O BO3BpaTc JOKYMCHTOB

B ®enepanbHyto aHTUMOHOMONBHYIO CIYKOy muchMoM MuH3apaBa Poccun ot
26.05.2016 Ne 20-4-4012796-c npexncraBieHa Ha CONNIACOBAHME NpPENEIbHAsT OTITYCKHAS
IICHA Ha CJIEAYIOIIMM JIEKAPCTBEHHBIN NPENapar, BKJIIOYECHHBIM B IIEPEYEHb KM3HEHHO
HEOOXOIMMBIX W  BaXHEHIIMX JIEKAPCTBEHHBIX MpPEnaparoB  (PErucTpallMOHHOE
ynocropepenue  JII-002189,  pepxkarens wim  BHagenell  PErUCTPALMOHHOTO
yaocTtoBepeHus JekapctBeHHoro mpemnapara OOO «Aromn» (Poccus), mp., meps.y.,
BTOP.yI1I., BBIL.K. OO0 «O308» (Poccus)):

Metdopmun (MHH - Metdpopmun), Tadnerku 850 mr, 60 wrt. - 6anku (1) - nmauku
KapTOHHBIE.

[Ipn paccMOTpeHHMM MPEACTABICHHBIX TOKYMEHTOB BBISIBIICHO, YTO MpEAEibHAas
OTIyCKHas 1I€Ha HA yKa3aHHBIN JIEKapCTBEHHBIN Ipernapar ¢ TOProBbIM HAMMEHOBAaHHEM
«Metdopmuny (peructpammonHoe ynoctoepenue JIII-002189, npepxarens win
BJIAJIENIEl] PETUCTPAIMOHHOTO yAOCTOBEPEHUS JieKapcTBeHHOTO npemnapata OO0 «Atomm»
(Poccus), nip., nepB.yI1i., BTop.yii., BeIL.K. OO0 «O30n» (Poccus)) 3apeructpupoBana.

B coorBerctBUM ¢ myHkToM 6(1) IlpaBui BemeHHsI rOCYIapCTBEHHOTO peecTpa
NpENEIbHbIX OTIYCKHBIX II€H MPOU3BOJAMTENEH Ha JIEKAPCTBEHHBIE Mpenaparsl,
BKJIIOUEHHBIE B IE€PEYEHb KU3HEHHO HEOOXOJUMBIX M BAXKHEMILIMX JIEKaPCTBEHHBIX
MpenaparoB, YTBEPKIACHHBIX NocTaHoBIIeHUEM lIpaBurenscrBa Poccurickon denepanuu
oT 29.10.2010 Ne 865 (nanee - [IpaBuina), BHECEHHE U3MEHEHUI B PEECTPOBYIO 3aIIUCH O
roCyJapCTBEHHOW pErucTpaluu MpeAesibHOW OTIYCKHOW LIEHbl MPOU3BOJUTENS Ha
JIEKApCTBEHHBIN Ipenapar, B TOM 4YHUCJIE B YACTH M3MEHEHHWs INITPHXOBOIO KO/A,

HAHECEHHOT0 HA BTOPHYHYIO (IOTPEeOMTENbCKYIO) VIAKOBKY JEKAPCTBEHHOIO

1penapara, KOMIJIEKTHOCTH JEeKAPCTBEHHOI0 Npenapara (IMpu YCJIOBUU OTCYTCTBUS
H3MEHEHHS €ero KOJU4YeCTBA BO BTOPUYHON (IOTPEeOUTEJbCKOH) YIAKOBKE)

ocymiecTBisieTcs MuHucTepcTBoM 3apaBooxpaHeHus Poccuiickoit ®enepamuu  6e3
cornacoBaHusi ¢ PegepaibHON aHTUMOHOIIOIBHOM CIYKO00H ¢ COXpaHEHHUEM MOCIeAHEN
3apEeTrUCTPUPOBAHHON LIEHBI HA JIEKAPCTBEHHBIN Ipenapar.

Kpome toro, ®AC Poccun oOpamiaer BHUMaHHE, YTO B COOTBETCTBUM C IMTYHKTOM
23 IlpaBui TOCYZapCTBEHHOM PETUCTPALMM U NEPEPETMCTPALMU  YCTAHABIMBAEMBIX
MPOU3BOAUTENSIMU  JIEKAPCTBEHHBIX MPENAPATOB MPEACIbHBIX OTHYCKHBIX IIEH Ha
JIEKapCTBEHHBIE TIpenaparbl, BKJIIOYEHHbIE B MEPEYEHb J>XU3HEHHO HEOOXOIUMBIX U
BOKHEHIIIUX  JIGKAPCTBEHHBIX  NPENaparoB,  YTBEPXKACHHBIX  IOCTAaHOBJICHUEM
ITpaButenbcTBa Poccuiickoit @eaepanuu ot 29.10.2010 Ne 865, Ha 0OCHOBaHUY 3asBJICHUS
JepKarelsi WIM  BIAJENblla PETUCTPALIMOHHOTO  YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara (ynoJHOMOYEHHOTO MM JIMIIA) O CHIKEHUU 3aPETUCTPUPOBAHHON MPEETbHON
OTIIyCKHOM ILI€Hbl NPOU3BOAMUTENS MHUHUCTEPCTBOM 3paBOOXpaHeHus Poccuiickon
denepaun pacCMATPUBACTCS BOMPOC O BHECEHWH COOTBETCTBYIOIIMX W3MEHEHUU B
pPEECTPOBYIO 3aIIUCh FOCYAAPCTBEHHOTO pEeECTpa.
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Takum o00pazom, ocHoBanus misa mpoBeacHuss DPAC Poccun >KOHOMHYECKOTO
aHaJIn3a Mo YKa3aHHOMY 3asiBJIEHUIO0 OTCYTCTBYIOT.
B cBa3u ¢ usnoxeHHoiM, MAC Poccunm Bo3Bpamaer B Munsapas Poccun
KOMILIEKT MPeICTABJIEHHBIX JOKYMEHTOB /Jisi NPHHSATHS PpPelleHUs B NOPSIKe,
npeanycMorpeHHoM nyHkrom 6(1) Ilpasu.

[Ipunoxxenue: Ha 66 1. B 1 2K3.

A.b. Kamesapos
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