MWHWCTEPCTBO 34PaBOOXPaHEHNS 5557360
Poccuiickoii degepaunn
®EAEPANTBHAA CNYXBA MO HAA3OPY

B COEPE 3[PABOOXPAHEHMA CybbekTam obpatleHns

MeANLNHCKUX N3aeNnii

(POC3AOPABHAL3OP)
Cnassmckas nn. 4, ctp. |, Mocksa. 109074 PykoBoaguTenam
TenedoH: (495) 698 45 38; (495) 698 15 74 TePPUTOpPUAsbHbIX
opraHoB Poc3gpaBHajg3opa
Ha No oT MeLNUMHCKNM opraHun3aumusam
O HepobpoKavecTBEHHOM OpraHam ynpaBneHus
MeJULMHCKOM U3fennm 3PaBO0OXpPaHEHNEM Cy6'beKTOB

Poccuiickoii ®egepaunm

depepanbHasa cnyxba Mo Hag3opy B cdepe 34paBOOXPaHEHMSA Ha OCHOBaHUWU
3KcrnepTHOro 3aknoyeHns ®reyY «BHUMMMT» Poc3gpaBHag3opa coobuw,aet 0 BbISAB/IEHUN
TeppuTOpMaibHbIM OpraHoMm Poc3gpaBHag3opa no AMYpCKoi — ob6nactu B obpallieHuun
He06pOKaYeCTBEHHOI0 MeAULUMHCKOIo u3genua: «Habop pAna  BHyTpuiabopaTopHOro
KOHTponsa KadectBa MPA «CbIBOPOTKA, cofepXKallaa aHTuTena K supycy renatuta C» BJIK
aHTKU-BIrC TY 9398-182-23548172-2009», REF D-0738, LOT 92, pata npou3BOACTBa
17.09.2018, wcnonb3oBatb Ao 17.09.2026, npoussoactBa AO «BekTtop-bect», Poccus,
COMPOBOXXAAEMOro CBefleHUSAMM 0 perncrpaunmoHHom ypoctosepeHun Ne dCP 2010/08718 ot
25.03.2017 (panee - MeanuMHCKOe M3genue), B CBA3M C HECOOTBETCTBMEM TpPeboBaHUAM
TEXHUYECKOW [OKYMeHTauum nNpou3BOAUTENS, COofepXXalencsa B KOMMIEKTe [JaHHOWN
perncTpaLmMoHHON JOKYMeHTauMKN, B 4acT NPOBEPEHHbIX XapaKTePUCTUK (CM. NPUNOXKEHNE).

degepanbHasa cnyxxba nNo Hag3opy B chepe 34paBoOXpaHeHMA npegsaraeT cyobekTam
obpaweHns MeAULUHCKUX  U3[e/IMA  MNPOBECTU NPOBEPKY Haanuua B obpaweHuun
MeoVWUWMHCKOIO M34enNda, B YCTaHOBJ/IEHHOM MoOpsAAKe TMPOBECTU  MepornpuaTua Mo
npefoTBpalleHnio obpalleHns Ha Tepputopum Poccuiickon degepaunn MeguuMHCKOro
n3nenna n o pesysbtatax NPOUHMOPMMPOBATL COOTBETCTBYIOLLMA TeEPPUTOPUANbHBINA OpraH
PocsgpaBHagsopa.

TepputopnanbHbIM opraHam Poc3gpaBHaj3opa NpoBecTU MeponpuATUA B COOTBETCTBUU
C MOpsAAKOM, NMpefyCMOTPeHHbIM ALMUHUCTPATUBHbLIM periameHTom ®efepasibHON CNyX6bl
Nno Haa3opy B cepe 34paBOOXPaHEHUA MO WUCMNOSHEHWUIO TOCYAapCTBEHHONW (YHKUMX MO
KOHTPO/KO 3a obpalleHNeM MeSUUMHCKUX U3LeNuin, YTBEPXKAEHHbIM Nnpukasom MuH3gpasa
Poccuu o1 05.04.2013 Ne 196H.

3a HapyweHus B cepe obpawieHna MeAUUWMHCKUX  W34eNniA  npefycMoTpeHa
agMUHUCTPaATMBHAA OTBETCTBEHHOCTb COr/slacHO ctatbsMm 6.28 n 6.33 «Kogekca Poccuinckom
defepaymm 06 agMUHUCTPATUBHbLIX MpPaBOHapPYLUEHUAX», a TakXe yCTaHOBJ/ieHa YrosoBHas
OTBETCTBEHHOCTb 3a oO6palleHune danbCUPULNPOBaHHbLIX, HeJ00POKAYECTBEHHbIX U
He3aperncTpMpoBaHHbIX MeAULMHCKUX U34eNNIA cornacHo ctatbe 238.1 YTron0BHOIMo Kojekca
Poccuiickoii ®epepaymu.

lMpunoxxeHwe:
- Tab/iMya conocTaB/ieHUA NapaMeTPOB M XapaKTepuUCTUK Ha 2 . B 1 3Ka.



MpunoxxeHne K nucbMy Poc3/roaBlli3opa
ot ~~"0b oy*- / IP

Tab6nuua conocTaB/ieHMA NapaMeTPOB U XapaKTePUCTUK, YKa3aHHbIX B KOMM/IEKTe
PernucTpaLMoHHO OKYMeHTaLUK, ¢ napameTpaMy U xapakTepucTukamm 06pasLoB

CpaBHuMBaeMble

cBefeHuA/napameTpbl

KOMMNeKTHOCTb

MapKkurpoBKa

NHCTpYKUmnA

BbIAB/MEHHOIo MegULUMHCKOTIO n3aennsa

KomMnnekT perncTpaLmoHHOM O6pa3sLbl BbISAB/IEHHOIO
LOKyMeHTaLmm MeANLMHCKOro nsgenms
(perncTpaumnoHHOe yL0CTOBEPEHNE
No ®CP 2010/08718 oT 25.03.2017,
CPOK [1eNCTBUSA He OrpaHNYeH)

B KOMMNEKT NocTaBKN AO/MKHBbI JoNoNHUTENbHO BNOXEH NINCT
BXOANTb: C HaKnenkamu (25 WwT. Ha

- Habop; OlHOM NnCTe.

-WHCTPYKLUUSA MO MPUMEHEHUIO;

- nacnopr.

[onkHa cofepXaTb, B TOM YUCNE: OTcyTCTBYET.

- CMMBO/T «BNONOrMYeCKUin pUCK».

N3pgenna, wumerowive B CBOEM cocTaBe CBeAeHWUsI OTCYTCTBYIOT.
CbIBOPOTKY (Mn/1asmy) KpoBM 4enoBeka
WA 3/1eMeHTbl  TKaHW  Yesi0BeKa,
JO/DKHbI  MMETb  yKasaHue 00 ux
NHaKTMBaL UMK, " HaHOCUMYIO c
NMOMOLLbLID  KAUWe WX NeyaTHbIM
crnocobomM Hagnucb «aHTUTena K BUY 1,
2 n Bupycy renatmta C m HBSAg
OTCYTCTBYIOT».
[JomkHa cofepXaTb MHpopmauuio, B OTCYTCTBYET.
TOM 4uchne:

- npeanpuHUMaemMble Mepbl

B cny4ae N3MeHeHNS

aHa/INTNYECKUX

XapaKTepuUCTUK N3LeNns.

MacnopT Ha  wn3genwue AO/HKEH  OTCYyTCTBYeT.
cofiepXaTb, B TOM YuC/e:

-MHopMaLmsa 0 pesynbTarTax

KOHTPO/IA1 Ha COOTBETCTBME Habopa

Mo KOMMJIEKTHOCTH, YNaKOBKe,

MapKUPOBKE; i



- KOJ/IN4eCcTBO HaﬁopOB B cepun.

B pasgene «HasHaudeHue» JO/MKHO ObITb OTCYTCTBYET.
yKa3aHo, B TOM YuCre:

- NMOJIHOE Ha3BaHWe n3nenns.



