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PEIIEHUE
00 oTKa3e B COITIaCOBAaHUH NPEENIBHBIX OTIYCKHBIX [IEH POHU3BOAUTEINICH
Ha JIEKapCTBEHHBIE MPEnaparkl, BKIIOYEHHBIE B IEPEYCHb JKU3HEHHO HEOOXOIMMBbIX
¥ Ba)KHENUINX JIEKapPCTBEHHbIX [penaparoB

B coorBercTBMM ¢ mnyHKToM 8, mnognyHkrom «©6» mnynkra 13 IlpaBun
roCy1apCTBEHHOM pErucTpaLnuu 7| [epeperucTpanum yCTaHaBIMBAEMBbIX
NPOH3BOAMTE/SAMHU JIEKAPCTBEHHBIX [PENApaToB INPEAE/IbHBIX OTIYCKHBIX LIEH Ha
JIeKapCTBEHHBIE Ipernaparbl, BKJIIOYEHHbIE B IEPEYEHb JKU3HEHHO HEOOXOAMMBIX H
BAKHEHIIMX  JIGKAPCTBEHHBIX  MPENapaToB,  YTBEPKIEHHBIX  [OCTAHOBIEHUEM
IlpaButensctBa Poccuiickoit Penepauun or 29.10.2010 Ne 865 (manee - Ilpasmna),
denepanbHas aHTHMOHOIOJIbHASA CIIy)kba paccMoTpena AOKYyMEHTBI, MpeICTaBIeHHbBIE
nuceMoM Munsapasa Poccnn ot 30.09.2015 Ne 20-4-493847-c, n npunsAna pemiesue oo
OTKa3e B  COINIACOBAHMM  IIPEJEIbHBIX  OTIHYCKHBIX  LE€H  NPOM3BOACTBA
OAO «Ypanbuodapm» (Poccus), 3asBIEHHBIX Ha Mepeperucrpauuio (B ciyuae
M3MEHEHMS 1IeH Ha ChIPhe M MaTepHallbl, a TAKKe M3MEHEHHMs HaKJIaJHBIX pPacXo/0B), Ha
CIIEAYIOLME JICKAPCTBEHHBIE IIpermaparbl, BKIIOYEHHbIE B IICPEYEHb KH3HEHHO
HEOOXOJMMBIX H Ba)KHEHIINX JICKapCTBEHHBIX [TPENapaToB:

1. IIpenanzonon (MHH — Ilpeguusonon), tabmerku 5 mr, 10 mrt - ynakoBku
siyerkoBbie KOHTYpHbIE (10) — mavku kapToHHbIE B pasmepe 52,05 py6.

2. Ilpegnpmzonon (MHH — Ilpeanusonon), tabmerkn 5 mr, 10 wr. - ynakoBku
SA9YEHKOBBIC KOHTYPHBIE (3) — mauku KapToHHbIe B pasmepe 14,87 pyo®.

3. Ilpeaunsonon (MHH — Ilpeanusonon), Tabnetkn 5 mr, 10 mT - ynmakoBkH
A4YEHKOBBIE KOHTYpHBIE (6) — Mayku KapToHHEIE B pasmepe 21,64 pyO.

4. Bunnonernn (MHH — Bunnouertus), tabnerku 5 mr, 10 mrt - ynakoBku

sYeHKOBbIC KOHTYPHBIE (5) — nadku KapToHHBIE B pasmepe 55,48 pyO.
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5. Jleeomuuetun-Yb® (MHH — Xnopamdenukon), tabnerku 0,5 r, 10 wr -
YIaKoBKH sueiikoBele KOoHTYypHBIE ((ombra/IIBX) (1) — nauky kapToHHBIE B pasMmepe
24,02 py®.

IlpenensHbie OTIYCKHBIE LIEHBI Ha YKA3aHHBIC JICKADCTBEHHBIE Mpenaparbl HE
COTTIACOBBIBAFOTCS IO CJIEYIOIUM OCHOBAHHAM.

Ha ocuoBanmu myHkTa 8 IlpaBun (eHcTBYOIIEro Ha [aTy IOAA4YM 3asBIICHHS
0 PpEerHcTpaliy/IIepeperucTpalyy MpeaenbHOM OTIYCKHOM LEHBbI) MPOM3BOJAUTENIO
YKa3aHHOIO  JICKAPCTBEHHOTO mpenapara HampasieH 3anpoc ot 19.10.2015
Ne AK/57045/15 B uensix yTOYHEHHSA CBEACHMH, COJAEPXKALUUMXCA B MPEJICTABICHHBIX
JOKyMEHTaX, @ MIMEHHO KOIIMM KOHTPAKTOB CO CPOKAMH JEHCTBH, 3aBEPILAIOIIMMHUCS HE
paHee 4eM 4epes3 LIeCTb MECALEB OT JaThl [10/1a4M 3asBICHHA, OATBEPKIAOIME LIEHbI
Ha CBIPbE, HCIIONB3YIOMIeeCs MPH MPOM3BOJACTBE yKa3aHHBIX mpenaparos. IIpu anamuse
[PEACTABICHHBIX JaHHBIX YCTAHOBJIEHO, YTO OTCYTCTBYET crnenudukaims K J0roBopy
nocrask oT 09 mrons 2003 r. Ne 1.1-0703-2 ¢ yka3aHueM HaMMEHOBaHHUA, KOJIHYECTBA,
HEHBI TIPOAYKIMK, KOTOpas SB/ISETCS HEOTHEMIIEMOM YacThi) YKa3aHHOTO JI0rOBOpa.
Takoke orcyrcTByeT crneumdukanms K goropopy mocraBku or 12 susapsa 2015 ) Ne
14/®CT/-Y, koTopas sBAseTCs HEOTHEMIEMOH YacThIO JAHHOTO JOTr0BOpa.

B CBS3M C BBIILIEH3JIOKEHHBIM, B COOTBETCTBUM C INOMIYHKTOM «O» myHkra 13
[IpaBui MpejCTaBICHHE [JOKYMEHTOB B HEMONHOM o00beMe M (MJIH) HENoIHOTa
COIEPIKAIMXCSA B HUX CBEJCHMH SBISETCS OCHOBAHMEM JUIA OTKa3a B COIVIACOBAHHM
roCyJapCTBEHHOH PErHCTpally MpeJeNbHOH OTIyCKHOM LEHBI IIPOU3BOIUTENS HA
JIEKapCTBEHHBIN Ipenapar.
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