OEAEPANILHASA CNYXXBA MO HAL3OPY B COEPE 3[PABOOXPAHEHWSA
(POC3PABHA/3OP)

PETMCTPALUNOHHOE YAOCTOBEPEHUE

HA MEAULUMHCKOE VU3AENNE
oT 16 maqa 2023 roga Ne P3H 2023/20236

Ha megununHcKoe nusgenue
Habop peareHTOB /11 KO/IMYECTBEHHOIO OMNPeeNeHns cofepXKaHns NPAMOro
6unnpybrHa B CbIBOPOTKE U MNia3Me KpoBu Yenoseka (auto-BUirubin-D liquicolor)

HacTosLee perncTpayMoHHOe y[0CTOBEPEHME BbIAaHO
3aKpbIToe aKLUMoHepHoe 06uecTso "AHAJTMTUKA™
(BA0 "AHAJTNTUKA™), Poccus,

129343, MockBa, np-g CepebpsikoBa, 4. 2, K. 1

MpoussognTens

"XyMmaH IMe3enbluadT hrop Brokemnka yHa JuarHoctuka M6 X", FepmaHus.

Human Gesellschaft fiir Biochemica und Diagnostica mbH, Max-Planck-Ring 21,
v 65205 Wiesbaden, Germany

m VI MecTo npon3BoACcTBa MEAULMHCKOIO M3aenns
Human Gesellschaft fiir Biochemica und Diagnostica mbH, Max-Planck-Ring 21,
65205 Wiesbaden, Germany

Homep perucTpaumnoHHoro gocbe Ne P/1-54081/107261 o1 12.01.2023
Knacc noTeHUManbHOro pucka NnpuMeHeHNs MeMLUHCKOTo nU3aenms 2a

Kop O6uiepoccuiickoro KnaccugmnkaTopa npoayKumm no BuaaM 3KOHOMUYECKONA
featenbHocTm 21.20.23.110

HacTosiliee perncTpauroHHOe YA0CTOBEPEHME MEET NMPUNOXeHNE Ha 1 ncTe

npukasom Poc3gpaBHag3opa oT 16 maa 2023 roga J22989  ~
AONYLEHO K 06palleHnto Ha TeppuTopun Poccuiich N depepa;' A" ™" A

r-1  PykoBoguntenb ®enepasibHOM CyXXobl
. M0 Haja30py B chepe 34paBOOXPaHEHNS

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



®EJEPANIbHASA CNY)XBA MO HAA3OPY B CHEPE 3[[PABOOXPAHEHWSA
(POC3/PABHA/3OP)

MPUNOXEHWE

KPEITMCTPAULMNOHHOMY Y AOCTOBEPEHUIO
HA MEAVNUWHCKOE N3AEJTNE

oT 16 mana 2023 roga Ne P3H 2023/20236
Jlnet 1

Ha megnunHCcKoe nsgenve
Habop peareHTOB A1 KO/IMYECTBEHHOI O ONPeeNeHns CoaepXKaHMS MPSMOro
6unnpybrHa B CbIBOPOTKE M Mia3mMe KpoBu 4YenoBeka (auto-Bilirubin-D liquicoior),
BapuaHTbl UCMONHEHWS;

I. BapuaHT ucnosHeHua 1, B cocrase:

1. PacTtBop consiHoli kucnoTbl (R1), 2 ¢pnakoHa no 100 TecTosB.

2. PeareHT okpawwmsatouinii (R2), 2 ¢pnakoHa no 100 TecToB.

3. IHCTpYKUMA No NpUMeHeHUo, 1 wWr.

Il. BapnaHT UCMNoOMHeHnA 2, B COCTaBe:

1. PacTBop consiHol kucnotel (R1), 5 dhnakoHoB no 210 TecToB.

2. PeareHT okpawwusatowuii (R2), 5 hnakoHa no 210 TecToB.

3. IHCTpyKUMs No NpMMEHeHuo, 1 wr.

PykoBoanTenb deaepanbHoOn cnyxobl
Nno Haa3opy B cepe 34paBoOXpPaHeHUS V./ A.B. CamoiinoBa
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