MWHWCTEPCTBO 3A4PaBOOXPaHeHMS
Poccuiickoin degepaunn
SPEAEPAJIBHAA CNYXXBA MO HAA3OPY
B COEPE 34PABOOXPAHEHINA
(POC3PABHA/30P) CybbekTam obpalleHus

MeANLUWNHCKNUX n3aennii

2228497

CnassHckaa nn. 4, ctp. 1, Mocksa, 109074
TenedhoH; (495) 698 45 38; (495) 698 15 74
PykoBoagnTenam
Ne O /cjn - TeppuUToOpUnanbHbIX
Ha Ne or opraHoB Poc3gpaBHaa3opa

ﬂ MeAUUWHCKUM OpraHusaumsm

OpraHam ynpaBneHus
O Hepo6pOKa4ecTBEHHOM
MeMLIMHCKOM M3aentn 3apaBooxpaHeHneM Cy6bEKTOB
Poccuiickon degepaymm

defepanbHaa cnyxba Mo Haa3opy B cdepe 34paBOOXpPaHEHMA Ha OCHOBaHUU
aKcnepTHoro 3aknwveHns Prey «BHUMNUMT» Poc3gpaBHagsopa coobuiaeTt o
BbISAB/IEHUN TeppuTOopuanbHbIM opraHom Poc3gpaBHag3opa Mo bBbpsHckoin ob6nactn B
obpalleHnn Hefo6pOKavYeCTBEHHOIo MeanuMHCKOro msgenusa «LWnpuy OmHmugmke 50 (60)
mMn, 6e3 wurnbl», LOT 17E1582004, npomssoactBa B. Braun Medical AG, Switzerland,
perncTtpaumoHHoe ygoctoBepeHue Ne dC3 2009/05984 ot 31.12.2009 (ganee —MeanLMHCKOe
ns3genue), He  COOTBETCTBYIOLLEro  TpebGOBaHMSAM  TEXHWUYECKOW  [JOKYMeHTauuu
NPOU3BOAUTENSA, COAEPXKaLLeNcss B KOMMNEKTe AaHHOW PerncTpaymMoHHON JOKYMeHTauuu
NPUMEHEHUN (CM. MPUTIOXKEHNE).

depepanibHas cnyxba No Hag30py B ciepe 34paBoOXpaHeHna npepnaraeT cybbekTam
obpalleHnsa  MeaUUUMHCKUX  U3[eNNA MPOBECTU MNPOBEPKY HanumMs B obpalleHun
MeauumMHCKOro unsfenusa, B YCTAHOBMIEHHOM MOPSAAKE MPOBECTM MeponpuAaATUSa Mo
npegoTBpaweHnto obpalleHna Ha Tepputopumn Poccuiickoir Pefepaunm MeguumMHCKOro
n3jenuss U 0 pesysbtatax MNPOUHPOPMUPOBATL COOTBETCTBYIOLWMUA TeppUTOopUasbHbIN
opraH Poc3gpaBHagsopa.

TeppuTopuanbHbiM  opraHam  Poc3fjpaBHaj3opa MNpPOBECTU  MepornpuaTUS B
COOTBETCTBUM C MNOPAAKOM, MNPefyCMOTPeHHbIM AAMUHUCTPATUBHbLIM pPersiaMeHToM
degepanbHON  cnyXbbl M0 Haj3opy B cgepe 34paBOOXpPaHEHUA MO UCTMOJSIHEHUIO
rocyAapCTBEHHOM (MYHKUUM MO KOHTPONK 3a obpaweHneM MeAUUWNHCKUX W3LeNNiA,
yTBEPXAEHHbIM NpukKasoMm MwuH3gpasa Poccuu oT 05.04.2013 Ne 196H.

3a HapyweHua B cdepe obpaweHUs MegUUUHCKUX U3[ennidi  npefycMmoTpeHa
aAMUHNCTPaTMBHAsA OTBETCTBEHHOCTb coOrfacHo ctarbaMm 6.28 u 6.33 «Kopgekca
Poccuiickon  defepaunm 06  aAMUHUCTPATMBHbLIX MNpPaBOHAPYLUEHUAX», a TaKxke
yCTaHOBJIEHA Yro/loBHas OTBETCTBEHHOCTb 3a obpaweHue (anbCcuUULMpoBaHHbIX,
Hef06pPOKAYeCTBEHHbIX W He3aperucTpMpoBaHHbIX MeAUUUHCKUX W34eNINA  COrnacHo
cTatbe 238.1 YronoBHOro Kogekca Poccuinckon depepauunn.

M.A. Mypallko



MpunoxeHne K nucbMy Poc3gpaBHag3opa

oT

Tabnuua conocTaB/ieHMs NapaMeTPOB M XapaKTePUCTUK, YKa3aHHbIX B KOMMIeKTe
perncTpaunoHHON AOKYMeHTaL MM, ¢ napaMeTpammn 1 xapakTepuctukamm o6pasuoB
BbISIB/IEHHOT0 MeMLVUHCKOI0 U3eNNS

CpaBHunBaemMble
cBefeHusa/napa
MeTpbl

OCHOBHbIe
XapakTepucTu
KU
MapkunpoBka

KoMnnekT perncTpaLmmoHHoA
LOKYMEHT aLum
(permcTpaunoHHoe YA0C T OBepeHME
Noe ®C32009/05984 o1 31.12.2009)

He cofep>XUT CUTMKOH N naTeKc

Ha 3TWUKETKe HaHeceHo, B TOM YWUCHE,
OCHOBHOe  npefHasHauyeHuWe  U3aenus,
yKaszaHbl  CTaHAapThbl, MO0  KOTOPbIM
n3aenne NpPov3BeseHoO, annporeHHoOCTb.

O6pasLbl BbISIBIEHHOIO
MeAULNHCKOro n3genus

B N3nennm npuUCyTCTBYET
CU/IMKOHOBAs cMa3Ka.

OTCYTCTBYIOT cBefleHUs 0
npeAHasHauyeHUn nsgenus,
yKaszaHue CTaHapToB,

MH(opMaLmMa 06 annMporeHHOCTY



