MUHNCTEPCTBO 3APaBOOXPaHEHUs

Poccuiickoin ®epepaunm 2260705
PEANEPANBHAA CNYXBA MO HAL30OPY
B COEPE 31PABOOXPAHEHINA Cy6beKTaM O6paLLl,eH|/|F|
(POC3APABHA/ASOP) MEAULMHCKNX U3LeNNii
CnaBaHckaa nn. 4, ctp. |, Mocksa, 109074
TenedoH; (495) 698 45 38; (495) 698 15 74 PykoBoanTenam
TEPPUTOPUANBbHbBIX
-/m9, Y-/ s)
OpraHoB FPoc3apaBHag30pa
Ha Ne _or
r MeAWUVMHCKMM opraHusaynam

O Hefo6pOKaYeCTBEHHOM
MEeANLNHCKOM W3Lennm

OpraHam ynpaBneHus
3[paBoOXpaHeHneM CybbeKTOB
Poccuiickoin depepauum

depepanbHaa cnyxkba Mo HaAsopy B ciepe 34paBOOXPaHEHMA Ha OCHOBaHWUWU
aKcnepTtHoOro 3aknwyeHns ey «BHUMUMT»  Poc3gpaBHagszopa coobuwaet o
BbISIBIEHUN B O6palleHn HeLfobpOKavyeCTBEHHOrO MeAMLMHCKOTO u3genvs  «Urnbl
NHbEKLMOHHbIE OAHOKpaTHOro npumeHeHnss KD-FINE® o 1.20 x 40mm 18G x 1 /2”»,
REF 900062, LOT 7E28205, npoussoactBa KD Medical GmbH Hospital Products,
Germany, peructpaunoHHoe ygoctoBepeHme Ne ®©C3 2008/01671 ot 04.05.2008, cpok
[eACTBMS He orpaHuyeH (ganee - MeguUMHCKOe W3fdenne), He COOTBETCTBYHOLLENO
TpeboBaHUAM TeXHUYECKOW AOKYMeHTauuu Mpou3BOAUTENS, COLEPXKALLEeca B KOMMJIEKTe
[AAaHHOM perncTpaymMoHHON AOKYMeHTauUnn (CM. NPUIOXKeHKe).

defepanbHasa cnyxxba no Hag3opy B chepe 34paBOOXPaHEHMA npeaiaraet cyobekTam
obpalleHns MeaULMHCKUX W34eNNiA  NPOBECTU MPOBEPKY Hanmumsa B obpalleHun
MeguumMHCKOro u3genna, B YCTaHOB/IEHHOM MNOPAAKE MPOBECTU MEPONPUATUA MO
NpeAoTBpaLLleHnio obpalleHns Ha Tepputopumn Poccuiickon depepaumy MeguLMHCKOTO
n3genus n o0 pesynbTatax MNPOVHMOPMUPOBATL COOTBETCTBYIOWMI TeppUTOPUabHBINA
opraH Poc3gpaBHajasopa.

TepputopuanbHblM  opraHam  Poc3gpaBHagsopa MpPOBECTW  MeponpuaTus B
COOTBETCTBUMM C TMOPAAKOM, MpPeayCMOTPEHHbIM  AAMUHUCTPATUBHLIM  PerfiaMeHToM
depfepanbHON  cnyXK6bl MO HaA3o0py B cdepe 34paBOOXPAHEHMA MO WUCMOMHEHUIO
rocyapCTBEHHON (DYHKUMM MO KOHTPOMK 3a ob6palleHVeM MeAULMHCKUX WU3L4eNni,
yTBepXXAeHHbIM npukasom MuH3gpasa Poccum ot 05.04.2013 Ne 196H.

3a HapyweHus B ciepe ob6paleHNs MeAUUMHCKUX U3genuin  npefycMoTpeHa
aAMUHUCTpPaTUBHAA OTBETCTBEHHOCTb COrnacHo crtatbam 6.28 u 6.33 «Kopekca
Poccuiickoin  depepaumm 06  aAMUHUCTPATMBHBLIX  MPaBOHAPYLUEHMAX», a TakXe
yCTaHOB/IeHa YrofioBHas OTBETCTBEHHOCTb 3a oObpalleHve (asbCUPULNPOBAHHBIX,
HeJOOPOKaYeCTBEHHbLIX W HE3aperncTpuMpoBaHHbIX MEAULUUHCKUX W3LeNNiA  COracHo
cTaTbe 238.1 YronoBHOro Kogekca Poccuiickon ®efepaunn.

MpunoxeHwne: Ha 1 1. B 13Ks.

PyKoBoanTenb M.A. Mypallko



MpunoxeHue K nucbMy Poc3apaBHag3opa

oT

Ta6n|/|u,a conocTas/ieHNA NMapaMeTpoB N XapPaKTEPUCTUK, YKa3aHHbIX B KOMIIEKTE
pEFI/ICTpaLI.VIOHHOIZ AJOKYMEHTaunn, € napameTpamMmm N XapaKTepncTtnKamm OﬁpaSLI,OB
BbIAB/IEHHOI0O MEAULUHCKOIO U3aenna

CpaBHuBaeMble
ceefleHus/napameTpbl

O0603HaueHne
pa3MepoB

YnakoBka

KomMnnekT perncTpaymoHHON
AOKYMeHTaLum
(perncTpaumoHHOe ya0CTOBEpPeHMe
Ne ©C32008/0167J o1 04.05.2008,
CPOK [ENCTBUSA He OrpaHunyeH)

Tpybka pomkHa 6blTb 0603HayYeHa
HOMMWHA/bHbIM BHELLHUM
AvameTpoM, Bblpa>KeHHbIM B
MuniMMeTpax (To ecTb 0603HauYeH
METpPUYECKUA  pasmep), WU €ero
KaTeropuen, TO eCTb HOpPMa/bHO-,
TOHKO-, unm aKCTpa-
TOHKOCTEHHas. BHYTpeHHui
anameTp gomkeH 6biTb min 0,910
MM.

3aBoficKas ymnakKoBKa: KO/JMYecTBO
LWTYK B YynakoBke/kopobke - 50/5000
.

O6pasLbl BbISABNEHHOIO
MeANLMUHCKOro n3genus

Ha ynakoBke OTCYyTCTBYHOT
CBefleHNs1 0 TOHKOMN CTEHKE UMbl
BHYTpeHHWI1 anameTp TPYyoKM -
0,917 MM - TOHKOCTEHHas.

Ha mapkupoBke rpynnosoii
yNnakKoBKU - yKa3aHO KONNYeCTBO
100 wT.



