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PEUIEHHUE
06 0TKa3e B COMIACOBABMH NPENeIbHBIX OTILYCKHEIX LICH IPOM3BOAUTENCH
Ha JIEKaPCTBEHHBIE NPEIAPATh], BKIMOYEHHAIS B TIEPeYeHb JKHUIHEHHO HeoOXO0MHMEIX
¥ BaXKHEHIIHX JICKAPCTBEHHBIX PENIapaTon

B coorBerctBuM ¢ nyHKroM &8 IlpaBMn TOCYAapCTBEHHOU pErncTpauB H
NEPEPErucTpaliui YCTAHABIMBAEMBIX NPOM3BOAUTEISIMM JICKAPCTBEHHBIX IIPENAapaTos
NpEAeIbHEIX OTHYCKHBIX LEH HA JEKAPCTBEHHSLIE NMPENApaThl, BKIIOYEHHBIC B lEpevesb
MHU3HEHHO HEOOXONMMEBIX M BAXKHEHIIMX IEKAPCTBEHHBIX IPENapaToB, YTBEPKACHHBIX
nocraHoenenuem IIpasurenscrea Poccmiickoit @epepauuu ot 29.10.2010 Ne 865
(nanee — IMpasuna), PegepanbHas aHTHMOHOTIONBHAA CIyx06a paccMoTpena JOKyMEHTEI,
npeAcTaBneHHile mEcbMoM MuHsapapa Poccmm ot 08.12.2015 No 20-4-498040-c, u
npu#sna pemeHne o0 OTKka3e B CONIACOBAHMM MPEICNBHOM OTIYCKHOH IEHEI
3A0 «buokag» (Poccmsa); mp., meps. ym., BTOp.,, yI. - OAO «PapMmcranpapr-
Tomckxumbapm» (Pocems), Bem. K. - 3A0 «buokam» (Poccus) na cCnemyromui
NIEKApCTBEHHBI NpPENapar, BKIIOYEHHBH B NECPEYeHb XHM3HCHHO HEOOXONMMEIX H
BAXHEHINMX JICKAPCTBEHHBIX IIpenaparos:

3unakoM6 (MHH — 3upoBynus+/laMuByuH), TabNeTKM NMOKPHITHIE IUICHOYHOM
obonouxoii, 300 mr + 150 mx, 10 mT. - yNaKoBKK fYEHKOBBIE KOHTYPHBIE, O IUT. - Na9KU
KapToHHBIE B pasmepe 2313,00 py6.

IlpegensHas OTHYCKHAs LieHA HA YKa3aHHBIM JIEKAPCTBEHHEIM [pernapar He
COITIACOBLIBAETCSA IO CHESAYIOIIHM OCHOBAHMSM.

[Ipu mnpoeesedmu sSKoHOMHueckoro aHanniza PAC Poccrm BBIABICHO, 4TO
npenesbHas OTIYCKHAS 1I€Ha Ha BHIIEYKA3GHHBIM BOCHPOM3BEJEHHLIN TeKapCTBEHHBIN
npenapay, PAaCCYHTAHHAN HMCXOUA M3 CTOHMOCTH OIHOH JeKkapcTBeHHOH GOpMEL,
npeBpimaer 80 NPONEHTOB CpeaHeH 3aperuCTPHPOBAHHON MPEISIbHON OTNYCKHOM LICHEI
npousBonuTeNs Ha pedepEHTHRIN NeKAPCTRCHHbIH Mpenapat, pacCYMTaHHOM 3a mepuon 3
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JeT A0 NpeACcTaBIeHns AepKaTeneM WK BIAJeNbleM PErHCTPAIUOHHOTO YAOCTOBEPEHUS
(YoIHOMOYEHHEIM MM JIMIOM), YTO HPOTHBOPEYHT MyHKTY 6 MeTtonukn pacyera
YCTAHABMMBAEMBIX  MPOHM3BOIMTECIIMH  NEKAPCTBCHHBIX  IPENAPATOB  NPEAECIBHBIX
OTIYCKHBIX HEH Ha JIEKAPCTBCHHBIC MNPENApaThl, BKIIOYEHHBIC B IEpedeHh XU3HEHHO
HeOOXOOUMBIX M BRXKHEHIMMX JEKAPCTBEHHBIX NPENAPATOB, NPYU HMX IOCYJapCTBEHHOM
perucTpalMH H IepeperucTpanyy, YTBepXKIASHHOH nocraHosiaeHueM [IpaBuTenscrsa
Poccniickoit ®enepanuu ot 15 cenradpa 2015 r. Ne 979 (nanee — Meronuka).

B CBA3M ¢ BEIUEHU3NMKEHHBIM, B COOTBETCTBHU C IOAIIYHKTOM «B» HyHKTa 13
ITpaBwi UOpeBHIICHWE NPEACTABISEMON A TOCYZapCTBEHHOH DETHCTPanuH HIH
TIEPEPErHCTPaLMK DpeeipHOH OTIMYCKHOH LEHb NPOM3BOAWTENS HA JICKAaPCTBEHHBIN
Openapar Haj [EHOH, pAacCINTaHHOM B COOTBETCTBMM ¢ Meronukol, sABIAEICH
OCHOBAaHMEM JJIA OTKa32 B CONIACOBAHMM TOCYJApCTBEHHOW PErucIpaiuy NpeneibHON
OTHYCKHOH IICHEI IPOU3BOANTENA Ha JICKApCTBCHHBIN Npenapar.
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