MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii niep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B COIIACOBAHMHM MPEAEIbHBIX OTITYCKHBIX LIEH IPOU3BOAUTENEH
Ha JIEKapCTBEHHbIE MPENaparhl, BKIOYEHHbIE B IEPEUEHb )KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIMX JIEKAPCTBEHHBIX MPEMAPATOB

B coorBercTBru ¢ myHkTamu 8 u 21 IIpaBmit rocymapCcTBEHHON PETHCTPALIMH |
NepeperucTpaluy yCTaHaBIMBAEMbIX TPOU3BOIUTEISIMU JIEKAPCTBEHHBIX MPENapaToB
MpelebHbIX OTIYCKHBIX II€H Ha JEKapCTBEHHBbIE Ipenaparbl, BKJIIOYECHHbIE B
nepeueHb >KU3HEHHO HEOOXOMUMBIX M BAXKHEHIIMX JIEKapCTBEHHBIX IPENaparos,
YTBEPKACHHBIX TocTaHoBiIeHUEM [IpaBurensctBa Poccuiickonn ®enepanuu ot
29.10.2010 Ne 865 (mamee - IlpaBuna), ®enepanbHasi aHTUMOHOMOJBHAS CITyKO0a
paccMoTpesia JOKYMEHTHI, MPEACTaBICHHbIE MHUCbMOM Mun3apaBa Poccum ot
19.02.2018 Ne 20-4-4062616-c, u npuHsaiga pemieHue 00 OTKa3e B CONIACOBAaHUU
IPEIEIbHBIX OTIYCKHBIX IIEH, 3asBICHHBIX Ha MEPEPETUCTPALUIO JepKaTeleM HIIn
BHajienbleM peructpanuronHoro ynoctosepenus 3AO HII «2JIbDA» (Poccus), Ha
CIIEAYIONINE JIEKAPCTBEHHBIC Tpenaparbl, BKIIOYCHHBIE B TMEpPEUCHb >KU3HEHHO
HEOOXOIMMBIX M BAXKHEHUIIINX JICKAPCTBEHHBIX MPEIIapaToB:

1. Hunpodmokcatmas (MHH —  [unpodmnokcauuH), pactBop  AJid
BHYTPUBEHHOTO BBeeHUsA, 2 mr/mi, 100 mu, - dmakons! (1) - mayku KapTOHHBIE,
npousBojicTBa (Bce ctaaun) Anbda Jlaboparopus (Munus), B pazmepe 21,13 pyo.

2. Metponunazon (MHH — Metponunazon), pactBop aist uHy3ui, 5 Mr/mi,
100 mu1, - dumakoHbl MOAMAITHIECHOBBIE (1) - MaykyW KapTOHHBIE, MPOU3BOICTBA (BCE
craaun) Dnbda Jlaboparopus (Muaus), B pazmepe 17,28 pyoO.

3. [Ilpemnmzomon Omnepa (MHH — Ilpegnuzonon), pactBop s
BHYTPUBEHHOTO W BHYTPUMBIIIEYHOTO BBeaeHus, 30 mr/mi, 1 mu, ammynsr (3) -
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Mavykyd KapTOHHBIC, Mpou3BojcTBa (Bce craauu) Mumyc ®apma IIer. JItn. (Muous), B
pasmepe 21,13 pyO.

[IpenenbHble OTMYCKHBIE LIEHbI HAa YyKa3aHHBIE JIEKAPCTBEHHBIE IIpenaparbl HE
COITIACOBBIBAIOTCS IO CIECAYIOIIUM OCHOBAHUSIM.

[Ipn npoBeneHNH 3KOHOMHYECKOTO aHaIM3a 3asBJICHHOM NPEAECIbHOW OTITYCKHOMU
IIEHbI Ha JIeKapcTBeHHBIN npenapat «IIpexanzonon Dnabha» GAC Poccun BBISBICHO, YTO
pPOCT Kypca HAIMOHAJIBHOM BaOThl T'OCYIApCTBA-IIPOU3BOAUTENS JIEKAPCTBEHHOIO
npenapara K pyosto (MHAUNCKAs pymnusi) 3a MEPUO] CO IHS MOCIeIHEN epeperucTpaiuu
MPEAETBbHON OTIYCKHOW ILIEHbI MPOW3BOJAWTEISI HA JICKAPCTBEHHBIM Mpemnapar A0 JaTbl
MoAauYd  JOKYMEHTOB Ha €€ OYEpPEOHYI0 IEpEepEerucTpalyi0 He MPEBBIIIACT
MIPOTHO3UPYEMBbI YPOBEHb MHQIISAIMK TEKYIIEro T0/a, YCTAHOBJIEHHBIN (enepaibHbIM
3aKOHOM O (peiepaibHOM OIOKETEe Ha COOTBETCTBYIOIMINM (DPMHAHCOBBIN TO/ U TIJIAHOBBIN
MEpUO, YTO TMPOTUBOPEUUT MYHKTY 23 METOOUKM pacueTra YCTaHaBIMBAEMBIX
MIPOU3BOAUTENSIMUA  JIEKAPCTBEHHBIX IIPENApaToB IMPEACNIbHBIX OTIHYCKHBIX LIEH Ha
JICKapCTBEHHBIE TpenapaThl, BKJIIOYEHHBIE B IEPEUYCHb >KU3HEHHO HEOOXOMUMBIX H
BAKHEHUIINX JIEKAPCTBEHHBIX MPENAparoB, NMPU HX TOCYJapCTBEHHOW PETUCTpPAlUd U
MEPEePETUCTPALliK, YTBEPKACHHOM TmocTaHoBIeHHEM [IpaBurensctBa Poccuiickon
®enepannu ot 15.09.2015 Ne 979 (nanee — MeTtoauka).

[Ipu mpoBeneHMM HKOHOMHUYECKOTO aHajln3a Ha JIEKAPCTBEHHBIE Ipenaparsl
«Hunpodnokcatma» u «Merponugazon»  GAC  Poccum  BBISIBIEHO,  4TO
CpPEAHEB3BENICHHAS [I€HA BBO3a JIEKAPCTBEHHOIO Ipenapara 3a Mepuoi, UCTEKIINUN CO JHA
rOCyJIapCTBEHHOM perucTpaiuu (mociaeaHeld nepeperucTpaiuu) npeaeibHON OTITYyCKHOMN
IIEHbl, ObUIa HIKE 3aperUCTPUPOBAHHONM Ha TOT TIEpUOJ IIeHbI 0ojJee YeM Ha
MIPOTHO3UPYEMBIH YPOBEHb MH(IIALNY, YCTAHOBIECHHBIA HAa TEKylIUi o1 deaepaibHbIM
3aKOHOM O (eiepaibHOM OIOIKETE Ha COOTBETCTBYIOIIUNA (DMHAHCOBBIN IO/ U TIaHOBBIN
NEPHUOJ, YTO MPOTUBOPEUUT MOAMYHKTY «O» myHKTa 23 MeTtoauku.

B cBsi3u C BBINIEU3TI0KEHHBIM, B COOTBETCTBUU C IOAIYHKTOM «B)» IyHKTa 13
[IpaBun mpeBBIIEHUE TMPEACTABICHHOW JUIsi TOCYJAPCTBEHHOW PETUCTpPALUU WIIU
MEPEPETUCTPALIMN TIPEACIBHON OTHYCKHOW II€HBI MPOU3BOJAWTENS HAa JIEKAPCTBEHHBIN
mpernapar HajJ LEHOW, pPAacCUYMTaHHOM B COOTBETCTBUH C METOAMKOM, SBISETCS
OCHOBAaHMEM JUIsi OTKAa3a B CONIACOBAaHUM TOCYAAPCTBEHHOM PETUCTPAlMUA WU
MEPEPETUCTPALUA TPEACIbHON OTIYCKHOM LEHBI MPOW3BOJAUTENS] HA JIEKAPCTBEHHBIN
npermnapar.

A.b. Kamesapos
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