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PENEPASIBHASA CNYXKBA MO HAA3OPY B CPEPE 3[PABOOXPAHEHWA
;X En (POC3OPABHA/3OP)

PETMCTPAUMOHHOE YOOCTOBEPEHWE
HAMEOWUWHCKOEW3AENWNE
ot 05 anpensa 2022 roga P3H 2022/16830

Ha megnumHckoe nsaenve

KannbpaTopbl 415 KaNM6POBKM aHann3a Ka4eCTBEHHOr0 onpejesieHns aHTUTenN
Knacca IgM k Bupycy SAR$-CoV<2 B CbIBOPOTKE 1 N1a3Me KPOBU YEN0BEKA,
NMMYHOXEMUTHOMWUHECLEHTHBIM METOLOM A/18 AUArHOCTMKM in Vitro Ha
aHanmsartopax UMMyHoxnummyeckux cepum ACCESS system

HacTosLee perncTpaloHHoe y40CTOBEPEHME BblaHO
"bekmeH KynbTep, HK,", CLUA,
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'MecTo npon3BoACTBa MeANLMHCKOrO U3aenns
Beckman Coulter, Inc., 1000 Lake Hazeltine Drive Chaska, MN 55318, USA n

Howmep peructpaymoHHoro gocke Ne P1-44400/56992 ot 24.09.2021
I*acc NoTeHLManbHOro pUcKa NPUMEHEHUS MeAULMHCKOro nsnenus 26

Kog O6Luepoccuitickoro knaccumkatTopa NpoayKLmMmn no BjaM 3KOHOMUYECKON -
fedatensHoctn 21.20.23.110

HacTosiee perucTpaLoHHOe y10CTOBEPEHNE UMEET NPUMNOXKEHME Ha 1 ucTe

fr-v:

npukasom PoesgpasHagzopa ot 05 anpena 2022 rogaNe?706
t [OMyLIEHO K,-06paLLeHM0 Ha TEpPPUTOPMIN POCCUIACKO
APykoBoaunTenb ®efepasnibHON CyXobl
no HaA30py B chepe 34paBoOOXpPaHeHUS / Cnmo\\ern'™
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3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



MPNITOXEHWE

KPETMCTPAUNOHHOMY YOOCTOBEPEHWIO
HAMEOWUWHCKOEWSAEJ/INE

OT 05 anpensa 2022 roga 2022/16830
ner 1

Ha meanuunHckoe nsgenve
KannbpaTopbl AN5 KaNnMO6pPOBKN aHaNmM3a Ka4eCTBEHHOr 0 onpeaeneHnst aHTUTen

knacca IgM K Bupycy SARS-CoV-2 B CbIBOPOTKE U Mia3Me KPpOBM Ye/l0BEKa,
NMMYHOXEMUTIOMUHECLEHTHLIM METOLOM A1 AMAarHOCTUKM in Vitro Ha aHanmsaTtopax
nMMyHoxnmmyecknx cepum ACCESS system, B cocTase:
"1 Kanunbpatopbl 415 KaMOPOBKM aHaM3a Ka4eCTBEHHOI0 OnpefeNieHns aHTUTeN Kacca
IgM.k Bupycy SARS-CoV-2 (Access SARS-CoV-2 IgM Calibrator), B cocTase:

I.L Kanmb6patopsbl CO, Cl - 2 thnakoHa.

1.2. KannbpoBoyHasa KapTa Co LUTPUX KOAaMMU.
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