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OENEPA/IbHASA CNY)KBA no HAZ3OPY B COEPE 3[]PABOOXPAHEHUS
(POC3IPABHA/I3OP) v y

PETMCTPAUNOHHOE YAOCTOBEPEHWE

HA MEOVNUWNHCKOE N3AEJIAE

oT 19 masna 2022 roga NeP3H 5019/8897

Ha meguumHcKoe nsgenve

Kannépatopbl gns ObecrieveHUsi HPaBU/IbHOCTU KOJINYECTBEHHOIr0 onpesesieHns
oHKoMapKepa CA 125 UMMYHOXeMUNOMUHECLIEHHbIM METOAO0M B CbIBOPOTKE Y
naasme KpoBW YesioBeKa HaMMMYHOXMMUYeCKNX aHanuaatopax Alinity i "CA 125 11
Kanuépatopsb! (Alinity i CA-12511 Calibrators)”

HacToslLLiee perncTpaLMoHHOe YA0CTOBEPEHUE BblAaHO

O6LLEeCcTBO C OrpaHNYeHHON OTBETCTBEHHOCTBLIO ’O660TT J1abopaTopm3”
(OO0 72660T1T JIabopaTopun3s’), Poccus,

125171, MockBa, JleHuHrpagckoe L., a. 16A, ctp. 4

MpounssoanTenb
”2660TT F'M6X”, ["'epmaHus,
Abbott GmbH, Max-Planck-Ring 2,65205 Wiesbaden, Germany

MecTo Npov3BOACTBa MEANLMHCKOTO U3aenns
Fujirebio Diagnostics, Inc., 201 Great Valley/Parkway, Malvern, PA 19355, USA

Homep perncrpaymoHHoro gocke Ne P/1-49955/31972 ot 06.05.2022
Knacc noTeHLMansHOro prcka npuMeHeHUs MeJMLMHCKOro n3genusa 26

Kop O6Lwepoccuiickoro Knaccugukatopa-AnpoayKLmmn rno Buaam 3KOHOMUHECKON
feAtenbHocTn 21.20.23.110

HacToslLee perncrpaumoHHoe YA0CTOBEPEHNE NMEET NPUIoXKeHNe Ha-1 nucTe

Fprvkasom Poc3gpasHaasopa 0119 maa 2022 rofaNe 4278

%LOFI\IXIJJGHO K 06palleHnto Ha TApuTopun Pogeniickain deaep.
aMecTuTelb PYKOBOANTENS DPefepanibHON CNyXXobl

Mo HaA30pY B Chepe 34paBo0XpaHeHNs

Perucrpanua MU B PoczgpaBeanzope
www.nevacert.ru | info@nevacert.ru



®PTPANTbHAS CAY)XBA MO HAA3OPY B. COEPE 3[PABOOXPAHEHWS]
(POC3JPABHA30P)

MPUNOXEHUE

HA MEAULVHCKOEWN3AENWNE

oT 19 mana 2022 roaa P3H 2019/8897
Jlnet 1

Ha meguunHckoe nspenve
Kanunbpatopbl gnsa obecrneyeHUs fPasBuIbHOCTM KONMMYECTBEHHOMO ONpesesieHns
oHKoMapkepa CA 125 UMMYHOXEMWTIOMUHECLEHHBLIM METOJ0M-B CbIBOPOTKE W M1a3me
KPOBM YesloBeKa Ha MMMYHOXUMMYeCKMX aHanmzatopax Alinity.i ""CA 125 11
Kanuépatopsbl! (Alinity i CA 12511 Calibrators)™, B cocrase:

1 Kanuépatop A (Alinity i CA"125 Il CAL A) - 1 tonakoH x 3,0.mn.

2. Kannébpatop B (Alinity i CA-125 11 GAL B) - 1 chnakoH x 3,0 mn.

3. Kannéparop C (Alinity i CA 125 1l CAL C) - 1 hnakoH %-3,0 M.

4. Kannépatop D (Alinity i/CA 125 1l GAL D) - 1 ¢nakoH X 3,0 mn.

5. Kanm6patop E (Alinity i CA 125 1l CAL E) - 1 hnakoH-x3,0 M.

6. Kannbpatop F (Alinity i GA 125 1l GAL F) - Ednakon-x 3,0 mn.

7. VIHCTpYKLUMA NO NPUMEHEHNIO.

3amecTuTeNb pyKoBoauTens defepanbHO CNyX6bl

no Haa3opy B chepe 34paBoOXpPaHeHUs [.1O. lNaBnokoB

0099954

Peructpanua MU B Poc3gpaBranzope
www.nevacert.ru | mfo@nevacert.ru



