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DenepanbHas aHTHMOHOIIOJIbHAS ciyx0a B COOTBETCTBUH c
nmyakToM 1' nocrarosnenus IIpaeurenscrsa Poccuiickoit Qepepauuu ot 15.09.2015
Ne 979 (B pemakuuu mocraHoBieHus IIpaBHTENsCTBA POCCHIICKOM Qenepaiuu Ot
08.10.2018 Ne 1207) pa3spAcHAET IOAXOOBl K IIPUMEHEHHIO MyHKTOB 32-36 MeTomuku
pacueTa yCTaHABIMBACMBIX IPOU3BOJUTEIIAMH JIEKAPCTBEHHBIX MPENapaToB MPeNeIbHbIX
OTIyCKHBIX IECH Ha JIEKapCTBEHHBIE IIPENApaThl, BKIIOYEHHBIE B INEPEYEHb XKM3HEHHO
HEOOXOMMMBIX U BKHEHIIMX JIGKAPCTBEHHBIX [PENApaToB, NPH HX TOCYIAPCTBEHHOMN
PCTHCTPAllud W TEPEPErHCTPAlMK, YTBEPKACHHOH IIOCTAHOBICHHEM IIpaBUTENbLCTBA
Poccuiickoit ®enepanmu ot 15.09.2015 Ne 979 (manee coorBeTcTBeHHO — MeTomuka,
NpEeAETbHbIE IIEHE], TEKapCTBEHHBIE TIPETaparhl).

Ilpn pacuere mnpe/enspHOH LEHBI B COOTBETCTBMH C NMYHKTaMH 32-36 Meronuku
CleayeT 0OpaTUTh BHUMaHHUE Ha CIIEAYIOIIEE.

1. B coorBerctBuu ¢ aG3ameM | mymkra 32 MeTONMKM leHa Ha pedepeHTHBIH
JICKapCTBEHHBIA Iperapar ONpefeNdeTcs KaKk MHHUMAlbHAs 3aperdcTPHpPOBAHHAS
IpeAenbHas IeHa Ha PEQEePEHTHBIN JEKAPCTBEHHBIH IIPENapar ¢ Takoi e J03MPOBKOMH
(KOHLEHTpalWeH, aKTMBHOCTBIO B €IMHHMI@AX JEHCTBHA) M TAKHM K€ KOIHUECTBOM
JICKAapCTBEHHBIX ~ GOpPM  BO  BTOPUYHOH MOTPEOUTENBCKOM  YIAkoBKe, 4YTO |
BOCIIPOM3BENCHHBIN JICKADCTBEHHBIA NpENapaT, C Y4eTOM CIIydYaes, MpedyCMOTPEHHBIX
IyHKTOM 25 IIpaBui rocymapCTBEHHON PErHCTpAlMH U TEPEpPerHCTPAlMM MPEICTbHBIX
OeH Ha JICKapCTBEHHBIE IPEIAparhl, YTBEPXKAEHHBIX ITOCTaHOBIeHWeM [IpaBHTensCTBA
Poccuiickoit @eneparuu ot 29.10.2010 Ne 865 (nanee — Ilpasuia).

Taxum obpasom, ecnm Ha peepeHTHbIH JeKapCTBEHHBIH Npemapar ¢ OXHOM
MIO3UPOBKOM M OOUIUM KONMYECTBOM BO BTOPHHYHOH (IIOTPeGHTENHCKOM) YIIAKOBKE
3apErucTpUpOBaHO HECKOIBKO MPEAENbHBIX IEH (HampuMep, B pasHBIX IIEPBHYHBIX
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YIaKOBKax, ¢ PasHbIMM IUTPUXOBBIMH KOJAMH M T.A.), TO IPUMEHAETCA MHHUMaJIbHAS U3
3apETHCTPUPOBAHHBIX TMPENENbHBIX LEH C Y4eToM €€ TMOCNeOHEeH IepeperucTpainu
(cmkenus). IIpy 3TOM MOIYT YYHTHIBATECS CIydYaH, HPEXyCMOTPEHHBIE ITYHKTOM 25
IIpaBun.

B coorsercTBHM ¢ ab3anem 1 mynkta 33 B ciiyd9asx, IpH KOTOPBIX B paMKax
MEXIyHAPOJHOTO  HEIATEHTOBAHHOIO HAMMEHOBAaHWA (IpH €ro OTCYTCTBHH -
TPYIIMPOBOYHOIO MM XuMHYeckoro) (manee — MHH) u nexapcrBenHo# ¢hopMBl Ha
pe(EepEeHTHBIH JIEKapCTBEHHBIM IIpemapar 3aperuCTPUPOBAHbl PA3IHYHLIE IIPENCIbHEIC
LEHBI, IPHMEHSAETCS Cpe/iHee apu(METHYECKOe 3HaYeHHE IIOHIKAUEero ko3(dunueHTa
(manee — Ki), paccauraHHOe Ha OCHOBaHWH 3apPErMCTPUPOBAHHBIX IPENEIBHEIX 1I€H Ha
pedepeHTHBIA JIEKapCTBEHHBIH IIpEIapar, 3a MCKIIOUEHHEM CIydaeB, NPU KOTOphIX K
PaBeH HYJIIO.

Takum o00pa3oM, ecmM Ha KaXIyH IMOTPEOUTENBECKYIO YNMAaKOBKY pehepeHTHOro
JIEKapCTBEHHOro npenapara B pamkax MHH u nexapcTBeHHOM (OPMEI 3apeTHCTPUPOBAHO
HECKOMBKO INpeleNbHBIX LIeH (C Y4eTOM MX IIOCIETHEH MepeperucTpanuu (CHMKEHUS) U
MHHHMAaJIbHBIX 3HAYEHWH, ONpPEIENIEHHBIX B COOTBETCTBHH C IMyHKTOM 32 Meronuku), TO
JUIsL  KaKJOH TOTpEOMTENBCKOM YIakOBKM paccyHThiBaeTcd KI, a Ha OCHOBaHHHU
nonydeHHbIX K paccuuthiBaeTcs Mx cpegHee apu(pMETHUYECKOE 3HadyeHHe (IIpH pacdyeTe
HE YYMTHIBAIOTCSA CIIy4aH, IpU KOTOpsIX KIT paBeH HyIt0).

2. [lynkramu 32 u 35 Mertomuku npeaycMaTpHUBAETCA pacdyeT WCXOMAS CPEIHEro
apH(QMETUYECKOTO 3HAYCHMSA CTOMMOCTH OJHOM JIeKapCTBEHHON (DOPMBI M €IMHHIIBI
AaKTHBHOT'O BELIECTRA.

B cBa3u ¢ Tem, 4TO HpenenbHBIE LIEHBl PETHCTPUPYIOTCA B pyONAX C yKa3zaHHEM
xorneek (2 3Haka TOCIE 3amAToH), B LeNIX eJuHooOpasHoro nomaxoma k pacyery DAC
Poccum  cumraer menecooOpasHBIM  HCIIONB30BaTh  IPH  PacdyeTe  CPEJHETO
apu(PMETHYECKOTO 3HAYCHHMA CTOMMOCTH OHOM JIEKapCTBEHHOM (OpPMBI U EOWHHUIIEI
AKTHBHOI'O BEIIECTBA OKPYIVICHHE 0 COTHIX.

3. B ciydae oTcyTcTBUA pe(epeHTHOro JIEKApCTBEHHOTO INpenapara (Wi IieHa Ha
Hero He 3aperucrpuposaHa) @AC Poccuy cuMTaeT 1enecoo0pasHBIM IIPH ONpeNeleHUH
MaKCHMalbHOM IleHbI (1anee — LIM) B cOOTBETCTBHU € MyHKTOM 35 METOIUKH IPUMEHSTE
aHAJIOTUYHBIA [TOIXO/, KOTOPBIHA NPEXyCMOTPEH IUIs ONpEeNeIeHHs LIEHb! Ha pedepeHTHBIH
JIEKapCTBEHHBIH IIpenapar B COOTBETCTBHUH C IMyHKTOM 32 MeToaukw.

Jlnsa pacuera M ucnons3yeTcs JeKapCTBEHHBIN Ipenapar, copnanaronuit no MHH,
JIEKapCTBEHHOH (opMe, NO3MPOBKE M HMEIOIIHA MaKCHMAaIbHYIO CTOHMMOCTH OIHOH
neKapcTBEHHOM ¢opmel. Ilpm 3ToM, ecad Ha Takod JEKapCTBEHHBIN Ipemnapar
3apETrUCTPUPOBAHO HECKOJIBKO IIPENENBbHBIX II€H, TO Ui KaXIOW IOTPEeOHTENIbCKOM
YHAKOBKHU (C Y4YETOM MOCIETHEH MepeperucTpaiuy (CHHKEHHA) IICHBI) PaCcCYUTHIBACTCS
Kn u na ocnoBanmu 3tux Kn paccumrteiBaercs cpenHee apudmerHdeckoe 3HaueHue K
comracHO TpeboBaHUSIM ITYHKTOB 36 U 33 MeToauKH.
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VYKazaHHO¥ HMH(OpPMalMed ClIeayeT pyKOBOACTBOBATBCS IIPH  IIOATOTOBKE
JOKYMEHTOB [JI1 PETUCTPALMH M IIEPEPETUCTPAllMK IPEeIbHbIX OTIIYCKHBIX IEH
IIPOU3BOJUTENICH Ha JIEKapCTBEHHBIE IIPENApaThl, BKIIOYCHHBIC B IMEPEYEHb >KH3HEHHO
HEOOXOIMMBIX U BaKHEHIIUX JIEKAPCTBEHHBIX [IPEIIApaToB.

A IO. Iapukosckuit

H.B. [TnoTHukoB,
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