00 yTBep>XaeHun nnaHa MeponpuaTum ("popo>XKHOMU KapThbl")
"Pa3BUTUE KOHKYpPEHL UM B 3ApaBOOXPaHEeHUn"

PacnopskeHmne - Ne 9-p - o1 12.01.2018 - MNMpaButensctBo Poccuinckon ®epepaumm - JencteyeT 6€3 M3MeHeHWN

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
PACMNOPAXXEHWE
OT 12 AHBAPA 2018 I'. Ne 9-P
MOCKBA

1. YTBepAnTbL Npuaaraembli naaH MmeponpusaTui ("oopoxHyto KapTy") "Pa3BnTne KOHKypeHLun B
3[paBoOXpaHeHUN" (oanee - nnaH).

2. Peannzaumnsa meponpmaTuin, npeaycMoTPEHHbIX NAaHOM, OCYLLECTBASETCS 3aUHTEPECOBAHHbLIMA
henepanbHbIMU OpPraHamMmn UCMOJIHUTENLHOWN BIACTM B paMKaX YCTaHOBIEHHOW MNpaBUTENbCTBOM
Poccuinckon ®egepaumm npegenbHOM YNCAeHHOCTY paboTHMKOB 1 B104XKETHbLIX aCCUrHOBaHWIA,
npefycMOTPEHHbIX YKa3aHHbIM hefepasibHbiM OpraHaM UCNOJSIHUTENIbHOW BNAcTh B (hefepasibHOM
6tooxeTe Ha PYKOBOACTBO M yNpaBJieHNe B chepe YyCTaHOBAEHHbLIX PYHKLMNA.

3. PykoBoaunTensam geaepasibHblX OPraHoOB UCMOSHUTENbHOM BAACTW, OTBETCTBEHHbIX 3@ peasim3aunio
niaHa:

obecneynTb peannsauunto NnaHa;

NnpeacTaBNATb €XEeKBapTaabHO, A0 5-ro Yncna mecsiua, cnenyloLllero 3a 0TYeTHbIM KBapTanoM, B DAC
Poccum nHopmaLmio 0 Xo4e peannsaumm niaHa.

4. ®AC Poccum:

06ecneynTb MOHUTOPUHT 1N KOHTPOSIb peannsaunmn niaHa;

npeacTaBNATh €XeKBapTaabHO, A0 25-r0 Yucia Mecsua, CefyoLero 3a 0TYETHbIM KBapTasoM, B
MpaBnTenbcTBO Poccuiickon deaepaunn nHGOpMaL Mo 0 Xo4e peannsaumm niaHa.

Mpencenatens MpaBuTesbLCTBA
Poccumnckon ®epepaunn [.Mensenes

YTBEP)X[EH

pacrnops>xeHueM lNpaBuTenbCTBa
Poccunckon ®epepaunn

oT 12 aHBaps 2018 r. Ne 9-p

MNAH MEPOMPUATUI ("OOPOXHASA KAPTA")
"Pa3BUTNE KOHKYPEHLNN B 34paBoOXpaHeHnn"

HanmeHoBaHne MeponpuaTus

Bug nokymeHTa

OXupaembli pesynbtaTt

Cpok peasim3auun

OTBETCTBEHHbIE UCMONHMNTENN (CONCMONHNTENN)

|. PbIHKV NleKapCTBEHHbIX NMPEenapaToB A/ MeANLMHCKOr0 NPUMEHeHNs
1. CoBeplLUeHCTBOBaHWE roCy4apCTBEHHON PErNCTPaLIMMN IEKAPCTBEHHbIX NPenapaToB.:

YyCTaHOBJIEHNE aIMUHNCTPATVNBHOW OTBETCTBEHHOCTU MNPOM3BOAMTENEN BUOTEXHOOMMYECKUX 1 (1n)
OpchaHHbIX IEKAPCTBEHHbIX MPernapaToB 3a HeMpeaoCTaBeHNe 3aHTEPECOBAHHbLIM MLAM Mo ucTeveHun 4
NeT CO [IHSA roCy1apCTBEHHON perncTpauun NeKapCTBEHHOro npenapaTa 06pa3LoB TaKUX 1eKapCTBEHHbIX
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npenapaToB Aas NPoBeAEeHUSA KINHNYECKNX NCCefoBaHnM

thenepanbHbIN 3aKOH

YCKOPEHME BbIX0Aa Ha PbIHOK BOCMPOMN3BEAEHHbIX IEKAapPCTBEHHbIX NpenapaTos, obecneyeHme gocTyna
NnauveHTOB K HOBbIM IeKapCTBEHHbIM NpenapaTaM

ceHTs6pb 2018 1.

MuH3gpas Poccun,

MuHnpomTopr Poccun,

®AC Poccunm

YCTaHOBJ/IEHNE aAMUHNCTPATUBHON OTBETCTBEHHOCTY NPOU3BOANTENEN BUOTEXHONOrMYECKNX U (1K)
opthaHHbIX IeEKapCTBEHHbIX NPenapaToB 3a HapyLlleHne TpeboBaHUSA 0 MaKCUMaJibHOM CToMMOCTK obpasua
JIEKAPCTBEHHOIr0 NpenapaTa, BXOAALWEro B NepeyeHb XXN3HEHHO HEOOXOAMMBIX N BaXXKHEMLLINX
JIEKapCTBEHHbIX NPenapaToB

thefepanbHbI 3aKOH

YCKOPEHME BbIX0Aa Ha PbIHOK BOCMPON3BEAEHHbIX IEKAPCTBEHHbIX NpenapaTos, obecneyeHne gocTyna
NauneHTOB K HOBbIM JIEKAPCTBEHHbIM NMpenapaTam

CceHTsA6pb 2018 T.

MwuH3gpas Poccun, MunnpomTopr Poccum, ®AC Poccum

pa3paboTka MexaHM3Ma [OMyCKa Ha POCCUNCKUIA PbIHOK OPUTMHabHbIX NEKAPCTBEHHbIX NpenapaTos,
npoweaLwmnx KInH1n4eckme nccnefoBaHna n 3aperncTpupoBaHHbiX B EBponenickoM cotose, CoenHEeHHbIX
LTaTax AMepuky, ANoHUM, NpefyCMaTPUBAIOLLEr0 B TOM YMC/E X MAapPKUPOBKY NpeaynpeanTensHom
HaAMUCbIO O TOM, YTO JIEKAaPCTBEHHbIV NpenapaT He NpoLes KANHUYeCKmne nccaefoBaHnsa Ha TeppuTopumn
Poccunckon ®epepaLimm

thefepanbHbI 3aKOH

YCKOPEHWeE BbIXOAa Ha PbIHOK JIEKApCTBEHHbIX MpenapaToB, obecrneyeHne foCTyna NaLuueHTOB K HOBbLIM
JleKapCTBEHHbIM MpenapaTam

AHBapb 2019 .

MwuH3gpas Poccun, MunnpomTopr Poccum, ®AC Poccum

2. ObecneyeHne PyHKLMOHMPOBAHNS MHCTUTYTa B3aMMO3aMEHSEMOCTU JIEKAPCTBEHHbIX NMpernapaToB
(hopMMpOBaHME CMIMCKA PeepPEHTHbIX NEKAPCTBEHHbIX NPenapaToB

HanpaBfieHNe CNNCKa pethepeHTHbIX IEKaPCTBEHHbIX NpenapaToB B ®PAC Poccun, nybnukaums ero Ha
MHTepHeT-canTax MuHsgpasa Poccmm n ®AC Poccum B Lienax npefocTaBieHus paspaboTinkam
BOCMPOM3BEEeHHbIX JIeKAaPCTBEHHbIX NPenapaToB OTKPbLITON NHOPMaLUN O pedepeHTHbIX JIeKapCTBEHHbIX
npenapaTax 419 rocyLapCTBEHHON perncTpauum BOCNpon3BeAeHHbIX IEKapCTBEHHbIX MpenapaTos,
YMEHbLUEHNS CPOKOB PaCCMOTPEHUS 3asB/eHUI NPON3BOAUTENEN NEKAaPCTBEHHbIX NpPenapaTos 0
perncTpaumm npefesibHbIX OTMYCKHbIX LeH Ha JIeKapCTBeHHbIe rnpenapaThbl, BKJIOYEeHHbIe B NepeyeHb
YKWU3HEHHO HEOBXOAUMBIX U BaXXKHEMLLNX NeKapCTBEHHbIX NpenapaTos

nioHb 2018 r.

MuH3gpas Poccum

yCTaHOBMIEHNE aAMUHNCTPATMBHOM OTBETCTBEHHOCTY MPOMN3BOAMTENEN JIEKAaPCTBEHHbIX NPenapaToB 3a
BKJIIOYEHME B UHCTPYKLUMIO MO MEQNLIMHCKOMY NMPUMEHEHUIO NEKAaPCTBEHHOMO NpenapaTa HEAOCTOBEPHON
MHOPMaLMN OTHOCUTESIbHO CBOMNCTB U XapaKTePUCTUK JIEKapCTBEHHOMO MpenapaTa, a Takxe 3a
HEBKJIl0YEHWE B MHCTPYKLMIO MO MEANLVNHCKOMY MPUMEHEHWIO JIeKaPCTBEHHOIO NpenapaTa akTyaJlbHON
MHOPMaLUN OTHOCUTESIbHO CBOMNCTB U XapaKTEePUCTUK JIEKapCTBEHHOr0 NpenapaTa

thenepanbHbIN 3aKOH

CO3[aHue YyCJIOBUIA NS KOHKYPEHLMW Cpeln NPOM3BOAUTENEN NeKapCTBEHHbIX NpenapaTos, obecneyeHne
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6e30nacHOCTY NpK MeAMLIMHCKOM MPUMEHEHNN NEKAPCTBEHHbIX NPenapaToB
ceHTs6pb 2018 1.
MwuH3gpas Poccun, ®AC Poccum

(hopMmpoBaHMe peecTpa TUMOBbIX UHCTPYKLMI MO NPUMEHEHNIO B3aMO3aMeHSAEMbIX IEKapCTBEHHbIX
npenapaTos

npukas MunH3sgpasa Poccum

yCTpaHeHne Heo60CHOBAHHbIX Pa3Nynii B MHCTPYKLMUAX MO MPUMEHEHNIO B3aMMO3aMeHSAEMbIX
JleKapCTBEHHbIX NPenapaTos, UMELNX OAHO MeXAyHapoLHOe HernaTeHTOBaHHOE HaMeHOBaHNe,
Co34aHue YCI0BUIA A5 KOHKYPEHLUUN Cpean NPpou3BoanTeNe IeKkapCTBEHHbIX NpenapaTos

AHBapb 2019 1.

MuH3gpas Poccun, MuHnpomTopr Poccun, ®AC Poccum

YCTaHOBJ/IEHWE 3KBUBANIEHTHOCTY JIeKapCTBEHHbIX (DOPM NleKapCTBEHHbIX NpenapaTos,
3aperucTpupoBaHHbIX L0 YTBEpXAeHUs npukasom MuH3gpasa Poccum oT 27 nona 2016 r. Ne 538H nepeyHs
HauMeHOBaHWIN NIeKapCTBEHHbLIX (DOPM JIeKapCTBEHHbIX NpenapaTos AJ18 MeAULUHCKOr0o NPUMEHeHNS
npvkas MuH3gpasa Poccuun

npeceyeHmne orpaHNYeHnsa KOHKYPeHLMIN Cpeamn Npou3BoanTeneil N1eKapCTBEHHbIX NpenapaTos,
3apernucTpupoBaHHbIX L0 YTBepXAeHUs MuH3apaBoM Poccumn nepevyHs HaMMeHOBaHWU JIeKapCTBEHHbIX
(POpPM NleKapCTBEHHbLIX NPenapaTos A MeAULNHCKOr0 NPUMEHEH s

nekabpb 2018 .

MwuH3gpas Poccun, MuHnpomtopr Poccun, ®AC Poccum

npoBepKa LOKYMEHTOB PerncTpaLyMoHHbIX OCbe Ha UMMOPTHbIE JIeKapCTBEHHbIE NnpenapaThl Ha
COOTBETCTBUE PErncTpaLMOHHbIM 0OCbe Ha 3TU XXe IeKapCTBEHHbIE NpenapaThl, 3aperncTpupoBaHHbIe 3a
pybexoM, a TakKe NPOBEPKa Ha COOTBETCTBUE PErNCTPALMOHHBIX LOChE Ha pedepeHTHbIe 1
BOCMpPOW3BeleHHble NeKapCTBEHHbIE MpenapaThl, 3aperncTpupoBaHHble B Poccminckon depepauun
noknap B NMpasutenscTBo Poccuinckon depepauun

CO3[aHue yC/IOBUIA A9 KOHKYPEHLUW cpefiy NPoM3BOAUTENEN IeKapCTBEHHbIX NpernapaTos

asryct 2019r.

MwuH3gpas Poccun, MnHakoHoMpa3suTua Poccuu,

®AC Poccun

yCTaHoBneHue TpeboBaHMa 0 NpefoCTaBAeHUN KoMMccnen MuHsapasa Poccmm no hopMmnpoBaHuio
nepeyHemn NeKapCTBEHHbIX NpenapaToB MH(OPMaLIMK 0 BCeX JIeKapCTBEHHbIX NpenapaTax, BKYEHHbIX B
nepeyeHb XXU3HEHHO HEOOXOAMMBIX N BaXXKHEMLLMNX NEKAPCTBEHHbIX NPEnapaToB, MMEKLWNX SKBNBANIEHTHbIE
NMoKa3aHUA K MPMMEHEHMIO, MPU PAaCCMOTPEHUN BONPOCa O BKJIOYEHUN NeKapCTBEHHOro NpenapaTa B
nepeyeHb XXM3HEHHO HeOOXOAMMBIX 1 BaXXHEMLUUX IeKapCTBEHHbIX NpernapaTos

noctaHoBneHue MNpaBuTenscTBa Poccuiickon Gepepalimu

Co3[laHue paBHbIX YCNOBUI NPOM3BOAUTENIAM B3aUMO3aMeHSAeMbIX JIeKapCTBEHHbIX MpernapaTos,
HeZonyLleHne HeoHOCHOBAHHOMO BKJTIOYEHNS IEKAPCTBEHHBIX MPenapaToB B MepeYeHb XU3HEHHO
HeobX04MMbIX N BaXXKHENLLMX JIeKapCTBEHHbIX NpenapaToB

aBryct 2018 r.

MwuH3apas Poccun, MnHakoHoMpasBuTua Poccuu,

®AC Poccun

npopaboTka Bonpoca 06 ycTaHOBAEHMMN NPOECCUOHANBHON OTBETCTBEHHOCTN MeANLIMHCKNX PabOTHUKOB
3a HapylweHune TpeboBaHWI 3aKoHOA4ATeNbCTBa Poccunckon ®epepaunv 06 obpalleHnmn nekapcTBEHHbIX
CPefCTB U B chepe oxpaHbl 340P0BbS

noknap B NMpasutenscTBo Poccuinckon depepauun

yCTpaHeHne HeCcopa3MepHOCTM OTBETCTBEHHOCTW CTeneHn 06LLeCTBEHHON 0NacHOCTW NPaBOHAPYLUEHWNA,
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CBSi3aHHbIX C HapylueHneM TpeboBaHW 3aKoHOoAaTeNbCTBA Poccuitckon ®enepauun 06 obpalieHun
NEKapCTBEHHLIX CPEACTB U B Cepe OXpaHbl 340POBbS, YCTPAHEHNE OrPaHUYEHNIA KOHKYPEHLUM NPK
obpalleHnmn B3aMO3aMeHSEMbIX IEKAPCTBEHHbIX NPenapaToB, NOBbILEHWE LOCTYMHOCTU IEKAPCTBEHHbIX
npenapaToB 415 NAaLMEHTOB Ha OCHOBE peann3aunm nx npasa Boibopa IEKapCTBEHHOrO NpenapaTa no
Hambonee npmemMnemMon LeHe

CceHTsA6pb 2018 T.

®AC Poccun, MnH3gpas Poccun, PocsgpaBHaasop

npopaboTka BONpPOCa 0 Mepax, HanpasBaeHHbIX Ha NH(OPMUMpPOoBaHUe BpavyebHoro coobllecTsa 1 NaLMeHToOB
0 B3aVMO3aMeHsAEeMbIX JIEKaPCTBEHHbIX MpenapaTax

noknap B NMpasutenscTeo Poccuinckon depepauun

pa3bsACHeHMe rpakfaHaM 1 MeguUUHCKM paboTHMKaM 0 Haan4mm bonee AeLleBbix aHaloroB
LLOPOroCcTOALLMX JIeKapCTBEHHbIX NpernapaTos, (hopMUPOBaHME YCTONYNBOrO CNPOCa Ha JSIeKkapCTBEHHbIe
npenapaTbl HWKHeCpeOHero LeHOBOro CerMmeHTa, npefoTepalleHne "BbiMbIBaHNA" 13 NPOLAXM
JleKapCTBEHHbIX NPenapaToB HN3KOW LLleHOBOW rpynmbi

ceHTsb6pb 2018 1.

MwuH3gpas Poccumn, MnHobpHayku Poccnn, MuHkomcsizb Poccnn, MuHnpomTopr Poccuu, Poc3apaBHaasop,
®AC Poccun

BBeAeHue TpeboBaHUSA K anTe4YHbIM OpraH13aLmnsaM o NepBoM NpeaoXKeHun nokynaTensam Hanbonee
LEeLleBOro B3anM03aMeHAeMOoro 1ekapCTBeHHOro npenapaTa, TpebosaHnsa 06 MHHOPMUPOBaAHNM
nokynaTtenemn o Haanyuy bonee felleBblX aHaNoros NpuobpeTaeMbIX 1eKapCTBEHHbIX NPenapaToB U LieHax
Ha HUX

npuka3 MuH3gpasa Poccun

NoBbILLEHME LLIeHOBOWN U aCCOPTUMEHTHON AOCTYNHOCTY NEKapCTBEHHbIX NpenapaToB 3a cyeT
npefoTBpaLleHns "BoiMblBaHMA" U3 NPOLAXM NEKaPCTBEHHbIX NpenapaToB HU3KOW LLeHOBOW rpynmbl
Hosbpb 2018 r.

MuH3gpas Poccun, ®AC Poccumn

npopaboTka BoMpoca o LenecoobpasHOCTN BHECEHNS N3MEHEHWI B CTaTbio 18 ®epnepanbHoOro 3akoHa "06
obpalleHnmn nekapCTBEHHbIX CPeACTB" B HacTM YCTAHOBMEHMNS 3anpeTa Ha roCyAapCTBEHHYIO perncTpaumnto
BOCMPOM3BEAEHHbIX IEKAPCTBEHHbIX NMPEnapaToB B 403MPOBKaX, OT/IMYAOWMXCA OT A03MPOBOK
pedepeHTHbIX EKapCTBEHHbIX NPENapaToB, a TakXXe Ha roCyAapCTBEHHYIO perncTpaumnto
BOCMPOMN3BEAEHHbIX JIEKAPCTBEHHbIX MPenapaToB, MHCTPYKLUMM N0 MEANLNHCKOMY MPUMEHEHNIO KOTOPbIX
OT/INYAKOTCA OT MHCTPYKLNA MO MEANLIMHCKOMY NMPUMEHEHNIO pediepeHTHbIX JIEKAPCTBEHHLIX MpenapaToB
noknag B NMpasntenbcTBo Poccuinckon ®egepaumm

yCTpaHeHNe BO3MOXXHOCTW roCyAapCTBEHHON PErnCTpaLn IEKaPCTBEHHbIX NPEeNapaToB C TepaneBTUYECKN
HeobOCHOBaHHbLIMW L03MPOBKaMU, NpeKpaLleHne NPakTUKN HegobpoCOBECTHOro NCM0b30BaHNSA CBeAEHUI
WNHCTPYKLUMI MO MEANLNHCKOMY MPUMEHEHWIO JIEKaPCTBEHHLIX MpenapaToB Npu NPOBeAEHNN 3aKYMOK
Hos6pb 2018 r.

MuH3gpas Poccuun, ®AC Poccum

COBEPLUEHCTBOBAHME NOPSALKA BHECEHNS U3MEHEHWI B MHCTPYKLUN MO MEANLIMHCKOMY NMPUMEHEHNIO
JIEKapCTBEHHbIX NPenapaToB, 3apernCTpMpPoBaHHbIX B paMKax 04HOr0 MeXXA4yHapo4HOro
HenaTeHTOBAHHOI0 HaMEHOBAHUS B YaCTW YCTaHOBNEHNS TpeboBaHUs 06 0643aTeNbHOM BHECEHUN
N3MEHEHUI BO BCE MHCTPYKLMMN NO MEANLIMHCKOMY NMPUMEHEHWNIO IEKAaPCTBEHHLIX NpenapaToB nNpu
N3MEHEHUN OaHHbIX 0 MPOTUBOMOKa3aHMAX 1 NoBOYHbIX 3(hheKTax 0AHOrO N3 NEKAPCTBEHHbLIX NPenapaTos
1 npopaboTka Bonpoca 06 afAMMHUCTPATNBHOM OTBETCTBEHHOCTMN AepXaTeNen nan BnagenbLes
perncTpaumoHHbIX YA0CTOBEPEHWIN 3a HEBLINOJIHEHNE YKa3aHHbIX TpeboBaHWi

(henepanbHbIN 3aKOH
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yCTpaHeHne Heob0CHOBAHHbBIX Pa3NyniA B MHCTPYKLMUSAX MO MEANLUNHCKOMY MPUMEHEHNIO JIeKapPCTBEHHbIX
npenapaTos, UMELLNX OAHO MeXAYHapo4HOe HernaTeHTOBaHHOE HaVMeHOBaHMe

okTs6pb 2018 1.

MwuH3gpas Poccun, ®AC Poccum

COBEpPLUEHCTBOBaHME Nopsaka GOpPMMUPOBaHNS NepeyHel IeKapCTBEHHbIX NPenapaToB B YaCTW UCKOYEHNS
N3 HUX HAVMMEHOBAHWI NIeKapCTBEHHbIX (POPM W BKAOYEHNS CNOCOB0B BBEAEHNSA IEKAPCTBEHHbIX
npenapaTos

noctaHoBseHue MpaBuTenbCcTBa Poccuinckon ®egepaumm

CO3[aHue paBHbIX YCNOBUI 0BpaLLeHNS SKBUBANEHTHbIX TEKAPCTBEHHbIX (POPM SIeKapCTBEHHbIX
npenapaTos

nions 2018 r.

MwuH3gpas Poccun, Munnpomtopr Poccum, ®AC Poccum

3. CoBepLLEHCTBOBAHME MEXaHN3Ma PEryvpoBaHns LIEH Ha IEKAPCTBEHHbIE NMpenapaThl, BKIOYEHHbIE B
nepeyeHb XKM3HEHHO HEOBXOANMBIX 1 BaXKHEMLINX EKAPCTBEHHbIX NPenapaToB:

BHECEHUe n3MeHeHnn B PefiepasibHbli 3aKoH "0O6 obpalleHnn nekapCTBeHHbIX cpeacTs” u MNpasuna
yCTaHOBNEHUS NpefenbHbiX pa3MepoB ONTOBbIX Y MpefesibHbIX pa3MepoB PO3HUYHbLIX HaAbaBOK K
(haKTUY4ECKUM OTMYCKHbIM LIeHaM, YCTaHOBJIEHHbLIM MPOV3BOANTENAMN JIeKapCTBEHHbIX MPernapaTos,
BKJIOYEHHbIX B NMepeYeHb XXU3HEHHO HEOBX0AMMbIX N BaXXKHENLLMX IEKAPCTBEHHbIX MPenapaTos, B
cybbekTax Poccuiickon ®enepaunn, yTBepXKAeHHble NoCcTaHoBNeHMeM NpaBnTenbCcTBa Poccuiickon
depepaumn 0T

henepanbHbI 3aKOH NocTaHoBeHme MNpaBuTenbcTBa Poccuinckon depepaunm

yCTpaHeHne NpoTUBOPEYriA B HOPMATUBHBIX NPABOBbLIX akTax Nno BONPOCY POPMUPOBAHUSA OTMYCKHbIX LieH
Ha NeKapCTBEHHbIe NnpenapaThl, BKYEHHbIE B NepevyeHb XU3HEHHO HEOOXOANMbIX 1 BaXKHENLINX
JIeKapCTBEHHbIX MpenapaTos, B 3aBUCMMOCTY OT NPaBOBOr0 CTaTyca HajoronnaTesbLlnka

nekabpb 2018 .

®AC Poccum, MnHsgpas Poccun, MuHaKoHOMpa3BuTus Poccun,

MuHnpomTopr Poccun,

MwuHdmH Poccnn

COBEpLUEHCTBOBaHME NpoLeaypbl roCyaapCTBEHHOW perncTpaunmy ycTaHaBaMBaeMbiX NPoON3BoAUTENSMM
JIEKApPCTBEHHbIX NPenapaToB NpefesbHbIX OTMYCKHbIX LieH Ha JIeKapCTBEHHbIE NpenapaThl, BKOYEHHbIE B
nepeyvyeHb XXN3HEHHO HeOBXOAUMBIX 1 BaXXKHENLWINX NeKapCTBEHHbIX MpenapaTos

thenepanbHbIN 3aKOH NocTaHoBAeHNe MpaBuTenscTBa Poccminckon ®epepaumm

yCTpaHeHne AUCKPUMUHALMMN 0TEYECTBEHHbIX NMPOM3BOANTENEN IeKaPCTBEHHbIX MpenapaToB Mo
OTHOLUEHWIO K MHOCTPaHHbIM, MOBbILLIEHNE MHPOPMATMBHOCTY 1 aKTyaslbHOCTM rOCyAapCTBEHHOI0 peecTpa
npenesbHbIX OTMYCKHbIX LeH MPOU3BOAMTENEN Ha IEKAPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYyeHb
YKM3HEHHO HEeoBXOAUMBIX N BaXXKHENLINX NEeKAPCTBEHHbIX MPEenapaToB, MCKIOYEHNE BO3MOXXHOCTH
CpaBHEHNS 3asBJISEMbIX Ha FOCYAAPCTBEHHYIO PErncTpaLmio npelesbHblX OTMYCKHbIX LEH C LLleHaMWn Ha
JleKapCTBEHHbIE NMpenapaThl, OTCYTCTBYOLWMMY B 0bpaleHnn, obecneyeHme rocyaapCTBEHHbIX U
MYHULMNANbHbIX 3aKa34MKOB AOCTOBEPHBLIMU AAHHLIMW, HEOBX0AMMbLIMU MPN pacyeTe HavyabHbIX
(MaKCMManbHbIX) LieH rocy4apCTBEHHbIX N MYHULMNANbHbIX KOHTPAKTOB, YCTAaHOBJIEHNE BO3MOXXHOCTH
OTMEHbI (MepecMoTpa) pPeLLEHUN 0 FOCYAapCTBEHHON PErMCTPaALNN NPeaenbHbIX OTAYCKHbIX LIEH, MPUHATHIX
B pe3y/nbTaTe OWMOOK, AONYLLEHHbIX YNOAHOMOYEHHbLIMK heaepasibHbIMU OpraHaMn UCMOJTHATESTIbHON
BJIACTK, NPefoTBPaLLEHNE PUCKOB CYLLECTBEHHOMO NOBbILEHNS BI04)KETHbLIX PacXo40B NPU BKIKYEHWN
HOBOIO JIEKAPCTBEHHOI0 NpenapaTta B NepeyeHb XN3HEHHO HEOOXOANMBIX U Ba)KHEMLLINX JIEKaPCTBEHHbIX
npenapaTos

espanb 2019 1.
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MuH3gpas Poccun, MMHaKoOHOMpassuTua Poccuu,
MuHnpomTopr Poccun,

MuHpunH Poccuuy,

®AC Poccunm

pa3paboTKa TUNOBLIX KOHTPAKTOB, MPeAYyCMaTPUBAIOLLMX YHUPULUPOBAHHbLIE TEXHUYECKME 3aA4aHuNA MO
KaTeropmsam feKkapCTBEHHbIX NpenapaToB

npuka3 MuH3gpasa Poccun

npeceyeHune orpaHNYeHns N yCTpaHeHNs KOHKYPEeHLU MU rocyJapCTBEHHBIMU U MYHULIUMAAbHbLIMU
3aKa34ymKamu, cosfaHne paBHbIX YCI0BUA NOCTaBLLMKAM JIeKapCTBEHHbIX NpenapaToB Ha Toprax
anpens 2018 r.

MuH3gpas Poccuun, MuHgmH Poccun, Munnpomtopr Poccun, ®AC Poccum

YCTaHOBJIEHNE KPUTEPMEB COCTOSHNS PbIHKOB JIEKAPCTBEHHbLIX NPEenapaToB, 3aKynka KOTOPbIX MOXET
OCYLLeCTBAATLCA ¥ €AMHCTBEHHOI0 MOCTaBLUMKaA, YCTaHOBeHMe npoueaypsl oTbopa ncnonHuTenen
KOHTPAKTOB Ha MOCTAaBKY JIEKAPCTBEHHbIX NPenapaToB B LieSIaX NOArOTOBKU MPOEKTOB COOTBETCTBYIOLLMX
akToB Mpe3ngeHTa Poccuinckon ®epepaumnm n MNpasutenbctea Poccuinckon depepaunn 06 onpegeneHmm
e[VHCTBEHHbIX MOCTABLLMKOB JIeKapCTBEHHbIX MpernapaTos

(hbenepanbHbIN 3aKOH NocTaHoBAeHNe MpasuTenscTBa Poccmnckon ®epepaumm

co3faHne MexaHusMa npuHaTus MNpesngeHtom Poccuinckon Pepepaumm n MpaBuTensCTBOM POCCUNCKON
depepaunm COOTBETCTBYIOLWMX PeLLEHN 06 onpefeneHnn e AMHCTBEHHbIX MOCTABLLMKOB JIEKaPCTBEHHbIX
npenapaToB Ha OCHOBE MPO3payHbIX Mpoueayp N 06 bEKTUBHLIX KPUTEPUEB, MOBbILLEHNE 3PDEKTUBHOCTH
6t00KETHbIX PAacXxo/10B

tespanb 2019 .

MuHnpomTopr Poccun, MuHguH Poccum, MuHsgpas Poccumn, ®AC Poccun

YCTaHOBJIEHWE BO3MOXHOCTY MOJyYeHWa CTaTyCa eAMHCTBEHHOr 0 NMOCTaBLLUMKa TOJIbKO B OTHOLLEHUN
NEeKapCTBEHHbIX MPenapaToB, He UMEIOLLMX aHaNoroB Ha TeppuTopumn Poccuinckon ®epepaumm
thenepanbHbIN 3aKOH NOCTaHOBAeHNe MpaBuTenscTBa Poccuinckon ®eagepaumm

npenoTBpaLleHne HeoboCHOBAHHOIO OrpaHNYEHUS KOHKYPEHLMUN MPU NOSBAEHUN BOCMPON3BEAEHHbIX
NeKapCTBEHHbIX MpenapaToB, NoBbilleHne 3PMEKTUBHOCTY BI0AXETHbLIX PaCX0A0B

tespans 2019 1.

MwuHnpomTopr Poccun, MuHgpmH Poccnn, Munsgpas Poccum, ®AC Poccun

yCTaHOBJ/IEHME OrPaHNYEHNIN Ha 3aKJIl04eHNe L0r0CPOYHbIX FOCYAAPCTBEHHbIX KOHTPAKTOB Ha NOCTaBKY
NEKapPCTBEHHbIX MPenapaToB, B TOM YNCJIE YCTAHOBIEHNE BO3MOXXHOCTM 3aKJIOYEHNS JONTOCPOYHbIX
rOCyLapCTBEHHbIX KOHTPAKTOB TO/IbKO B OTHOLLEHUN IEKAPCTBEHHbIX MpenapaTos, 3allnLeHHbIX
naTeHTamu, NPy YCJI0BUN 3HAYNTESIbHOIO CHUXXEHWS LeH Ha Takue JlekapCTBeHHbIe npenapaTsl,
orpaHnyeHue Cpoka AeNCTBMSA AOATOCPOYHbIX FOCYAaPCTBEHHbLIX KOHTPAKTOB CPOKOM AEACTBMUSA NaTeHTa Ha
NleKapCTBEHHbIN nNpenapaTt Mbo faTon BbIXoAa Ha PbIHOK MHOTO NEeKapCTBEHHOr0 NpenapaTa, nMetLero
Te e MoKa3aHUs K NPUMEHEHNIO

hefepanbHbIn 3aKOH

npefoTBpaLleHne Heob0CHOBAHHOIO OrpaHNYeHNS KOHKYPEHLMN NPpU MOSBAEHUN BOCNPON3BEAEHHbIX
NEeKapCTBEHHbIX NpenapaTos, NoBbilleHne 3PHEKTUBHOCTY BIOAXKETHbLIX PacX040B, CTUMYIMPOBaHUe
BbIXO[a Ha PbIHOK BOCNPOM3BEAEHHbIX JIEKAPCTBEHHbIX MPENapaToB, a TakXKe UHbIX IeKapCTBEHHbIX
npenapaToB, UMEILLNX Te XKEe NOKa3aHMs K MPUMEHEHNIO, CHXKEHME LIEH Ha SIeKapCTBEHHbIE NpenapaThl,
He UMeloLLMe aHaloroB, 3a CYET rapaHTUPOBaHHbIX 06beMOB CObITa, CHUXEHME N3LepXKeK
roCyLapCTBEHHbIX 3aKa34MKOB, CBA3AHHbLIX C MPOBEAEHMNEM 3aKYMOK IEKAPCTBEHHLIX NPenapaTos

nioHb 2019 r.

®AC Poccum,
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MuHgunH Poccnn, MuHsgpas Poccuun, MuHnpomTopr Poccumn

yCTaHOBJ/IeHNEe 0COBEHHOCTEN ONMCaHMA NIeKapCTBEHHLIX NMpPenapaToB NP OCYLLIECTBAEHNM 3aKYMNOK, B TOM
yucne NeKapCcTBeHHbIX (hOPM 1 JO3UPOBOK JIEKAPCTBEHHLIX NpenapaTos, yCTaHOB/EHWe 3anpeTa Ha
obbeanHeHne B 04MH NOT YCAYT MO NOCTAaBKE, XPaHEHWIO 1 OTMYCKY JIeKapCTBEHHbIX NPenapaTos,
yCTaHoB/ieHne TpeboBaHUs 06 yKazaHun B 4OKYMEHTaLMM O 3aKyMKe 0CTaTOYHOro Cpoka rogHoCTH
JIeKapCTBEHHbIX NPenapaToB, BbIpaXXEHHOro onpeaeseHHbIM NepnuoaomM (Hanpumep, B rogax, Mecsauax,
[HAX), B TEYEHME KOTOPOro JIEKapCTBEHHbIE MPenapaTbl COXPaHAT NPUroAHOCTb, IMBO KOHKPETHOW
AaTON, O KOTOPON NEeKAPCTBEHHbIE NpenapaThl COXPaHAOT CBOIO MPUrOAHOCTb A58 MCMOJb30BaHNSA NO
Ha3Ha4yeHuo

noctaHoBsieHue MpaBuTenbCcTBa Poccuinckon ®egepaumm

npeceyeHmne orpaHNyYeHns N yCTpaHeHN KOHKYPEHLU MU roCyAapCTBEHHBIMU U MYHULIMA@AbHbIMU
3aKa3yMkaMu, yBeSIMYeHNE KOMMYECTBA YHaCTHMKOB 3aKyMnoK, NoBbiweHNe 3NHEKTUBHOCTY B104)KETHbIX
pacxofoB, CO34aHMe paBHbIX YCI0BUI MOCTaBLLMKaM B3aUMO3aMeHAEMbIX IEKAapPCTBEHHbIX NpenapaTos,
nMerLwmnx pas3siniHbie HOMUHaJIbHblE CPOKW TOAHOCTK, HeaonylweHne ykadaHUAa 0oCTaTO4YHOro Cpoka
rOOAHOCTW JIeKapCTBEHHbIX NpenapaToB B MpoLeHTax

CceHTsA6pb 2018 T.

®AC Poccum,

MuHgpunH Poccnn, MuHsgpas Poccuun, MuHnpomTopr Poccun

yCTaHOBJIEH/E BO3MOXXHOCTMW ONpefesieHns CTPaHbl MPOUCX0XAEHUS JIEKapCTBEHHOrO npenapaTta 4and
MeLMNLMHCKOr0 NPUMEHEHUS Ha OCHOBaHUN CBEEHUIA PerncTpaLnMoHHOro yA0CTOBEPEHMNS IEKAPCTBEHHOMO
npenapata 6e3 HeobxoANUMOCTY NonyyeHns ceptTudmkata CT-1

(hefepanbHbIA 3aKOH NocTaHoBeHWe MNpaBuTenbCcTBa Poccuinckon denepaumm

ycTpaHeHne n3bbiITO4HOro aAMUHNCTPATUBHOIO Bapbepa, CHXEHNE N3AEPXKEK MOCTABLLNKOB
JleKapCTBEHHbIX NPenapaTos, y4acTBYIOLWNX B rOCYAapCTBEHHbIX 3aKyMKaX, CHUXEHUE LieH Ha
JleKapCTBEHHbIe npenapaTsl

okTs6pb 2018 1.

MuHnpomTopr Poccumn, MUH3KoHOMpa3suTus Poccun,

MuH3gpas Poccuun, ®AC Poccum

YTOYHEHWE YCI0BUA NAaTEHTOCNOCOOHOCTM M306peTeHNS B OTHOLLIEHUN NaTEHTOBaHMSA 1t0boro HOBOro
CBOWCTBA WM HOBOIO NPUMEHEHMNSA N3BECTHOrO AENCTBYIOLLEr0 BEWECTBa IEKAapPCTBEHHOM0O NpenapaTa
Aoknag B MpaButenbcTBo Poccuiickon ®egepaumm

peLleHne BONPOCOB MaTEHTOBAHUSA MOANDUKALIMIA CYLLECTBYIOLWNX JIEKAPCTBEHHbIX NPenapaTos, B TOM
YKCSIe HOBbIX MOKa3aHUA K MPUMEHEHMIO, TepaneBTUYECKMX METOA0B, KOMBUHALMIA OENCTBYOLWMNX
BELLIECTB, JIeKapCTBEHHbIX hopM, cnocoboB Npon3BoACTBa

ceHTs6pb 2018 1.

MuH3KOHOMpa3BuUTUS Poccun,

MwuHobpHaykun Poccuu,

MuHnpomToOpr Poccuu,

PocnaTeHT,

®AC Poccunm

yCTaHOBJIEHME CPOKOB PacCMOTPEHMS YNOJHOMOYEHHbIM hefiepaibHbiM OPraHoM UCMOJSTHUTEIbHON BNaCTH
CMOPOB, CBA3AHHbIX C 3aLLMTON NHTENNEKTYabHbIX NpaB

npvkas MnHobpHaykm Poccum

NU3MeHeHne nopsakKa pacCMOTPEHNS CMOPOB, CBA3AHHbLIX C 3aLUUTON MHTENNEKTYaslbHbIX NpaB, YCKoOpeHne
BbIXO[a Ha PbIHOK BOCNPOM3BEAEHHbIX 1 B10aHaN0roBbIX NEKAPCTBEHHbLIX NPenapaTos

aBryct 2018 r.
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MwuHobpHaykun Poccun, PocnaTeHT,
®AC Poccun

pa3paboTka nopsaka Bblaayu MpaBuTenbcTBOM Poccuinckon ®egepaumm npesyCMOTPEHHOro cTaTben 1360
paXkOaHCKOro Koaekca Poccuinckon degepaunm paspeLleHns Ha NCNob30BaHNe M3006peTeHNs, NONe3HOM
MOJesin AN NPOMbILWIEHHOro 0bpa3ua SleKapCTBEHHOro cpeacTBa 6e3 cornacus nateHToobnagaTens
thenepanbHbIN 3aKOH NOCTaHOBAeHNe MpaBuTenscTBa Poccuinckon ®egepaumm

obecneyeHne ycnosuin peannsaumm MNpasutenscTeoM Poccuninckon Genepauum HopMbl CTaTbl 1360
paxxkhaHckoro kogekca Poccminckon ®epepaum B LLENSX CHUXKEHMA LLeH Ha AOporocTosLine
JIEKapPCTBEHHbIE MpenapaThl, 3alWMULLEHHbIE NAaTEHTOM, Heobxoaumble o 6opbbbl C annaeMuaMu,
YrpoXaloLWwmMmn HaumnoHanbHon 6e3onacHoOCTy

nekabpb 2018 .

®AC Poccun, MnHsagpas Poccun, MuHnpomTopr Poccum, MuHobpHayku Poccun, PocnaTeHT

yCTaHOBJ/IEHWE NPaBuUa AUCTAHLWOHHON TOProBAW JIEKapCTBEHHbIMY NpenapaTamn (MpaBma 4OCTaBKU
NoKynaTensM JieKkapCTBEHHbIX NPenapaToB) anTe4YHbIMU OPraHM3aunsaMu, BKIKYas MEXaHU3M Or paHUYeHns
AOCTyna K caTaM B MH(OPMaLIMOHHO-TENEKOMMYHMKALMOHHOW ceTh "IHTepHeT", He COOTBETCTBYIOLLNM
yKa3aHHbIM npasunsiam

(hbenepanbHbIN 3aKOH NocTaHoBAeHNe MpasuTenscTBa Poccmnckon ®epepaumm

co3aHne paBHbIX YCNOBUN (YHKLMOHMPOBAHNSA anTeYHbIX OpraHnsaumm, npecedyeHme obopoTa
hanbCMULNPOBaHHbLIX 1 HeA0OPOKAYECTBEHHBIX NEKAPCTBEHHLIX NPEnapaToB, peasim3yeMbiX MOCPELCTBOM
WHTEPHET-TOProB/x, CBOEBPEMEHHAsA 6N10KMPOBKa MHTEPHET-PECYPCOB, HE COOTBETCTBYIOLMUX MpaBuIam
ANCTaHUMOHHON TOProB/n

Hosbpb 2018 r.

MwuH3gpas Poccnn, MMHKoMcBA3b Poccumn, MMH3IKOHOMpassuTus Poccunm,

MuHcenbxo3 Poccun, PocsgpasHansop, PockoMmHagsop,

®AC Poccunm

pa3paboTka aAMUHNCTPATUBHOIO PerjaMeHTa OCYLLECTBIEHNS KOHTPOS 3@ ANCTaHLMOHHOW TOPrOBAen
JIeKapCTBEHHbLIMM NMpenapaTamu

npukas MuH3gpasa Poccuu

perfnaMeHTauns npouenyp 1 CPOKOB MCMOJIHEHNS YNOJHOMOYEHHbIM (heaepaibHbIM OPraHoM
NCNOJIHNTEIbHON BJIACTW roCyA4apCTBEHHON OYHKLMUN MO KOHTPOJIIO 3@ ANCTAaHLUMOHHOWN TOproBen
JIeKapCTBEHHbLIMM MpenapaTamMu

uionb 2019 .

MwuH3gpas Poccun, Poc3pnpaBHag3op

npopaboTka BONpPOCa 0 Mepax MOALAEPXKKMN aNTEYHbIX OPraHn3aLmnii pa3nyHbIX (hOpM COBCTBEHHOCTHY B
MyHMLMNaNbHbIX 06pa30BaHMAX C YACSIEHHOCTbIO HaceneHns Ao 100 ThiC. YeNoBeK B LieSX HanpaBJieHUs
COOTBETCTBYOLMX PEKOMEHAaLNA B CybbekTbl Poccuiickon ®eaepaumm

noknag B lNMpasutenbCcTBO Poccuinckon ®epepalimm

pa3BNTUE KOHKYPEHLMM Cpean anTeyHblX OpraHm3aumnin B MyHULMNaabHbIX 06pa30BaHMAX C YNCIEHHOCTbIO
HaceneHns 8o 100 ThiC. YeNOBEK, Yay4dlleHne Pr3n4ecKon LOCTYNHOCTN NEKapCTBEHHbIX MPenapaToB B
MaJIOYUCTIEHHbIX N OTAAJIEHHbIX HAaCeSIeHHbIX MyHKTaX

Hosbpb 2019 1.

®AC Poccun, MnHaKoHOMpaseuTmsa Poccun,

MwuH3gpas Poccun

II. PBIHKN MegNLMHCKNX N30enui

7. CoBepLUEHCTBOBaHNE HOPMAaTUBHO-NPABOBOI0 PEryaMpoBaHns B chepe obpalleHns MeLNLMHCKUX
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n3penuin:

yCTaHOBJIEHNE NopAaKa onpeneneHna B3anMo3aMeHAeMoCTU MeANLIMHCKNX I/I3,£I,eJ'II/II7I, B TOM 4yncne
pacxoOHbIX MaTepunasaoB

noctaHosseHune MpaBuTenscTBa Poccunckon Gepepaunn

co3aHne yCnoBUiA ON5 Pa3BUTUSA KOHKYPEHLMN MeXAY NPOM3BOANTENAMN MEANLIMHCKINX N34eni
Hos16pb 2018 T.

MuH3gpas Poccuu, MunnpomTopr Poccun, PocsgpasHansop,

®AC Poccunm

pa3paboTka aAMMHUCTPATMBHOIO pernaMeHTa no onpenesieHnio B3anMo3aMeHAeMoCT MegULIMHCKNX
n3genmn

npuka3 MuHsgpasa Poccun

pernaMeHTaLma npouenyp v CPOKOB UCMONHEHNS YNONHOMOYEHHbIM (hefepanbHbiM OpraHoM
NCAONHUTENBHOW BAACTU FOCYLapCTBEHHON (hYHKLMKN MO onpefeneHnto B3aMM0o3aMeHAeMOCTH
MeONUNHCKUX n3genni

mapT 2019 .

MuH3gpas Poccuu, MuHnpomTopr Poccun, PocsgpaBHaasop

onpegeneHne NOHATUN MeAULNHCKUX N3OeNnin "OTKPLITOr0" 1 "3aKpbITOro" TMMa, a TakXXe YCTaHOBIEHMNE
06543aHHOCTM roCyAapCTBEHHbLIX U MyHULMMAbHBIX 3aKa34MKOB 3aKynaTb MeQULNHCKUE U3LeNns
"oTKpbITOr0" TNA

(hefepanbHbIA 3aKOH NocTaHoBeHWe MNpaBuTenbCcTBa Poccuinckon denepaumm

co3aHne yC0BUIA Pa3BUTNA KOHKYPEHLIUN Ha PblHKax MeANLNHCKNX N34ennn

AHBapb 2019 1.

MwuHdpnH Poccun, Munsgpas Poccun, ®AC Poccun

BBeAEeHNEe TpeboBaHNS 0 BKJIIOYEHNMN B TEXHNYECKYIO AOKYMEHTALMIO MEANLMHCKOrO U3LeNNs faHHbIX O
CPOKe 3KCnJiyaTaunu, B TOM YAC/E MO rapaHTUNHOMY 06CNY>XMBAHWNIO, CTOMMOCTMW TEXHUYECKOr O
06CNYyXUBAHUSA N PEMOHTa MEAMULMHCKOr0 U3AeNNA, @ TakXe 0 CTOMMOCTMN 0ByYeHns MegULMHCKNX
paboTHMKOB NpaBWaM MPUMEHEHNA 1 3KCMyaTauuy MeQULMHCKOro N34enns

noctaHoBsieHue MpaBuTenbCcTBa Poccuinckon ®epepaumm

CO3ZaHue YCJIOBUIA Pa3BUTUS KOHKYPEHLIMM Ha PbiHKaxX TEXHWYECKOr0 06CyXMBAHNA MeANLIMHCKNX
n3genmn

mapT 2019 .

MuH3gpas Poccun, MMHaKOHOMpassuTua Poccuu,

®AC Poccunm

nepecmoTp npoueaypbl hopMUPOBaHMA MaaThl 3@ IKCNEPTU3Y KavyecTBa, 3PdeKTNBHOCTM 1 Be3onacHOCTK
MegMUNHCKNX N34ennin, yCTpaHeHe NPoM3BOJIbHbIX PELLUEHMI YNOJIHOMOYEHHOr 0 hefepanbHOro opraHa
NCNOJIHNTEIbHON BJIACTW B YaCTU onpeaesneHna MecTa NpoBeAeHNs, KOJIMYeCTBa 1 XapakTepa UCMbITaHUR
MeLMLMHCKOro U3aenns npu rocy4apCTBEHHON perncTpauny, yCTaHoBEHWE NpoLeaypbl focynebHoro
06>ka/l0BaHNS pe3ynbTaTOB 3KCNEePTU3bl KayeCTBa, IPPEKTUBHOCTM 1 Be30MacCHOCTU MeANLIMHCKUX
n3gennn

thenepanbHbIN 3aKOH

YHUMKaUUs npoueaypbl roCy4apCTBEHHON perncTpaumum MegmumMHCKUX N3genun, ycTpaHeHne
KOppYnuMoreHHbIX PakTopos

ceHTs6pb 2018 1.

MuH3gpas Poccuum, MuHnpomTopr Poccnn, MnHakoHoMpassuTus Poccun, PocsnpasHansop,

®AC Poccun
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yCTaHoB/ieHne TpeboBaHUIM B YaCTW TEXHUYECKOro 06CyKMBaHNA MEAULMHCKUX U3OENNIA,
npenocTaBeHMs NOKynaTeNto CBeAeHnn, HeobxoAnMbIX ANa PaboThl C MEANLUHCKAM M34EANEM, BKITHOYAs
npenocTaB/ieHne KJ4Yen, napoaen 4oCTyna, MPorpaMM 1 UHbIX CBeAeHU, He0bX0ANMbIX 419 MOHTaxa,
HaflafKu, NMPUMEHEHNS, 3KCNyaTaunun, B TOM YUCIE TEXHUYECKOro 06CyKMBaHNS MeANLNHCKOr 0
n3genns, yCTaHoBJIEHUS 3anpeTa Ha HeobOCHOBAHHbIE OrpaHNYeHns NPOU3BOANTENAMU MEANLNHCKOrO
060py10BaHMNSA BO3MOXKHOCTW NMPUMEHEHNS PACXO0HbLIX MaTEPWNaoB U peareHTOB NHbIX MPON3BOAUTENEN,
pa3MeLlleHns Ha omumnanbHOM canTe Poc3apaBHaA30pa JOKYMEHTaLMM Ha KaX4oe MeaANLNHCKoe
nsgenve, yCctaHoBNeHUs 0653aHHOCTY NPON3BOANTENEN MEANLNHCKUX U3OEeNNA Ha HEAUCKPUMUHALIMOHHON
OCHOBE OCYLLECTBNATb 06y4YeHMe NNL, 3aHUMAIOLWLMXCSH TEXHUYECKMM 00C/TY>XMBAHNEM COOTBETCTBYOLLNX
MeaNLUUHCKUX U3genni

thenepanbHbIN 3aKOH

co3aHne yC0BUIA Pa3BUTUA KOHKYPEHLIMW Ha PbIHKaxX MeANUNHCKMNX N34e/Min, PaCXO4HbIX MaTepunasos,
TexXHU4Yeckoro obcnyxmeaHums

mapT 2019 .

MwuH3gpas Poccun, MuHnpomTopr Poccun, Poc3npaBHags3op,

®AC Poccunm

8. COBepLIJeHCTBOBaHI/Ie HOPMATWBHO-MPaBOBOro PerynmpoBaHus B cipepe 3aKyrnok MeguLnHCKmUX n3genni
ans obecneyenus rocygapCTBeHHbIX N MYHULUMANbHbIX HY>XX 1.

pa3paboTka TUMOBbLIX KOHTPAKTOB, MpefyCMaTPMBAIOLLMX YHUDNLMPOBAHHbIE TEXHNYECKME 3a4aHuns Mo
OTAENbHLIM KaTeropusm MeguLMHCKNX N34ennn

npukas MunH3sgpasa Poccumn

npeceyeHne orpaHUYeHns N ycTpaHeHns KOHKYpPeHLUMM rocy4apCTBEHHbLIMU U MyHULUNANbHLIMA
3aKa34ymKamu, co3gaHune paBHbIX YCJIOBUIA NOCTaBLLUMKAM MeLULMHCKUX N34 Ha Toprax

anpens 2019 r.

MwuH3gpas Poccun, MuHgpuH Poccun, MunnpomTtopr Poccum, ®AC Poccun

NOArOoTOBKa NpeasioxXeHnin 0 BHeCEHUM U3MEHEHWIN B NepeYeHb TOBapoB, paboT, ycayr, B cliyyae
OCYLLECTBJIEHNS 3aKYMOK KOTOPLIX 3aKa34mk 0653aH NpoOBOAUTL ayKLIMOH B 3/IEKTPOHHON hopMe
(3NEeKTPOHHbIN ayKLIMOH), YTBEPXXAEHHbIA pacnopsxeHneM MpaButenscTBa Poccuinckon depepauum ot 21
mMapTa 2016 r. Ne 471-p , B 4aCTV BKJIOYEHMS B NEPEYEHb BCEX MEAULMHCKUX U3aennin 6e3 NCKIYeHUR
noknap B NMpasutenscTBo Poccuinckon depepauun

NCK/0YEHNE BO3MOXHOCTI MPOU3BObHbLIX AENCTBUIA rOCYAAaPCTBEHHbLIX U MyHULIMMAbHbLIX 3aKa34MKoB Mo
PaHXUPOBaHMIO U HEOBOCHOBaHHBLIM OLEHKAM 3asBOK MpuW NPOBEAEHNN KOHKYPCOB

nioHb 2018 r.

MuH3gpas Poccun, MuHguH Poccun,

®AC Poccun

yCTaHoB/IeHNe 00583aHHOCTU YH4aCTHUKOB FOCYA4apPCTBEHHbBIX U MYHULMMAJbHbIX 3aKYMOK - MPOM3BOAMTENEN
MeONLUHCKUX U3ennii, ONs 3KCnayaTaunm KoTopbiX HE06X0AMMO UCNOJSIb30BaHNE PACXOOHbIX MaTEPUasIos,
yKa3blBaTb B TEXHNYECKOWN AOKYMEHTaLMW NPON3BOAUTENS MEANLIMHCKOIO n3genna TpeboBaHms K
pacxofHbIM MaTepranam, obecneymBalolLMM Hag exallyo 3KCnayaTaumo MeOULUHCKOro n3aenms, a
TaKXXe yCTaHOBEHNe 0COBEHHOCTEN 3aKyMNOK roCyA4apCTBEHHBIMW U MYHULIMAANbHbIMU 3aKa34ynKaMu
MeONLUNHCKNX N3aennin "3akpbiToro" Tmna

noctaHosneHue lMpasutenscTBa Poccunckon depepaunm

co3aHne yC0BUI Pa3BUTMA KOHKYPEHLIMM Ha PbIHKaxX TEXHUYECKOro 06CayXBaHNa MeanLNHCKNX
n3aennn

Hosbpb 2018 r.

MuHgunH Poccnn, MuHsgpas Poccun, ®AC Poccun
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yCTaHOBNeHMe TpeboBaHNA K YKa3aHWI0 B JOKYMEHTALMMN O 3aKyNKe MeaANUNHCKNX U3LEeANA 0OCTaTOYHOr 0
CpOKa rofHOCTU, BbIPAaXXEHHOIO ONpefesieHHbIM NepuoaoM (HanpmuMep, B rogax, Mecsuax, AHsAX), B Te4eHune
KOTOPOro MeaANLUNHCKNE U3LeNNs COXPaHSIOT CBOIO rOAHOCTb, NGO KOHKPETHON AaTON, [0 KOTOPOM
MegMUNHCKNE 30NN COXPaHAT NPUrogHOCTb A5 MCMOJIb30BaHUSA MO Ha3HaYeHuto

noctaHoBseHue MpaBuTenbCcTBa Poccuinckon ®egepaumm

CO34aHue paBHbIX YCNOBUN NOCTaBLLMKAM B3aMMO3aMeHAEMbIX MEeANLNHCKNX N3LeNni, MeL X
pa3finyHble HOMUHAJIbHbIE CPOKM FOAHOCTMW, HELOMYLEHNe yKa3aHUa 0CTaTOYHOMO CPOKa FOAHOCTM
MeONLUUHCKUX U34eNniA B MPOLEHTaX, YBENYEHE KOIMYeCTBa y4aCTHNKOB 3aKymMoK, MOBbILLEHNE
3(pHEKTMBHOCTN BIOLKETHbLIX PAacxoa0B

OKTa6pb 2018 r.

®AC Poccum,

MuHpunH Poccum, MuHsgpas Poccumn, MuHnpomTopr Poccum

yCTaHoB/eHne 0643aHHOCTM roCyAapCTBEHHbIX U MyHULMMAAbHbIX 3aKa34MKOB NPU 3aKyrnke MegnunHCKNX
n3gennii onpenenaTb HavyabHY0 (MakCMMabHYIO) LEHY KOHTPaKTa C Y4eTOM 3aTpaT Ha npunobpeTeHune
Pacxo4HbIX MaTepUasnoB 1 TexHUYeckoe 0bCnyXrBaHue Ha Nepuos rapaHTUHOMO CPOKa IKCNyaTaLmm
MeONLUHCKOro n3genuns

noctaHoBneHue MNpaBuTenscTBa Poccuiickon GepepaLmu

co34aHne yC0BUI Pa3BUTMA KOHKYPEHLIMM Ha PbIHKax TEXHUYECKOro 06CayXnBaHUa MeanLUNHCKNX
n3genmn

mapT 2019 .

MuHguH Poccnn, MuHsgpas Poccun, ®AC Poccun

[ll. PEIHKW M@OANLNHCKUX YCNyr

9. CoBepLUEHCTBOBaHME 3aKOHO4ATENbCTBA B Chepe 0XpaHbl 340POBbS B HaCTu onpeaeneHms o6beMoB U
BMLOB MEeANLNHCKON MOMOLLM, OKa3blBaEMONM B paMKax TEPPUTOPUAJIbHBIX MPOrpamMM roCyaapCTBEHHbIX
rapaHTuin 6ecnaaTHOroO OKa3aHMA rpaXkaaHam MeanLUHCKON NOMOLLN, e)XXerogHoro obHoBNEHNS
nporpaMMbl FOCYAapPCTBEHHbIX rapaHTui 6ecnaaTHOro oKasaHus rpaxaaHaM MeamuMHCKOM MOMOLLM Mpu
BHeApPEeHNN HOBbIX MEOANLINHCKUNX TEXHOJI0r NN

henepanbHbI 3aKOH NocTaHoBeHme MpaBnuTenbcTBa Poccuiickon depepaunm

peann3auna Npae rpaxaaH Ha 6ecnnaTHy0 MeaNLMHCKYO NOMOLLb

tespanb 2019 .

MuH3gpas Poccuun, MuHakoHoMpassuTua Poccuun, PocsgpaBHaasop,

®AC Poccunm

10. BHeceHve usMeHeHuUn B CTaTbio 18 ®efepanbHOro 3akoHa "O NMLEH3MPOBAHUN OTAE/bHbLIX BULOB
neAaTenbHOCTU" U NYHKT 3 noctaHoBneHus MpaBuTenscTBa Poccuinckon ®epepaumm ot 21 Hosbpsa 2011 r.
Ne 957 "O6 opraHmM3auumn NLEH3MPOBAHNSA OTAENbHbIX BUAOB AEATENbHOCTM", NpeayCcMaTpmBatoLLmnX
3aMeHy npoueaypbl NepeodopMaeHNs INLEH3MN Ha OCYLLECTBEHNE MEANLNHCKON U (hapMaLeBTNYECKOW
LesaATeNbHOCTN B CBA3M C NOSABJIEHNEM HOBbIX afpeCOB MeCT OCYLLeCTBJIeHUSA AeATeNIbHOCTU Ha npoueaypy
ohopMaeHNA ANLEH3MPYOWMM opraHoM cybbekTa Poccuinckon ®egepauy NpuaoXKeHUn K ANLEeH3Nn €
YKa3aHMEM HOBbIX afpeCOB MECT OCYLLECTB/IEHNS AEATENbHOCTH, 6€3 M3MEHEHNSA PEKBU3MTOB CaMol
nmueHsun n 6e3 HeobxoaMMOCTU NpeacTaBAEHNS OPUrMHaNa JNLEH3UN B JINLEH3NPYIOLWMIA OpraH
thenepanbHbIN 3aKOH NOCTaHOBAeHMe MpaBuTenscTBa Poccuinckon ®eaepaumm

CHATUE HeobOCHOBAHHbLIX aAMUHNCTPATMBHLIX BapbepoB Mpu NepeoopMAEHUN JINLEH3UIA Ha
OCYyLLeCTBJIEHNE MEANLIMHCKOW 1 hapMaLeBTUYECKON AeATENIbHOCTH, YCKOPEHME Pa3BUTMA MeANLNHCKMX Y
anTeYHbIX opraHn3aumin B cybbekTax Poccuinckon ®enepauun

anpens 2019 .

MuH3KOHOMpa3BuUTUS Poccun,
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MuH3gpas Poccuun, PocsgpaBHagsop,
®AC Poccum

11. YTBEpXAEHME N aKTyann3auns KINHNYECKMX peKoMeHaauunin (MpoToKOI0B evYeHuns)
npukasbl MuH3gpasa Poccum

MoBblLLIEHME Ka4yeCcTBa MeANLIMHCKON MOMOLLM

nekabpb 2019 .

MuH3gpas Poccum

12. Pa3paboTka NpeanoXKeHnin No KOHKpeTU3aLum YCI0BUIA, MPU KOTOPbIX FOCYAAPCTBEHHbIE
(MyHMLMNaNbHbIE) MEAULNHCKME OpraHn3auum MOryT OKa3blBaTb MaTHblE MeAULUHCKUE YCIYTK
noknag B NMpasutenbcTBo Poccuinckon ®epepalimm

CO3[laHue paBHbIX YCNOBUI OKa3aHWS NMAaTHbIX MeAULUHCKUX YCAYT rocyAapCTBEHHbIMU
(MyHUUMNANBbHBIMU) K YaCTHBIMU MEANLUHCKMMUW OpraHu3aunsamMm, npeoTepaLleHne okasaHus
rocyapCTBEHHbIMU (MyHULMMAAbHBIMW) MEANLMHCKMMUN OpraHn3aumaMy NAaTHbIX MeANLMHCKUX YCAyr,
KOTOPble AO/DKHbI ObITh OKa3aHbl B paMKax peasinm3auuy TeppuTopuasbHbIX MPorpamMM rocyapCTBEHHbIX
rapaHTuin 6ecnnaTHOrO OKasaHWs rpakgaHam MeauLUHCKON NOMOLLM

Hos16pb 2018 T.

®AC Poccumn, MuHsgpas Poccun

13. NMoAroToBKa NPeasioXKeHNn No COBEPLLUEHCTBOBAHMIO MeXaHN3Ma pacnpeaeneHns obbLemoB
MeONLNHCKON NOMOLLN MeXAY YH4acTHMKaMM peannsaunm TeppuTopuanbHblX MPorpaMM rocyaapCcTBEHHbIX
rapaHTuin 6ecnnaTHOro OKasaHuA rpa)kaaHam MeanLUHCKON NOMOLLN

noknag B NMpasntenbcTBo Poccuinckon ®egepaumm

Co34aHne paBHbIX YCNOBUM y4aCTUS MeQULIMHCKUX OpraHu3aunii B cucteme 0653aTelbHONr0 MeQULMHCKOIO
CTpaxoBaHUs, NpefoTBpaLLeHMe 310ynoTpebaeHnin KOMMCCMIn No pa3paboTke TeppUTOpPMANbHbLIX MPOrpaMM
0643aTeNbHOr0 MEANLMHCKOro CTPaxoBaHMs Npu pacnpeaeneHnn 06 beMoB MeaNLMHCKON MOMOLLN MeXAay
yYyacTHMKaMmn 06s3aTeNIbHOro MeANLUHCKOro CTPaxoBaHms

Hos16pb 2018 T.

®AC Poccun, MnH3aopas Poccun, PepepalibHbiin hoHA 0683aTeNbHOr0 MEANLIMHCKOrO CTPaxoBaHNS

IV. PbIHKM BUonornyeckn ak TMBHbIX 1,06aBOK

14. CoBeplUeHCTBOBaHNE HOPMATMBHO-NPaBOBOIro pPeryampoaHns B cepe obpallieHnsa bruonormyeckn
aKTMBHbIX 00HABOK MyTeM BBELAEHNS 3anpeTa Ha roCyAapCTBEHHYIO PErNCTPaLMIO B KaYeCTBe
Bronornyeckn akTUBHbIX L06aBOK NeKapCTBEHHbLIX CPEACTB 1AW NPOAYKTOB, MMEoLWNX B COCTaBe
JleKapCTBEHHble CpeACTBa, 3anpeTa Ha roCcyAapCTBEHHYIO PerncTpaumnio OGHOUMEHHbBIX WU NMOX0XUX 4,0
CTeneHn cMelleHns brnonornyeckn akTUBHbLIX A06aBOK 1 IEKAPCTBEHHbIX MpenapaToB

obpalueHmne B EBpasninCcKyo 3KOHOMUYECKYI0 KOMUCCUIO C MPeasoXKeHNEM O BHECEHNN U3MEHEHUI B
TexHn4yeckne pernameHTbl TamoxxeHHoro coto3a TP TC 021/2011, 022/2011 B uenax npeceyeHuns
He3akoHHoro obopoTa buonornveckn akTuBHbIX 406aBOK 1 BBEAEHUS NX NOTpebuTenen B 3abnyxneHme
OTHOCUTENIbHO COCTaBa M CBOMCTB B10N0rMYeckn akTUBHbIX 106aBOK, obecneyeHns 6e30nacHOCTY rpakaaH
ceHTs6pb 2018 1.

PocnoTtpebHapa3op, MuH3gpas Poccumn, PAC Poccun

15. MpoBefeHne peBM3NM BCEX PaHEE 3apPerncTPUPOBaHHbIX BOOrMYeCcKn akTUBHbIX A06ABOK,
OZIHOVMEHHbIX U/ MOXOXXWX [10 CTENEHN CMELLEHNS C IEKAPCTBEHHbLIMYI NpenapaTaMu

pa3paboTka npoekTa pekoMeHaauun Konnermm EBpasninckon 3KOHOMUYECKOM KOMUCCUM O MPUHSATUN
pelweHns 06 n3baTMM n3 06opoTa BUONOrNYECKN aKTUBHbIX 006ABOK, 04HOUMEHHbIX UM MOX0XUX A0
CTeNeHN CMEeLLeHNs C IeKapCTBEHHbIMIK NpenapaTaMun, B TOM Yncsie 61Mofornyeckn akTMBHbIX 406aBoOK,
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3aperncTpupoBaHHbIX B rOCYAApPCTBaXx - YieHax EBpa3niickoro 3KOHOMUYECKOro Colo3a
Hosbpb 2021 1.
PocnoTpebHagzop, PAC Poccun
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