mOEJNEPA/IBHAA C/TYXXBA MO HAA3OPY B COEPE 3APABOOXPAHEH/A =
(POC3NPABH/N30P) 1

PETVICTPALUVNOHHOE YOOCTOBEPEHUE

HA MEAVUNHCKOE N3AEJTNE
0T 18 oKTs6"pst 2022 roga Ne P3H 2022/18596

Ha lyleauuiiHckOe nsgenue

KOHTpONbHbIE MaTepuansl 44 NOATBEPXAEHNA BOCNPOU3BOAMMOCTHY 1
npaBMAbHOCTIA Ka4eCTBEHHOT O onpegeneHns aHTuTen knacca IgG, cneynuyuHbIX
K BMpycy npoctoro repneca 2 tuna (HSV-2), UMMYHOXEMUIKOMWHECLEHTHBIM |
METO0OM B CbIBOPOTKE W Mna3Me KPOBY YenoBeKa Ha MMMYHOXMMNYECKNX
aHanusatopax AKCWTECT "HSV-2 IgG KoHTpo/ibHblIe maTepuansl ana
ARCHITECT ASV -2 IgG Controls)"

HacTtosllee pernctpaLnoHHoe y40CTOBEPEHME BblJaHO rn -
O6LWecTBO C OFrpaHNYEHHO OTBETCTBEHHOCTbIO "3660TT J1abopaTopus"”
(OO0 "2660T1T /1a6opaTopus™), Poccus,

H 125171i MockBa, JleHuHrpagckoe w., . 16 A, ctp. 1

P MpousBogutens
"2660TT Mpnanana AnarHoctnyeckoe nogpasgeneHue”, MpnaHgns,
Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.

MecTo Npon3BoACTBa MEAULMHCKOIO N3aeNuns
Biokit S.A., Av. Can Montcau 7,08186 LIi%94 d'’Amunt, Barcelona, Spain

Howmep perncrpaymoHHoro gocee Ne P1-51816/69418 o1 02.09.2022
HOTacc noTeHUManbHOTro puckKa NpMMeHeHns MeANLMHCKOIo n3genna 26

Kop O6uiepoccninckoro knaccugumkaTopa npogyKumnm no Bngam 3KOHOMUYECKO
[eatenbHoctn 21.20.23.110

HacTpsliee perucTpalMoHHoe y0CTOBEpPeHNe MeeT

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3AEM



MPUNOXEHWE

KPET'MCTPALULMNOHHOMY Y JOCTOBEPEHNIO

HA MEAVNUMNHCKOE N3AEJINE
oT 18 okTa6psa 2022 roga jy» p3H 2022/18596
Nnet 1

Ha meanunHckoe nsgenne

KOHTpONbHbIe MaTepuanbl NS NOATBEPXKAEHUSA BOCMPOU3BOAMMOCTU U NPaBUNbHOCTH
KayeCTBEHHOro onpefeneHns aHTuTen knacca IgG, cneyn@uUUHbIX K BUPYyCY NPOCTOro
repneca 2 Tmna (HSV-2), MUMMYHOXEMUTIOMUHECLLEHTHbIM METO40M B CbIBOPOTKE U
nnasme KpoBW 4yenoseka Ha UMMYHOXUMNYecknx aHannsatopax ARCHITECT "HSV-2
IgG KoHTponbHble maTepuansl gnad ARCHITECT (HSV-2 IgG Controls)", B cocT”e:

- KoHTponb (ARCHITECT HSV-2 IgG Control -) - 1 dnakoH x 8.0 mn;
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