MUHWCTEPCTBO 3/paBOOXPAHEHNS

Poccuiickoin depepaymu 2266366
SEAEPANIBHAA CNYXBA MO HAL3OPY r
B COEPE 3[JPABOOXPAHEHUA Cy6bekTaM 06palLeHus
(POC3APABHAL3OP) MeJNLUHCKNX 13aenuii
CnassiHckas nn. 4, ctp. |, Mocksa, 109074
TenedoH: (495) 698 45 38; (495) 698 15 74 PyKoBoaguUTeNnam
TeppuTopuanbHbIX
Nea -/c/- X oy opraHoB Poc3gpaBHagsopa
Ha Ne oT

MegNLNHCKNM opraHun3almam

O Hepo6poKavecTBEeHHOM

MeNLMHCKOM U3fenui OpFaHaM yrnpaB/eHNA

34paBO0OXPaHeHNEM CYyObEKTOB
Poccuiickoin depepaunn

denepanbHad cnyxba no Hag3opy B C(j)epe 34paBOOXpPaHeHWss Ha OCHOBaHUM
3KCMepTHOro 3aknwyeHnsa @drey «BHUMMNMT» Poc3gpaBHag3opa coobuwaetr o
BbIIBIEHUN B 06palleHMn HeaobpoKavyeCTBEHHOro MeauuMHCKOro uagenusa «Mandrin /
Stylet, Vasofix® / Vasocan® 20G x 33 mm», REF 4219104, LOT 16A05A8571,
npomnssoacTea B. Braun Melsungen AG, Germany, perucrtpaunoHHOe YAOCTOBEpeHue
Ne ®C3 2007/00304 ot 17.09.2007, cpoK AeWCTBMSA He orpaHu4yeH (ganee - MeauLUUHCKOe
n3genve), He  COOTBETCTBYHOLLEr0  TpeboBaHMAM  TEXHUYECKOW  AOKYMeHTauuu
NPOV3BOAUTENS, COAEPXKALLEencs B KOMMNEKTe AaHHON perncTpauvoHHON [LOKYMeHTaumm
(cM. npunoxxeHwue).

depfepanbHaa cnyxxba no Hafg3opy B Chepe 34paBOOXpPaHEHUsA npegnaraet cybbekTam
obpalleHns MeAMUMHCKUX  W3L4eNnid  NpoBecTU MPOBEPKY Haimuns B obpalieHum
MeAVUMHCKOrO 13fenusd, B YCTaHOB/IEHHOM MOpA4Ke MNPOBECTU MEpPonpuATAAS Mo
npeaoTBpaLleHnto obpalleHns Ha TeppuTtopun Poccuidickori ®epepaunn MeanUMHCKOro
n3pennsa 1 o pesynbtatax MNPOMHMOPMUPOBATL COOTBETCTBYIOLLMIA TePPUTOPUATbHbIN
opraH Poc3gpasHaj3opa.

TepputopuanbHbiM  opraHam  Poc3fpaBHaj3opa NPOBECTU  MeponpuaTua B
COOTBETCTBUM C MOPAAKOM, TMPeayCMOTPEHHbIM  ALMUHUCTPATUBHLIM  PErfiaMeHToM
defepasbHON  Cny>K6bl MO Haf3opy B Clepe 34paBOOXPAHEHUS MO  WUCMOJSIHEHWIO
rocyapCTBeHHOM (DYHKUMM MO KOHTPOMO 3a obpalleHneM MeAUUMHCKUX W3LeNni,
yTBepXXAeHHbIM npuka3oMm MwuH3gpaBa Poccum ot 05.04.2013 Ne 196H.

3a HapylweHus B cdepe obpalleHUs MeSUUMHCKUX U3[eNnvuin  npefycMoTpeHa
afAMUHNCTpPaTUBHAA OTBETCTBEHHOCTb COrnacHo crtatbam 6.28 u 6.33 «Kopekca
Poccuiickoin  ®egepauun 06  aAMUHUCTPATMBHBLIX  MPaBOHAPYLUEHMAX», a TaKxe
YCTaHOB/IEHa Yro/fioBHas OTBETCTBEHHOCTb 3a oObpalieHve danbCupuunpoBaHHbIX,
HeJOOPOKAYeCTBEHHbIX W HE3aperucTpUpPOBaHHbIX MEAULMHCKUX W34ENNiA  CornacHo
cTaTbe 238.1 YT0/10BHOr0O Kofekca Poccuinickoin defepaunn.

M.A. Mypaluko



MpunoxeHue K nucbMy Poc3gpaBHaz3opa
oT

Tabnumua conocTaBeHUs NapamMeTPOB U XapaKTEPUCTUK, YKa3aHHbIX B KOMMEKTe
PErmcTpaLMoHHO AOKYMeHTaLUK, C NapaMeTpaMmn 1 XapakTepucTukaMmm 06pasLoB
BbISIBIEHHOT0 MEAWLMHCKOro U3aenis

CpaBHvBaeMble KomnnekT perucTpaynonHHori  O6pasupbl BbISBNEHHOTO MeAULMHCKOTO
ceefieHus/napameTpbl [AOKYMeHTauum nsgenusa (ycnosHoe o603HayeHue
(perncTpauymnoHHoe obpasuos: A-J)
YyAOCTOBEPEHME

Ko ©C32007/00304 oT
17.09.2007, cpoK AeiicTBUA He

orpaHunyeH)
HanmeHoBaHMe Ctunet ans KaHtionb Mandrin / Stylet, Vasofix® /
n3genms «BA3ODPUKC» (Stylet Vasofix)  Vasocan®

KoMnnekT nocTaskyu BHYTpb CcTepunbHOro usgennsi BHYTpb CTEpUbHOrO U3genus He
BNOXKEHA  MHCTPYKUMS MO BNO>XKEHA UHCTPYKLMSA Mo
MEeAULUHCKOMY NMPUMEHEHNIO. MEeANLMHCKOMY MPUMEHEHWIO.



