PEAEPANIBHAA CNYXBA MO HAL30PY B COEPE 3[PABOOXPAHEHMA
(POC3PABHAA30P)

PETMCTPAUNOHHOE YAOCTOBEPEHWE

HAMEAVNUNHCKOE N3SOENWNE
oT 03 anpena 2023 roga Ne P3H 2023/19956

Ha mefnumHcKoe nsgenve

LL-kapTbl "' AnakKnoH ABO/Rh ansa HoBopoxaeHHbIX DVI-'" (DiaCion ABO/Rh for
Newborns DVI-) ons onpegeneHusa rpynn kKposu no cucteme ABO/Rh B coveTaHum ¢
NPAMbIM aHTU/100y/IMHOBLIM TecToM (DAT) y HOBOPOXAEHHbIX 415
NMMYHOIeMaTo/10rMyecKmxX NccneoBaHnii B in Vitro uarHoCcTuKe

HacTosiLee perncTpayoHHoe yA0CTOBEpeHME BblaHO
OO6LLIECTBO C OrpaHNYeHHON 0TBETCTBEHHOCTbIO 'Buro-Pag JlabopaTtopumn'
(OO0 "buo-Pag NabopaTtopun'), Poccus,

105064, MockBa, HuxHuii CycanbHblii nep., a. 5, cTp. 5A

lNMpownssoanTensb
"OunaMeg Mvo X", LLseliyapus,
DiaMed GmbH, Pra Rond 23,1785 Cressier (FR), Switzerland

MecTo npon3BoAcTBa MeULVHCKOro U3Lenns
DiaMed GmbH, Pra Rond 23,1785 Cressier (FR), Switzerland

Homep peructpaumoHHoro gocbe Ne P[1-54848/107940 ot 28.02.2023
Knacc noTeHUManbHOro pycka npuMeHeHUss MeANLIMHCKOTO n3genus 3

Kopg O6Lepoccniickoro KnaccugukaTopa NnpoayKumm rno BuaaM saKOHOMUYECKOM
fesartenbHoctn 21.20.23.110

HacToslLee perucTpalyoHHoe YA0CTOBEPEHME NMEET NPUOXKeHME Ha 1 inucTe

npukasom PoesgpaBHaasopa ot 03 anpena 2023 roga
[OMYLLEHO K 06palleHuMo Ha TeppuTopun Poccninicko
PykoBoauTesib ®PefepanbHON Cnyxobl
Nno Haf30py B chepe 34paBOOXpaHEHNS

3NEKTPOHHAS KONHA OGOPMAEHA LIEHTPOM HCTIbITAHI/ W PETMCTPALIMI MERHLMHCKMX H3ENHIA



®ENIEPANIBHAA CAYXXBEA MO HAL3OPY B COEPE 3[PABOOXPAHEHWSA
(POC3PABHA/I30P)

o/ MPNNTOXEHWE

KPETUCTPALVMOHHOMY YAOCTOBEPEHMWIO
HAMEAWULUWHCKOE U3AENUE

oT 03 anpena 2023 roga Ne P3H 2023/19956
Jinct 1

Ha meanymnHcKoe nsgenuve
ID-kapTbl ""AnaKnoH ABO/Rh ans HoBopoxaeHHbIX DVI-"" (DiaClon ABO/Rh for
Newborns DVI-) gna onpegeneHusa rpynn Kposu no cucteme ABO/Rh B coueTaHum ¢
NPAMbIM aHTUIN06yNMHOBLIM TecToM (DAT) y HOBOPOSieAeHHbIX /15
NMMYHOIremMaTos1I0r M4eCcKnX UccnefoBaHuii B in vitro guarHocTuKe,

" BapuaHTbl UCNONHEHNS:
1. W-kapTtbl «AnaKnod ABO/Rh gna HoBopoxaeHHbIX DVI-» (DiaClon ABO/Rh for
Newborns DVI-) gna onpegeneHus rpynn Kpoeu no cucteme ABO/Rh B coueTaHuu ¢
NPAMbIM aHTUTN106Y/TMHOBBLIM TeCTOM (DAT) y HOBOPOXXAEHHbIX A5
WMMYHOIemaTo/10rMyecKmx UccnefoBaHnii B in vitro guarHoctuke, 4x12 wrt./1 yn.
2. L-kaptbl «AnaKnoH ABO/Rh gnsa HoBopoxaeHHbIX DVI-» (DiaClon ABO/Rh for
Newborns DVI-) ans onpeaeneHus rpynn Kposu no cucteme ABO/Rh B coueTaHnm ¢
NPSAMbIM aHTUI06YNMHOBbLIM TecTOM (DAT) y HOBOPOXAEHHbIX AN
MMMYHOremMaTo/1I0rM4ecKnX nccnefoBaHnii B in vitro anarHoctuke, 24 x 12 wr./1 yn.
3. LLU-kapTbl «OnaKnoH ABO/Rh ans HosopoxaeHHbIX DVI-» (DiaClon ABO/Rh for
Newborns DVI-) ans onpegenenus rpynn Kposu no cucteme ABO/Rh B coueTaHum ¢
NPSAMbIM aHTUTN06YNMHOBLIM TecTOM (DAT) y HOBOPOXAEHHbIX 415
NMMYHOremaTOo10r MYecKMX NccnefoBaHnii B in vitro gnarHoctuke, 60 x 12 wt./1 yn.
4. LU-kapTbl «AnaKnoH ABO/Rh gnsa HoBopoxaeHHbIX DVI-» (DiaClon ABO/Rh for
Newborns DVI-) ans onpegenenus rpynn Kposu no cucteme ABO/Rh B coveTaHun ¢
NPAMbIM aHTUT 106y NMHOBLIM TecTOM (DAT) y HOBOPOXXAEHHbIX 415
NMMYHOTeMaToI0rMYeCcKnX nccnefoBaHuii B in vitro gnarHoctnke, 112x12 wr./1 yn.

PykoBoanTens ®efepasnbHOM CryxXobl
Mo Haas3opy B cthepe 34paBOOXPaHEHMS
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