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denepanpHas AHTUMOHOIIONBHAS CIIy>)k0a B COOTBETCTBUU C TyHKTOM 41
0COOEHHOCTEN O0OpallleHUs JIEKapCTBEHHBIX MPENapaToB AJI1 MEAUIMHCKOTO TPUMEHEHUS,
KOTOpbI€ TMpEIHA3HAUCHbl ISl TMPUMEHEHUS B YCJIOBUSX Yrpo3bl BO3HUKHOBEHUS,
BO3HUKHOBEHUS W JIMKBUAAIIUU YPE3BBIYAWHON CUTyallMu W JJi OpraHU3allud OKa3aHUs
MEIUIIMHCKOM MOMOIIM JIUIaM, MOCTPAJaBIIUM B PE3yJIbTaTe Ype3BbIUYAWHBIX CUTYAIIH,
NPEAYNPEKICHUS] YPE3BBIUAMHBIX CHUTyallui, MPOPUIAKTUKKA M JICUCHHS 3a00JIeBaHUM,
MPEICTABIAIONIMX OMACHOCTh JUIsl  OKPY’XKaloIIUX, 3a00jeBaHUN H  MOPaKEHUH,
MOJIyYEHHBIX B PE3YJbTaTe BO3/IEUCTBUS HEOIArOMPUATHBIX XUMUYECKUX, OMOTOTHYECKHUX,
paguaIMoHHbIX (PaKTOPOB, YTBEPXKICHHBIX MocTaHoBIeHHeM [IpaBurenscTtBa Poccuiickoii
®eneparuu ot 03.04.2020 Ne 441 (manee — OcoOEHHOCTH), paccMOTpeNa TOKyMEHTHI,
npencTaBieHHble TuchMoM Mun3zapasa Poccun ot 12.10.2020 Ne 20-4/1304 B oTHOIIIEHUH
JIEKapCTBEHHOTO Ipenapara «l enapuH HaTpus», U COOOIAET ClIeyIOIIEe.

B cuny tpeboBanuii myHkra 37 OcoOeHHOCTEN NMpHU BBISIBICHUH MUHIPOMTOProM
Poccun, Poc3npaBHanzopom aedexTypbl TM00 OTCYTCTBUSI B OOpaIllEeHUH JIEKApCTBEHHBIX
npenaparoB, BKJIIOYEHHBIX B TIEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIUX
JIEKapCTBEHHBIX TMpenaparoB, B CBSI3M C LEHOOOpa30BaHMEM Ha HHUX YKa3aHHbIE
(benepanbHble OpraHbl UCIIOJIHUTEIBHON BIACTH MPEACTABISAIOT B T€UEHUE 5 pabounx JHEH
CBelieHUsI, ykazaHHble B myHkTe 36 OcobenHoctedt, B MunzapaB Poccuu mo dopme
COMIACHO MPUJIOKEHUI0 K OCOOEHHOCTSIM.

B coorBerctBUM ¢ DenepanbHbiM 3akoHOM «OO0 00pallleHuH JeKapCTBEHHBIX
CPEICTBY JICKAPCTBEHHBIE IPEMNapaThl - JEKAPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX
dbopMm, mnpUMEHseMble i1 NPO(WIAKTUKH, JIUATHOCTHKH, JICYCHHsS 3a00JIeBaHMs,
peadmIUTaINH, ISl COXPaHEeHHUS, IPEAOTBPAIICHHS WIN IPEPHhIBAHUS OEPEMEHHOCTH.

Y4uuThiBasi U3JI0KEHHOE, a TAKXKE TOT (DAKT, YTO MEPEUCHB KU3HEHHO HEOOXOTUMBIX
MpEACNIbHBIX OTITYCKHBIX IIEHaX MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN mnpenapar «lemapun
HaTpUs» U BAKHEUIIMX JICKAPCTBEHHBIX MpenaparoB (GOPMUPYETCS MO MEXTYHAPOIHBIM
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HEMaTEeHTOBAHHBIM HAWMEHOBAaHUSAM C YKa3aHMEM JIEKapCTBEHHBIX (opMm, aHaIM3
BbISIBJICHUS J1e(peKTypbl JJUO0 OTCYTCTBHS B O0palieHMH He00XOAMMO NMPOBOIAUTH B
OTHOIICHUM BCEro MEKIYHAPOIHOI0 HENMATEHTOBAHHOI0 HANMEHOBAHUA (Jajnee —
MHH) B cOOTBETCTBYHWIIMX JEKAPCTBEHHBbIX hopMax.

CormacHO CBEIEHHSIM TOCYJAapCTBEHHOIO PEECTpa JIEKApCTBEHHBIX CPEACTB, B
Poccuiickorn @enepanuum nekapcTBeHHbIN npenapar, coorsercrByrommnii MHH «l'emapun
HaTpus», B JIGKAPCTBEHHOW (OpME «pacTBOp Il WMHBEKIUH» W «PacTBOp ISt
BHYTPUBEHHOTO M MOAKOXXHOTO BBEACHMS» B J03UPOBKE «5 Thic. ME/mm»
3apEruCTPUPOBAaH MIECTHAANATHIO BIAJIEIbLIAMU (UM JEPKATEINSIMU) PErUCTPALMOHHBIX
YIOCTOBEPEHNH JIEKAPCTBEHHBIX MPENapaTOB.

MunznpaBom Poccum mnpeacTaBieHbl 3asBI€HHS OT JECATH BIAJENbleB (WU
JiepKareneil) perucTpallMOHHbIX YIOCTOBEPEHUM (OT NIEBSTH MPEACTaBICHbI paHee, IO
OCTaJIbHBIM IIECTU CBelleHUs: OT Mun3apaBa Poccun He mpeAcTaBieHbl), B TOM YHUCIE OT
000 «/luamen-dapma» (Poccusi), 3asBiIeHHBbIC LEHBI Ui 5 amMmya v S5 (IakoHOB —
1401,00 py6ueii (B pa3HbIX (opmax BBIITYCKa).

CornacHo paHee MPEICTABICHHBIM Munnpomroprom Poccun 51
Mun3zapasom Poccuu cBeneHusIM:

- PUCKH OTCYTCTBHUS B OOpaIlleHUHW JIEKApCTBEHHOTO Tpenapara «lenapuH HaTpus»
CBSI3aHBI (COTIACHO JAaHHBIM OTKPBITHIX MCTOYHHKOB) CO BCIIBIIIKON a)pPUKAHCKOW TyMBI
ceuHe B Kwurae, xotopas mpuBeila K KpaTHOMY YIOPOXAaHHUIO CTOMMOCTH CBHHOU
WHTEHCTUHAJIBHOM MYKO3bl — CBIpbsi, HEOOXOIMMOIO [UIsi TMPOU3BOJACTBA TelapuHa
HaTpUs;

-B 2020 romy wuMeeTcs CHM)KEHHE  TMOCTYIUIEHHS  PaccMarpuBaeMoro
JIEKapCTBEHHOTO IIpenapara B TpakIaHCKUM o00opoT Ha TeppuTopun Poccuiickoi
denepannu UCXoAs U3 conocraBUMbIX AaHHbIX 2018 1 2019 ronos;

-B MunzapaB Poccun mnoctynaroT oOpallleHHsi MEIMIIMHCKUX OpraHu3anui 00
OTCYTCTBUU B OOpaIieHuH HEOOXOAUMOTO B TOM YHUCJE IS MPOBEICHUS ONEPaTUBHBIX
BMEIATENBCTB JIeKapcTBEHHOro npemnapara ¢ MHH «l'enapun Harpusy».

[IpencraBnennbie Ha cortacoBanne OO0  «J/lmamen-papma» mpenenbHbIC
OTITYCKHBIE IIEHbI HA pPacCMaTpPUBAEMBbIii JIEKAPCTBEHHBIN MTpenapar COOTBETCTBYET YPOBHIO
panee comacoBaHHbIX PAC Poccum B coorBercTBUM € IyHKTOM 41 OcobOeHHOcCTEN
IpeleabHbIX OTIYCKHBIX LEH Ha ATOT K€ JIEKAPCTBEHHBIN INpernapar ACBSITH BIAJCIbIEB
(wnu neprkareneil) perucTpallMoHHbIX yaoctoBepeHuit (ot 1300 py0. no 1401,68 py0.).

VYuuteiBag wuznoxkeHHoe, @AC Poccuym NPHHATO pelIieHHe O COIVIACOBAHUM
npeaejbHbIX OTIMYCKHBIX IIeH NPOU3BOAUTENIsI, 3asBJICHHBIX Ha PErUCTPaIUIo
00O «/Iuamen-dapma» (Poccust), Ha creayromye JeKapCTBEHHBIE Mpenaparhl:

- «lemapun» (MHH — «l'emapun HaTpus»), pacTBOp JUIsi BHYTPUBEHHOTO H
nonkokHoro BBemeHus, S000 ME/mn, 5 M - ammyssl (5) - ayku KapTOHHBIE, B pa3Mepe
1401,00 pyOuieii, Ha CPOK, MPEAYCMOTPEHHBIN MyHKTOM 42 OCOOEHHOCTEI.

- «Temapun»y (MHH — «l'enmapun HaTpus»), pacTBOp [Jisi BHYTPUBEHHOTO U
nofkokHoro Beenenusi, 5000 ME/mn, 5 min - dnakons! (5) - mauku KapTOHHBIE, B pa3Mepe
1401,00 pyGeii, Ha CPOK, MPEAYCMOTPEHHBIN MyHKTOM 42 OCOOEHHOCTEH.
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B cBsi3u ¢ orcyrcTBHeM MH(GOpPMALMK B OTHOIIEHUU OCTAJIbHBIX BJaJeblEeB (MU
JieprKaresneil) perucTpalioOHHBIX YIOCTOBEPEHHUI JIEKapCTBEHHOTo mpernapara «lemapun
Hatpusi» GAC Poccun cooOrmiaet, 4To HACTOsIIEe PEIIEHUE O COMIACOBAHUU TMPEACIbHOMN
OTIIYCKHOM LIEHbI MPOU3BOJAUTEIISI HA BBILICYKA3aHHBIN JIEKAPCTBEHHBIN Mpenapar MOKET
OBITH MEpecMOTPEHO B ciaydae nocrymieHus B PAC Poccun 10MONMHUTENBHBIX CBEJICHUM,
OKa3bIBAIOIIMX BIIMSIHUE HA PE3YJIBTAT HACTOSIIIETO PELICHUSI.

Mecmo dns nodnucu

I1.B. 3a6opmukoB

HUcn. IMnotaukoB Hukonait Banepeesuu
tei. (499) 755-23-23 no6. 088-708
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