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PEILIEHUE
00 OTKa3e B COMTACOBAHUHM MPEACIIbHBIX OTIYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHBIE MPEnaparhl, BKIOYCHHbBIC B IEPEUCHD KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHUIINX JIEKAPCTBEHHBIX IIPENApPaTOB

B cootrBerctBuM ¢ mnyHktoM 34 IlpaBun rocynapcTBEHHOM peructpanud Hu
NepeperucTpalu MNpelebHBIX OTHYCKHBIX II€H MPOU3BOJUTEIEH Ha JIEKApCTBEHHBIC
npenaparbl, BKJIIOYEHHbIE B MEPEUYCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIUX
JIEKApCTBEHHBIX  MpENapaTroB, YTBEPXKJICHHBIX  MOCTaHOBIeHHEM [IpaBurtenbcTBa
Poccuiickoit ®enepaunu ot 29.10.2010 Ne 865 (manee— IlpaBuna), PenepanbHas
AHTUMOHOIIOJIbHASL  CJIy0a paccMoTpesa JOKYMEHTBHI, TMPEICTaBICHHbIE MHCbMOM
Mumn3zapaBa Poccuu ot 01.09.2020 Ne 20-4-4144975-c, u npuHsiia pemieHue o006 oTkase B
COMNIACOBAHUMU TMPEIEIbHBIX OTIMYCKHBIX I1I€H, 3asBJIICHHBIX HA NEPEPETHCTPAIUIO
VYpcapapm Apunaiimutrenr I[mMO0X (I'epmanus), Ha cleayronde JIEKapCTBEHHbBIC
mpenaparbl, BKJIIOYEHHBIE B IIE€PEUCHb JKM3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX
JIEKapCTBEHHBIX MPENAPATOB:

1. «Tumonon-nocy (MHH — «Tumonon»), kamnu 1a3Heie [6e3 KOHCEpBaHTa],
0.5 %, 10 M - dnakoH-kanensHUIHI (1) - mauku kapToHHBIE, B pasmepe 231,91 pyo.

2. «I'mapoxoptuzon-ITocy (MHH — «l'unpokoptuzon»), ma3p maszHas, 1%, 2.5 r -
TyOblI amoMuHueBbie (1) - mauku kapToHHBIE, B pazmepe 119,60 pyoO.

3. «I'mapokoptuzon-Ilocy (MHH — «l'uapokoptuzon»), masp masHas, 2.5%, 2.5 r
- TyOBI amoMuHueBbIE (1) - Mayku KapTOHHBIE, B pa3Mmepe 149,72 pyo.

[IpenenbHbIE OTIYCKHBIE IIEHBI Ha BBINIEYKA3aHHBIC JICKAPCTBEHHBIC MperapaTbl HE
COTJIACOBBIBAIOTCS TIO CJICTYIOIIUM OCHOBAHUSIM.

Cornacno ®enepanpbHomy 3akoHy oT 02.12.2019 Ne 380-d3 «O denepanbHOM
oromkere Ha 2020 rox u Ha turaHoBbIM mepuod 2021 u 2022 romoB», MPOrHO3UPYEMBIi
ypoBeHb nH(Isammu Ha 2020 rox cocrasnseT 3 %.
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[Ipu npoBenennu 3xoHoMuyeckoro ananuza ®AC Poccun BBISBIEHO, YTO COITIACHO
MPE/ICTABICHHBIM JIOKyMEHTaM CpeIHEB3BEIICHHAs (pakTHUecKas I[eHa BBO3a YKa3aHHBIX
JIEKAPCTBEHHBIX MPENApaToB 3a OTYETHBIM MEpUO ObLIA HUKE 3apETHCTPUPOBAHHON Ha
ATOT MEPUOJ IIeHbI 0oJiee YeM Ha MPOrHO3upyeMblil ypoBeHb undusuuu (-3,7 %, -3,3 %,
-6,2 % COOTBETCTBEHHO), YCTAHOBICHHBI Ha TEKyIIUHA TOJ, 4YTO MPOTHUBOPEUUT
TpeOOBaHMIM TOANMYHKTA «O» myHKTa 50 MeToauku pacuera mpenelbHbIX OTIYCKHBIX 1IEH
MPOU3BOAUTENIEH HA JICKAPCTBEHHbIC Npernaparbl, BKIIOYEHHBIE B MEPEUCHb KU3HEHHO
HEOOXOMUMBIX M BaXXHEHIIUX  JIGKAPCTBEHHBIX  MpPENaparoB,  yTBEPKIACHHOM
noctaHoBienreM IlpaBurensctBa Poccuiickoit @enepaunu ot 15.09.2015 Ne 979 (nanee
— MeTtoauka).

Takke npu npoBeneHnH d3koHoMuyeckoro aHanusza ®AC Poccun yCcTaHOBIEHO, UTO
3asBJICHHBIC BEJIWYMHBI YBEJIUUYCHHUS 3aPETHUCTPUPOBAHHBIX MPEACIbHBIX OTIYCKHBIX IIEH
Ha BbII€yKa3aHHbIE J€KapcTBeHHbIE mpemnaparel (9,43 %, 128,99 %, 131,73 %
COOTBETCTBEHHO) MPEBBIIIAIOT MPEIETHHO JOIMYCTUMYIO BEJIMUMHY yBeIU4eHus (He foJiee
3 %) 3aperucTpUpPOBAHHOM TIPEACIIBHOM OTMYCKHOHW II€HbI B COOTBETCTBHUU C
TpeboBanusmu nyHkTa 34 [Ipasui.

Kpome Toro, He mpeacTaBiIeHbl KOMUU BCEX CTPAaHUI] TAMOXKEHHBIX JEKJIapaluii Ha
BBINIICYKa3aHHBIC JIEKAPCTBEHHBIE MPemnapathl (MPEACTABICHBI TOIBKO JTO0ABOYHBIC JIMCTHI
K JEKJIapalysiM Ha TOBaphl), 32 COOTBETCTBYIOLIMWNA OTUYETHBIA MEPHUO, ONPEACICHHBIN B
COOTBETCTBHM C MyHKTOM 37 IlpaBui, 4TO MpOTUBOPEUUT TPEOOBAHMSIM BTOPOro adsana
MOJITYHKTA «J1» IyHKTa 35 [IpaBuil.

B cBsi3U ¢ BBIIIEU3NIOKEHHBIM, B COOTBETCTBUM C MOAIMYHKTaMHU «0» U «I» MyHKTa
19 IlpaBun npencraBieHHE JOKYMEHTOB HE B IIOJHOM OObeMe M (WJIM) HEMOJHOTa
COJIEP’KAIMXCSl B HUX CBEJICHUN M MPEBBIIICHUE MPEIACTABISIEMON ISl TOCYAapCTBEHHOM
MEPEPETUCTPALIMN TPENEIbHON OTIIYCKHOM LIEHBI NPOU3BOAMUTENS HA JIEKAPCTBEHHBIM
npenapar HaJl IEHOM, pacCUMTAaHHOW B COOTBeTCTBUM ¢ IIpaBmiamu u Meroaukou,
ABJISIETCS. OCHOBAaHUEM [UJIsi OTKa3a B CONNIACOBAHMM TOCYIapCTBEHHOM pETUCTpaLU
MIPEAEIBbHON OTITYCKHOW LIEHBI IIPOU3BOAMUTENS HA JICKAPCTBEHHBIN Mpenapar.

Mecmo dns nodnucu
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