PEIIIEHUE
00 OTKa3e B COMIAaCOBaHHUHM MPEAETbHBIX OTIMYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIECKapCTBEHHbIE MTPENapaThl, BKJIOYECHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BAKHEWIINX JIEKAPCTBEHHBIX IIPENAPATOB

B coorBercTtBuM ¢ nyHkramu 8 u 21 IlpaBun rocygapCTBEHHOW pETUCTpPALIMU U
MepEepPErucTpalui yCTaHABIMBAEMbIX MPOU3BOAUTENIAMHU JIEKAPCTBEHHBIX MpENapaToB
MpeAeNIbHBIX OTIMYCKHBIX II€H Ha JIEKapCTBEHHBIC MpPENaparhbl, BKIIOUCHHbIE B IIEPEUCHb
KU3HCHHO HEOOXOMMMBIX M BOXKHEWINNX JICKAPCTBEHHBIX MPEMApPaToOB, YTBEPKICHHBIX
nocranosiieHneM [IpaBurensctBa Poccuniickonn @epepamuu ot 29.10.2010 Ne 865,
®denepanbHas aHTUMOHOINOJBHAS CIy:kK0a paccMOTpesia JOKYMEHTHI, MPEICTABICHHbIE
nuceMoM Munsapasa Poccun ot 13.04.2017 Ne 20-4-4041143-c, u npuHsina peuieHue
o0 oOTKaze B CONIACOBAHWU TMPENENbHBIX OTMYCKHBIX II€H, 3asBJIEHHBIX HAa
NEPEPETUCTPALIMIO JIEPIKATEIeM WM BIAJENbLIEM PETUCTPAIMOHHOTO YIOCTOBEPEHUS
nexapctBeHHoro mnpenapara OOO «BAJIEAHT» (Poccus), mpou3BOACTBO TOTOBOM
JexkapcTBeHHON ¢Gopmbl U mepBuuHas ymakoBka JlaGoparopust [llosen (®panius),
BTOPHYHAS YIAKOBKAa M OpPraHM3alusi, OCYIIECTBISIONIAs BBINYCKAIOMINI KOHTPOJIb
kadectBa, [p. I'epxapn Mann Xwumuko-dapmanesrudyeckoe mnpeanpustue [MOX
(I'epmanusi), Ha cleAyroUIME JICKAaPCTBEHHbIC IpEnaparbl, BKJIIOYEHHBIE B IEPEYEHb
YKU3HEHHO HEOOXOMMMBIX M BAXKHEHIIINUX JICKAPCTBEHHBIX MPETapaToB:

1. Apyrumon (MHH — Tumornon), kariu mia3Haeie 5 Mr/mi, S mi - ¢iaakons (1) -
Mavyky KapTOHHBIE, B pazMepe 62,91 pyo.

2. Apyrumon (MHH — Tumonon), kamnu masHsie, 2.5 Mr/mi, 5 M - GIakoHbI
(1) - mauku kapTOHHBIE, B pazmepe 39,51 pyoO.

[IpenenpHble OTIMyCKHBbIE LIEHBI HA YKa3aHHbIE JIEKAPCTBEHHBIE MpEmaparbl HeE
COIIACOBBIBAIOTCS IO CJIETYIOUUM OCHOBAHUSIM.

[Tpu npoBenenuun sxkoHoMuyeckoro anainnza AC Poccun ycTaHOBIEHO, UTO POCT
Kypca HallMOHAJIbHOM BaIOTHI TOCYAAPCTBA-IIPOU3BOAUTEINS JIEKAPCTBEHHOTO IIpenapara
K pyOmo (eBpo) 3a mepuoi €O JHA TNOCJEIHEH NepeperucTpaiu MpeaeIbHON
OTIIYCKHOM II€Hbl MPOU3BOJAUTENA HA JIEKAPCTBEHHBINM mpemnapar A0 JaThl MOJadu
JOKYMEHTOB Ha €€ OYEPEIHYI0 MEPEPErMCTPAlI0 He IMPEBBIIIAET MPOrHO3UPYEMBIi
ypOBeHb HMHQIIAIMHM TEKYIIEeTo To0Ja, YCTAHOBIEHHBIN ¢eaepaqbHbBIM 3aKOHOM O
dbenepanbHOM OIOIKETE HA COOTBETCTBYIOIMINKA (PMHAHCOBBIN TOM M TUIAHOBBIN TEPHOI,
YTO MPOTUBOPEUUT MOJMYHKTY «a» MyHKTa 23 MeToauku pacuera yCTaHaBIMBAaEMbIX
MPOU3BOJAUTEISIMA  JICKAPCTBEHHBIX IMPENapaToB MPEACNIbHBIX OTIMYCKHBIX II€H Ha
JIEKapCTBEHHbIE MpenapaThbl, BKIIOYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOJUMBIX H
BOKHEUINIMX JIEKAPCTBEHHBIX MPEMaparoB, MPU UX TOCYJAPCTBEHHOW PErucTpalud U
IIEpEepEerucTpalvy, YTBEPXKIACHHOW mnocra”HoBieHueM IlpaBurenscrBa Poccuiickoin
®deneparnuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

Kpome Toro, ®AC Poccum BBISBIECHO, YTO 3asBJICHHBIE HA IEPEPErHUCTPALUIO
MpEeACIIbHBIE OTIYCKHBIE LIEHbl HA BBIIIECYKa3aHHbIC JIEKAPCTBEHHBIE MpENaparbl BBIIIE
pPAacCUMTAHHONW B COOTBETCTBUM C IYHKTOM 24 MeToauKku, NOMYyCTUMOW BEIUYHHOM
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YBEIIMYEHHUS 3aPETUCTPUPOBAHHBIX MPEAEIbHBIX OTIYCKHBIX LEH, YTO MPOTUBOPEUUT
MyHKTY 23 MeToauku.

B CBs3u C BBINIEU3TI0KEHHBIM, B COOTBETCTBHM C IMOAITYHKTOM «B» IyHKTa 13
[IpaBun TmpeBBIIEHUME MNPEACTABIAEMON [JI TOCYJApPCTBEHHOW PETUCTPalUHd WU
MEPEPETUCTPALIMN TIPEICIIbHOW OTIYCKHOM LIEHBI MPOU3BOJIUTENS Ha JIEKAPCTBEHHBIN
npenapar HaJ L[EHOM, pPAacCYUTAHHOM B COOTBETCTBUM C METONMKOMN, SBISAETCS
OCHOBAaHUEM [UJIsI OTKa3a B COMIACOBAHUU T'OCYIAPCTBEHHOW PETHMCTPALMU MPEACIbHOU
OTIYCKHOM IIEHBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

P.A. Ilerpocsan
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