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PEIIIEHUE
00 OTKa3e B COINIaCOBaHUU NPeAcC/IbHBIX OTIIY CKHBIX LICH HpOI/I3BOHHTCJIeﬁ
Ha JICKapCTBCHHBIC NIp€NIapaThl, BKJIKOYCHHEBIC B IICPCUCHB XXU3HCHHO HEeOOXOIMMBIX
U BaXXHEUIIUX JICKApCTBCHHHIX IIPENIapaToB

B coorBerctBuM ¢ IyHkTaMM 8 ¥ INOMIMYyHKTOM «a» myHkra 19 IlpaBun
rocyZapCTBEHHOM perucTpanuu u nepeperucTpanmuu YCTaHaBIMBAEMBIX
NPOM3BOAMTENAMH JIEKAPCTBEHHBIX IPENapaToB MNpENEIbHBIX OTIYCKHBIX LEH Ha
JICKApCTBEHHBIE IIpenapaThl, BKIIOYECHHBIE B IEPEYEHb >XU3HEHHO HEOOXOAUMBIX W
BaXHEHIMX  JIEKADCTBEHHBIX  IPENaparoB,  YTBEPXKJAECHHHIX  IOCTAHOBICHUEM
IIpaButensctBa Poccuiickoit ®@enepanun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
QenepanbHad aHTUMOHOIIONBHAA ciyx0a paccMoTpena JOKYMEHTHI, IPEICTaBICHHBIE
nucsMoMm Mun3sgpasa Poccuu ot 07.04.2016 Ne 20-4-4008574-c, u npunsna pemenue 06
OTKa3e B corlacoBaHUU IpefenbHBIX OTHYCKHBIX LieH OO0 «HT®D «I1OJIMCAH»
(Poccusi), 3asABIEHHBIX Ha [EPEPETHCTPALMNIO, HA CIEAYIOINHE JIeKapCTBEHHEIE
npenaparsl, BKIIOYEHHBIE B TEpeYeHb JKU3HEHHO HEOOXOAMMBIX M BaKHEMIIMX
JIEKApCTBEHHBIX NIPENapaToB:

1. Ifutodpnmasus (MHH - HMuosun+Huxornnamun+Pubodnasun+SaTapHas
KHCIIOTa), pacTBOP Ul BHYTPUBEHHOrO BBeAeHHS, 10 M - aMmImynsl TeMHoe crekio (5) -
yIaKoBKa KOHTypHas s4yelikoBas (1) - nauka kapToHHas, B pasmepe 544,11 py6.

2. Peambepnns (MHH - MermroMuHa Harpus CyKUMHAT), pacTBOp UIA HHQY3Hi
1,5 %, 400 Mn - 6yTeinka (1) - mayka kapToHHas, B pasmepe 177,30 py6.

3. PeamGepun (MHH - MermoMprHa Harpus CyKUHMHAT), pacTBOp I MHQY3MA
1,5 %, 200 mn - 6yTenka (1) - nauxa xapToHHas, B pasmepe 144,88 py6.

4. Huxnopepor (MHH - MenmomuHa axpuaoHanerat), TaONETKH IOKPHITHIE
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KHLIeYHopacTBOpUMOit ofonoukoi 150 mr, 10 mT. - ynakoBka KOHTYpHas syelikopas (1) -
navyka KapToHHas, B pasMepe 161,73 py6.

5. Quknopepon (MHH - MenmtoMuHa axkpuaoHaNeTar), TaOAeTKU ITOKPHITHIE
KANISYHOpacTBOpUMOi obomoukoit 150 Mr, 20 prt. - yakoBKa KOHTypHas sdeiikopas (1) -
[ayka KapToHHas, B pasmepe 324,34 py6.

6. Huknogpepon (MHH - MennoMHHa aKpuAOHaneTaT), pacTBOp JUIA
BHYTPHBEHHOI'0 ¥ BEYTPUMBIIIEYHOTO BBEACHUS 125 MI/Mi, 2 MA - aMIIyIsl KOPHYHEBOTO
crexna (5) - ynakoBka KOHTypHas aueiikopas (1) - mauka xaproHHasd, B pasMmepe 297,36
pyo.

[TpenenbHble OTIYCKHEIE LIEHB Ha YKA3aHHBIC NEKAPCTBCHHBIE MNpenaparsi He
COMIACOBBIBAOTCA MO CIEAYIONMMM OCHOBAHHSAM.

[Tpn npoBenennu 3xoHomudeckoro anammsa ®AC Poccuu BBIABIEHO, YTO POCT
3apETUCTPUPOBAHHBIX NPEAEIbHBIX OTIyCKHBIX LI€H Ha BhIIIEYKa3aHHEBIC TEKapCTBEHHEIE
periaparsl 3asBNEH NpousBoauTeneM B pasmepe ot 19,09 % no 19,77 %. Ilpu stoMm, u3
pacydeToB BEJIMYMHBl YAOPOKaHUA, NPEACTABNEHHBIX NPOU3BOAHTENEM B IPHIOKCHHM
Ne 5 k Meroguke pacyera yCTaHaBIMBAEMBIX IIPOM3BOLWTEIAMH JICKAPCTBEHHBIX
[PenaparoB MpeaeIbHBIX OTIYCKHEIX LISH Ha JIEKAPCTBCHHEIE IPeNapaTsl, BKIOYCHHEIE B
IIEPEYEHD KU3HEHHO HEOOXOAMMEBIX H Ba)KHEHINUX JICKAPCTBEHHEIX MIPEIapaToB, NIPH UX
rOCy/IapCTBEHHOM perncTpailid W NEPEPETHCTPAIVM, YTBEPKIEHHONH MOCTAHOBIECHHEM
IIpaBurenscra Pocculickoit @enepanuu ot 15 centabpa 2015 & Ne 979 (manee —
Merognka), ciexyeT, YTO (aKTUYECKOe YBEIHUEHHE LICH Ha CHIPEE W MaTepualibl,
UCTONB3yEMEIe TIPH NPOW3BOJACTBE BHINIEYKAa3aHHBIX JEKAPCTBEHHBLIX IPenaparoB, a
TaKKe HAKIAOHBIX PACX0A0B, cocTaBiier 6,9 % u Menee,

B cBA3u C BBIIEH3IOKEHHBIM, B COOTBETCTBHA C IMOAMYHKTOM «B» IyHKTa 13
IIpaBun ImpeBBIIEHME NPEACTABASCMOM [UIA T[OCYJAapCTBEHHON perMcTpauMe WiId
NepeperucTpauuu INpeneibHON OTIYCKHOW LEHBI TPOU3BOJAWTENS Ha JICKapCTBEHHBIH
npenapar HaJ I[IEHOM, pacCUMTaHHOW B COOTBETCTBMM ¢ MeETOOMKON, dBnNgeTCH
OCHOBAHMEM I OTKAa3a B COIIACOBAHHHU TOCYJApCTBEHHOM perucTpanuu npencisHON
OTITy CKHOU 1IeHBI [TPOM3BOAMTENS Ha JCKAPCTBEHHBIN Npenapar.

.b. Kamesapos
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