MuHUCTEPCTBO 31paBOOXPAHEHUS
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PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH TPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOUECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BAKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBuM ¢ mnyHkToM 8§ IlpaBHiI TroCyaapCTBEHHOM pEruCTpalud H
NIEPEPETUCTPALMN YCTAHABIMBAEMBIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IPENapaToB
IPENEIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE INpENaparbl, BKIIOUEHHBIE B NIEPEYEHb
KU3HEHHO HEOOXOAMMBIX M BaXHEHINMX JEKApCTBEHHBIX IMPENapaToB, YTBEP:KICHHBIX
noctaHoBienreM I[IpaBurensctBa Poccuiickoit @eneparnuu ot 29.10.2010 Ne 865 (manee
— IlpaBuna) (B penakuuu, OeHCTBYIOIIEH Ha aary noaauu 3asBieHus — 06.09.2018),
®denepanbHas aHTUMOHOMNOJbHAS CIYXk0a paccMOTpesia JTOKyMEHTBI, MPEICTABICHHbIE
nucbMoM Munznpasa Poccuu ot 09.10.2018 Ne 20-4-4081062-c, u ipuHsiia peuieHue oo
OTKa3€ B COIVIACOBAaHWU IPEACIIBHOW OTHMYCKHOW LEHBI, 3asBJICHHOW HA PETUCTPALMIO
000 «DAPMAKOP TIIPOHAKIIIH» (Poccus), Ha cruenyroumi JeKkapCTBEHHBIN
npenapar, BKJIIOUYEHHBIH B TMEpeYeHb SKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX
JIEKApCTBEHHBIX MPEMAPATOB:

Kantonpun (MHH — Kanronpun), tabnetku, 25 wmr, 10 mrt., - yHnakoBKd
SYEHKOBBIE KOHTYpHBIE (4) - Tauku KapToHHBIE, B paszmepe 30,00 pyOueii.

[IpenenbHass OTIyCKHas I1I€HAa Ha YKa3aHHBIM JIEKAPCTBEHHBIA Mpemnapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.

B coorBerctBMM ¢ mnOyHKTOM S5 MeToguku pacdera  yCTaHABIMBAEMBIX
IIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MPENaparoB NpPeIeiIbHBIX OTIYCKHBIX LIEH Ha
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JIEKapCTBEHHBIE TMpenaparbl, BKIIOYEHHbIE B TEPEYEHb >KU3HEHHO HEOOXOAUMBIX U
BOKHEWIIINX JICKAPCTBEHHBIX IPEMAPATOB, MPU UX TOCYAAPCTBEHHON pErucTpauud M
MepEPETUCTPALINM, YTBEPKICHHOM mnocraHoBiieHueM [IpaBurenbcTtBa Poccuiickoun
@®eneparuun ot 15 centsaops 2015 . Ne 979 (mamee — Metoauka), mpu pacyere
MPEAEIBbHON OTITYCKHOM LIEHBI Ha JIEKAPCTBEHHBIM Mpemnapar MpPOU3BOJCTBA I'OCYIApCTB
— 4JIeHOB EBpa3suiickoro 3KOHOMHUYECKOI'O COI03a B paMKaX OJHOIO PErMCTPALMOHHOIO
YAOCTOBEPEHHUsI  JIEKAPCTBEHHOIO  Mpernapara Npd  W3MEHEHUM  KOJIMYECTBa
JIEKAPCTBEHHOTO  IMperaparta BO BTOPUYHOM  (NMOTPEOUTENHCKOM) YMaKkOBKE HE
JIOITYCKAeTCs YBEJIMYEHHUsI CTOUMOCTH OIHOM JIEKapCTBEHHOU (POPMBI.

[Ipu npoBeneHNH IKOHOMUYECKOTO aHAIM3a YCTAaHOBJIEHO, YTO Ha JIEKAPCTBEHHBIN
npenapar Kanronpun (MHH — Kanronpwr), tabmetku 25 mr, 10 mT. - ymakoBKH
SAYEHKOBbIE KOHTYpHbIE (2) - mayku KapToHHble, npou3BoactBa OO0 «DAPMAKOP
[TPOJAKIIH» (Poccusi) (peructpammionHoe ynoctoBepenue P N001920/01)
3aperucTpupoBaHa TNpeleibHas OTIYyCKHas IeHa B pasmepe 7,51 pyOneit (mpukas
MunsnpaBa Poccun ot 08.02.2013 No 57/20-13), uro B mepecdyeTe Ha OJHY
nekapcTBeHHy0 ¢gopmy cocraBimser 0,38 py6. Takum oOpa3om, 3asBIEHHas K
perucTpanuy IMpeAelibHash OTIYCKHAs II€Ha B paMKaxX OJHOT0 PErucTpPaldoOHHOIO
YAOCTOBEPEHUS IPEBBIILIAET pAHEE 3aPETUCTPUPOBAHHYIO MTPEAEIIBHYIO OTITYCKHYIO LIEHY
U3 pacyeTa CTOMMOCTH OJJHOU JIeKapCTBEHHOU (POPMBI.

B cBs3u ¢ BBINIEU3I0)KEHHBIM, B COOTBETCTBHM C MOAMYHKTOM «B» MyHKTa 13
[IpaBui1 mNpeBBIIEHWE NPEACTABISIEMON JUIsI TOCYJAPCTBEHHOW PErMCTpaludd WIIA
MepeperucTpaluy NpeaebHOM OTIYCKHOM II€Hbl MPOU3BOJIUTENS HA JIEKAPCTBEHHBIM
npenapar HaJ LIEHOM, pPAaCCUMTAHHOW B COOTBETCTBUM C METOIMKOM, SBIAETCS
OCHOBAaHHMEM [JIsl OTKa3a B COIVIACOBAaHUU TOCYIAPCTBEHHOM PErucTpaluu NpeeabHOM
OTITyCKHOM LIEHBI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN MpPETapar.
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