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[IPOU3BOAUTEIIS HA JICKAPCTBEHHBIN
npenapar «l emapuH HaTpUsa»

@enepanbHasi aHTUMOHOIIONIbHASA CIIy>)k0a paccMoTperna B COOTBETCTBUU C MYHKTOM 41
0ocoOeHHOCTe oOpalieHus] JIEKapCTBEHHBIX MpenaparoB JJs MEIULIUHCKOTO MPUMEHEHHUS,
KOTOPBIE NIPEIHA3HAYEHBI JUIsl IPUMEHEHHUS B YCIOBUSAX YIPO3bl BOSHUKHOBEHUS, BOSHUKHOBEHHUS
Y JMKBUJALMY YPE3BbIYAHON CUTyalluu U JUIsl OPraHU3alUy OKa3aHWs MEIULUHCKOW MOMOIIU
JauIaM, TOCTPaJaBUIMM B pe3yJibTare Ype3BbIYAHBIX  CUTyallud, MNperynpeskIeHUs
Ype3BbIUAWHBIX CHUTyallMid, MNPOPWIAKTUKKA U JedeHusi 3a00JieBaHUN, MPEACTABISIOMINX
OMACHOCTh ISl OKpYXaroUIuX, 3a00JeBaHUM M TOpPaXEHWH, MOIyYEHHBIX B pe3yJbTare
BO3/ICCTBUSI HEOIArONMPHUATHBIX XHMHUYECKUX, OHMOIOTHYECKUX, PaJWAIMOHHBIX (AKTOPOB,
yTBEpkKACHHBIX noctaHoBiieHneM IIpaBurensctBa Poccuiickoit @enepanuu ot 03.04.2020 Ne 441
(manee — OcoOeHHOCTH), TOKYMEHTHI, NpeACTaBICHHbIE NHUCbMOM MuH3apaBa Poccun ot
27.08.2020 Ne 20-4/1082 B OTHOIIEHMHM JIEKapCTBEHHOro Impemnapara «lemapuH HaTpus», U
co00II1aeT ClIeayIoIIee.

B cuny tpeboBanumii mynkra 37 OcobeHHocTel npu BoisiBieHnn Munnpomtoprom Poccun,
Poc3npaBHaazopoM nedekTypsl MO0 OTCYTCTBHSI B OOpAIICHUM JIEKapCTBEHHBIX MPENaparos,
BKJIFOYEHHBIX B NIEPEUEHb )KM3HEHHO HEOOXOIMMBIX U BaXKHEHIIMX JIEKApCTBEHHBIX MPENapaToB, B
CBSI3M C 1IeHOOOpa30BaHMEM Ha HMX yKa3aHHbIe (eiepaibHble OpraHbl UCIOIHUTEIBHON BIACTH
MPENICTABIISIOT B TEUCHHE 5 pabounx JHEW CBEICHHUS, yKa3aHHbIe B MyHKTe 36 OcoOeHHOCTEH, B
Munsapas Poccuu o ¢opme cornacHo mpunoxennto kK OcoOeHHOCTM.

B cootBerctBUM ¢ DenepanbHbiM 3akoHOM «OO0 00pallleHUM JIEKapCTBEHHBIX CPEACTBY
JIEKapCTBEHHBIE Tpenaparbl - JIEKapCTBEHHBIE CPEICTBa B BHJIE JIEKAPCTBEHHBIX (PopM,
NpUMEHsIEMbIE NIl MPOPWIAKTUKY, AUArHOCTUKHU, JIEYEHUs 3a00JeBaHUs, peaOMIMTaluu, IS
COXPAHEHHUS, IPEIOTBPALLEHUS WIH MIPEPHIBAHUS OEPEMEHHOCTH.

VY4uuThIBas U3JI0KEHHOE, a TakXke TOT (hakT, 4TO MepeueHb KU3HEHHO HEOOXOAUMBIX U
BRXHEHIINX JIEKAPCTBEHHBIX MPenaparoB (popMuUpyeTcs Mo MEXAYHAPOAHBIM HEMATEeHTOBAHHBIM
HAaUMEHOBAHUSAM C YKa3aHHEM JIEKapCTBEHHBIX (OpM, aHAJIHM3 BbIABJIeHHUA AedeKTypbl JI1O0
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OTCYTCTBHMSI B 00palieHuu Heo0X0AMMO NPOBOAMTH B OTHOIIEHHH BCEro Me:KAyHapOJIHOIo
HeNaTeHTOBAHHOro HauMeHoBaHus (najee — MHH) B cooTBeTCTBYOIIMX JIEKAPCTBEHHbBIX
dbopmax.

CornacHo CBEJIEHUSIM TOCYIapCTBEHHOIO peecTpa JISKapCTBEHHBIX CPeACTB, B Poccuiickoi
@enepanny  JEKapCTBEHHBIM Ipenapar, coorBercTBytommii MHH «lemapun Harpus», B
JIEKapCTBEHHOU (hopMe «pacTBOP AJISI MHBEKLIUW» U «PACTBOP UIsl BHYTPUBEHHOTO U MOAKOKHOTO
BBEJICHUS» B JTIO3UPOBKE «5 Thic. ME/Mi» 3aperucTpupoBaH NSATHAANATHIO BIAJENblIaMH (MU
JIep>KaTelIsIMU ) PErUCTPAMOHHBIX YIOCTOBEPEHUI JIEKAPCTBEHHBIX MPENapaToB.

MunzapaBom Poccun  mpezacTaBiieHbl  3asBI€HHS OT BOCbMM  BIAJeNbleB (WU
Jep)Kareniell) PperucTpalMOHHBIX YAOCTOBEpEHUN (0T ceMHM MpeACTaBJIeHbI paHee, IO
OCTAJBbHBIM ceMH cBedeHUst oT MuHu3apasa Poccuu He mpeacraBiieHbl), B TOM 4YHCIIE OT
AO «HIIO «Muxkporen» (Poccust), 3asiBinennas uena s S ammyn — 1 600,00 pyoJeii.

CormacHo paHee TMpeICTaBICHHbIM BO HcHoidHeHue myHkra 37 OcobeHHocTel
Munnpomtoprom Poccun  gokymentam (mucbMo oT 11.06.2020 Ne I1C-40520/19), BBHAY
OTCYTCTBHMS HH(OPMALUM 0 MOTPEOHOCTH B JIEKAPCTBEHHBIX Ipenaparax, BKJINYEHHbIX B
nepeveHb KU3HEHHO HeOOXOAUMMBbIX M BaKHEHIIHX JIEKAPCTBEHHBIX NPENapaToB, CBEICHUS O
HaJIWuuKd Je(peKTypsl TNpUBEIAEHHl HAa OCHOBE JIaHHBIX AHAJIUTUYECKUX AareHTCTB O
CPEIHEMECSIUHOM 00BbeMe TOCYJapCTBEHHBIX 3aKyNOK Uil MEAMLIMHCKHUX OpraHu3alus U O
CpelHEMECSIYHOM O0beMe MpOoJaX I alTEeYHbIX OpraHU3aluil, B COOTBETCTBHHM C KOTOPBIMH
JIEKapCTBEHHBIA Ipemnapar, coorBercrByrommii MHH remapun Hatpus, B MEAUIIMHCKUX
OpraHu3alusix MPEACTaBIeH BO BceX (elepalibHbIX OKpyTax, a B alTEYHbIX OpraHU3alusix B 3
(benepabHBIX OKpyTrax MPeACTaBIeH B HE3HAYUTEILHOM KOJIUYECTBE.

Pucku orcyTcTBUS B O0pallleHUuH JeKapCTBEHHOTO Ipenapara «l enapuH HaTpus» CBA3aHbI
(cornacHO IaHHBIM OTKPBITHIX UCTOUHMKOB) CO BCIBIIIKON adprkaHckoil uyMbl cBuHel B Kutae,
KOTOpas NpHBEJIa K KPATHOMY YAOPOXKaHUIO CTOMMOCTH CBUHON MHTEHCTUHAIBHOW MYKO3bl —
CBIPBS1, HEOOXOAMMOTO JIJIsl IPOU3BOACTBA TeMapUHa HATPHSL.

CornacHo paHee npejacTaBieHHBIM Mun31paBoM Poccun naHHbBIM, B TpaXkIaHCKHUI 000pOoT
Ha Tepputopun Poccuiickoit ®enepanuu mo cocrosHuo Ha 05.08.2020 moctynuio (B dopme
BbITycka Ne 5):

B 2018 rogy — 2 584 754 ynakoBku (7 npou3BOIUTENEH);

B 2019 rogy — 2 552 859 ynakoBok (6 mpousBoguTeNeH);

B 2020 rogy — 802 795 ynakoBoK (4 mpou3BOIUTENS).

To ectb, ucxoms wu3 comocTaBUMBIX JaHHBIX 2018 um 2019 romgoB, KOJIMYECTBO
MOCTYIUBIIUX B IPAKIAHCKUNA 00OPOT yHaKOBOK 3a aHajmornyHbld nepuoa B 2020 romy IOIKHO
ObLTO cocTaBUTh Ooee 1,4 MITH. YITaKOBOK.

Taxxe, cormacHO paHee mpexacraBieHHOW nmuceMoMm Munsapasa Poccun ot 20.05.2020
Neo 20-0/1/2-6832 wndbopmariuu, B Munzapa Poccuu mocTynaroT oOpamieHus: METUITMHCKUX
opranmzanuii (Hanpumep, HMMUIL] onxomorun um. H.H. bnoxuna Munsapaa Poccun) 00
OTCYTCTBUM B OOpalllEHUU HEOOXOAMMOIO B TOM 4YHUCIE JUIsl IPOBEIEHUS OINEpPaTHUBHBIX
BMEIIATEIbCTB JIEKapCTBEHHOTO npenapara ¢ MHH «l'emapun Hatpus».

IIpencraBnennas Ha comtacoBanne AO «HIIO «Mukporen» npezaenbHasi OTIIyCKHas 1ieHa
Ha paccMaTpUBAEMbld JICKAPCTBEHHBIM Mpenapar IMpEBbIIIAET paHEe CONNIACOBAHHbIE
®AC Poccun B cooTBeTCTBUM ¢ MyHKTOM 41 OcoOGeHHOCTe! NpeaenbHble OTIYCKHbIE 1IEHbl Ha
ATOT K€ JIEKapCTBEHHBIN npenapar nHbiX npoussogurenei (ot 1 300 pyo. xo 1 401,68 pyo.).

Bwmecte ¢ tem, mucemoMm AO «HITO «Muxkporen» ot 01.09.2020 Ne 00/06-01/05/4855 na
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3arpoc ®AC Poccun coobmeno o roroBHoctd AO «HITO «MuKporen» CHU3UTH 3asBICHHYIO
neny a0 1401,68 pyd., a Tarke o mpeamojgaraeMoM oObeMe NPOM3BOJACTBA B Ciydae
YCTAHOBJIEHUA JIaHHOM 11eHbl, cocTapistomemM 100 000 ynakoBOK B Tof.

CnemyeT OTMETUTH, 4YTO JOKYMEHTHI, MPEACTABICHHBIE BBIIIEYKa3aHHBIM MHCHMOM
MunznpaBa Poccruu B OTHOIIEHUU JIEKAPCTBEHHOTO mpernapara «lenapun HaTpus», HE COAepKatT
uH(poOpMaIlMi OT OCTaJdbHBIX BIANEIBIEB (IepiKaTenel) pPEeruCcTPallMOHHBIX YIOCTOBEPEHUN
YKa3aHHOTO JIEKAapCTBEHHOTO Tperapara, a Takke CBeJeHHUs 00 o0Iield moTpeOHOCTH B 3TOM
JIEKapCTBEHHOM IIpenapare.

VYuursiBas uznoxeHnoe, @PAC Poccuy NpUHATO pellieHue 0 COrJIACOBAHUM NMpeAeIbHOI
OTIIYCKHOW IeHbl MPOU3BOAMTENA, 3asBlIeHHOW Ha peructpauuro AO «HIIO «Muxporen»
(Poccus), na nexapctBenHblid npenapar «l'emapun» (MHH «l'enmapun Hatpus»), pactBop i
BHYTPHUBEHHOTO ¥ MOAKOKHOTO BBeneHus, S000 ME/mn, 5 mut, ammynsl (5), madku KapTOHHBIE (C
y4eTOM BCEX 3asiBICHHBIX IITPUX-KOIOB), B pasmepe 1 401,68 pyOmeir, Ha CpoK,
MpeayCMOTPEHHBIN MyHKTOM 42 OcoOEHHOCTEH.

B cBs3u ¢ orcyrctBueM uHGOpMAIMU B OTHOIICHHHM OCTaJIbHBIX BIAJEIbIEB (WK
Jiep KaTesieil) perucTpalMoOHHbIX YI0CTOBEPEHUM JT€KapCTBEHHOTO npenapara «lenapun HaTpus»
®OAC Poccum coobiiaer, 4To HacTosilee pellieHHe 0 COIIACOBAHUM Mpele/bHOI OTHYCKHOM
HeHbl NPOU3BOAMTENSI HA BbINICYKA3aHHBIN JIEKAPCTBEHHBIH Mpenapar MoxeT ObITh
nepecMoTpeHo B ciay4yae mnoctymiaenussi B DAC Poccum JONOJHHMTEIbHBIX CBeJeHMH,
O0Ka3bIBAIIIMX BJIUSIHHE HA Pe3yJIbTAT HACTONALLET0 PellleHusl.

Mecmo dns nodnucu

T.B. Hmxeropozues

H.B. ITnotaukoB, (499)755-23-23, n06. 088-708
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