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MIPOU3BOIUTENS HA JIEKAPCTBEHHBII
npenapar «l{umpodmokcanuny»

®denepanbHas aHTUMOHOIIONbHAS CIIyk0a paccMOTpelsia B COOTBETCTBUU C ITYHKTOM 41
0cOoOeHHOCTEeW oOpallleHHs JIEKapCTBEHHBIX MPENaparoB AJii MEIUIMHCKOTO MPUMEHEHHUS,
KOTOpblE€ MpEAHA3HA4YE€Hbl JJIi NPUMEHEHHS B YCJIOBHMSIX YIrpo3bl BO3HMKHOBEHUS,
BO3HUKHOBEHMSI U JIMKBUJALMU YPE3BBIYAHOW CUTyallMd M JUIsl OpPraHU3allMM OKa3aHUS
MEIULIHAHCKOW TOMOIIM JIMIAaM, NOCTPaAaBIIMM B pE3ylIbTare€ YPE3BbIYANHBIX CHUTyalluH,
NPEeIyNpeKICHUST YpPE3BbIUAWHBIX CUTyallMd, NPOPUIAKTUKKA U JIeUeHHs 3a00JeBaHUM,
MPECTABISAIONIMX ONAaCHOCTb JJI OKPYKAIOIIMX, 3a00JI€BaHUM U MOPAKEHUH, MTOJIyYCHHBIX B
pe3yabTrare BO3AECUCTBUS HEONArONPUSATHBIX XUMUYECKHX, OMOJIOTMYECKHUX, PaJualliOHHBIX
(bakTOpoB, YTBEpXKACHHBIX MocTaHoBieHHeM IIpaBurensctBa Poccuiickoit denepammu ot
03.04.2020 Ne 441 (mamee — Oco0OEHHOCTH), TOKYMEHTHI, MpPEICTaBICHHBIE MUCHMaMU
Mumnzapasa Poccun ot 02.07.2020 Ne 20-0/709 u Ne 20-0/714 B OTHOILIEHUHU JIEKAPCTBEHHOTO
npenapata «{unpodokcanunn», 1 cooOUIaeT CAeAYIOIIEE.

B cumny tpebGoBanmii myHkta 37 OcCOOCHHOCTEH MNpH BBIIBICHHH MHHUCTEPCTBOM
MIPOMBIIIUIECHHOCTH U TOproBiu Poccutickoit deaepanun, DeaepanbHOU CyKk00M M0 HA30py
B cdepe 3apaBooxpaHeHUs AePEKTypbl JTUOO OTCYTCTBUS B OOpAIllEHUU JIEKAPCTBEHHBIX
IpernapaToB, BKIIOYEHHBIX B TMEPEUCHb JKU3HEHHO HEOOXOIMMBIX U  BaXKHEUIIUX
JIeKapCTBEHHBIX MPENaparoB, B CBA3M C [IEHOOOpa30BaHHEM Ha HUX yKa3aHHbIE (enepasibHble
OpraHbl HMCHOJIHUTEIBHON BIIACTH NPEACTABISAIOT B TE€UEHHE 5 pabouMx [HEW CBEACHMS,
ykazaHHble B myHKTe 36 OcobenHocteit, B Mun3apaB Poccum 1o dopme cormacHo
npUIoKeHN0 K OCOOEHHOCTSIM.

B coorBerctBuM ¢ @eaepanbHbiM 3ak0HOM «O0 00pallleHUH JIEKapCTBEHHBIX CPENICTBY»
JIEKapCTBEHHbIE NperapaTrbl - JIEKAPCTBEHHBIE CPEACTBA B BUAE JEKApCTBEHHBIX (opM,
MpUMEHSEMBbIE IS MPO(PIIAKTHKH, JUATHOCTUKH, JICUCHUS 3a00JI€BaHuUs, peaOuInuTaIlu, s
COXpaHEHUs, IPENOTBPAILICHUS WU TPEPhIBAaHUSI OEPEMEHHOCTH.

YuutsiBas U3N0KEHHOE, a TaKkKe TOT (aKT, YTO MEepeueHb KUZHEHHO HEOOXOIUMBIX U
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BOXHEHIINX  JICKAPCTBEHHBIX  MpemapatoB  GoOpMUpYETCS MO  MEXIYHapOIHBIM
HEMAaTCHTOBAaHHBIM HAaWMMEHOBAaHUSAM C YKa3aHUEM JIEKAPCTBEHHBIX (OpM, aHAJM3
BbIfiBJIeHUsl AedeKTypbl Ju00 OTCYTCTBUSI B OOpalleHMH He0OXOAUMO NPOBOAUTH B
OTHOLLIEHUM BCEro Me:KAyHAPOJAHOr0 HeNMAaTeHTOBAHHOI0 HauMeHoBaHus (1aaee - MHH)
B COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX (popMax.

CornacHO CBeICHUSIM TOCYJApPCTBEHHOTO peecTpa JICKapCTBEHHBIX CPENCTB, B
Poccuiickon ~ ®enepanum  JIEKapCTBEHHBIM — mpemapar,  coorBeTcTByronmyd ~ MHH
«unpodmokcanna» B JEKapCTBEHHOM (opMe «TaONETKH, TOKPBIThIE IJICHOYHOU
000110uK0i» B 03upoBKax «250 Mr» u «500 Mr» 3aperucTpupoBaH ABAANATHI0 YeThIpbMA
BlajenbuaMu (WIK JeprKaTeliiMH) PETUCTPALMOHHBIX YIOCTOBEPEHUM JIEKApCTBEHHBIX
MpemnapaToB.

MunsnpaBom Poccum mpencTaBieHbl 3asBIEHUS OT OJHOTO BIajenbla (WiIH
JIEpIKaTels) perucTPallMOHHOTO yAOCTOBEPEHHS (0T OCTAJbHBIX JABAAUATH TPeX CBeAeHHS
or MunsapaBa Poccuu He mpencrasiensnl), B ToM yucie or OOO «O3zon» (Poccus),
3asBIICHHas IleHa Ha (opmy Beimycka 250 mr Ne 10 — 22,14 py6., Ha Qopmy BBITycKa
500 mr Ne 10 — 40,75 pyOmneii.

CornacHO  mpeACTaBICHHBIM BO  HCHoOidHeHHMe myHKTa 37  OcobOeHHOCTEH
Munnpomroprom Poccun moxymentam (mucbmo oT 11.06.2020 Ne 11C-40520/19), BBHaY
OTCYTCTBUSI MH(OPMANIMU 0 MOTPEOHOCTH B JIEKAPCTBEHHBIX Mpenaparax, BKJIAYeHHbIX
B IlepeyeHb  KM3HEHHO HEOOXOAMMBIX M BaKHEHIIUX JIEKAPCTBEHHBIX MNpPeNnaparTos,
CBEJICHHS O HaTU4MK JAe(EeKTyphl MPUBEIACHBI HA OCHOBE JAHHBIX AHATIUTUYECKUX areHTCTB O
CpeIHEMECIYHOM O0BEME TOCYAAPCTBEHHBIX 3aKYIOK JJISi MEIUIIMHCKUX OpraHU3alus U O
cCpeaHeMecIYHOM 00beMe MPOJaXK JUIsl alTeUHbIX OpraHU3aluii, B COOTBETCTBUU C KOTOPHIMU
JIEKapCTBEHHBIN Tpenapar, coorBercTByromuit MHH «llunpoduokcaruua», B MeAMIMHCKHUX
U anTeYHbIX OPraHU3alMsX MPeACTaBJIeH BO BeeX (eiepaabHbIX OKPyrax.

Kpome Toro mpencrasiennsie MunsapaBsom Poccuu cBenenusi Poc3apaBHaazopa o
NOCTYIUIEHUU B Tpa)XAaHCKUK 000poT Ha Tepputopuu Poccuiickoin Peaepaunn Takke HE
MOKA3bIBAIOT CHIDKEHHME TOCTYIUICHHUS JieKapcTBeHHOTo mpemnapara «llumpodmokcanms,
250 mr, 500 mr» B 2020 roay mo CpaBHEHHUIO C MPEABIAYIIIMMU EPUOIAMMU:

B 2018 rony — 12,6 muiH. ynakoBok (10 npousBonureneil);

B 2019 rogy — 13,4 maH. ynakoBok (10 npousBoauteneii);

B 2020 rogy — 5,9 MJIH. ynakoBok (9 mpousBoauteneii).

Takxke, ucxonsd W3 aHanu3a cBeaeHu Poc3apaBHag3opa O TMOCTYIUIEHUH B
rpaxJIaHcKkuii obopor Ha Tepputopun Poccuiickoit ®enepamuu, B 2020 romy B
TPAKJIAHCKUNM O0OpPOT MOCTYMAIOT JIEKAPCTBEHHBIC IMpernaparhl B TOM 4YHCiIE C Ooiee
HU3KUM YPOBHEM 3apETUCTPUPOBAHHBIX INPENEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTEIIEH,
3asiBICHUSI OT KOTOPBIX B cO0TBeTCTBUU ¢ OcobennoctsiMu B GAC Poccun He nmoctynaiiu.

IIpr »3TOM, HIOKYMEHTHI, NpEACTaBlIeHHblE nucbMaMu Mun3npaBa Poccun B
OTHOIIIEHUM JIEKapCTBEHHOro mnpemnapara «{unpodnokcanuny, B TOM 4duciie B OTBET Ha
3arpoc DAC Poccum ot 03.07.2020 Ne I13/56299/20, me comepkar uHbOpPMAIHH OT
OCTaJbHBIX BIAJIETBIEB (JeprKaTeseil) PerucTpaluoOHHBIX YAOCTOBEPEHUN YKa3aHHOTO
JIEKapCTBEHHOTO TIpemapara, a TakXe CBeleHUsT o0 oOmel MnoTpeOHOCTH B 3TOM
JeKapCcTBEHHOM Tipernapare. Takum oOpas3om, yctaHoBieHue 3asiBieHHbIX OO0 «O30H»
MPEAEIbHBIX OTIIYCKHBIX IIEH HA pacCMarpUBAcMbIl JIEKAPCTBEHHBIN Mpernapar MOXKET
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MPUBECTH K HEOOOCHOBAHHOMY POCTY II€H Ha OT/CJbHBIE TOPrOBbIE HAMMEHOBAHUS U
TpeOyeT TONOIHUTEIHLHOTO 0O0CHOBAHMS.

VYuursiBass uznoxkenHoe, ®AC Poccun mnpuHsaTo pemeHue 00 O0OTKaze B
COIIACOBAHMHU TMpeJeJIbHbIX OTIYCKHBIX IeH TMPOU3BOJAUTE/ISI, 3afBJEHHBIX HAa
peructpamuio OO0 «O30n» (Poccust), Ha creayronme JeKapCTBEHHBIE MPENapaThl:

«unpodmnokcarmmay (MHH «l{unpodmokcariuu»), TaONIeTKH, TOKPHITHIE TICHOUYHON
o0onoukoit, 250 mr, 10 mT. - yNakoBKU SYEHKOBBIE KOHTypHBIE (1) - mauku KapTOHHBIE, B
pasmepe 22,14 pyoieii;

«Qunpoduokcarma» (MHH «unpodmokcanuny), TabaeTKu, MOKPHITHIE TICHOYHOM
ob6onoukoit, 500 mr, 10 mT. - yrnmakoBKU sYEHKOBbIE KOHTYpHbIE (1) - mauyku KapTOHHbBIE, B
pasmepe 40,75 pyOmei.

B cBa3u ¢ orcyrcTBMEM WHGOpMalMM B OTHOIIEHWH OCTAIBHBIX BIAJEIbIEB (HIN
JieprKaTesnei) PErUCTPALlMOHHBIX YIAOCTOBEPEHUI JI€KapCTBEHHOTO npenapara
«Hunpodnokcauun» DPAC Poccum coobmiaer, yTo HacTosilee pelieHHe 00 OTKa3e B
COIVIACOBAHMHU 3aSIBJIEHHBIX TMpeAeJbHbIX OTIYCKHBIX IeH TMPOW3BOAUTENS HA
BbILIEYKA3AHHBIN JIeKAPCTBEHHbIN Mpenaparbl MOKeT ObITh NMEPEeCMOTPEHO B CJIy4dae
nocryiieHusi B @WAC Poccuu 1010IHUTEIBHBIX CBeIeHHI, 0KAa3bIBAIOIIMX BIMSIHUE HA
pPe3yJIbTAT HACTOSIIIEr0 PeLeHus.

Mecmo dns nodnucu

I[1.B. 3abopiminkoB
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