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llocraHoBnenne [lpasutenbctBa P® Ne 1771 yrBepxapaer r1opsaoK yCTaHOB/IEHUS
5KOHOMUYEeCKn O0BOCHOBAHHbLIX LEH Ha npenapartbl, KOTOpble oKasanucb B Aeqouumte o
rpuYnHe HU3KOW LieHbl peructpaumm

«3ana4ya noctaHOB/IeHNSI 3aK/104aeTcsl B TOM, 4TOObl KOMIMEHCUPOBAaTb O4eOuLNT
XW3HEHHO BaXHbIX rpenaparoB 060/ LEeHOBOW rpynrbl M 06ecrneyntb cUcTemy
34paBOOXpaHeHNs BCeMU HeOobXOAUMbIMY J1€KaPCTBEHHbLIMW  rpenaparamu,
KommeHTpyetr Tumocperi Hwuxeropoaues, 3amectutenb pykosoautens ®AC
Poccun. - B cnyyae, ecnu MuH3agpas Poccun n PocaapaBHan30p B COOTBETCTBUMN C
TpeboBaHnsMu noctaHoBneHns Ne 1771 onpepensor geghuumt rno npenapary B
pamkax o4gHoOro MexayHaponHoro HenateHToBaHHoOro HammeHosaHns (MHH), n ero
npuynHa - LeHa, OHO [103BO/ISIeT WHOEeKCUpoBaTb 3Ty LEHYy Ha 9KOHOMUYeCcKu
060CHOBAaHHbIV ypOBEHb, HO HE BbilIE LIEH Ha 3TN Xe rpenaparbl, yCTaHOB/1€HHbIE B
pegbepeHTHbIX CTpaHax».

MNpn  peanu3aumm  NOCTAHOBMIEHWS  @aHTUMOHOMO/NbHOE  BEAOMCTBO  YXe  MPUHSANO
NONIOXMUTESbHbIE PELEHNS MO COrNacoBaHmIo LIEH, 3asBJIEHHbIX NMPON3BOANTENAMU Mpenaparos
¢ MHH asatmonpuH n NOMYCTUH. OTO AOMXHO MNPMBECTU K NMKBMZAUMM uUX AedouumTa.
NMocnenHwin BOWEN B NepeyeHb N3 26 nedUUMTHBIX OHKONpenapaTos.

«LleHbl Ha aTn npenapartsl bbin 3apernctpupoBaHs! ewé B 2010 roqy Ha CUIbHO
3aHUXXEHHOM ypoBHe. Hanpumep, MUHUManbHas LueHa Ha 1oMycTuH B Poccun 6bina
Hnxe B 10 pas rno cpaBHEHUIO C LieHaMU Ha HEro B €BPOMeViCkuxX ctpaHax. 91o He
ro3BOIWIIO POVU3BOAUTENHO OCYLECTB/ISATL 0CTaBkKy rpenapara B Poccuio B
Hy>kXHOM 0O6béMe», - nosicHsieT Tumogberi Huxxeropoaues.

HanomMHuM, 4TO Tekywas npuynHa yxoga npenapaTtoB C papMaueBTUYECKOro pbiHKA HOCUT
CMUCTEMHbI XapakTep M CBA3aHa BO MHOMOM C HepeHTabenbHOCTbIO KX MPOM3BOACTBA U
MOCTaBOK, KOTOpble Bbinn 06ycnoBneHbl oukcaumein ueH Ha Hux B nepuog ¢ 2010 no 2013 rog.
To ecTb, peyb MOET O NeKapCTBEHHbIX Mpenapartax, KoTopble OaBHO 00pallalnTCs Ha PbIHKE.
MMeHHO Ha npenynpexpeHve geduuMTa  Takux npenapatoB  Oblo  HanpaBneHo
noctaHosneHue lNpasutenbctea P® Ne 1771.

MNocne nepecmoTpa ueH Ha npenapatel ¢ MHH BuHKpUCTUH O6bINO YCTAHOBNEHO, 4TO
npoussoautensMm Obinn nomaHbl B MuHappae Poccum n Poc3aopBHaAn30p HEKOPPEKTHbIE
CBeIEeHNs OTHOCMTENbHO nepcnekTme obbEéma BBOL4A B rpaxaaHckuii o0bopoT npenapatos no
Tekywmm ueHam. Takum obpasom, Poc3gpaBHag3op He YCTaHOBMA Hanuuve gpeduumuta
npenapara, COOTBETCTBEHHO Yy BEAOMCTBA OTCYTCTBOBAaNO OCHOBaHWEe AN UHOEKCaunn LUEeH B
pamkax noctaHoBneHus Ne 1771.

«Ha aton Henene aHTMMOHOMOIbLHOE BE4OMCTBO cOBMeCTHO ¢ MuH3apasBom Poccumn



n Poc3apaHan3opoM poBenu  coBelwaHne ¢ y4actuem  npou3BoauTesnen
BUHKPUCTUHA 10 BOMPOCY MPUMEHEeHNs nmu noctaHosneHns Ne 1771. B yactHocTy,
40 Hux Obina [oOHeceHa WHGopMaumym O BaXHOCTU MAaKCUMa/ibHO KOPPEKTHOM
(KOHCepBaTUBHOM) OLEHKM BO3MOXHOCTEN COOCTBEHHOro pou3BOACTBA [Py
TEKyIUMX LieHax. VIMEHHO OT AOCTOBEPHOCTU U KOPPEKTHOCTU MHGbopMaumm, KoTopas
rpencraBi—eTcs npon3BOANTENNSIMU B OPraHbl Bacty, BO MHOMOM 3aBUCUT Ka4eCTBO
peweHnyi v [OCTYrNHOCTb XWU3HEHHO BaXHbIX rpenaparos A/715 MNauneHToB», -
rnoayYepKHys 3amr/iaBbl aHTUMOHOIO/IbHOIO BEAOMCTBA.

B cnyyae nosBTopHOro noctynneHns B Be4OMCTBO LOKYMEHTOB A1 OMepaTBHOro nepecMmorpa
ueH Ha npenapatbl ¢ MHH BuHkpuctuH, ®AC Poccum onepaTuMBHO PacCMOTPUT KX B
cooTBeTCTBMU C TpeboBaHNsaMN NnocTaHoBneHns MNpasutensctea PO Ne 1771.

CnenyeT OTMETUTb, YTO MPWU MPOBELEHUM SKOHOMWYECKOrO aHannsa NpenCcTaBNEHHbIX LEH,
®AC Poccun yuntbiBaeT CBELEHUS O PaKTUYECKMX U MNaHMpyeMbIXx o6bemMax Npou3BoaCcTBa
npenapaTtoB Npwv TeKylel LeHe permctpaunn. 3tm ceeaeHus cobupatotcs PocaapaBHan3opom
CO BCEX Mpou3BoauTENel npenaparta B paMmkax 04HOro MeX.AyHapo4HOro HenaTeHTOBAHHOMO
HauMeHOBaHMSI.
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