3BuTKy YkpaiHn N° 914 sig 04.08.2015 p.

OanHnua
Ha3Ba BennumHn Nno3Ha4YeHHA
Ha3Ba
MIDDKH. YKP.
cekyHaa s c
Yac XBUMHA min XB
rognHa h roa
caHTUmeTp cm M
[oBsxuHa HaHoMeTp nm HM
MinimeTp mm MM
nitp | n
O06’eM, MICTKICTb MininiTp ll M
MikponiTp ul MK
MO/b mol MO/b
KinbKicTe pe4oBuHu MiniMosb mmol M/IMOS1b
MiKpOMO/b pmol MKMO/b
Maca Minirpam mg Mr
Enextpuynunii onip Meraom MQ MOwMm

TY Y 24.4-36555928-001:201

Inst_HCV-IgM_TK043_V01
Pepakuis IHcTpykuii N° 1Big 02.08.2021 p.

3 NUTaHHAMU Ta NoGaxaHHAMM WoA0 POo6OTH HaboPy 3BepTaTeCh A0 BUPOOHWKA:

TOB «BitpoTtecT biopeareHT»,
Byn. M.boiiuyka 186, och. 56, M. Kuis, 01103, YkpaiHa (lopuanyHa agpeca)
Byn. KypopTtHa, 6ya. 11, M. Kuis, 04075, YkpaiHa (MicLue3Haxo[4XeHHA BUPOOHNLTBA)

UA.TR.099
tel.: +38(044)222-76-72, +38(097)222-76-72
e-mail: info@vitrotest.ua, www.vitrotest.ua
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Vitrotest®HCU-1gM
CXEMA AHANI3Y

ButpumaTtn BCi peareHt Ta 3pa3ku MiHimym 30 min npu 18-25 °C nepeg
BUKOPUCTaHHAM

Brectn 80 pl [SAMPLE DILUENT| B yHKW CTPUNIB

(kopu4yHeBO-3e1eHMI)

BrecTn 40 pl KOHTPONIB Ta 3paskiB y NyHKK:

A1~ [CONTROL[+]

B1, C1, D1 - [CONTROL[-]

E171a iHWi NyHKn — 4OCNIAXYBaHI 3pasku

(KO/1iD 3MIHIOETHCSH 3 KOPUYHEBO-3E€/T€HOrO HA CUHIH)

Hakputun cTpunu knekoto nniBkoto Ta iHkyOysaTtn 30 min npu 37 °C

MpomMuTn nyHkKn 5 pasis po3segeHum 1:20 (1+19) po3unHOM ANS NPOMMBaHHS
Tw20 (300l B NnyHKY)

Hopnatv 100l [CONJUGATE SOLUTION] B KOXHY NTYHKY
(3en1eHnii Kosip)

Hakput cTprnu kneikoto nniBkoto Ta iHky6ysaTtn 30 min npu 37 °C

MpomMuTn NnyHkKn 5 pasis po3segeHum 1:20 (1+19) po3unHOM ANS NPOMMBaHHS
Tw20 (300 I B nyHKYy)

BrecTv no 100 pl B KOXHY NTYHKY

IHky©yBaTn 30 min B TemMHoTi npu 18-25 °C

3ynuHnTK peakuito gogasanHam 100 pl [STOP SOLUTION

(KOip 3MIHIOETHCST 3 CUHBOIO HA XXOBTMIA)

BusHaumtn ontnuHy ryctuHy (OD) npun 450/620-695 nm

OBJTIK PE3Y/IbTATIB IHTEPMNPETALIIA PE3Y/IbTATIB

Nc=(Nc1+Nc2+Nc3)/3; CO=Nc+0,3; _
=0D /CO; IP >11 no3nTNBHUNIN®

Nc - cepegHe 3HaueHHs OF 3[CONTROL[ -],

CO - rpaHuYHe 3Ha4eHH4, IP- iH4eKC NO3UTUBHOCTI sample

sample sample

09< IP <11 HEBU3HAYEHWIA*

0,9 HEFATVIBHWA

IP <
sample
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