PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBuM ¢ mnyHkToM 8§ IlpaBHil rocyaapCTBEHHOM pEruCTpalud H
NIEPEPETUCTPALMN YCTAHABIMBAEMBIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IPENapaToB
IPENEIbHbIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE NpENaparbl, BKIIOUEHHBIE B NIEPEYEHb
KU3HEHHO HEOOXOAMMBIX M BaXHEHIIMX JEKApCTBEHHBIX MPENapaToB, YTBEP:KICHHBIX
noctanoBieHneM [IpaBurensctBa Poccuiickoin ®@enepanuu ot 29.10.2010 Ne 865 (nanee
- IlpaBuna), PenepanbHas AHTHUMOHOIIOJIBHAs CIyX)0a paccMoTpena JOKYMEHTHI,
npeacrasiaeHHble mucbMoM MunsapaBa Poccun ot 27.09.2016 Ne 20-4-4023428-c, un
IPUHSIIA PElIeHHe 00 OTKa3e B COMIACOBAHUHU MPENEIbHON OTIMYCKHOM LIEHBI AepiKaTels
WIM BJaJeNblla PErucTPAllMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO Ipernapara,
npou3BozicTBa (Bce ctaaun) 3A0 «Menucop6» (Poccust) Ha creayroniuii JeKkapCTBEHHBIN
npenapar, BKJIIOUYEHHBIH B TMEpeYeHb SKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX
JIEKApCTBEHHBIX MPEMAPATOB:

Awmnonunun (MHH - Amnoaunun), Tabnetrku 10 mr, 10 mT. - ynakoBKU siYE€HKOBBIC
KOHTYpHBIE (5) - mauyku KapToHHBIE, B pazmepe 120,58 py0. (PY — Neo JII1-002239).

[IpenenbHass OTIyCKHAas I1I€HA Ha YKa3aHHBIM JIEKAPCTBEHHBIA Mpemnapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.

B coorBerctBMM ¢ myHKTOM 5 MeToguku pacdera  yCTaHABIMBAEMBIX
IIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IPENaparoB NpPeIeiabHBIX OTIYCKHBIX LEH Ha
JIEKapCTBEHHBIE TMpenaparbl, BKIIOYEHHbIE B IEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BXHEHIINX JIEKAPCTBEHHBIX MpEnaparoB, MPU HMX TOCYIAPCTBEHHON PErucTpalud U
[IEpEepEeTrUCTpallii, YTBEPXKIACHHOW mnocra”HoBieHueMm IlpaBurenscrBa Poccuiickoi
®enepanuun ot 15.09.2015 Ne 979 (nanee — Meronuka), npu pacuere MNpeaebHON
OTIIyCKHOM II€Hbl Ha JIEKapCTBEHHBIM IMpernapar MNpPOU3BOACTBA TOCYAApCTB-UJICHOB
EBpa3uiickoro 3>KOHOMHYECKOTO COK3a B paMKax OJHOIO PErHMCTPAlMOHHOTO
YAOCTOBEpEHHUsl  JIEKAPCTBEHHOI'O  Ipermapara Ipd  U3MEHEHHH  KOJIMYECTBA
JIEKapCTBEHHOTO IpernapaTa BO BTOPUYHOH (TOTPEOUTENHCKON) YITaKOBKE HE JOITYCKAETCs
YBEJIMYEHHSI CTOUMOCTH OJTHOM JIEKAPCTBEHHOUN (hOPMBEI.

[Tpu npoBeneHUH YKOHOMUYECKOTO aHAJIN3a YCTAHOBJIEHO, YTO HA JIEKAPCTBEHHBIN
npenapar Ammnogunud (MHH -Awmmonunun), tabnetku 10 mr, 10 mT. - ynakoBku
SYEUKOBbIE KOHTYpHble (3) - mauku KapToHHbIe, mNpousBojcTBa 3A0 «Memaucopo»
(Poccust), 3apeructpupoBaHa npejeibHasl OTIyCKHas 1ieHa B pasmepe 61,04 pyOneit ¢
peructpaunoHHbiM HomepoM JII1-002239 (mpuka3z MunzapaBa Poccum ot 28.03.2014
Ne 168/20-14). Takum oOpa3om, 3asiBI€HHAs K PErUCTPALIMU MPEAeNIbHAS OTITYCKHAs LIeHa
B paMKax OJHOTO  PErUCTPAIlMOHHOTO  YIOCTOBEPEHHUS  MPEBBIINIAET  paHee
3apETUCTPUPOBAHHYIO MPEIEIbHYI0 OTIYCKHYIO LEHY M3 pacdyera CTOMMOCTH OIHOM
JIEKapCTBEHHOM (POPMBI, UTO MPOTUBOPEUUT MYHKTY 5 METOIUKH.

B cBsi3u ¢ BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C IOAIYHKTOM «B» NyHKTa 13
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[IpaBuy1 TPEBBIIIEHUE NPEACTABIAEMON JUIA TOCYIApCTBEHHOM PErucTpaldyd WU
MEPEPETUCTPALMN TPEIETBbHON OTIIYCKHOM LEHBI NPOW3BOJIUTEINS HA JIEKAPCTBEHHBIN
mpenapar Haja I[EHOM, PACCUYMTAHHOM B COOTBETCTBUM C METOIUKOW, SABISETCS
OCHOBAaHHMEM JJI1 OTKa3a B CONIACOBAHMU TOCYAAPCTBEHHOM PETHCTPALMU MPEAEIbHON
OTILYCKHOM LIEHBI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesaposn
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