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Ha Ne oT

JlemapraMeHT perynmupoBaHus 00pamieHns TIeKapCTBEHHEIX CPEICTB H MEANIIMHCKIX
uszennii Munucrtepera 31paBooxpaneHust Poceniickoit ®enepaunn paccmoTpen Barme
oOpalieHe, MOCTYNUMBLIET0 Ha OGHMUMANBHEIN caliT MUHUCTEPCTBA 3ApaBOOXpAHEHHS
Poccuiickoit ®eznepanunu, no Bonpocy obecrnedeHUss HEOOXOAMMBIMU JIEKAPCTBEHHBIMH
npenaparaMu, B COOTBETCTBUU C KOMITETEHIMEH cOO0IIaeT.

I'paxxiane, uMeromKe MOATBEPIKICHHYIO MHBAMAHOCTh, BIpaBe 00€CIeYHBaThCS
HEOOXOAUMBIMH JIEKAPCTBEHHBIMHU MpeTiapaTaMy 3a CYeT CPEACTB (eepaabHOro GromKeTa
B pamkax @enepaibHoro 3akoHa oT 17.07.1999 Ne 178-®3 «O rocymapcTBeHHOI
colpalbHOM momomm» (nanee — PenepanbHblii 3akoH Ne 178-®3) B cooTBeTCTBUH
C MEpeYHeM >KH3HEHHO HEOOXONMMBIX M BaKHEHINMX JIEKapCTBEHHBIX MpENapaTos,
YTBEPXEHHBIM pacrniopsbkeHueM IIpaBurensctBa Poccuiickoit @enepamuu ot 12.10.2019
Ne 2406-p (nanee — nepeyens JKHBJIIT), a Takoke 3a cu4eT CpeCTB PErHOHAIBHOTO OIOIKeTa
B pamkax Ilocranosnenus IlpaBurenscta Poccniickoit ®@enepauun ot 30.07.1994 Ne 890
«O  rocynapCTBEHHOH  TNOANEPKKE Pa3BUTUS  MEAMIUHCKOM  IPOMBIILIEHHOCTH
U yIy4LIeHHUH 00ecnieueHns HaceIeHHA U YUpeXXJeHHH 31paBOOXpaHEeH U JIeKapCTBEHHBIMH
CPEICTBaMU M M3JCHAMH MEANLUHCKOrO Ha3HayeHus» (nanee — [ToctanoBnenue Ne 890).

JlekapcTBeHHOE OGecreueHre IpakIaH Ha PerHOHATBHOM YPOBHE OCYIIECTBIISAETCS
3a CY€T cpeACTB OrOKeTOB CcyObekToB Poccuiickoii ®denepauud B COOTBETCTBHU
¢ IlocranoBneHuem Ne 890, KOTOPBIM yTBEpXAEHbI TMEPEYHH TPYIIN HACENEHUS M BHIbI
3a00JIeBaHUI, TIpY aMOy/1IaTOPHOM JIEYEHHH KOTOPBIX JIEKAPCTBEHHbIE CPEJICTBA U U3IEIIHS
MEJIMIIMHCKOr0 Ha3HAYeHUS OTIYCKAIOTCsS MO pelenTtaM Bpaya OecrulaTHO W MepeueHb
TPYNI HaceleHusl, MpH amOyJIaTOPHOM JIEYEHHH KOTOPBIX JIEKapCTBEHHBIE CpeACTBA
OTITyCKaloTCsA IO peuentam Bpauei ¢ 50-mpoueHTHOH ckuakoii. [Topsmok obecreueHus
JIEKapCTBEHHBIMU CpeICTBAMH W 00beM ()MHAHCHPOBAHHS Ha 3TH LEJM OINpeesseTcs
cyonsekramu Poccuiickoit denepaiuu caMocTosTENBHO.

Cornaco myHkty 5 uwactu 2 crateu 81 ®exmepanbHoro 3akona ot 21.11.2011
Ne 323-03 «O6 ocHOBax OXpaHBI 300pOBbS TI'PaXHAaH B Poccuiickoii  ®eneparmn
(nanee — ®enepanbHblit 3akoH Ne 323-B3) opraHbl rocyIapcTBEHHOMH BIACTH CYOBEKTOB
Poccuiickoii ®enepauuy B paMKax TeppHUTOPHAIBHON MPOrpaMMbl FOCYIapCTBEHHBIX




rapaHTHii O€CIUIaTHOrO OKa3aHWs TIpaIaHaM MEIMLHHCKON MOMOLIM YCTaHABIMBAIOT
MepeyeHb JICKapCTBEHHBIX IIPENaparoB, OTIYCKAEMBIX HACEJICHHI0O B COOTBETCTBHUHU
¢ IlepeuteM rpynm HacelleHUsi M KaTeropuii 3aboneBaHuii, Mpu amMOyIaTOPHOM JIEUEHUH
KOTOPBIX JIEKApCTBEHHbIE CPEACTBA U U3/IENHs MEIMLIMHCKOIO Ha3HAYEeHHUS OTITYCKAaloTCs
o peuenTtaM Bpayeil OeCIUIaTHO, a TaK)Ke B COOTBETCTBHHU ¢ IlepeyHeM rpyI HaceleHus,
npd  aMOylaTOPHOM JIEYEHHMH KOTOPBIX JIEKApCTBEHHBIE CPEACTBA  OTIIYCKAIOTCS
Mo peuenTaM Bpayedl ¢ MATHAECATUIIPOLIEHTHON CKHUIKOH, cOPMUPOBAHHBIN B 00BEME
He MEHee, YeM 3TO npeaycMoTpeHo nepeunem XXHBJITT.

JIOTIONIHUTENBHO CcOOOINaeM, YTO B COOTBETCTBHM C YacTelo 1 crateu 37
®@enepanbHoro 3akoHa Ne 323-03 MeIULUMHCKAs MOMOIIb OPraHU3YeTCs M OKa3blBaeTCs
B COOTBETCTBMH C TMOpSJAKaMH OKa3aHUS MEIMLMHCKON IOMOINM, 00s3aTeIbHbIMU
Ui UCMOJNHEHHUs Ha Tepputopu Poccuiickoii ®expepainyii BceMH MeIMLIMHCKUMH
OpraHu3alUsMH, a TAKXK€ Ha OCHOBE CTaHJapTOB MEANIIMHCKOM ITOMOIIIH, 32 HCKITFOYEHHEM
MEIULIUHCKOM MOMOIIH, OKa3bIBa€MOi B paMKaxX KJIMHUYECKOH anpoOaiuu.

st anexBaTHOW Tepanuu 3a00JIeBaHUI MO MEIULIMHCKUM MOKA3aHUSAM BOIPOCHI
BHIOOpa CpEeICTB M METOJOB JICYEHHsS, B TOM YHCJIE OIpPEeAE/ieHHE HauMEHOBAHHS
1 KOJINYECTBA BBIITHCHIBAEMBIX JIEKAPCTBEHHBIX MTPENapaToB M (M) MeAMLIMHCKUX U3/1EIIHIA,
ONpelessieTcss MCXOAd M3 MEAMUHHCKUX II0Ka3aHWH JieyallluM BpayoM, Ha KOTOPOTo
BO3JIOXKEHbl (DYHKIMH 110 OpraHM3allMd M HENOCPeJCTBEHHOMY OKAa3aHHIO MalHeHTy
MEIUIMHCKOM IOMOIIM B MepuoJ HaOMIOJEHHS 3a HHM M €ro JICYEHHS.
3aperuCTpUpoBaHHbIE B YCTAHOBJIEHHOM MOPSJKE JIEKApCTBEHHbIE Mpenaparhl ciexyer
NPUMEHATh B CTPOrOM COOTBETCTBMM C Ha3HAUEHHEM, pEKOMEHIAMSIMH M TIOJ
Ha0JII0JleHHEM JIeyalllero Bpayva.

B ciyyae OTCYTCTBHMsI KOHKPETHOrO HAaHMEHOBAHMS JIEKApPCTBEHHOIrO IMpernapara
B KOHKPETHOM JIEKapCTBEHHOM (opMe, Ajs pelleHUs BOMPOCOB Moadopa M Ha3HaYeHHs
NIEKapCTBEHHBIX IMPeNnapaToB B COOTBETCTBUM C MEIULMHCKHUMHU MOKA3aHUSIMH, C YYETOM
MPOTHBOIIOKA3aHWi, MALMEHTY WJIM €r0 3aKOHHOMY NPEACTABUTENIO CIEeAyeT 00paTHThCS
K JiedaliemMy Bpauvy.

OOpamaeM BHMMaHHe, YTO MOPSNOK Ha3HA4YeHHs JIEKAPCTBEHHBIX MpENapaToB
yTBepxK/IeH mnpukasom Muusapasa Poccun ot 24.11.2011 Ne 1094 «O6 yTBepkaeHHH
[Topsinka HasHaveHHs, GOpM peLEeNTypHbIX ONAaHKOB Ha JIeKapCTBEHHbIE IIpenapaThl,
[Topsinka odopmieHus yKasaHHBIX ONaHKOB, MX ydeTa W XpaHeHHs, (opM OJIaHKOB
peLenToB, CoAepXKAIINX Ha3HAYeHHE HAPKOTUYECKUX CPEJICTB UITH MCHXOTPOITHBIX BEIECTB,
Iopsinka MX M3rOTOBJIEHHS, PACIIpPE/ENICHUs], PErUCTPALlK, YUeTa U XPAHEHHUs, a TaKoKe
IlpaBun odopmiieHns ONaHKOB peLENTOB, B TOM 4YHCIe B (OPME 3JIEKTPOHHBIX
IOKyMeHTOB» (nanee — [Topsiok Ha3HAYEHHs JIeKAPCTBEHHBIX MPENapaToB).

B cootBerctBuM ¢ myHkTom 5 Ilopsaka HazsHaueHHs JIeKapCTBEHHBIX MPENapaToB
Ha3Ha4YeHHe JIEKapCTBEHHBIX IpernapaToB OCYLIECTBIISAETCS MEAMUMHCKHM pPaOOTHHKOM
N0 MEXJIYyHapOJHOMY HENaTeHTOBAaHHOMY HaWMEHOBAHUIO, a NPU €ro OTCYTCTBUHU -
TPYNMIHMPOBOYHOMY WJIM XHMHYECKOMY HAaMMEHOBaHHIO. B cioydae oTcyrcTBus
MEXIyHapOJHOr0 HENaTeHTOBAHHOINO0 HAMMEHOBAaHWs W  TPYNIUPOBOYHOIO WM
XUMHYECKOro HaHMMEHOBAaHWS JICKAPCTBEHHOIrO IIpenapaTa JIeKapCTBEHHBIN Mpenapar
Ha3Ha4aeTCs MEJULIMHCKMM pabOTHHKOM 10 TOPrOBOMY HAaMMEHOBAHHIO.

Ilpy HanMuuM MeIMLUMHCKUX MOKa3aHWH (MHIMBHAYyallbHas HENepeHOCHMOCTb,
Mo JKU3HEHHBIM I[IOKa3aHWsAM) [0 pELIEHUI0 BpayeOHOW KOMHCCHM MeEIULMHCKOMN




OpraHU3alUHf OCYIIECTBIISETCS HasHaueHHe M 0(OpMIIEHHE Ha3HAYCHHUS JIEKApCTBEHHBIX
MpenapaToB, He BXOMAIIMX B CTaHAAPTBl MEAMLMHCKON MOMOIIM, pa3paboTaHHBIE
B COOTBETCTBUM C MyHKTOM 14 cratbu 37 ®@epepanbHoro 3akoHa Ne 323-D3,
WIK HE TMpeIyCMOTPEHHBIX COOTBETCTBYIOLICH KIMHUYECKOW peKkoMeHaaluel, 6o
0 TOProBbIM HaMMEHOBaHHWAM. Pemienune BpaueOHON KOMMCCHHM MeIMLIMHCKOMN
OpraHu3auuu (GUKCUpyeTcss B MEJULMHCKOM IOKyMEHTallMU [MalHeHTa W B JKypHale
BpaueOHOH KOMHCCHH.

B coorBercTBuMm ¢ mnpukazom MunzapaBa Poccunm ot 05.05.2012 Ne 502H
«O0 yTBepKIEHMH TIOpAAKAa CO3MAHUS W JEATENIbHOCTH BpayeOHOH KOMHCCHH
MEIMLUMHCKOW OpraHu3alMu» MPUHATHE pEIIeHUs O Ha3HAYeHUH JIeKapCTBEHHBIX
NpernaparoB NpU HATHYHH MEAULUMHCKUX NOKa3aHWH (MHAMBUAYaJIbHAS HETIEPEHOCHMOCTb,
10 XM3HEHHBIM M0KAa3aHHsM): HE BXOASAIINX B COOTBETCTBYIOIIUI CTAHAAPT MEAUIIMHCKOM
MOMOLUM U (WJIM) 10 TOPrOBEIM HAUMEHOBAHUSM, OTHOCUTCS K TOJIHOMOYHUSM BpayeGHOI
KOMHCCHH MEIULMHCKON OpraHu3aliyH.

B cootBercTBHU ¢ MyHKTOM 2 yacTH | ctathu 16 @enepanbHoro 3akoHa ot 21.11.2011
Ne323-®3 «O6 ocHoBax oOXpaHbl 310pOBbsS TpaxaaH B Poccuiickoii ®enepauymn»
opraHuM3auus o0ecreyeHHs rpaxJaH JEeKapCTBEHHBIMH MpenaparaMy U MeIULUHCKHUMH
M3Je/IMSAMH OTHECEHa K IOJIHOMOYHMSM OpraHOB TOCYJapCTBEHHOW BIAcTH CyOBEKTOB
Poccuiickoii ®eznepauun B cepe oxpaHsl 310poBbsi. ClieqOBaTeNIbHO, OpraHM3aLus
3aKyINOK JICKQPCTBEHHBIX INPENapaToB U MEAULMHCKUX W3JENUN, NMpeaHa3sHauyeHHBIX IJIs
oOecrieyeHHsi OTAENBHBIX TPYNI HaceleHHs, KaK 3a cueT CyOBeHUMI U3 (enepanbHOro
OrokeTa, TaK M 3a CYeT cpeICTB OI0KeTOB cyObekToB Poccuiickoit denepaliuy, OTHOCUTCS
K KOMIIETEHLIMH OpPraHoOB roCyIapCTBEHHOW BiacTH CyObeKkToB Poccuiickoii deneparmu
B cpepe OXpaHbI 310POBbS.
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