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MIPOU3BOIUTENS HA JIEKAPCTBEHHBII
npenapar «l{edprpruakcon»

denepanbpHas aHTUMOHOIIONBHAS CIIYKO0a pacCMOTpesia B COOTBETCTBUU C ITYHKTOM 41
0COOEHHOCTEN OOpalleHHsT JIEKAapCTBEHHBIX IPENapaToB IS MEIUIMHCKOTO IPUMEHEHHS,
KOTOpBIE MpedHa3HaueHbl [JIS IPUMEHEHUS B VYCIOBHAX VYIPO3bl BO3HUKHOBEHHS,
BO3HUKHOBEHHS M JIMKBUAAIIMM YPE3BBIUAMHON CHUTyallMd U IJISI OpTraHU3alui OKa3aHHs
MEIHMIIMHCKON IIOMOIIM JIMIIaM, MHOCTPAJaBIIMM B PE3YJILTAaTe 4YPe3BBIUAMHBIX CHUTYAIHM,
NPEAYIPEKICHUS 4YpPE3BBIUAHHBIX CHUTYalldd, NOpOGMMWIAKTHUKH K JedeHus 3a00JIeBaHUid,
[IPEACTABIISIIOIINX OMACHOCTD I OKPY’KaIoIIMX, 3a00JIEBAaHUI U MOPAKEHUI, ITOJIYUYEHHBIX B
pe3yibTaTe BO3ACHCTBUS HEOIAronpUITHBIX XUMHYECKHUX, OMOJIOTMYECKHUX, PaJaUallHOHHBIX
(hakTOpOB, YyTBEpPKIAECHHBLIX MocTtaHoBieHueM IlpaBurennctBa Poccuiickoir denepanuud OT
03.04.2020 Ne 441 (mamee — OcoO€HHOCTH), IOKYMEHTBHI, IIPEACTABICHHBIE HNHUCHMaMU
Munsapasa Poccun ot 29.05.2020 Ne 20-0/507 u ot 05.06.2020 Ne 20-0/547 B OTHOILIEHUU
JeKkapcTBeHHOro mpemnapara «lledTpruakcoH, MOPOIIOK IS TPHUTOTOBICHHUS pPAacTBOpA s
BHYTPUMBIIIIEYHOTO U BHYTPUBEHHOTO BBEJICHUs, | T», K COOOIIAET ClieayolIee.

B cuny tpeGoBanuii nyHkra 37 OcoOe€HHOCTEH IPU BBISBICHHHM MUHHUCTEPCTBOM
IIPOMBIIIJIEHHOCTH U TOproBii Poccuiickoi @eneparnu, PenepaabHoii CiIyKO00H MO HAA30DY
B cdepe 3apaBooxpaHeHHs AeGEKTYpbl JTHOO OTCYTCTBHUS B OOpAIlEHHH JIEKAPCTBEHHBIX
IIpernaparoB, BKIIYEHHBIX B IIEpEUE€Hb JKU3HEHHO HEOOXOOUMMBIX W  BaKHEHIIUX
JIEKAapCTBEHHBIX IpemnaparoB (nanee — mepeueHs JKHBJII), B ¢BaA3u ¢ 1ieHOOOpa3oBaHueM Ha
HMX YKa3aHHBIE (efepalbHbIe OpraHbl UCIIOJIHUTEIBHOM BIACTH IIPEICTABIAIOT B TEUEHHUE 5
pabouux IHEW cBelmeHWsI, yKazaHHbIEe B MyHKTe 36 OcobenHoctet, B Mun3apaB Poccuu mo
dbopMme cortacHO MpUToKeHUI0 K OCOOCHHOCTSIM.

B cootBerctBUH ¢ PenepaibHbIM 3aKOHOM «O0 00OpallleHHH JIEKAPCTBEHHBIX CPEICTBY»
JIEKapCTBEHHBIC TIpernaparhl - JIEKApCTBEHHBIE CPEACTBA B BHUJE JIEKAPCTBEHHBIX (HOPM,
MIPUMEHSIEMbIC IS TPO(PIIAKTUKY, TUATHOCTUKY, JISYCHUS 3a00I€BaHUsI, peaOIUTaIH, IS
COXpaHEHUs, MMPEAOTBPAIICHHS WM MPEePhIBaHUS OCPEMEHHOCTH.

VYuuTeIBas M3I0KEHHOE, a Takke TOT (akt, uyto mepedeHs JKHBJIIII dopmupyercs mo
MEXKyHApOJIHBIM HEMAaTEHTOBAHHBIM HAMMEHOBAHUSIM C YKa3aHHUEM JICKAPCTBEHHBIX (opM,
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aHaJIu3 BbIsIBJIeHUA JedeKTypbl JH00 OTCYTCTBHS B OOpalleHMH Heo0X0AuMo
NPOBOJAUTH B OTHOLICHHHM BCEro MeAYHAPOJAHOI0 HENATEHTOBAHHOIO HAWMEHOBAHUS
(nanee - MHH) B cOOTBeTCTBYIOIIUX JIEKAPCTBEHHBIX (hopMax.

CormacHO CBEACHHUSIM TOCYIapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB, B
Poccuiickonn ~ ®denepanum  JIEKapCTBEHHBIM — mpemapar,  coorBeTcTByronmyi ~ MHH
«lledTpuakcon», B JEKapCTBEHHON (HOpME «IOPOIIOK JUIsl MPUTOTOBIEHHUS pacTBOpa s
BHYTPHUMBILIEYHOTO W BHYTPUBEHHOI'O BBEICHHUS» U J03UpPOBKE «l I'» 3apeructpupoBaH
COPOK OJHHMM BIaJenblieM (WIU JeprKaTelieM) pPEruCTPalMOHHBIX  YIOCTOBEPEHUN
JICKapCTBEHHBIX MPEMapaToB.

MunsnpaBom Poccum mpencTaBieHbl 3asBIEHUS OT OAHOrO Blajaenbla (WiIn
JIEpIKaTeNsl) PETUCTPAILMOHHBIX YAOCTOBEPEHUI (IO OCTAJIBbHBIM COPOKA CBEJAEHHS OT
MunzapaBa Poccuu He mnpeacraBienbl) — OOO «ITPOMOME] PYCy» (Poccus),
npousBogutenb AO «buoxumuk» (Poccus), 3asBnennas nena — 1 020,00 pyo. (50
(1akoHOB).

CormmacHO  MpeACTaBIEHHBIM BO  HMCHOJAHeHWE myHKkTa 37  OcobeHHocTel
Munnpomroprom Poccun gokymentam (mucekMo oT 19.05.2020 Ne IIC-33910/19), BBHay
OTCYTCTBHSA HH(OPMALUKN 0 TOTPEOHOCTH B JIEKAPCTBEHHBIX NpPenaparax, BKJIIOYCHHbIX B
nepeuens JKHBJIII, ¢ uenbio mpoBeneHUss COOTBETCTBYIOLETO aHaIN3a 3a OCHOBY ObUIM
B3STHl JIaHHBIE AHAJIMTUYECKUX AareHTCTB O CPEIHEMECSYHOM OOBhEME TOCYIapCTBEHHBIX
3aKyMOK JUIsl MEIWIMHCKUX OpraHu3alluii W O CpPeAHEMECSYHOM OObeMe MPOAXK IS
anTeYHbIX OpraHu3alMii, B COOTBETCTBUM C KOTOPHIMH JIEKApPCTBEHHbIE IpEnaparsbl,
coorBercTBytomre MHH [edtpuakcoH, B HE3HAUUTEILHOM KOJIMYECTBE HUMEETCS B
MEIUIIMHCKUX OpraHu3ainusx B 1 ¢eaepanibHOM OKpyre, a B aTE€YHBIX OpraHU3alUsaX B 6
(denepanbHbIX OKpyTrax.

CornacHo npencraBieHHbBIM MunznpaBom Poccun nganneiM (mucemo ot 04.06.2020
Ne 20-0/536), B rpaknanckuii 060poT Ha Tepputopun Poccuiickoit denepamnuu nmocTynuio (B
TOM YHCJIE B IPYTUX YIAKOBKaX, B repecyere Ha 1 (uakoH):

B 2017 rony — 4 788,6 muiH. ¢iaxonoB (18 npoussoaurenei);

B 2018 rony — 4 684 muH. guiakonoB (20 npousBoauTesnei);

B 2019 rogy — 2 821,3 muiH. pi1akoHoB (18 npousBoaureneii);

B 2020 rony — 643,9 muH. dhaiakonoB (15 npousBogureneit).

I[Ipy »oTOM, 3adBIEHHBIM IUIAHUPYEMBIH OOBEM BBIIIYCKA PacCMaTPUBAEMOTO
nekapctBeHHoro mpemnapara «lledTpuakcon» Ha rox coctaBiser 8,1 MuiH. ¢u1akoHOB, T.c.
0,3 % oT 001Iero uncna MOCTYNUBIINX B Tpakaanckuii 060pot B 2019 rogy nexkapCTBEHHBIX
npenapatoB «LledTprakcoH, MOpOUIOK AJi MPUTOTOBIIEHUSI PACTBOPA JUIsl BHYTPUMBIIIIEYHOTO
U BHYTPUBEHHOTO BBEACHHMS, 1 I'», YTO HE MOMKET 3HAYUTEIbHO IOBIUATH HAa MPUCYTCTBUE
JICKapCTBEHHOTO TIpernapaTta Ha pBIHKE, HO, B CBOIO O4Yepelb, MOXET IMPUBECTU K
HE0OOCHOBAaHHOMY POCTY IIE€H Ha OT/IEJIbHOE TOPTOBOE HAUMEHOBAHUE.

Kpome Toro, cormacuo mnpencraBieHHBEIM OOO «IIPOMOME]] PYC» noscHeHusam
(muceMo ot 10.06.2020 Ne 84), mpekpanieHusi IIPOU3BOACTBA 3agBJIIEHHOIO JIEKAPCTBEHHOTO
npenapata «lledpTpuakcon» He TMIAHUPYETCSA, OJHAKO IUIAHUPYETCA COKpAIIeHHE €ero
poU3BOACTBA (0€3 yKa3aHUs pa3MepoB cokpalieHus ) k ceHtaopio 2020 roaa.

Takke, corlacHO MpEJICTABICHHBIM JOKyMEHTaM U cBeaeHusiM, B 2020 roay B
rpaXXIaHCKUN 000POT MOCTYMAIOT JeKapcTBeHHbIe TpemnapaThl «lledrpuakcon, mopomiok mms
IPUTOTOBJIEHUS PacTBOPA JIJIsl BHYTPUMBIIIEYHOTO U BHYTPUBEHHOI'O BBEJAEHUS, 1 I» Apyrux
MpOU3BOAUTENCH B 00bemax, conocTtaBUMbIX ¢ 2019 rogom, B ToM uuciie uMmeronue Oosee
HU3KUN YpOBEHBb MpPENEIbHBIX OTIYCKHBIX II€H MPOU3BOAMUTENEH, OT KOTOPHIX 3asBICHUS O
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perucTpanuu npeaesibHbIX OTITYCKHBIX 1IEH B COOTBETCTBUU ¢ OCOOEHHOCTSIMU HE MOCTYIAJIH.

Crnenyer Take OTMETHTh, YTO COIVIACHO MPEICTABICHHBIM MOSICHEHUSAM (IMMHCHMO OT
10.06.2020 Ne 84) OOO «ITPOMOME]Jl PYCy» roroBo obecneunTh CONOCTaBUMBIN C
3asBJICHHBIM OOBEM MPOU3BOJCTBA PACCMATPUBAEMOTO JIEKAPCTBEHHOIO IIpernapara mpu
ypoBHE peHTabenbHOCTH 28 %, T.e. CHIDKEHHOM YpPOBHE PEHTA0EIHbHOCTH OTHOCHTEIHHO
3asgBiIeHHOTO (29,64 %).

TakuM 00pa3oM, COMIACHO MPEACTABICHHBIM pacueTaM, IPU YPOBHE PEHTA0EIbHOCTU
MIPOM3BOJICTBA PACCMATPUBAEMOIr0 JIEKAPCTBEHHOTO IIpernapara, cocrapisiomeM 28 %,
BEJIMYMHA YBEJIMYEHHUS 3aPETUCTPUPOBAHHON Ha 3TOT JIEKAPCTBEHHOW Mpenapar MpeaeibHOM
OTITYCKHOM 11eHbI cocTaBisieT 1,73 %.

Bwmecre ¢ TeM, B COOTBETCTBUM C TPeOOBaHMSIMHU MOANYHKTA «» myHKTa 32 IlpaBun
TOCYJIapCTBEHHOW PETUCTPAllMd M  TEPEPEeTUCTpallud MPENETbHBIX  OTIYCKHBIX IIEH
IIPOM3BOAUTEIICH Ha JEKapCTBEHHBIE Iperaparbl, BKIOUeHHbIE B 1epeueHs KHBJIII,
VTBEPXKIEHHBIX ITocTaHoBlIeHUEM lIpaBurenbcrBa Poccuiickoit denepamun ot 29.10.2010
No 865 (mamee - IlpaBmia), momycTtumasi BEJIWMYHMHA YBEJIWYEHUST 3apErUCTPUPOBAHHON Ha
paccMaTpUBaeMBbIl JIEKapCTBEHHOM IIperapar IPeAcIbHONM OTIIYCKHOM I€HBI COCTAaBIACT
2,55 %, 4ro yKa3plBaeT Ha 1eJecO00pa3HOCTh MEpPEeperucTpaluy 3asBICHHON IIEHBI B
coorBeTcTBUH C [IpaBumamu.

I[Ipu »>TOM, B TEKymleM TOAYy 3apEerUCTPUPOBAHHAs MpeleibHas OTIYCKHas
MIPOU3BOAMUTENS] HAa PpacCMaTpPUBAEMbIl JIEKapCTBEHHBIM IMpenapar Ha COIIACOBAaHUE B
DAC Poccun juist €€ rocynapCTBEHHOM IepeperucTpauuu B cooTBeTcTBUM ¢ IlpaBriiamu He
MpEACTaBIISAIACE.

B oroit cBizu, MAC Poccuun NpUHATO peumieHue 00 OTKa3e B COIVIACOBAHMH
npeaeJbHON OTIIYCKHOM IeHbl, 3aaBJIeHHOH Ha peructpauuio OO0 «ITPOMOME]/] PYCy»
Ha JekapcTBeHHBIM mpenapar «lledprpuakcon» (MHH - «lledTpuakcon»), mopomok s
MPUTOTOBJICHUS] PACTBOpA JJIsl BHYTPUMBIIIEYHOTO U BHYTPUBEHHOTO BBeAeHus, 1 r, 1 mrt., -
¢nakonsl (50) - KOpoOKM KapTOHHBIE (s CTAallMOHApPOB), MPOU3BOJACTBO (BCE CTAIMM)
AO «buoxumuk» (Poccus), B pazmepe 1020,00 pyO.

B cBs3m ¢ orcyrctBuem wuHbOpMAlMM B OTHOUICHWH OCTAJbHBIX BIIAJCIIBIICB
PETUCTPAIMOHHBIX YIOCTOBEPEHUH JieKapcTBEHHOTO mpemapara «lledTpuakcon, mopoiiok
JUIS IPUTOTOBJIEHHsI PAcTBOPa JJIsI BHYTPUMBIIIEYHOTO U BHYTPUBEHHOTO W BBEAEHUSA, | I»
®AC Poccun coo0IIaeTr, 4To HACTOsILee PelleHHe MOKeT ObITh NMEePecCMOTPEHO B ciy4dae
noctymjieHuss B @AC Poccnu 10MOJTHUTENbHBIX CBEICHU, 0KA3bIBAKIIMX BJIMSHUE HA
pe3yJIbTAT HACTOSIIIEr0 PelIeHus.

Mecmo dns nodnucu

A.B. JlouieHKO

J.A. Crapsix,ten.8(499)755-23-23 106.088-101
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