Cya npu3sHan 3aKoHHbIM pewieHne PAC
Poccum 06 oTKa3e B cornacoBaHuMM LLeH Ha
npenapartbl OO0 «Bendpapm»

10 aerycrta 2020, 13:26

Dapmripon3BoaunTesib NMpon3BEén HEKOPPEKTHbLIU PACHET rpenesibHbIX OTMYyCKHbIX LEeH Ha CBOU
npenaparbl U rorbITasncs OTCTOSTb CBOKO MpaBoTy B cyAe

ApbutpaxHbiii cyn ropona Mocksbl nognepxan nosvumio ®AC Poccum B cnope ¢ OO0
«Bengpapm»: KoMnaHua nbiTanacb OCNOPUTb OTKa3 aHTUMOHOMONbLHOrO BeAOMCTBA B
cornacoesaHuvM npefenbHbIX OTNYCKHbIX UEH Ha npenapatbl  «Jlonepamun Bendgapm»
(nonepamun) n «JIokcuumknuH Bendgoapm» (OOKCMUMKIMH). B Xxooe 3KOHOMWYECKOro aHanusa
PAC Poccum BbisiBUna, 4To npeacTaBfeHHble Ha COrnacoBaHue LieHbl Npov3BoauTens Obinu
paccyMTaHbl HEKOPPEKTHO, YTO MPMBENO K WX 3HAYNTENbHOMY 3aBblWEHUO M MOCNYXWUNo
NoBOLOM A5 0TKasa B Ux cornacosaHun1].

«[lpn pac4éte npenesbHbIX OTMYCKHbIX LEeH Kak Ha «/lonepammng Bencbapm», Tak m
Ha «[okenumknuH Bengbapm», KoMmrnaHus unCronb3oBana UHopMaum O
rpenesnbHbIX OTIYCKHbIX LieHax Ha peepeHTHblie A18 Hux npenaparsl. OqHako B
oboux cny4asix npenesbHble OTMYCKHbIE LIEHbl HA PeqPEPEHTHbIE Mpenaparbl B
Hawev ctpaHe He Obln 3aperucTpupoBaHbl, O 4éM CBUAETENbCTBYHT AaHHbIE
rocyapCcTBeHHOro peecipa npenesnbHbIX OTIYCKHbIX LeH», - NoscHaeT Hanexna
lLlapaBckas, 3aMecTuTenb HavyanbHUKa YnpaBneHns KOHTPONS coumanbHOn caepsbl
n toproenu ®AC Poccun.

B cnyyae otcytctBus B Poccum 3apeructpupoBaHHOW nNpenenibHoM OTMYCKHOM LUeHbl Ha
pedepeHTHbI npenapat pacyét npenenbHOM OTMNYCKHOW LUEeHbl Ha BOCMPOU3BEOEHHbIN
npenaparT OCYLEeCTBNSeTCa Ha OCHOBaHUM MaKCUMasibHOW 3aperncTpupoBaHHON nNpenenbHon
OTNYCKHOW LEeHbl Ha aHanornyHoe nekKapcTBoO B paMkax O[HOro MexAyHapoOHOro
HenaTeHToBaHHOro HanmeHosaHusa (MHH), nekapcteeHHOI chopmbl 1 f031poBkK [2]. Mpu aTOM,
He [oMNycKaeTCs NPOV3BO/bHbIV BbIOOP NekapCTBEHHO hOpMbl.

HecmoTtps Ha 10, 4to ®PAC Poccun Hanpasuna OO0 «Bendapm» 3anpoc 0 npenoctasneHnmn
YTOYHEHHbIX pPacye€ToB, KoTopble Obl cooTBeTcTBOBanM TpeboBaHMsAM MeToamkm pacuyéta
npenenbHbIX OTAYCKHbIX LEH NMpouM3BOAMTENEN Ha NeKapCTBEHHble npenapartbl U3 MNepeyHs
XHBJM, dapmnpoussoanTens ux He npeactasun. B cBsA3nm ¢ yemM BeOoOMCTBO 6bino
BbIHYXAEHO 0TKasaTb B COrnacoBaHuUM rnpefenbHblX OTMNYCKHbIX UeH Ha «Jlonepamug
Bendapm» n «JokcnumknmH Bendgpapm». OgHako npon3soanTeNb NpenapaTtoB He Cornacuncs
C peLeHneM aHTUMOHOMOIbHOW CNy>X6bl 1 NOMbITANCA OCMOPUTL Ero B CyeE.

«APOUTPAXHBLIVI Cya MOAAEPXan Halwy M[o3VUMKO W noaTBepAn1 MpPaBuibHOCTb
npumeHeHnsi BegomctBoM Mertoanku, a, cnegoBarenibHO, 3aKOHHOCTb U
o6ocHoBaHHOCTb peleHns @AC Poccun 06 otkase B COrnacoBaHuu rnpenesbHbIX
OTMYCKHbIX UEH Mpou3BoaunTens»,- noavepkHyn ApTéMm MonyaHoB, HayanbHUK
MNpasosoro ynpaeneHns ®AC Poccun.



CnpaBo4Ho:

[1] noonyHKT «r» nyHkT 19 [lpaBun rocynapCTBEHHOW perucTpauMm v nepeperucrpaumm
npeLenbHbIX OTNYCKHbIX LEH NPON3BOAUTENEN HA NeKapCTBEHHble Npenapartbl, BK/IIOYEHHbIE B
nepeyeHb XU3HEHHO HEOOXOAMMBIX M BaXHENWMX NeKapCTBEHHbIX NpenapaTtos.

[2] n.35 MeToaunkn pacyéta npenenbHbIX OTAYCKHbIX LLEeH NPON3BOANTENEN HA NEeKapCTBEHHbIE
npenapaTtbl, BK/IIOYEHHbIE B NEPEeYeHb XM3HEHHO HEOOXO0AMMBIX 1 BaXHENWMNX TEKaPCTBEHHbIX
npenaparos
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