MMWHUCTEPCTBO 3A4paBOOXPaHEHMS 216196-4
Poccuiickoii defepaunn
OEAEPAJIbHAA CNYXXBA MO HAA30PY
B CPEPE 30PABOOXPAHEHWNA

(POC3OPABHAL3OP) Cyb6bekTam obpalleHuns

MeAULIMHCKNX |/|3,u,en|/||7|
CnassHckaa nn. 4, ctp. 1. Mocksa, 109074

TenedoH: (495) 698 45 38; (495) 698 15 74

PykoBoauTenam
03.07.JbO'/7 ne O'/n- ~.6Y0 TeppuUTOpUabHbIX
Ha Ne oT opraHos Poc3gpaBHagsopa

[ M

O Hea06pOKaYECTBEHHOM
MEAVLIIHCKOM U3e/N

MeanLUMHCKUM OpraHun3aumnsm

OpraHam ynpaB/ieHUs
3[4paBoOXpaHeHNneM Cy6BbEKTOB
Poccuinckon depgepauymm

defepanbHaa cnyxba No Haj3opy B cepe 34paBOOXpPaHEHUSs Ha OCHOBaHWUU
3KCNepTHOro 3aknw4yeHns >drey «BHUNMNMMT» Poc3gpaBHags3opa coobuwaer o
BbISIB/IEHUM TeppuTopuasbHbIM opraHom Poc3gpaBHagsopa no lMepmckomy Kpaw B
obpalieHMn HefoO6pPOKAYeCTBEHHOI0 MeAUMUMHCKOro wusgenusa «Mrna MHbEKUMOHHaA
OLAHOKpaTHOro npmumeHeHma 23G x 1 1/4" (0,6mm x 30mm)», naptua 17.01.2014, pata
nsrotoeneHma 17.01.2014, npoussogctBa «Huaian City Hengchun Medical Product
Co., Ltd.», KwuTali, perucrtpaymoHHoe ypgoctoepeHne Ne @HC3 2012/12355 ot
18.06.2012, cpOK AeACTBUA He OrpaHuM4YeH, B CBA3M C HECOOTBETCTBUEM TpeboBaHUAM
TEXHUYECKON AOKYMEHTauun Npou3BOAUTENSA, COofep)Kalleica B KOMIMIEKTe [aHHOM
perncTpaunoHHoOM goKymMmeHTaummn (cM. MpunoxxeHue).

depepanbHas cnyxba no Hag3opy B cdepe 34paBoOXpaHeHUA npegnaraet
cybbekTaM obpaweHna MeguLUUHCKUX W3Le/IMA  MPOBECTU TMPOBEPKY Hanyumsa B
obpalleHMN yKasaHHOro MeguLUHCKOro n3fenuns, B yCTaHOB/IEHHOM MNOpPsKe NPOBECTU
MeponpuATMA N0  NpeAoTBpaleHUt0 obpalleHuss Ha Tepputopum  POCCUINCKOWN
defepaynm  Hef06pPOKAUECTBEHHONO0 MEAUUMHCKOrO Wu3fenua U 0 pesysbTaTax
NPOMHMOPMUMPOBATL COOTBETCTBYIOLLNI TeppuTOpUanbHblii opraH Poc3gpaBHagsopa.

TeppuTopuanbHblM  opraHam Poc3gpaBHag3opa MNpPoOBecTU MeponpusaTus B
COOTBETCTBMU C MNOPALKOM, MPefycMOTPeHHbIM AAMUHUCTPATUBHbLIM persameHToM
degepanbHOM cnyX6bl Mo Hag3opy B cepe 34paBOOXPAHEHUSA MO WCMOJIHEHUIO
rocyfapCTBeHHON (YHKUMW MO KOHTPOMO 3a obpalieHVeM MeaULUHCKUX W3LeNnnn,
yTBepXXAeHHbIM npukasom MuH3gpaBa Poccun ot 05.04.2013 Ne 196H.



3a HapyweHusa B cepe obpaweHUA MeAULUHCKUX W3LeNTMA NpeaycMoTpeHa
agMUHUCTpaTMBHaA OTBETCTBEHHOCTb corjslacHo crtatbaM 6.28 u 6.33 «Kopgekca
Poccuinckonn Pegepaumm 06 aAMUHUCTPATUBHbLIX TMPaBOHApPYLIEHUAX», a Takxke
yCTaHOBJ/IeEHa YrosioBHas OTBETCTBEHHOCTb 3a ob6palieHne ManbCUpPULNPOBaHHbIX,
HeJ06pPOKAYECTBEHHbIX M HE3aperucTpMpoBaHHbIX MEAULMHCKUX W3Ae/TMA COracHo
cTaTbe 238.1 ¥YronoBHOro Kogekca Poccuiickoii degepaumnu.

MpunoxeHune: Tabnuua Ha 1 1. B 1 3Ks.

PykoBoaunTesnb M.A. MypaLwiko



MNpunoxxeHve K IHopMaunoHHoMY nncbMy PocsfpaBHaas”™a

or 03 - /6yo//"
Ta6n|/|u,a ConocTaBJ/IEHNA NapaMeTPOB N XapPaKTEPUCTUK, YKa3aHHbIX B KOMITJIEKTE
pPerncTpauuoHHOl JOKYMEHTALLMK, C MapaMeTpamMm N XapaKTepucTuKamm o6pasLoB

BbIABJ/IEHHOIo MegnLMNHCKOIo n3genns

KomnneKT perncTpaymoHHoO’ JOKYMeHTaL MK

CpaBHu/Baemble (perucTpaymoHHOe YA0CTOBEpPEHNE O6pasubl
cBegeHus/ Ne ®C3 2012/12355 oT1 18.06.2012, CpOK AENCTBUS He BbIABJ/IEHHOI 0
napameTpbl orpaHu4eH) MeAMLMHCKOro
n3genus

FOCT ISO 7864-2011

Ha noTpebunTenbCcKyo yNakoBKY JO/KHA OblTb HaHeCeHa
NHopMaLMsa B TOM YuCne:
MapKuposka npegynpexaeHne o HEOGXOANMOCTM MPOBEPKM LeNIOCTHOCTH OTcyTCcTBYET
Kaxk[0i NoTpebUTENbCKOW YNaKoBKM Nepes NPYMeHEHNEM
WU COOTBETCTBYHLLWI CUMBOSI.



