O NpeAeAbHbIX OTMYCKHbIX LIEHAX
NPOU3BOAUTEAS HO A@KOPCTBEHHbIN
npenapdar « enapyH HOTPUS»

PepAepaAAbHAST OHTUMOHOMOABHAST CAYXKOA PACCMOTPEAd B COOTBETCTBUMM C
NYHKTOM 41 ocobeHHOCTeEN OBpaALleHNsT ASKAPCTBEHHBIX MPENAPATOB  AAS
MEAMUMHCKOTO MPUMEHEHMS, KOTOPble MNPEeAHA3HAYEHb AAS MPUMEHEHUST B
YCAOBUSIX YIrPO3bl BO3HUKHOBEHWSI, BO3HMKHOBEHMST I AMIKBUAQLMN YPE3BBIYAMHOMN
CUTYALUM W AASI  OPraHM3AuMn  OKA3AHWST MEAMUMHCKOWM MOMOLWM  AVLAM,
MOCTPOAQBLUMM B PE3YAbTATE YPE3BLIMAMHBLIX CUTYALUN, MPEAYNPENKAEHUS
4P e3BblMANHbBIX CUTYyaLni, MPOPUAAKTUKN % AeYeHUs 3a6oAeBAHUN,
NPEACTABASIIOLLIVX OMACHOCTb AASI OKPY>KQAIOLWWX, 3060AEBAHUMA 1 NOPAXKEHWN,
MOAYYEHHBIX B  PE3IYABTATE  BO3AEVCTBUSI  HEOAATOMPUSITHBIX  XMMUYECKUX,
BUOAOTMHECKMX, PAANALMOHHBIX  GAKTOPOB, YTBEPIXKAEHHbBIX MNOCTOHOBAEHUEM
Mpasutenbctea Poccuickom Pepepaumm oT 03.04.2020 Ne 441 (ponee —
OCobBeHHOCTW), AOKYMEHTbI, MPEACTABAEHHbIE NMMCbMOM MuH3aApPaBA Poccum Ot
04.08.2020 Ne 20-0/921 B OTHOLWEHUMM AEKAPCTBEHHOrO npenapaTta « enapuH
HOTPWS», U COOBLLIOET CAEAYIOLLLEE.

B cuay TpeboBaHmm  nyHkTa 37  OcCoOBEeHHOCTEM  MpPpW  BbISIBAEHUM
MuHnpomMToprom Poccum, POC3APABHOAZOPOM AEDEKTYPbI AMOO OTCYTCTBUS B
OOpPALLEHNN AEKAPCTBEHHbBIX MPENAPATOB, BKAIOYEHHBLIX B MEPEYEHb MXM3HEHHO
HEOBXOAVMMBIX M BODKHEWLUMX AEKAPCTBEHHbIX MNPEnApATOB, B CBSISUM C
LEHOOBPA30BAHMEM HO HUX YKA3AHHBIE PEAEPAABHBIE OPrAHbI MCMOAHUTEABHOW
BAQCTU MPEACTABASIOT B TEYEHME 5 PpABOUNX AHEN CBEAEHMS], YKABAHHbBIE B MYyHKTE
36 OcobeHnHocTen, B MumH3ppae Poccum no oOpMe COMAACHO MPUAOYKEHUIO K
OCcobeHHOCTSIM.

B cootBeTctBMM C PepepanbHbiM 3aKOHOM «O6 0BpalleHUn AEKAPCTBEHHbIX
CPEeACTB» AEKAPCTBEHHbIE MPEenapaThl - ASKAPCTBEHHbIE CPEACTBA B BUAE
ASKAPCTBEHHbBIX POPM, MPUMEHSIEMbIE AAST MOOPUATKTUKN, ANATHOCTUKU, ASYEHUS
3060AEBAHMSI,  PEABUAUTALMM, AN COXPOHEHWS, MPEAOTBPALLEHNST  UAU
npepbiBAHKS BEPEMEHHOCTU.

YU4UTbIBAST MBAOYKEHHOE, A TAKXKE TOT PAKT, YTO NEPEYEHDb YKUSHEHHO HEOBXOAVMbIX
N BADKHENLUMX AEKAPCTBEHHbBIX MPENAPATOB POPMUPYETCST MO MEXKAYHAPOAHBLIM
HEMATEHTOBAHHBIM HAMMEHOBAHMSIM C YKA3AHMEM AEKAPCTBEHHBIX POPM, AHOAU3
BbISIBA€HNS AePEKTYpPbl AMOO OTCYTCTBUSA B OOPALLEHMN HEOOXOAUMO NPOBOAUTL B
OTHOLIEHUN BCEro MEXAYHOPOAHOIO HEMNATEHTOBAHHOIO HOMMEHOBOHUS (AdAee —
MHH) B cOOTBETCTBYIOWUX A€KOAPCTBEHHbIX POPMAX.

COrAQCHO CBEAEHUSIM TOCYAQPCTBEHHOIO PEECTPA AEKAPCTBEHHBIX CPEACTB, B
Poccurckon Peapepaumm ASKAPCTBEHHbIM MpenapaT, cooTeeTcTBytowmn MHH
«enapuH Hatpus», B ASKAPCTBEHHOW OQOpMe «PACTBOP AAS MHbEKUUM» U



«PACTBOP AASI BHYTPVBEHHOIO M MOAKOMHOIrO BBEAEHUS» B AO3MPOBKE «5 TbiC.
ME/MA»  3QPEMMCTPUPOBAH AATHOALATBIO BAQAEABLAMU  (MAU  ASPIKATEASIMN)
PEMMCTPALMOHHBIX YAOCTOBEPEHNN AEKAPCTBEHHbBIX MPENAPATOB.

MUH3APAOBOM Poccun NPeACTABAEHbI  3ASIBAEHUSI OT CeMM BAOAEAbLEB (MAU
AEPXKATENEN) PETNMCTPALUMOHHBIX YAOCTOBEPEHMA (OT WEeCTU MNPEeACTABAEHDI
pOHEee, N0 OCTAAbHbIM BOCbMM CBeAeHUs OT MuH3ppaBa Poccum He
NPEeACTABAEHbl), B TOM 4yucae ot OO0 «Akopac kcromm» (Poccus),
NPOM3BOACTBO (BCe cTaaMM) «CTaHeKCc Aparid aHA Kemukaas TMeT.ATA.» UHANMSD),
3ASIBAEHHAS LeHa aAg 5 amnyA — 1 400,78 py6aei.

COrnaCHO paHee NPEeACTABAEHHBIM BO UCMOAHEHME NyHKTA 37 OcobeHHOCTEN
MuHnpoMToproMm Poccumn AoKyMeHTAaM (MncbMo o1 11.06.2020 Ne LIC-40520/19),
BBMAY OTCYTCTBUS UHPOPMALUN O NOTPEOHOCTN B AEKAPCTBEHHbIX NPenaparax,
BKAIOYEHHbIX B NepevyeHb XUZHEHHO HEOOBXOAMMbBIX U BODKHENWUNX A€KAPCTBEHHbIX
NpPenaparoB, CBEASHUSI O HAAUHUUN AEDEKTYPbl MPUBEAESHBI HO OCHOBE AQHHbIX
OHAAUTUHECKMX ArEHTCTB O CPEAHEMECSIHHOM OBbeME rOCYAQPCTBEHHbBIX 3AKYMOK
AN MEAMLIVHCKMX OPraHM3auuMst 1 O CPEAHEMECSYHOM OObEME MNPOAOYK AASI
AMNTEYHbIX OPraAHMN3ALMIA, B COOTBETCTBUM C KOTOPBIMM AEKAPCTBEHHbLIM Mpenapar,
cooteeTCcTBytoWMA MHH renapuH Hatpusl, B  MEAMUMHCKUX  OPraHM3ALNSIX
NPEACTAOBAEH BO BCEX GEASPAAbHBIX OKPYrax, A B AMTEYHbIX OPraHM3auusX B 3
DEAEPAABHBIX OKPYrax MPEeACTOBAEH B HE3HAYUTEABHOM KOAMYECTBE.

PUCK OTCYTCTBUSI B ODPALLEHNN ASKAPCTBEHHOMO NPEnApaATa «enapuH HATPWS»
CB$I30Hbl (COTAQCHO AGQHHBIM OTKPbITHIX MCTOYHMKOB) CO BCbILLKON ADPUKAHCKOMN
YyMbl CBUHEM B KUTAE, KOTOPAS NPUBEAT K KPOATHOMY YAOPOMKAHMIO CTOUMOCTU
CBVHOMN WMHTEHCTUHAABHOM MYKO3bl — CblPbsl, HEOBXOAUMOIO AAST MPOU3BOACTBA
renapyHA HOTPUS.

COrAQCHO NPEeACTABAEHHBIM MUH3APOBOM POoCCUM AQHHBIM, B MOOXKAQHCKMI
obopoT Ha Tepputopumn Poccumckonm Geapepaumm no coctosHMo Ha 05.08.2020
MNOCTYNNAO (B GOPME BbinycKA Ne 5):

B 2018 roay — 2 584 754 ynakoeku (7 NpOU3BOAUTEAEN);
B 2019 roay — 2 552 859 ynakoeok (6 NpOn3BOAUTENEN);
B 2020 roay — 802 795 ynakoBoK (4 MpOU3BOAUTEAST).

TO ecCTb, UCXOASI M3 COMNOCTABMMDBIX AQHHBIX 2018 1 2019 ropoB, KOAMYECTBO
NOCTYNVBLUMX B MPOMKAQHCKM OBOPOT YNAKOBOK 30 AHAAOIMYHLIM neproa B 2020
FOAY AONKHO BbINO cOCTABUTL Boaee 1,4 MAH. YITAKOBOK.

Takyke, COrAQCHO paHee MPeACTABAEHHOM MMCbMOM MuH3ppaBa Poccum OT
20.06.2020 Ne 20-0/1/2-6832 wHoopmauum, B MuUH3APOB Poccum nocTynaroT
OBpPALLEHNST MEANLIMHCKMX OpraHmsauun (Hanpumep, HMWL oHkoAorvm um. H.H.
BAaoxvHa MuH3apaea Poccui) o6 OTCyTCTBUMM B OBPALLEHVN HEOBXOAMMOIrO B TOM
YACAE  AASI  TPOBEAEHMSI  OMEPATMBHBIX  BMELLATEABCTB  AEKAPCTBEHHOIO



npenapata ¢ MHH «'enapuH HaTpUs».

[MpeacTaBAeHHble HaO coraacoBaHne OOO «AXKOAAC DKCMoUm» MNpPeAEAbHble
OTMYCKHblE LEHbl HO PACCMATPUMBOEMbBIM AEKAPCTBEHHbBIM MNPENAPAT B LEAOM
COOTBETCTBYIOT paHee corAacoBaHHbIM PAC Poccum B COOTBETCTBUM C MYHKTOM
41 OCcoBeHHOCTEN NPEAEABHBIM OTMYCKHbIM LEHAM HO 3TOT e AEKAPCTBEHHbLIN
npenapart MHbiX npounssoanTenen (ot 1 300 py6. Ao 1 401,68 py6.).

CAeAYEeET OTMETUTb, YTO AOKYMEHTbI, MPEACTABAEHHbBIE BbILLEYKA3AHHBIM MUCbMOM
MuH3ApOBO PocCun B OTHOLUEHUMM AEKAPCTBEHHOrO npenapaTta « enapuH
HAOTPUSIY, HE COAEPXKAT MHOOPMALUMMN OT OCTOAbHBIX BAOAEAbLEBR (AEPIKATEAEWN)
PErMCTPALUMOHHBIX YAOCTOBEPEHNN YKA3AHHOIO AEKAPCTBEHHOIO MPEenapaTa, a
TAIOKE CBeAEHUs 06 obuien NoTPebHOCTN B 9TOM AEKAPCTBEHHOM NP ENAPATE.

YyutbiBasi  n3noKkeHHoe, DAC Poccuum NPUHATO peleHue O COrAaCOBAHUM
NPeAeAbHOM OTMYCKHOW LEeHbl MNPOU3BOAUTEAS, 3QSIBASHHOM HA pernmctpaunio
OO0 «Akopaac kcnoum» (Poccust)), HO AEKAPCTBEHHbIM nNpenapaTt « enapuH
Mik» (MHH «[enapuH HaTpus»), PACTBOP AASI BHYTPMBEHHOrO M MOAKOXKHOIO
BeeaeHMs, 5000 ME/MA, 5 MA, ®AQKOHDBI (5), NAYKM KAPTOHHbIE, MPOU3BOACTBO (BCE
ctaamm) «CtaHekc Apars aHA Kemukans T1eT.Ata»  (MHAMS), B pa3mepe
1 400,78 pybaen, HO CPOK, MPEAYCMOTPEHHDBIN MYHKTOM 42 OCcobeHHOCTEN.

B cBs13n C OTCYTCTBMEM MHOOPMALMM B OTHOLLUEHUM OCTOAbHbBIX BAOAEABLEB (MAM
ASpP>KATEAEN) PEMMCTPAUMOHHBIX YAOCTOBEPEHNN ASKAPCTBEHHOrO Mpenaparta
«enapuwH HaTtpusy GAC Poccum coobuaeTt, 4YTO HOCTosWee peweHune o
COrAQCOBOHUMN NPEAEAbHON OTMYCKHOMN LLeHbl MPOU3BOAUTEAS HA BbilleYKA3AHHbINA
A€KOPCTBEHHbIA Npenapar MoXXeT 6biTb NePeCMOTPEHO B CAy4Yde NMOCTYMNAEHUS B
DAC Poccum AONMOAHUTEAbHBIX CBEAEHUIN, OKA3bIBAIOWMX BAUSIHUE HO PEe3YAbTAT
HOCTOSIWErO peLeHuns.

T.B. HmkeropoaLes



