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|_O IIPEAEIbHBIX OTITYCKHBIX LIEHAX ]
MIPOM3BOIUTENIS HA JIEKAPCTBEHHBIN
npenapar «[ emapun HaTpuUs»

®denepanbHasi aHTUMOHOIIONBbHAS CIy)k0a B COOTBETCTBHM C IyHKTOM 41
O0COOEHHOCTEHN O0pallleHUs JIEKAPCTBEHHBIX MPENapaToB i MEAUIIMHCKOTO TPUMEHEHUS,
KOTOpbI€ TpPEIHA3HAUYCHbl JUIsI TPUMEHEHUS B YCJIOBUSAX YIpo3bl BO3HUKHOBEHHS,
BO3HUKHOBEHUSI W JIMKBUAAIIMU YPE3BBIYAHHON CUTyalluu W [Ji1 OpraHU3alllud OKa3aHUs
MEIUIUHCKOW MOMOIIM JIUIaM, MOCTPaJaBIIUM B PE3yJIbTaTe€ YPE3BbIUYAWHBIX CUTYaIIHA,
MPEIyNPEKICHNAS YPE3BbIUAWHBIX CUTyallud, MPOPUIAKTUKA W JICUCHUS 3a00JIeBaHUM,
NPEACTABISAIONIMX OMACHOCTh JJIA  OKpPYXKAlolUX, 3a00JieBaHUM W MOPaKEHUH,
MOJIYYEHHBIX B PE3yJIbTaTe BO3ACHUCTBUSI HEOIArONpUsITHBIX XUMHUUECKUX, OMOJIOTHYECKUX,
paauanuoHHbBIX (haKTOPOB, YIBEPKACHHBIX MocTaHoBIeHUEeM [IpaBuTenncTBa Poccuiickoit
®enepanun ot 03.04.2020 Ne 441 (manee — OcoOEHHOCTH), paccMOTpeNa JTOKyMEHTHI,
npejacTaBieHHbIe MUchbMOM Mun3apara Poccun ot 17.09.2020 Ne 20-4/1189 B oTHOIIEHUHN
JIEKapCTBEHHOTO npernapara «[ enapu HaTpus», U cOOOIIAET CleqyoIIee.

B cunmy TpebGoBanuii mynkta 37  OcoOeHHOcTe  TpU  BBISIBICHUU
Munnpomroprom Poccun, PocsnpaBHamzopom — nedextypbl  nuOO  OTCYTCTBHS B
oOpallleHHH JICKApCTBEHHBIX IMPENaparoB, BKIIOYEHHBIX B TMEPEYCHb KU3HEHHO
HEOOXOIUMBIX M BOKHEWIIINX JICKAPCTBEHHBIX MPEINapaToB, B CBSI3U C IIEHOOOPa30BaHUEM
HAa HHUX YKa3aHHbIE (enepaibHble OpPraHbl WCIIOJHUTEIHLHON BIACTH TPEICTABISIOT B
TeueHue S5 paboumx JHEHW CBeICHMs, yKa3aHHble B NyHKTe 36 OcoOeHHOCTEH, B
MunszapaB Poccun o hopme cormacHo mpuiaokeHuo K OCoOOCHHOCTSM.

B cootBercTtBUM ¢ DenepanbHbIM 3aKOHOM «OO0 o0O0pallleHUun JIeKapCTBEHHBIX
CPEICTB» JICKapCTBEHHBIE Ipernaparhl - JEKapCTBEHHBIE CPEJICTBA B BUJIC JIEKAPCTBEHHBIX
dbopMm, mnpuMeHseMble 1 NpOo(WIAKTUKH, JIUATHOCTHKH, JICYCHHUs 3a00JIeBaHus,
peadunuTamum, 1 COXpaHeHUs, IPEAOTBPAILICHHS WIH IPEPhIBaHUS OEPEMEHHOCTH.

VYuuThiBas U3JI0KEHHOE, a TAKXKE TOT (PAKT, YTO MEPEYEHb KU3HEHHO HEOOXOAUMBIX
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U BaXHEHIINX JIEKApCTBEHHBIX MpenapatoB (OpMUPYETCS MO MEXIyHapOIHBIM
HEMaTeHTOBAaHHBIM HAWMEHOBAaHUSAM C YKa3aHHEM JICKapCTBEHHBIX (opMm, aHau3
BbIAIBJICHUSA Je(eKTypbl JU00 OTCYTCTBUSI B 00pallleHUM He00X0AUMO NMPOBOIMTH B
OTHOLLIEHHUHM BCEro MeKIYHAPOAHOI0 HENMATEHTOBAHHOIO0 HAWMEHOBAHMA (JHajlee —
MHH) B c00TBeTCTBYIOIIMX JIEKAPCTBEHHBbIX (hopmax.

CornacHO CBEIEHUSAM TOCYIAPCTBEHHOTO pEecTpa JIEKAPCTBEHHBIX CPEACTB, B
Poccuiickon ®denepanuu jgeKapCcTBEHHBIN npenapar, coorsercrByrommii MHH «l'emapun
HaTpus», B JIEKQPCTBEHHOW (OpMe «pacTBOp Uil HMHBEKUUH» M «pPacTBOp ISt
BHYTPUBEHHOTO M  TMOAKOXXHOTO BBEACHHS» B JI03UpOBKEe «5 Thic. ME/mm»
3aperucTPUPOBAH MIECTHAANATHIO BiIaJieNbllaMU (MK JepKaTeIsiMU) PEruCTPalliOHHBIX
YIIOCTOBEPEHUI JIEKAPCTBEHHBIX NPENapaToB.

MunzapaBom Poccun mpesnctaBieHbl 3asBICHUS OT [J€BATH BIAJACIbLEB (WIH
JieprKaTeseil) perucTpalMOHHbBIX YIOCTOBEPEHHM (0T BOCBMHU IpeACTaBJIeHbl paHee, 10
OCTAaJILHBIM ceMHU cBeleHusi 0T MuH3apasa Poccun He mpeacTaBiieHbl), B TOM YHCIIE
or OO0 «CnapsiHckast anteka» (Poccust), 3asBneHHass 1ieHa Juisi S5 amMoya —
1 400,00 pyGnei.

CornacHo paHee IIPEACTABICHHBIM MunnpomToprom Poccun 51
MunsnpaBom Poccum ceneHusm:

- PUCKH OTCYTCTBHUSA B OOpaIllEHWU JIEKAPCTBEHHOTO mpenapara «lenapuH HaTpus»
CBsI3aHbl (COIVIACHO JAHHBIM OTKPBITHIX MCTOYHUKOB) CO BCIBIIIKONH apUKAHCKON YyMBbI
ceuHeld B Kurae, koTopas mnpuBena K KpaTHOMY VYIOPOKAHMIO CTOMMOCTH CBHUHOM
WHTEHCTUHAIBHOM MYKO3bl — CBIpbsi, HEOOXOIMMOIO [UJIsi TMPOU3BOJACTBA TerapuHa
HaTpUs;

-B 2020 romy wuMeeTcsl CHUXEHUE TMOCTYIUIEHHUS  paccMarpuBaeMoro
JIEKapCTBEHHOTO TIpernapara B TpakIaHCKHM 000poT Ha Tepputopun Poccuiickon
denepalin UCXoAs U3 conocTaBUMBIX HaHHBIX 2018 1 2019 ronos;

-B MunszapaB Poccum moctynaiorT oOparieHuss MEAWIIMHCKAX OpraHu3anuid 00
OTCYTCTBUU B OOpalieHMH HEOOXOIWMOIO B TOM YHUCIE JJI1 MPOBEACHUS ONEPATUBHBIX
BMEIIATENBCTB JIEKapcTBEHHOTO npenapara ¢ MHH «I'emapun Harpus».

[IpencraBnennas Ha comtacoBanue OOO «CraBsHCKas anrTeka» MpeAenbHas
OTITyCKHAsl LI€Ha Ha pacCMaTpUBAEMbIil JIEKaPCTBEHHBIN Mpenapar COOTBETCTBYET YPOBHIO
panee comtacoBaHHbiXx DAC Poccum B coorBercTBUM ¢ myHKTOM 41 OcobeHHOcTEN
MpelebHbIX OTIMYCKHBIX IIEH Ha 3TOT K€ JIEKAPCTBEHHBIN Mpernapar BOCbMM BIIAJI€TbIEB
(wm neprkateneil) perucTpallMoHHBIX yaoctoBepeHuit (ot 1300 py0. qo 1401,68 pyo.).

VYuuteiBag wusznoxkenHoe, PAC Poccum NOpUHATO pELIEHHE O COINIACOBAaHUU
MPEACIbHON OTIYCKHOM II€Hbl MPOW3BOAUTENS, 3asBIEHHOW Ha peructpauuo OO0
«CnaBsinckas anteka» (Poccust), Ha nekapctBeHHbiii mnpenapar «lemapun» (MHH -
«l'emapuH HaTpus»), pacTBOp [ BHYTPUBEHHOIO M IOAKO)KHOTO BBEAEHUS, S THIC.
ME/mn, 5 ma - ammynsl (5) - mauku kaptoHsabie, B pazmepe 1400,00 pyOmneit, Ha CpOK,
peayCMOTPEHHBIN MyHKTOM 42 OcoOeHHOCTEH.

B cBs3u ¢ orcyTcTBMEM MH(OpMALUU B OTHOUIEHUWH OCTAJbHBIX BIIAJEIbLEB (MU
JiepKaTeneil) perucTpaloOHHBIX YIOCTOBEPEHHUH JIEKapCTBEHHOro mnpemnapara «lenapun
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Hatpusi» DAC Poccunm coobimiaer, 4To HACToOsilllee pelleHHe O COIIACOBAHMU
npeaeJbHON OTIYCKHOM HEeHbI NPOM3BOAMTE/IA HA BbIIICYKA3AHHBIN JIEKAPCTBEHHBIN
npenapar Moxer ObITb IepecMOTpeHO B ciay4dae mnocrymieHuss B POAC Poccum
JAOIOJIHUTEJIbHBIX CBeIeHHH, OKA3bIBAKIUMX BJIMSHHME HAa pPe3y/bTaT HACTOSLIEro
peLIeHus .

Mecmo dns nodnucu

T.B. Huxeropoaues

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