PEIHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IE€H MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENapaThl, BKJIOUECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPENAPAaTOB

B coorBercTBMM € NOYHKTOM & MW MOIIYHKTOM «a» TmyHkra 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu U nepeperucTpanuu yCTaHABIMBAEMbIX
MPOU3BOJIUTEISIMU  JICKAPCTBEHHBIX MPENapaToB MPEJCIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMperaparbl, BKIIOYEHHbIE B TMEPEYEHb >KU3HEHHO HEOOXOIUMBIX W
BAXHEWIINX  JIEKAPCTBEHHBIX  NIPENaparoB,  yTBEPKACHHBIX  ITOCTAHOBICHUEM
[TpaButensctBa Poccuiickori @enepanuu ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTMONBHAS CIy)K0a paccMoOTpenia JOKYMEHTHI, MPEICTABICHHbBIE
nucbMoM Munzapasa Poccun ot 26.04.2016 Ne 20-4-4009024-c, u nipuHsiia peiieHue oo
OTKa3¢ B CONACOBAHUM  NPEACIBHOW  OTIIYyCKHOW  II€HbI, 3asBJICHHOM  Ha
nepepeructpanuto, OO0 «Jlromu» (Poccust), Ha caeayromnii JeKapCTBEHHBIN Mpernapar,
BKJIFOUEHHBIII B NE€PEYEHb JKU3HEHHO HEOOXOIMMBIX M BAXKHEWIIUX JIEKAPCTBEHHBIX
penaparos:

Perunona anerar (Buramun A) (MHH — Petunon), karncynst 33 teic. ME, 10 mT. -
YIIaKOBKU sTYeHKOBbIE KOHTYpHBIE (1) - makeTsl, B pa3mepe 5,45 pyoO.

[IpenenpHass OTMyCKHash IIeHA Ha YKa3aHHBIM JIEKAPCTBEHHBINM Ipernapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

B coorBeTcTBUM € TMOANMYHKTOM «a» IyHKTa 19 IlpaBun 3apeructpupoBaHHas
npezelibHasl OTIYCKHAs 1IEHA Ha JIEKApCTBEHHBIN Mpenapar NpOoU3BOACTBA TOCYApCTB -
WICHOB EBpa3suilCKOro 3KOHOMHYECKOTO COK3a I JIEKAPCTBEHHBIX IPENapaToB
HUKHECPEHETO IIeHOBOro cermeHTta a0 500 pyOned (BKIIOYUTENHHO) MOXET OBIThH
NepeperucTpupoBaHa - B Cllydyae YBEJIMYEHUS 1EH Ha ChIpb€ M MaTrepuallbl,
UCIIOJIb3yEMBbIE MPU MPOU3BOACTBE KOHKPETHOI'O JIEKAPCTBEHHOIO Ipemnapara, a TakKke
HAKJIQJHBIX pPacXo/l0OB, KOTOpbIE B pPaBHOM CTENEHHW BIMSIIOT HAa ypPOBEHb
3apEruCTPUPOBAHHBIX LIEH Ha BCE JIEKAPCTBEHHBIE IMPENaparbl, OTHECEHHbIE K OJHOMY
MEXIYHApOJHOMY HEMAaTeHTOBAHHOMY HAMMEHOBAHWIO, HO HE BbIIE YPOBHSA
dakTuuecko  MHGISIUU  OPEeALIECTBYIOUIEr0  KajJeHAApPHOIO Tola €  Y4eTOM
IPOTHO3UPYEMOI'0 YPOBHS MH(IIALMUU TEKYIIEro rojia, YCTAaHOBJIEHHOIO (enepaibHbIM
3aKOHOM O (perrepanibHOM OIOKETEe HA COOTBETCTBYIOMIMKI (DMHAHCOBBIN IO/l U TIAHOBBIN
MIEPUO/I.

B pamkax npoBeaeHust 3KOHOMUYECKOro aHannsza denepaibHON aHTUMOHOITOIIBHOM
CiIy’k00l HampaBJIeHbl 3apOChl BCEM IPOU3BOAUTEISIM JIEKAPCTBEHHBIX MpENapaTroB
MHH — PeTtunon, o HanMuuu Wik OTCYTCTBHH POCTA IIE€H HA ChIPhE, HEOOXOAMMOE TPHU
IIPOU3BOJICTBE COOTBETCTBYIOILETO JIEKAPCTBEHHOTO Mperapara.

W3 ananuza npencrasieHHbx B PAC Poccun JaHHBIX O pOCTE IIEH Ha CHIPhE,
HE00X0IMMOE MPU MTPOU3BOJICTBE BBILIEYKAa3aHHOI'O JIEKAPCTBEHHOIO Mperapara, ClIeayeT,
YTO POCT LIEH Ha ChIPb€ OTCYTCTBYET WM COOTBETCTBYIOLIAs BEJIMYMHA POCTA LEH
NOJATBEPK/JACHA B MEHBIIEM pa3Mepe [0 CpPaBHEHHIO C BEJIMYMHOM pOCTa ILIEH,
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MPE/ICTaBIEHHON B pacuerax npu GOpMUPOBAHUH MPOEKTA MPEACIIbHBIX OTITYCKHBIX IIEH,
3asBiIeHHbIX Ha nepepeructpanuto OO0 «Jlromm».

B cBsi3M C BBINIEU3TI0KEHHBIM, B COOTBETCTBUU C IOAIYHKTOM «B)» IyHKTa 13
[IpaBun mpeBBIIEHUE TPEACTABICHHOW JUIsi TOCYJApCTBEHHOW PpETUCTpPALMU WIIU
MEPEPETUCTPALIMN TIPEACIBHON OTHYCKHOW I€HBI MPOU3BOJAWTENS HA JIEKAPCTBEHHBIN
nmpenapar HajJ LEHOW, pPAacCUYMTaHHOM B COOTBETCTBUH C METOAUKOM, SBISETCS
OCHOBAaHMEM JUIsi OTKAa3a B CONNACOBAHUM TOCYAAPCTBEHHOM PETUCTPAlMUA WU

MEPEPETUCTPALIUA TPEACIbHON OTIYCKHOM LEHBI MPOW3BOJAUTENS] HA JIEKApPCTBEHHBIN
npenapar.

A.b. Kamesapos
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