Ha meanuunHckoe nsgenve
Kanubpatop Ans obecnevyeHns NpaBUIbHOCTU Ka4yeCTBEHHOIO ONpeaeieHNa aHTUTenN
knacca 1gG, cneundunyHbIX K BUpycy npoctoro repneca 1 tuna (HSV-1),-*
j UMMYHOXEMIMIOMUHECLLEHTHBIM METOLOM B CbIBOPOTKE M Njia3Me KPOBU YesioBeKa Ha
I MMMyHOXUMMYecKux aHanusatopax Alinity i MHSV-1 1gG Kanubpatop ang Alinity i
>ii (I1Sy-11gG G™

i HacTtosee perncTpaLnoHHoe yL0CTOBEPEHWE BblaHO
O6LLecTBO C OrpaHNYEHHOW OTBETCTBEHHOCTbIO ""O660TT J1abopaTopuns™
(OO0 "2660TT J1a6opaTopuns™), Poccus,
n 125171, MockBa, JleHnHrpaackoe w.,a. 16 A, ctp. 1

I MMpown3soguTens'; ]
L "3660TT NpnaHama AnarHocTuueckoe nogpasgeneHune’, Mpnangms,
I Abbott Ireland Diagnostics Division, FiniskJin Business Park, Sligo, Ireland

I MecTo nponsBoAcTBa MEAULIMHCKOTO U3aenns e
| Biokit, S.A., Av. Can Montcau 7, 08186 Llica d'Amunt, Barcelona, Spain ; -

I Homep perncrpaumoHHoro gocbe Ne .P[1-51817/69434 ot 02.09.2022 .
Knacc noTeHUNasibHOro pycKa npuMeHeHUs MeaULMHCKOro n3genns 26 .

I Kog O6uepoccminckoro lcnaccugukaropa npoayKumm no Buaam 3KOHOMUYECKOWA
JeAatenbHocTn 21.20.23.110 : ,

HacTosLee peructpalnoHHOe y40CTOBEPEHME NUMEET NMPUIOXKEHNE Ha 1 nucTe . -V

npukasom Poc3gpaBHagsopa ot 14 gekabpsa 2022;1'paaNel174?
[ONYLLEHP K 06paLLeHnto Ha TeppuTopmm PoccHifckoA: dearo'aumm.

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



PENANBHAS CNYXBAM6 HM30OPY BX®EPE
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NPUNOXKEHUE

HA MEAVLMHCKOE VU3AENWNE

oT 14 pekabpsa 2022 roga Ne P3H 2022/19128
Juet 1

Ha megmunHcKoe nsgenve
Kannbpatop 4na obecnevyeHna npaBuUIbHOCTU KaYeCTBEHHOI0.0MpPeAeIeHNA aHTUTenN
Knacca IgG, cneynunyHbIX K BUpYCcy npocToro repneca 1 tuna (HSV-1),
UMMYHOXeMUTIOMUHECLEHTHBIM METOLOM B CbIBOPOTKE M MNJiasMe KpoBU YeioBeKa Ha
NMMYHOXUMIYECKMX aHanu3aTopax Alinity i "HSV-1 1gG Kanubpatop gnsa Alinityi
(HSV-1 1IgG Calibrator)", B cocTaBe:

1 Kanmbpatop 1 (Alinity i HSV-1 IgG CAL 1) - 1 donakoH X3,0 mn.

VIHCTPYKLUSi NO NPUYMEHEHMIO. ;
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