MWHUCTEPCTBO 3[,paBOOXPAHEHNS 2260369
Poccuiickoii depepaunmn

PEANEPAJIBHAA CNYXBA MO HAL30OPY r
B COEPE 3[JPABOOXPAHEHWSA Cy6bekTam ob6palyeHus
(POC3APABHA[3O0P) MEeAULUHCKUX U3aennii
CnaesHckasa nn. 4, ctp. 1, Mocksa, 109074 P
TenedioH: (495) 698 45 38; (495) 698 15 74 yKOBOAUTENAM
TeppuTOpManbHbIX OPraHoB
(P6./ gt-cV/f N Poe3apaBHag3opa
Ha Ne oT
MeaULNHCKUM OpraHm3aLumam
O Hef06pPOKAYECTBEHHOM OpraHam ynpaBneHus
MEeAULNHCKOM N3[ennu 3paBoOXpaHeHneM Cy6bLEKTOB

Poccuiickoin ®egepaynm

depnepasibHas cnyxxba NO Hag3opy B cdepe 34paBOOXPAHEHWS Ha OCHOBaHUU
9KCNepTU3bl KayecTBa, 3P(EeKTUBHOCTM W 6Ge3onacHOCTM 006pasLoB  MeAMLMHCKOro
ngemms Oy  «BHUWMMT»  PoesgpaBHag3opa  COOOLWAeT O  BblsIBNIEHUN
TeppuTopuanbHbiM opraHom PoesgpaBHag3opa Mo Jluneukoi obnactu B obpalleHUm
Hef0OpPOKAYeCTBEHHONO  MeAVMLUMHCKOro  u3genna  «/3fenvs  mMeguuuHCKue AN
aHecTe3nonorMm u BeHTUNAUMK Nlerkux. TensioBnaroobmeHHUKM», REF 353/19004,
LOT 18A0815FAX, npoussoactea "KosuameH Jinc", CLLUA, cTpaHa NpoOUCXO0XAeHUA
Wtanus, peructpaumoHHoe ypoctosepeHre Ne ®C3 2011/11170 ot 04.07.2016, cpok
[ENCTBMS He OrpaHuyeH, B CBA3N C HECOOTBETCTBMEM CBEAEHWAM, COAepXKalMmcs B
KOMM/IeKTe PerucTpaLMoHHON AOKYMeHTauumn (CM. NpUIoXeHue).

depepanibHas cnyxba no HaA3opy B clepe 34paBOOXpaHeHUA npepiaraet
cyObekTaM obpalleHuss MeAUUMHCKUX W3LeNMin  NPOBECTU MPOBEPKY Ha/Muus B
obpalLeHNM yKasaHHOro MeAMUMHCKOro W3Aenuns, B YCTaHOB/IEHHOM MOPSLKE MPOBECTY
MeponpusaTUA N0 NpefoTBpalleHnto  obpalleHns Ha  Tepputopun  POCCUIACKOIA
depfepaymn  HefOOPOKAYECTBEHHOTO  MEAMUMHCKOIO  M34enns W 0 pesyfbTaTax
MPOUHMOPMMPOBATL COOTBETCTBYIOLNIA TEPPUTOPMASbHBIN OpraH Poe3apaBHag3opa.

TepputopmnanbHbiM  opraHam  PoesfpaBHaj3opa MNPOBeECTM  MeponpuaTtua B
COOTBETCTBMM C MNOPSAAKOM, MpefyCMOTPeHHbIM ALMWHUCTPATUBHbLIM  PersiaMeHToM
defiepanbHO  CNYyXKObl MO Haa3opy B Cdepe 34paBOOXPAHEHUS MO UCMOSIHEHWUIO
rocyfapCTBeHHOW (OYHKUMM MO KOHTPOMO 3a Ob6palleHVMeM MeAMLMHCKUX W34eNniA,
YTBEPXXAEeHHbIM npukasom MuHsgpasa Poccum ot 05.04.2013 Ne 196H.

3a HapyuwleHusi B cdepe obpalleHNs MeAUUMHCKUX W3Aennii npeaycMoTpeHa
aOMWUHUCTPATMBHaA OTBETCTBEHHOCTb COr/MlaCHO CcTatbaAM 6.28 Kn 6.33 «Kogekca
Poccuiickon  ®defepaum 06  aAMUHUCTPATUBHBLIX MPABOHAPYLUEHUAX», a TaKke
yCTaHOB/IeHa Yro/ioBHasd OTBETCTBEHHOCTb 3a ObpaleHne (asbCuprLMPOBaHHbIX,
HeA06pPOKAYECTBEHHbBIX W He3apernucTpUpPOBaHHbIX MEeANUUHCKUX WU3LEeNNA  COornacHo
cTatbe 238.1 YronoBHOro Kogekca Poccuiickoin deaepaumn.

MNpunoxkeHue: Ha 1n. B 13Ks.

Bpwvo pykoBognutens [.B.TapxomeHKo



[MpunoxeHne K nucbMy Poc3apaBHaz3opa

oT

Tabnmua conocTas/ieHNst NapaMeTPOB 1 XapaKTePUCTUK, YKa3aHHbIX B KOMM/EKTe
PErncTpaLMoHHON JOKYMeHTaLMK, ¢ napaMeTpamMmm 1 XapaKTepucTMkaMmn o6pasLioB
BbISIBNEHHOTO MeAULMHCKOr0 13aenus

KomnnekT perncTpaymoHHOM
AOKYMEHT auuu
(permcTpaymoHHoe yA0CTOBEpEHNE
Ne ©C32011/11170 oT 04.07.2016,
CPOK AeACTBMNA He OrpaHnyeH)

CpaBHuBaeMble
cBefeHua/napameTpbl

MaTepuan ynakoBku NHanBuayansbHas nnacTUKoBas

ynakoBKa(nonnatTuneH)

Mallincrodt Dar. S.r.l., Via G.
Bove llAiei® 41037 Mirandola
(MO), ltaly

MapKnpoBka

- MaTepuan u3aenus;
- KOIMYECTBO B YMaKOBKE;
- HOMep NloTa/AaTa NPoOM3BOACTBA

MapK1poBKa NOTPe6UTENbCKON Tapbl
n3fennii OAHOKPATHOrO NMPUMEHEHUS
[0/KHA
coAepXXaTb CBeieHUs O:

- HeONYCTUMOCTN MPUMEHEHUSA B
cnyvae HapyLleHUs LLeNoCTHOCTY
noTpe6uTeNbCKON Tapsbl

O6pasybl BbISBNEHHOTO
MeAWNLUHCKOrO M3fenus,
A B C D E

A - E: lNpeacTtaBnieHHble
06pa3sLbl BMIOXEHbI B YNaKOBKY
U3 NNEHKN (Monnamug) un
bymaru

CTpaHa NpoucxoXaeHus:
NTanns.
Made in Italy

A- E:
-Ha ynakoBKe He yKa3aH
mMaTepuan usgenus.
- KO/IMYECTBO B YMaKOBKe He
yKa3aHo;
- MapKMpPOBKa COAEPXKNT HOMEP
nota.

Mo copepxawmmcs B HoMepe
loTa CUMBONaM HEBO3MOXKHO
NOEHTUHOULMPOBATL JaTy
NMpon3BOACTBA.

A-E - oTCYTCTBYeT CBefeHus
OHegonycTMmocTH
NPUMEHEHNS B Cly4ae
HapyLleHuna LenocTHOCTH
noTpebmTenbLCKON Tapbl



