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TepPUTOPMATbHBIX
opraHoB Poc3fpaBHaa3opa

Ha Ne oT

MeanUNHCKUM OpraHm3auusam

O Hepob6poKavyecTBEHHOM

MeANLMHCKOM U3aenum OpraHam ynpaBneHus

3[lpaBOOXpaHeHMEM CyOBLEKTOB
Poccuiickoin ®egepaunu

depnepanbHas cnyxba no Hag3opy B ciepe 34paBOOXPaHEHNS HA OCHOBaHWUM 3KCMEPTHOMO
3aknoueHns  Prey  «BHUUMMNMMT»  Poc3gpaBHags3opa  COO6OLIAeT O BbISB/IEHUN
TeppuTopuanbHbIM opraHoM Poc3gpaBHagsopa no Pecnybnuke Caxa (AKyTtus) B obpalleHum
HeA06pOKaYeCTBEHHOIO MeauumHekoro msgenuns: «RESOLVE®/ Locking Drainage Catheter
6.5F, 25 c¢m/0.038” (0/97nmi), REF RLC-6-038, LOT E1319882, Merit Medical Systems. Inc.,
CLUA/ NpnaHausa, peructpaumnoHHoe yaoctoepeHne No dC3 2011/10776 ot 09.04.2018 (ganee
- MeauumHcKoe w©3genune), B CBSI3W C HECOOTBETCTBMEM TPeGOBaHMSIM  TEXHUYECKOWA
OOKYMEHTaUMN Mpou3BOAMTENSA, COAEPXKalLeNcs B KOMMMEKTe [aHHOW PerncTpalyoHHON
AOKYMEHTaLMN, B YAaCTN MPOBEPEHHbIX XapaKTePUCTUK (CM. NPUIOXKEHME).

depepanibHas cny>kba No Haf3opy B Cepe 34paBOOXPaHEHUs MpefgnaraeT CyobekTam
o6palleHnsi MeAULMHCKNX U3[eNniA NPOBECTN NPOBEPKY HanMumna B obpalleHmn MeanumHCKOro
n3genns, B YCTaHOB/IEHHOM MOPSAAKe NPOBECTU MEPONPUATUSA MO NPeLoTBpaLLeHMI0 0bpaLLeHs
Ha Tepputopun Poccuitickoin Pepepauny  MeOMUMHCKOTO  U3fenMs W 0  pesynbTaTax
MPOVH(OPMNPOBATL COOTBETCTBYHLLNIA TEPPUTOPUAbHBIN opraH Poc3apaBHaa3opa.

TeppuTopranbHbIM opraHam PocsgpaBHaz3opa NpoBecT! MeponpuAaTUS B COOTBETCTBUN C
NopsiAKOM, MpeayCMOTPEeHHbIM AAMUHUCTPATUBHLIM pernameHToM ®defepanbHOM CNyXO6bl Mo
Haas3opy B cthepe 34paBOOXPaHEHNs NO UCMOMHEHUIO FOCYAaPCTBEHHON (PYHKLUMM MO KOHTPONHO
3a obpaljeHVeM MeAMUMHCKUX W3LeNui, YTBEPXAEHHbIM NpuKazoMm MwuH3gpasa Poccun oT
05.04,2013 No 196H.

3a HapyweHuss B cepe o6palleHMs  MeAWMUMHCKUX — M34envidi  npeaycmoTpeHa
aflMMHUCTPaTMBHAas OTBETCTBEHHOCTb COrMacHO cTaTbsiM 6.28 M 6.33 «Kopgekca Poccuitckol
depepaumm 06 aAMMHUCTPATMBHBLIX MPaBOHAPYLLUEHUAX», a TakKXe YCTaHOB/IeHa Yro/soBHas
OTBETCTBEHHOCTb 32  OOpalleHve  (PanbCUPUUMPOBaHHLIX,  HEAO0OPOKAYECTBEHHbLIX U
He3aperncTpuMpoBaHHbIX MeAMUMHCKUX U3AeNNin cornacHo cratbe 238.1 YTONOBHOrO Kofekca
Poccuiickoin ®epepaumn.

[MpunoxeHwne:
- TabmLa conocTaB/ieHNs NapameTpoB N XapaKTEPUCTUK Ha 1 /1. B 1 3K3.;

PykoBoauTenb
M.A. Mypallko



MNpunoxxeHne

K nnucbMy Poc3gpaBHagaopa
oT Noe CY cy'

Tab6nuLa conocTaBeHNs NapamMeTPOB 1 XapakTePUCTHUK, YKa3aHHbIX B KOMMIEKTe
PermcTpaunoHHol LOKyMeHTaLMK, C mapameTpamiu U XapaKTepucTKaMm o06pasLioB

CpaBHvBaemble
cBefieHusi/napameTpbl

MapKupoBka

FapaHTUN
N3roToBUTENS

BbIAB/1IEHHOIO MEANLIMHCKOIO 1U34€enA

KomnnekT perncTpawumoHHON O6pasLbl BbIABNEHHOTO
AOKYMeHTaumm MeAMLMHCKOro nsgenus
(perucTpaunoHHoe
y4OCTOBEpPEHNE

Ned C3 2011/10776 ot
09.04.2018, cpoK AelCTBMUA He

orpaHuyeH)
Jata PY. He ykasaHa.
oA 1 MecsL, yNnaKoBbIBaHUS. OTCyTCTBYHOT C/I0Ba U CUMBOJI.
fapaHTWiAHbIE CPOKW. He ykasaHbl.



