MWHUCTEPCTBO 3[PaBOOXPaHEHMS

Poccuiickoii degepaumn 2273329
OEAEPANIBHAA CNYXBA MO HAL3OPY
B CPEPE 34PABOOXPAHEHNA Cy6'|39KTaM 06paLLl,eHI/IfI
(POC3APABHA/[30P) MEANLUNHCKUX U3LENNN
Cnassmckas nn. 4, ¢Tp. 1, Mocksa, 109074 PykoBoguTtensm
TenedoH; (495) 698 45 38; (495) 698 15 74 TEPPUTOPUANIBHBIX

opraHoB Poc3apaBHag3opa

YE..C>/XCY,Y Noorbl- N30

Ha Ne oT MeaANLNHCKUM opraHun3aymsam
N~ O Hepo6poKavyecTBEHHOM OpraHaM ynpasneHns
MEANLMHCKOM M34enK 3[lpaBOOXpaHeHNeM CyObEKTOB

Poccuitickon depepaummu

depepanbHas cnyxba no Hag3opy B Clepe 34paBOOXPAHEHMA HA OCHOBAHMUU
aKcnepTHoro 3akntyeHns ®rey «BHUNUMT» Poc3gpaBHag3opa coobLiaeT 0 BbISBEHUN
TeppuTopuasbHbiM opraHoM Poc3fpaBHagsopa no 3abaiikasbCKOMYy Kpakw B obpalyeHun
HeJOOPOKAYeCTBEHHOr0  MeAMUMHCKOro  usgenus:  «Macka  napuHreanbHas — 6e3
AOMONHUTENBHOrO 6annoHa Ana pasfyBaHUs U cyBaHWUA MaHXeTbl 04HOpa3oBas, pasmep 3»,
LOT 280916, npousBoactBa «Armstrong Medical Limited», United Kingdom,
perucTpaLMoHHoe YAOCTOBepeHune Ne &C3 2012/12634 ot 06.09.2012 (ganee —
MeguuuHckoe un3fenne), B CBA3NM C HECOOTBETCTBMEM TpeGOBaHUAM  TEXHUYECKOM
[JOKYMEHTaUUW NPOU3BOANTENS, COAEpXKalleilca B KOMMMEKTe [AaHHOW PerucrpauuoHHOWA
[OKYMeHTaumMn, B 4acT NPOBEPEHHbIX XapaKTepucTuK (CM. MPUIOXKEHNKE).

depepanbHas cnyxxba No Hag3opy B cdepe 34paBOOXPaHEHUs npegnaraet cybbekTam
obpaleHnss MeAUUMHCKUX  U3OeNUiA  MPOBECTM MPOBEPKY HanuMuus B 0bpalleHuu
MeauunHCKOro un3genns, B YCTAHOB/IEHHOM MOpPsAAKe MPOBECTU  MEPONpUATUS Mo
npeaoTBpalleHnto obpalleHnss Ha TeppuTopun Poccuitickoih depepaumm MeguuMHCKOrO
n3genns U 0 pesynbTaTax MPOUHPOPMUPOBATL COOTBETCTBYIOLLNIA TEPPUTOPMANBHbBIA OpraH
Poc3gpaBHaa3opa.

TeppuTopmanbHbIM opraHam Poc3fapaBHaz3opa MpoBECTM MeponpuAaTus B COOTBETCTBUN
C NOPSAAKOM, MPeayCMOTPeHHbIM ALMUHUCTPATUBHBIM pernamMmeHToM ®enepanbHON CyXoObl
Mo HaA30py B cepe 34paBOOXPaHeHUs MO WCMNOSIHEHWUIO TOCYLAPCTBEHHOW (YHKUMWU MO
KOHTPO/IO 3a obpalieHneM MeAULMHCKUX WU3LENUR, YTBepXAeHHbIM npukasoMm MuH3gpasa
Poccum ot 05.04.2013 Ne 196H.

3a HapyweHus B cdepe obpaweHus MeAUUMHCKUX  W3LeNUiA  npeaycMOTpeHa
aAMUHNCTPATMBHAsA OTBETCTBEHHOCTb COrNacHoO ctaTtbsM 6.28 n 6.33 «Kopgekca Poccuiickoi
defepaunyt 06 aAMUHUCTPATUBHBLIX MPaBOHAPYLUEHUAX», & TaKXe YCTaHOB/IeHa YrosoBHas
OTBETCTBEHHOCTb 3a oOOpalleHne QanbCUPUUUPOBAHHBLIX, HEL0O0POKAYeCTBEHHbIX U
He3aperncTpMpPoBaHHbIX MeAULUHCKMUX U34ENNIA cornacHo ctaTbe 238.1 YronoBHOro Kojekca
Poccuiickon ®eaepaumu.

[MprnoxeHwue:
- Tabnumua conocTas/ieHUa NapaMeTpoB U XapakKTePUCTUK Ha 1. B 1 3K3.

PyKoBoanTenb M.A. MypalLlko



NPUNoXeHMe K NcbMy Poc3apaBHaasopa
oT 'f6,0". -307/<?

Tabnuua conocTaB/eHnst NapaMeTPOB U XapaKTePUCTUK, YKa3aHHbIX B KOMM/EKTE
perucTpauroHHON AOKYMeHTaLuK, ¢ napaMeTpami U XxapakTepucTukamu 06pasLoB
BbISIBIEHHOr0 MeAVNLMHCKOrO M3aenus

CpaBsHuBaemble KomnnekT perncTpaynoHHoi O6pasLbl BbISBNEHHOIO
ceefeHua/napameTpbl AOKYMEHTauum MeAULMHCKOTo n3genus
(permcTpaumoHHoe y10CTOBEPEHNE
No ®C3 2012/12634 o1 06,09,2012,
CPOK AENCTBMS He OrpaHnyeH)

YnakoBka Kaxgoe wm3genuve [O/KHO  6bITb  [A37€/1M8 YNaKoBaHbl B
yMnaKoBaHo B VHAVBULYANTbHYIO  GYMaXKHO - MONUITUIEHOBBII
ynakoBKY M3 MAOTHOFO MOMU3TWNEHA, U  6aAKCTEP.

MOMELEHO B YMaKOBKY W3 TMOTHOrO
KapToHa.



