PEHIEHUE

00 OTKa3e B COIIACOBAHUHU MMPCACIbHBIX OTITYCKHBIX IICH HpOHBBOHHTeHeﬁ
Ha JICKApCTBCHHBLIC ITPCIIapaThl, BKIIFOUCHHBIC B IICPCHCHDb JKU3HCHHO H606XOI[I/IMBIX
1 BaXKHEUIITNX JICKAPCTBCHHBIX IIPCIIapaTOB

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 IMPENapaToB, YTBEPKICHHBIX
noctaHoBienreM I[IpaBurenscTBa Poccuiickoit ®eneparuu ot 29.10.2010 Ne 865 (nanee
- IlpaBuna), PenepanbHas AHTHUMOHOIIOJIBHAs CIyX)0a paccMoTpena JOKYMEHTHI,
npeacrasiaeHHble mucbMoM MunsapaBa Poccun ot 10.01.2017 Ne 20-4-4032087-c, n
NpUHsUIa penieHue o0 OTKa3e B COIVIaCOBAHMM MPENENbHOW OTIYCKHOM IIEHBI,
3asBiaeHHOM Ha peructpamuio OAO «TBepckas dapmaneBrruueckas ¢(aOpuka», Ha
CIIEIYIOUIMI  JIEKAPCTBEHHBIM Mpernapar, BKJIIOYEHHbIH B TMEpPEYCHb IKU3HEHHO
HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

Jlroronsa pactBop ¢ miunepuHom (MHH — Non+[Kamus nonun+Inuiepon)),
pacTBOp JJIE MECTHOTO MPUMEHEHUs, 25 T - (uakoHbl TeMHOTo cTekia (49) - kopoOku
KapTOHHEIE, B pazmepe 502,74 pyOuneii.

[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
Oenepanuu ot 15 centadps 2015 . Ne 979 (manee — Meroauka), mpu pacyere
MPEACIbHON OTIYCKHOW LIEHBI Ha JICKAPCTBEHHBIM Ipenapar MpOU3BOJCTBA TOCYIApCTB
— WIeHOB EBpa3uiickoro 3KOHOMHUYECKOTO COK03a B pAMKax OJIHOTO PErMCTPALMOHHOTO
YAOCTOBEpEHHUsl  JIEKAPCTBEHHOI'O  Ipermapara Ipd  U3MEHEHHH  KOJIMYECTBA
JIEKapCTBEHHOTO IpernapaTa BO BTOPUYHOH (TOTPEOUTENHCKON) YITaKOBKE HE JOITYCKAETCs
YBEJIMYEHHSI CTOUMOCTH OJTHOM JIEKAPCTBEHHOUN (hOPMBEI.

[Tpu npoBeneHUH SKOHOMUYECKOIO aHAJIN3a YCTAHOBJIEHO, YTO HA JIEKAPCTBEHHBIN
npenapar «JTrorons pactsop ¢ rmunepuaomM» (MHH — Hop+[Kamus ionun+Tmumepon]),
pacTBOp AJII MECTHOIO MNPUMEHEHHMs, 25 T - (JIaKOHbI TEMHOIO CTEKJIa - KOPOOKHU
kapToHHble, npou3BoacTBa OAO «TBepckas ¢dapmaneBtuueckas (adpuka» (Poccust)
(peructpanrionHoe yaoctoBepenue Ne P NO001089/01-2002) 3apeructpupoBaHa
npezesibHasl OTIyCKHas 1ieHa B pasMmepe 6,30 pyOueit 3a 1 duiakon (mpukaz MunH3npaa
Poccun ot 24.03.2015 Ne299/20-15). Takum o0Opa3om, 3asBIIC€HHas K perucTpanuu
npeeibHasl OTIYCKHAasi I[I€Ha B pPaMKaX OJHOTO PErMCTPAlMOHHOIO YIOCTOBEPEHHS
MIPEBBIIAET PAHEE 3apPETHCTPUPOBAHHYIO MPEIEIbHYIO OTIYCKHYIO LIEHY M3 pacuera
CTOMMOCTH OJTHOM JIEKAPCTBEHHON (DOPMBL.
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B CBsi3u C BBINIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» HyHKTa 13
[IpaBun mnpeBbIlICHUE NPEACTABISIEMON 1 TOCYAApPCTBEHHOM PETUCTpallMU WU
MEPEPETUCTPALINN TIPEACITbHON OTIYCKHOW LIEHBI MPOU3BOJAUTENS HA JIEKAPCTBEHHBIN
Ipernapar HaJ LEHOM, pPACCUMTAHHOM B COOTBETCTBUM C METOOUKOW, SABISETCS
OCHOBAaHMEM JJIsI OTKa3a B COIVIACOBAHMHU TOCYJAPCTBEHHOW PETUCTPALMU IPEAECIBbHOU
OTIIYCKHOM LEHBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.
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