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Ha No o1

PEIIIEHUE
00 OTKa3e B COITIACOBAHMMU NPEIENIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHbIE MPEeNaparhl, BKIIOYEHHBIC B [IEPEYCHb JKU3HEHHO HEOOXOUMBIX
M Ba)KHEHIINX JIEKAPCTBEHHbIX MPETapaToB

B coorserctBum ¢ myHKTOM 8, mnoAamyHKTOM «B» myHKTa 13 IlpaBmn
roCy1apCTBEHHOM perucTpauuu 14 [epepEerucTpaLuu yCTaHaBJIMBAaEMBIX
NPOU3BONMTENSAMH JIEKAPCTBEHHBIX IIPENApaToOB MpPEAENbHBIX OTIYCKHBIX LI€H Ha
JIEKApCTBEHHBbIE MpENnaparbl, BKIIOYEHHbIC B IePe4YeHb JXM3HEHHO HEOOXOIUMBIX H
Ba)KHEHIIMX  JIGKADCTBEHHBIX  IMPENapaToB,  YTBEP)KAEHHBIX  IOCTAHOBIEHHEM
[IpaBurensctBa Poccuiickoii @enepanuun ot 29.10.2010 Ne 865 (mamee - Ilpasuia),
®enepanbHas aHTUMOHOIONBHAS CIIyKDa paccMoTpena JOKYMEHTBI, MPeACTaBICHHBIE
nuceMoM Munszpasa Poccuu ot 29.09.2015 Ne 20-4-493578-c, u npussiia pemenue o6
OTKa3¢ B COINIACOBAHMM INPEIEJIBHBIX OTHYCKHbIX wLeH npousBoactea (AO
«Ypanbuodapm» (Poccus), 3asBICHHBIX Ha MEPEPErHCTPALHIO (B CllyYae M3MEHEHHUS LIEH
Ha ChIpb€ M MaTrepuajbl, a TAKXe M3MEHEHHsA HAKIAJHBIX PAcXOOB), HA CIEHYIOIIHE
JIEKApCTBEHHBIC Mpenaparbl, BKJIIOYEHHbIE B IIEPEYEHb KU3HEHHO HEOOXOIUMBIX H
BOKHEHIIUX JIEKAPCTBEHHBIX MPenaparos:

1. Ilupaneram (MHH — Ilupaneram), kancynsr 400 mr, 10 mr - ynakoBku
A4YEHKOBbIE KOHTYPHBIE (2) — Ia4yku KaproHHbIe B pazmepe 20,91 py6.

2. ITmpaneram (MHH — Ilupaneram), kancynst 400 mr, 10 mr - ynakosku
SYEHKOBBIE KOHTYPHBIE (6) — mauky KapToOHHBIE B pa3mepe 62,74 py6.

3. Arenonon-Yb® (MHH — Arenonon), tabnerku 0,1 r, 10 wr. - ynakoBku

s4yeiikoBeie KOHTYpHBIE (Donbra/IIBX) (3) — nauku xaproHHble B pasmepe 13,69 py6.

4. Kantonpun-Yb® (MHH — Kantonpun), Tabnerku 25 mr, 10 wr. - ynakoBku
AYEHKOBbIE KOHTYpHBIE (2) — nayku KapToHHbIE B pa3mepe 8,98 pyo.

5. Juxnodenak-Yb® (MHH — [luxiodenak), TabneTku MOKpBITHIE
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KHILIEYHOPACTBOPUMOH 000/104K0i 25 Mr, 10 IUT. - yIakoBKH A4eiKOBBIE KOHTYpHEIE (3)
— IMa4yKy KapTOHHBIE B pasmepe 7,52 pyod.

6. Merpouugaszon-Yb® (MHH — Merponnnason), Tabnerkn 250 mr, 10 mr. -
YIIAKOBKM SAYEHKOBbIE KOHTYpPHBIE (2) — IIa4KH KapToHHBIE B pazmepe 16,20 pyo.

IIpenensHbIe OTIYCKHBIC I[EHbl Ha YKa3aHHBIC JICKAPCTBEHHBIE IIperapaTrhl He
COITIACOBBIBAOTCS IO CIEIYIOLIUM OCHOBAHUSIM.

Ha ocHoBanuu nyHkra 8 [IpaBui npou3BOAUTENIO YKa3aHHOIO JIEKapCTBEHHOIO
npenapara HampasiaeH 3ampoc or 13.10.2015 Ne AK/56041/15 B uenax yTo4HEHHs
CBEICHMM, COICPKALLUMXCH B IIPEICTABACHHBIX [JOKYMEHTaX, a HWMEHHO KOIMH
KOHTPAaKTOB CO CPOKAMH JACHCTBHS, 3aBEPIIAIOIIMMMCS HE paHee 4YeM 4Yepe3 IIEeCTb
MECALIEB OT JaThl MOZAYM 3ASBJICHUS, 10ATBEPXKIAIOLIME LICHBI HA ChIPhE U MATEPHAIIBI,
MCIIONB3YIONIMECH TpH TIPOM3BOJCTBE YKa3aHHBIX mpemnaparoB. [lpm anammse
[PE/ICTABIICHHBIX JIAHHBIX YCTAaHOB/IEHO, YTO CPOK JAeHcTBUA KOHTpakToB Ne [I-1113-15
ot 12 suBaps 2015 r, Ne 131¢6 ot 10 urons 2012 ., Ne 59 ot 25 mapra 2015 1, Ne 5 or
10 siaBapsa 2014 r., Ne 11 ot 20 okrabps 2011 r, Ne 24012011 or 24 suBapsa 2011 .
HCTEKAeT Yepe3 YeThIpe Mecsla OT JaThl NOAA4YM 3asiBIICHUS, YTO IPOTHBOPEYHUT ITYHKTY 7
MeTtoguku ycTaHOBJIEHHS IPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IIPEIapaToB IMpeaelbHbIX
OTIIYCKHBIX LIEH Ha JICKApPCTBECHHBbIC Ipenaparbl, BKItoueHHble B nepedeHs KHBJIII,
YyTBEp)K/ICHHOH npuka3zom Munsapasconpassutus Poccun u ®CT Poccun ot 03.11.2010
No 961u/527-a, neictByromeit B nepuoj nposeaeHnss GAC Poccuu 3KOHOMHYECKOTO
aHanu3sa (ganee — Meroauka).

B CBS3M C BBIIICHU3IOKEHHBIM, B COOTBETCTBUM C IMOAMYHKTOM «B» HYHKTa 13
[TpaBui1 npeBelIIEHUE NIPEACTABIIAEMON U TOCYAAPCTBEHHON PETUCTpaLUy [IPeAe/IbHON
OTIYCKHOW IIeHBl IPOM3BOMAMTENS HA JIEKAPCTBEHHBIM Ipermapar Hajg LEHOM,
PaCCYUTAHHOM B COOTBETCTBUM C METOIMKOH sABIAETCA OCHOBAHMEM Ul OTKa3a B
COITIACOBAaHHHM  TI'OCYJapCTBEHHOM  PErucTpaliy  NPEIeIbHOM  OTIMYCKHOHW  LIEHbI
IPOU3BOAMUTENS HA JIEKAPCTBEHHBIN NIpenapar.
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