MauuneHT:

3akas: Kop nauueHTa: HaTta peructpauuu:

[ata poxpeHus: BospacT: Mon:

nny: Kop NNYy:

MAPKEPbI BUPYCHbIX FTENATUTOB

LLUTpuxkon: BH.Ne: Matepuan: KpoBb (CbIBOpOTKa)
Mapametp Pesynerar PedhepeHcHble 3HaYeHus

Anti-HCV (ka4yecTBeHHOE CymMMapHOe onpeaerneHve aHTUTen K OBHAPY)XEHO He oBHapyxeHo

Bupycy renatuta C)

Tecm-cucmema anti-HCV (ckpuHuHe) - "Architect Anti-HCV"

Ag HCV sapepHbIn aHTUreH Bupyca renatuta C OBHAPY>XEHO

Ag HCV sagepHbIn aHTUreH Bupyca renatuta C, KonmyecTBeHHOE 5.00 A <3.00 - He oBHapyKeHo;

onpegeneHne, hmonb/n . 23.00 - OBHAPY>XEHO

Tecm-cucmema Ag HCV - "Architect HCV Ag Reagent"

KommeHTapui:

CoenacHo CAHIVH 3.3686-21 "CAHUTAPHO-SINUAEMUONIOMMYECKUE TPEBEOBAHWA 10 MPO®UITAKTUKE MH®EKLIMOHHBIX
BOME3SHEN" (n. 719) «Jluya, y komopbIx ekiseneHsl anti-HCV, nodnexam obcnedosaHuto Ha Hanuyue PHK BIC unu core Ag BIrC
(90epHo20 aHMueeHa supyca cenamuma C)». (n. 721) «QuazHo3 O C unu XI'C nodmeepx0aemcsi mosibKO fpuU 8bisi6IeHUU 8 CbIBOPOMKE
(nnasme) kposu PHK BIC unu core Ag BIC c¢ ydyemom OaHHbIX 31u0eMuOo2UYECKO20 aHaMHe3a U pPe3ybmamos
KITUHUKO-n1abopamopHbIx uccrnedosaHull (akmusHocms AnAT, KoHUeHmpauusa bunupybuHa, onpedeneHue pasMepos neyeHu u opyaux

rokazamenedi)».

Pesynbmam nabopamopHoeo uccrnedosaHus He sisnsaemcs OuagHO30M.
Takmuka obcriedosaHusi, Ne4YeHuUs nayueHma, uHmeprnpemauus pesyrbmamos nabopamopHbix uccredosaruli onpedensemcs nevyauum epaqom.

KauecTtBo nccneposaHuin obecneveHo cepTUdMLMPOBaHHON CUCTEMON MEHEAXMEHTA Ka4yeCTBa, COOTBETCTBYOLLEN TpeboBaHUAM MEXAYHAPOAHBIX CTaHAAPTOB:

1SO 9001:2015 (cepTudpukar cooreetcTBust Ne RU.097A.00402), pevictButeneH ao 30.05.2025 r.)
1ISO 15189:2012 (ceptudpmkat Ne SIS520822S160, fencreuteneH Ao 22.08.2024 r.)
Good Laboratory Practice (GLP) (ceptudmkar Ne SIS520822S161, penctauteneH Ao 22.08.2024 r.)

WTOrOBbIN PE3YNETAT

[laTa roToBHOCTW pesynbTaTa:
[ata neyatn pesynerara: PesynbraT Bbhigan:

noAnMchL



MauuneHT:

3akas: Kop nauueHTa: HaTta peructpauuu:

[ata poxpeHus: BospacT: Mon:

nny: Kop NNYy:

MAPKEPbI BUPYCHbIX FTENATUTOB

LLUTpuxkon: BH.Ne: Matepuan: KpoBb (CbIBOpOTKa)
Mapametp Pesynerar PedhepeHcHble 3HaYeHus

Anti-HCV (ka4yecTBeHHOE CymMMapHOe onpeaerneHve aHTUTen K OBHAPY)XEHO He oBHapyxeHo

Bupycy renatuta C)

Tecm-cucmema anti-HCV (ckpuHuHe) - "Architect Anti-HCV"

Ag HCV sagepHbIin aHTUreH Bupyca renatuta C He oBHapyxeHo

Ag HCV sagepHbIn aHTUreH Bupyca renatuta C, KonmyecTBeHHOE 161 <3.00 - He oBHapyKeHo;

onpepenexune, omosb/n : 23.00 - OBHAPY>KEHO

Tecm-cucmema Ag HCV - "Architect HCV Ag Reagent"

KommeHTapui:

CoenacHo CAHIVH 3.3686-21 « CAHUTAPHO-3IMUOEMUOIIOTMYECKUE TPEBEOBAHUA 10 NPO®UTTAKTUKE MHOEKLIMOHHBIX
BOMIE3SHEW» (n. 721) «fuazHo3 OFC unu XIC nodmeepxdaemcs mofibKo npu 8kIS6NIeHUU 8 ChIBOPomKe (nnaame) kposu PHK BIC unu
core Ag BIC c ydemom OaHHbIX 3MuUOeMUOIo2uU4ecKko20 aHaMHe3a U pe3ynbmamos KIUHUKO-1abopamopHbix ucciedosaHull
(akmusHocmb AnAT, KOHUeHmpauusi bunupybuHa, onpedesieHUe pasmMepos rneveHu u Opyeux nokazamened)y». (0. 723) «/luya ¢ anti-HCV
8 cbigopomke (nnasme) kposu npu omcymcmeuu y Hux PHK BIC unu core Ag BIC (s0epHoz20 aHmueeHa supyca eenamuma C)

rnodnexam rnosmopHomy obcrnedosaHutro Ha Hanu4due anti-HCV u PHK BI'C yepe3 6 mecsues».

Pesynbmam nabopamopHoeo uccrnedosaHus He sisnsaemcs OuagHO30M.
Takmuka obcriedosaHusi, Ne4YeHuUs nayueHma, uHmeprnpemauus pesyrbmamos nabopamopHbix uccredosaruli onpedensemcs nevyauum epaqom.

KauecTtBo nccneposaHuin obecneveHo cepTUdMLMPOBaHHON CUCTEMON MEHEAXMEHTA Ka4yeCTBa, COOTBETCTBYOLLEN TpeboBaHUAM MEXAYHAPOAHBIX CTaHAAPTOB:
1SO 9001:2015 (cepTudpukar cooreetcTBust Ne RU.097A.00402), pevictButeneH ao 30.05.2025 r.)

1ISO 15189:2012 (ceptudpmkat Ne SIS520822S160, fencreuteneH Ao 22.08.2024 r.)

Good Laboratory Practice (GLP) (ceptudmkar Ne SIS520822S161, penctauteneH Ao 22.08.2024 r.)

WTOrOBbIN PE3YNETAT

[laTa roToBHOCTW pesynbTaTa:
[ata neyatn pesynerara: PesynbraT Bbhigan:

noAnMchL



MauuneHT:

3akas: Koa nauueHTa:
[ata poxpeHus: Bospacr:
nny:
MAPKEPbI BUPYCHBIX FTENATUTOB
LLUTpuxkonA: BH.Ne:
Mapametp Pe3synbrar

Anti-HCV (ka4yecTBeHHOE CymMMapHOe onpeaerneHve aHTUTen K
Bupycy renatuta C)

Tecm-cucmema anti-HCV (ckpuHuHe) - "Architect Anti-HCV"

Pesynbmam nabopamopHoeo uccnedosaHus He sisnsaemcs OuagHO30M.

He obBHapyxeHo

HaTta perucrpauuu:
Mon:
Kog NNY:

Matepuan: KpoBb (CbIBOpOTKa)
PedepeHCHbIe 3HaYeHus

He obHapy>xeHo

Takmuka obcriedosaHusi, evYeHuUs nayueHma, uHmeprnpemauus pesyiibmamos nabopamopHbix uccredosaruli onpedensemcs nevyauum epaqom.

KauecTtBo uccneposaHuin obecneveHo cepTudrLMPOBaHHON CUCTEMON MEHEAXMEHTA Ka4yeCcTBa, COOTBETCTBYOLLEN TpeboBaHUAM MEXAYHaPOAHbIX CTaHAAPTOB:

1SO 9001:2015 (cepTudpukar cooreetcTBusi Ne RU.097A.00402), pevicTButeneH go 30.05.2025 r.)
1ISO 15189:2012 (ceptudpmkar Ne SIS520822S160, fencreuteneH Ao 22.08.2024 r.)
Good Laboratory Practice (GLP) (ceptudmkar Ne SIS520822S161, penctauteneH ao 22.08.2024 r.)

WTOrOBbIV PE3YNETAT

[laTa roToBHOCTW pesynbTaTa:
[ata neyatn pesynerara: PesynbraT Bhigan:

noanuchL
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