NPABUTE/IbCTBO POCCUNCKOWN GEAEPALIUU

PACNOPAXEHUE
ot 12 auBapa 2018 r. N 9-p

1. YTBEPAMTb NpUiaraemblit naaH meponpusatnin ("gopoxkHyto Kapty") "Pa3BuTue KOHKypeHUMn B
34paBooxpaHeHun" (aanee - nnaH).

2. Peanunsauma meponpuaTnin, NnpesyCMoTPEeHHbIX N1aHOM, OCYLLECTBAAETCA 3aMHTEPECOBAHHbIMMU
depepanbHbIMM  OpraHamMm UCMNONHUTENIBHON BAACTM B pPaMKax YCTaHOBAEHHOM [1paBUTENbCTBOM
Poccuiickoir depepaumn npeaenbHOM YUCAEHHOCTU pPaAbOTHUMKOB W OIOAMKETHbIX ACCUTHOBAHWUM,
NpPeaycMOTPEHHbIX YKa3aHHbIM defepasbHbIM OpraHam MCMONHUTENbHOM BnactM B deaepanbHOM
6toa)KeTe Ha PyKOBOACTBO M ynpasaeHue B chepe yCTaHOBAEHHbIX QYHKUMIA.

3. PyKkosogutenam denepanbHbiX OPraHOB WCMNOJHUTENbHOW BAACTM, OTBETCTBEHHbIX 3a
peanusaumio nnaHa:

obecneunTb peannsauunto naaHa;

NpeACTaBNATb €KEeKBaPTaNbHO, A0 5-ro uncna mecaua, cneayowero 3a OTYETHbIM KBapTasom, B
®AC Poccun nHbopmaLumio o Xoae peannsaumm niaxHa.

4. ®AC Poccuum:
obecneynTb MOHUTOPUHT U KOHTPO/Ib Ppeanun3aummn naaHa;

NpPeAcTaBAATb eXKEKBAPTaNbHO, A0 25-T0 YMCNa MecALa, CAeAytoLLero 3a OTYETHbIM KBapTaioMm, B
MpaButenbcTBo Poccuiickoit Pegepaumm MHGOPMaLMIO O XO4e Peann3aumn niaHa.

MNpeacenatens NpasuTenbcTsa
Poccuiickoin Pepepaumm
O.MEABEJEB

YT1BepaeH

pacnopsaxeHuem lNpaButenbcTsa
Poccuitckoin ®epepaumm

oT 12 aHBapAa 2018 r. N 9-p

NNAH
MEPOMPUATUM ("OOPOXHAA KAPTA") "PA3BUTUE KOHKYPEHLIUU
B 34PABOOXPAHEHUUN"



HanmeHoBaHMe meponpuatma Bna noKymeHTa Oxupaaemblii pesynbtat Cpok OTBeTCcTBEHHbIE
peanusauunu MCNONHUTENN
(coucnonnutenu)
|. PBIHKM neKapcTBeHHbIX NpenapaTos 4aa MeguuUMHCKOro NpumeHeHuaA
1. CoBepLueHCTBOBaHME roCcyAapCTBEHHOM
perncTpaummn neKapCcTBeHHbIX NpenapaTos:
YCTaHOBNEHME aAMUHUCTPATUBHOMN denepanbHbIi YCKOpEeHMe BbIX04a Ha PbIHOK CeHTAbpb MwuH3apas Poccum,
OTBETCTBEHHOCTU Npou3BOAUTENEN 3aKOH BOCNPOU3BEAEHHbIX IEKAPCTBEHHbIX 2018r. MwuHnpomTtopr Poccuu,
6MoTeXHONOIMYECKMX U (MnKn) opdaHHbIX npenapaTtos, obecneyeHune goctyna ®AC Poccum
JIeKapCTBEHHbIX NPenapaTos 3a NaUMEHTOB K HOBbIM N€KapPCTBEHHbIM
HenpeaocTaBieHne 3auHTepecoBaHHbIM npenapatam
NMUAM Mo ucteyeHumn 4 net co gHA
rocyapCcTBEHHOM perMcrpaumm
JIeKapCTBEHHOrO NpenapaTa o6pasL,oB TaKnx
NleKapCTBEHHbIX NpenapaTos AaA npoBeaeHUA
KIMHUYECKUX UCCef0BaHNM
YCTaHOBNEHME aAMUHUCTPATUBHOM denepanbHbIi YCKOpEeHMe BbIX04a Ha PbIHOK CeHTAbpb MwuH3apas Poccum,
OTBETCTBEHHOCTU Npou3BoAnTeNEl 3aKOH BOCNPOU3BEAEHHbIX IEKAPCTBEHHbIX 2018r. MwuHnpomTtopr Poccuu,

6MoTEeXHONOIMYECKMX U (Mn) opdaHHbIX
JIeKapCTBEHHbIX NpenapaTos 33 HapyLleHue
TpeboBaHMA O MaKCUMaJIbHOM CTOMMOCTHU
06pasua nekapcTBEHHOro NpenapaTa,
BXOAALLETO B NepeYeHb KU3HEHHO
HEOOX0AMMbIX U BaXKHENLLIMX NEKAPCTBEHHbIX

npenapaTos
pa3paboTka mexaHM3Ma A0MNycKa Ha denepanbHbii
POCCUINCKUIA PbIHOK OPUTMHANBHbBIX 3aKOH

NleKapCcTBEHHbIX NpenapaTos, NpoLeaLmx
KAMHUYECKNE UcCAefoBaHuA U
3aperucTprpoBaHHbIX B EBponeiickom cotose,

npenapaTtos, obecneyeHne AocTyna
NaLMeHTOB K HOBbIM /IeKapCTBEHHbIM
npenaparam

YCKOpeHMe BbiIXOa4a Ha PbIHOK
NNEKapPCTBEHHbIX NMPenapaTos,
obecneveHue AO0CTyna NauneHTOB K
HOBbIM NNIEKAPCTBEHHbIM NpenapaTam

AHBapb 2019
r.

®AC Poccuun

MwuH3gpas Poccuu,
MuHnpomTopr Poccuu,
®AC Poccnm



CoeguHeHHbIx LLUTatax AMepuKkn, ANoHuu,
npeaycmMmaTpmBatoLLero B TOM YMCne ux
MapKUPOBKY NpeaynpeanTenbHON HaLNUCbIO
0 TOM, YTO SIEKAPCTBEHHbIN Npenapar He
npoLen KAMHUYeCcKne nccnefoBaHuA Ha
Tepputopun Poccuiickoin ®eapepauymm

2. ObecneyeHne GpyHKLMOHNMPOBAHUA UHCTUTYTA
B3aMMO3aMEHAEMOCTWN IEKAPCTBEHHbIX
npenapaTos:

bopmmrpoBaHME CNUCKA pedepeHTHbIX
NleKapCTBEHHbIX NpenapaTos

YCTaHOB/IEHUE a,ﬂ,MMHMCTpaTMBHOVI
OTBETCTBEHHOCTU HpOM3BOAMTeﬂel7‘I
NNEKAPCTBEHHDIX MPENAPAaTOB 3a BK/IKOYEHNE B

depepanbHbIit
3aKOH

HanpaB/ieHMe cnncKa pepepeHTHbIX
NeKapcTBeHHbIX NpenapaTos B PAC
Poccum, nybankauma ero Ha MHTepHeT-
canTtax MuH3sgpasa Poccum n ®AC Poccum
B LeNIAX NpeaocTaBAeHna paspaboTymkam
BOCMPOM3BEAEHHbIX 1EKAPCTBEHHbIX
npenapaToB OTKPbITOM MHGOPMALUKM O
pedepeHTHbIX NEKAPCTBEHHbIX
npenapaTax 414 rocy4apCTBEHHOM
perncTpaunm BoCcnpomsBeaeHHbIxX
JIeKapCTBEHHbIX NPENapaTos,
YMEHbLUEHWNS CPOKOB PAacCMOTPEHUA
3aAB/IEHMI Npou3BOAUTENEN
JIeKapCTBEHHbIX NPENapaTos O
perncTpaunm npeaenbHbIX OTNYCKHbIX
LLeH Ha SIeKapCTBEHHbIE NpenapaTol,
BK/IIOYEHHbIE B NEPEYEHb }KU3HEHHO
HEeoHXOAMMBIX N BaXKHENLLINX
JIeKapCTBEHHbIX NPenapaTos

CeHTAbpPb
2018r.

CO34aHune ycnosmﬁ ANA KOHKypeHUUn
cpeom I'IpOVI3BOAMTEI'IEI7I NEKAaPCTBEHHDbIX
npenapatos, obecneyeHune 6esonacHocTH

MtoHb 2018 r.

MwuH3gpas Poccmun

MwuH3apas Poccum,
PAC Poccuu



WHCTPYKLMIO MO MeANLMHCKOMY
NPUMEHEHUIO IEKAaPCTBEHHOTO NpenapaTa
Hen0CToBEPHOM MHGOPMALLUM OTHOCUTENBHO
CBOWCTB M XapaKTEPUCTUK JIEKaPCTBEHHOTO
npenapaTa, a TakKe 3a HEBKOYEHWE B
WHCTPYKLMIO MO MeANLMHCKOMY
NPUMEHEHUIO IEKAaPCTBEHHOTO NpenapaTa
aKTyasbHOM MHGOPMALMU OTHOCUTENBHO
CBOWCTB M XapaKTEPUCTUK NEKAPCTBEHHOTO
npenapara

dopMMpoBaHME peecTpa TUMOBbIX
WHCTPYKLMIA MO NPUMEHEHMIO
B3aMMO3aMEHAEMbIX JIeKaPCTBEHHbIX
npenapaTos

YCTaHOB/IEHWE SKBUBAJIEHTHOCTU
NleKapcTBEHHbIX OPM NEeKaPCTBEHHbIX
npenapaToBs, 3aperncTpMpPOBaHHbIX A0
yTBEpXKAeHUA npuKkasom MuH3gpasa Poccun
ot 27 nona 2016 r. N 538H nepeuHn
HaMMeHOBaHMWI 1eKapCTBEHHbIX Gopm
NleKapCTBEHHbIX NpenapaTos A4
MeANLNHCKOTO NPUMEHEHMA

npoesepKa 4OKYMEHTOB PErmcTtpaymnoOHHbIX
A0Cbe Ha MMNOPTHbIE NIEKAPCTBEHHbIE
npenapartbl Ha COOTBETCTBNE
PErNCTPaLLMOHHbIM O0CbE Ha 3TU XKe
NNIEKAPCTBEHHbIE NMpenaparthbl,

npukas
MwuH3gpasa
Poccum

npuKas
MwuH3apaBsa
Poccum

OOKNag B
MpasuTenbLCTBO
Poccuitckoit
depepauunm

npy MeanUNHCKOM NPUMEHEHUN
NleKapCcTBEHHbIX NpenapaTos

yCTpaHeHne HeobOCHOBAHHbIX Pa3nuunii AHBapb 2019 MwuH3apas Poccun,

B MHCTPYKLMAX MO NPUMEHEHUNIO r. MwuHnpomTtopr Poccuu,
B3aMMO3aMeHAEeMbIX eKapCTBEHHbIX PAC Poccuu
npenapaTos, MMEIOLWNX O4HO

MeXAYHAapoAHOe HenmaTeHTOBAHHOe

HaMMeHOBaHWe, CO34aHNe YCNOBUIN s

KOHKYPEHUUM cpeayn nponssoantTenem

JIeKapCTBEHHbIX NpenapaTos

npeceyeHne orpaHNYEHUsA KOHKYpeHuMM  aekabpb 2018 MuHsgpas Poccuu,
cpegm npoussoauTenei eKapcTBeHHbIX r. MwuHnpomTopr Poccuu,
npenapaTos, 3aperucTpupoBaHHbIX 40 ®AC Poccum
yTBepxaeHna MuHsgpasom Poccmn

nepeyHA HaMMeHOBaHMUI IeKaPCTBEHHbIX

bopM neKkapcTBEHHbIX NpenapaTos A1

MeAVLMHCKOro npumeHeHunsA

CO34aHue YCIOBUIM AN KOHKYpPEHU MU asryct 2019 r. MwuHnsgpas Poccum,

cpegm npousBoauTenei eKapcTBeHHbIX MWH3KOHOMPA3BUTUSA
npenapaTos Poccuu,
®AC Poccnmn
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3aperncTpupoBaHHble 3a pybexkom, a TakKe
npoBepKa Ha COOTBETCTBME
PErMcTPaLMoHHbIX A0Cbe Ha pedepeHTHbIe U
BOCMNPOU3BEAEHHbIE IEKAPCTBEHHbIE
npenaparbl, 3aperMcTpupoBaHHbIe B
Poccuiickoin Pepgepaumm

ycTaHoBAeHWne TpeboBaHMs o
npeaocTasieHnn kKommccnen MuHsapasa
Poccum no dopmmnpoBaHuio nepeyHemn
NIeKapPCTBEHHbIX NpenapaToB MHPOpMaLMK O
BCEX /IeKAaPCTBEHHbIX NpenapaTax,
BKJ/IIOYEHHbIX B NepeYeHb }KNU3HEHHO
HeobXoAMMbIX U BaXKHENLLMX JIEKAPCTBEHHbIX
npenapaTos, MUMeIOLLNX SKBUBAJIEHTHbIE
NOKa3aHMA K NPUMEHEHUIO, NpU
PaccCMOTPEHUN BOMPOCA O BKAHOYEHUMU
NIeKapCTBEHHOrO npenapara B nepevyeHb
YKU3HEHHO HEeobX0AMMbIX U BarKHEMLLUX
JIeKapCTBEHHbIX NpenapaTos

npopaboTKa Bonpoca 06 yCTaHOBAEHUM
npo¢deccnoHasibHON OTBETCTBEHHOCTH
MeAMLNHCKMX pabOTHMKOB 3a HapyLleHne
TpeboBaHMIM 3aKOHO4aTeNbCTBA Poccuinckoi
Pepepaunn 06 obpalleHUN NeKapCTBEHHbIX
CpeAacTB u B chepe oxXpaHbl 340P0OBbA

NocTaHoBAEHUE
MpasutenbcTBa
Poccuiickoi
depepauunm

OOoKNaa B
MpasuTenbCTBO
Poccuitckoit
depepauunm

CO3/aH1e PaBHbIX YC/IOBUN
Npoun3BOAUTENAM B3aMMO3aMEHAEMbIX
NIeKapCTBEHHbIX NpenapaTos,
HeponyweHne Heo60CHOBAHHOIO
BK/IIOMEHMA /IEKAaPCTBEHHbIX NpenapaTos
B NepeyeHb *KU3HEHHO HEOOXOAUMBIX U
Ba*KHEMLLMX IeKapCTBEHHbIX NpenapaTos

CeHTAbpb
2018rr.

yCTpaHeHWe HecopasMepHOCTH
OTBETCTBEHHOCTM CTENEHWN OOLLECTBEHHOM
OMACHOCTM NPaBOHAPYLUEHWN, CBA3AHHbIX
C HapyweHnem TpeboBaHui
3aKoHoAaTenbCTBa Poccuitckom
depepaunn o6 obpaleHnn
JIeKapCTBEHHbIX CPeacTs U B coepe
OXpaHbl 340P0BbA, YCTPAHEHME
OrpPaHMYEHUI KOHKYPEHUUN NpKU

o6 paLLeHMM B3aMMO3aMeHAEMbIX
NIeKapPCTBEHHbIX NpenapaTos, NOBbIWEHNE
OOCTYNMHOCTU NIEKAPCTBEHHbIX NPEnapaTos
A9 NALMEHTOB Ha OCHOBE peanmn3aumm

asryct 2018 r.

MwuH3apas Poccum,
MuWH3KOHOMpPa3BUTUA
Poccun,

PAC Poccuu

PAC Poccun,
MwuH3apas Poccuu,
Poc3gpasHaa3sop



npopaboTKa Bonpoca o Mmepax,
HanpasAeHHbIX Ha MHGOPMUPOBaAHUE
BpayebHOro coobLecTsa M NaLMEHTOB O
B3aMMO3aMEHSAEMbIX JIEKaPCTBEHHbIX
npenapartax

BBeAeHMe TpeboBaHUA K anTeuHbIM
OpraHn3aumAam o NepsomM NpeasioxKeHuUm
noKynatenam Hanbonee aeLesoro
B3aMMO3aMEHSAEMOTO JIEKAPCTBEHHOIO
npenapara, TpeboBaHua 06
MHOOPMMPOBAHMM NOKyNaTesnei 0 Haanuum
6onee aeleBbIx aHaNOros NpMobpeTaeMbix
JIeKapCTBEHHbIX MPEnapaToB M LeHax Ha HUX

npopaboTKa BONpoca o LLenecoobpasHoOCTH
BHECEHWUA U3SMEHEHUI B CTaTbto 18
depepanbHoro 3akoHa "06 obpalueHun
JIeKapCTBEHHbIX CpeacTs" B YacTu
YCTaHOBNEHMA 3aMpeTa Ha rocyAapCTBEHHYIO
pervcTpaumio BOCNpon3BeAeHHbIX
JIeKapCTBEHHbIX MpenapaToB B A03MPOBKaX,
OT/IMYAIOLLMXCA OT AO3NPOBOK pedepeHTHbIX
JIeKapCTBEHHbIX MPenapaTos., a TaKXe Ha

OOKNag B
MpaBuTenbLCTBO
Poccuinckoit
depepaunm

npuKas
MwuH3apasa
Poccun

AOKnaa B
MNpaBuTenbcTBO
Poccuiickoi
depepauunm

Mx npasa BblI6Opa SIeKapCTBEHHOIO
npenapara no Hanmbosee npuemaemoin
ueHe

pasbACHeHWe rpaxkaaHam u
MeAMLMHCKMM paboTHMKaM 0 Hanuunm
6onee gelleBbIX aHaNoros
A0POrocTOAWMX NEKAPCTBEHHbIX
npenapatos, popmupoBaHue
YCTOMYMBOrO CNPOCA Ha JIEKAPCTBEHHbIE
npenapaTtbl HUXKHECPEAHEro LeHOBOrO
CEerMeHTa, NpeaoTepalleHne
"BbIMbIBaHMA" U3 Npoaarku
JIeKapCTBEHHbIX MPenapaTos HU3KOM
LLeHOBOW rpynnbl

CeHTAbpb
2018r.

NnoBbllIEHME LEHOBOW M aCCOPTUMEHTHOM  HOoA6pb 2018
[OCTYMHOCTU JIeKapCTBEHHbIX NPenapaTos r.

3a cYeT npeaoTBpalleHMA "BbiMblBaHUA"

M3 NPOAArKM SIeKapCTBEHHbIX NpenapaTos

HWU3KOW LLeHOBOW rpynnbl

YyCTPaHEeHMe BO3MOXHOCTHU Hos6pb 2018
rocyfapcTBEHHOW perucTpaumm r.
JIeKapCTBEHHbIX NPENapaTos C

TepaneBTUYECKM HEOOOCHOBAHHbIMM

[,031MpPOBKaMU, NpeKpaLLeHne NPakTUKK
He06pPOCOBECTHOrO MCNONb30BAHMA

CBEAEHUN MHCTPYKLUMI N0 MeaULLUHCKOMY

NPUMEHEHWIO JIEKAPCTBEHHbIX

npenapaToB Npu NPOBeAEHUM 3aKYyNOK

MwuH3apas Poccum,
MunHo6pHayku Poccuu,
MwnHKomcBA3b Poccuuy,
MwuHnpomTtopr Poccuu,
Poc3gpasHagsop,

PAC Poccuu

MwuH3gpas Poccuu,
PAC Poccnu

MwuH3sgpas Poccuu,
PAC Poccnu
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rocy4apCTBEHHYIO PerucTpaumio
BOCNPOU3BEAEHHbIX 1EKAPCTBEHHbIX
npenapaToB, UHCTPYKLMMU N0 MeAULNHCKOMY
NPUMEHEHMIO KOTOPbIX OT/IMYatOTCA OT
WHCTPYKLMIA NO MEANLUMHCKOMY NPUMEHEHMIO
pedepeHTHbIX SIeKapCTBEHHbIX NpenapaTos

COBEpLIEHCTBOBaHWE NOPsAAKa BHECEHUA denepanbHbii ycTpaHeHWe HeobOCHOBaHHbIX pasanumnini - okTAGpb 2018 MuH3apas Poccuuy,
N3MEHEHWNI B MHCTPYKLMM MO MEANLMHCKOMY 3aKOH B MHCTPYKLMAX N0 MEANLIMHCKOMY r. ®AC Poccum
NPUMEHEHMIO SIeKaPCTBEHHbIX NPenapaTos, MPUMEHEHMUIO SIEKAPCTBEHHbIX

3aperMcTprpoBaHHbIX B paMKax 04HOro npenapaTos, UMEIOLWMX OAHO

MeXAyHapoAHOro HenaTeHToBaHHOro MeXAyHapoaHoe HenaTeHTOBaHHoe

HaMMEHOBaHMA B YaCTU YCTaHOBAEHMSA HauMeHoBaHue

TpeboBaHuMA 06 06A3aTENILHOM BHECEHUM
M3MEHEHWI BO BCE MHCTPYKLUK MO
MeANLNHCKOMY NPUMEHEHUIO
JIeKapCTBEHHbIX MpenapaToB NPy U3MeHeHUU
[OaHHbIX 0 MPOTUBONOKA3aHMAX U NOBOYHbIX
addeKTax 04HOro U3 N1EKAPCTBEHHbIX
npenapaTtos 1 npopaboTKa Bonpoca 06
aAMUHUCTPATUBHOW OTBETCTBEHHOCTHU
AepKaTenen unn Bnagenbues
pPerncTpauuoHHbIX yA0CTOBEPEHUI 3a
HEeBbINOJ/IHEHWE YKa3aHHbIX TpeboBaHU

COBepLUEeHCTBOBaHMe nopAaaka NMOCTAHOBNAEHWE  CO34aHMe PaBHbIX YCN0BUN 0bpalleHmn nionb 2018 r. MuH3zapas Poccuu,
dbopmMmmnpoBaHMA NepevHel NeKapCTBEHHbIX MpaBuTENbCTBA  3KBMBAJIEHTHbIX IEKAPCTBEHHBIX GOPM MwuHnpomTopr Poccum,
npenapaTtoB B YaCTU NUCKIOYEHUA U3 HUX Poccuiickolit JIeKapCTBEHHbIX NpenapaTos ®AC Poccum
HaMMEHOBAHWIN IEKAPCTBEHHbIX GOpPM U depepauunm

BK/lOYeHMA cnocobos BBeAEeHUA
NNEKAPCTBEHHbIX MPenapaToB

3. CoBepLUeHCTBOBAHME MeXaHU3Ma
peryMpoBaHusA LEH Ha JIEKaPCTBEHHbIE



npenaparbl, BK/AOYEHHbIE B NepeyYeHb KU3HEHHO
HeobXxoAMMbIX U BaXKHEMLLMX IeKaPCTBEHHbIX

npenaparos:
BHECeHUe n3ameHeHui B PegepanbHblii 3aKoH  deaepasnbHbIi yCTpaHeHMe NPOTUBOPEYMIA B Aekabpb 2018 PAC Poccuu,
"O6 obpalLeHNN NeKapPCTBEHHbIX CPeAcTB" U 3aKOH HOPMAaTUBHbIX NPABOBbIX aKTax Mo r. MwH3gpas Poccum,
MNpaBuna ycTaHOBAEHMA NpeaesbHbIX noctaHoBaeHne Bonpocy GOpMMPOBAHUA OTMYCKHbIX LEeH MWH3KOHOMpPa3BUTHA
pa3mepoB ONTOBbLIX M NPeAeNibHbIX pa3mepoB [paBUTeNbCTBA  Ha JIEKAPCTBEHHbIE NpenapaTsl, Poccum,
PO3HUYHbIX HaA0aBOK K GaKTUYECKMM Poccuiickoi BK/1IOYEHHbIE B NepeYvYeHb KNU3HEHHO MwuHnpomTtopr Poccuu,
OTMYCKHbIM LLeHaM, YCTaHOBAEHHbIM Pepepauunn HEOOXOAMMbIX N BaXKHEMLLINX MuHoUH Poccun
NPOU3BOAUTENAMM NEKAPCTBEHHbIX NIeKapPCTBEHHbIX MpenapaTos, B
NpenapaTos, BK/IKOYEHHbIX B MepeyeHb 33BUCUMOCTU OT NPABOBOrO CTaTyca
*KU3HEHHO HEOOXOAMMbIX N BaXKHENLLINX HanoronnaTenbLMKa

JIeKapCTBEHHbIX NpenapaToB, B CybbeKTax
Poccuinckoin Pepepaumm, yTBepKaeHHbIe
noctaHoBseHnem MpaBUTeNbCTBA
Poccuiickoin Pepgepaumm ot 29 okTabpa 2010
r. N 865 "O rocygapcTBeHHOM
peryanpoBaHnUM LEH Ha NEeKapCTBEHHbIe
npenaparbl, BKAKOYEHHbIE B NEPEYEHb
YKM3HEHHO HEOBXOANMbIX U BarKHENLLIMX
JIeKapCTBEHHbIX NpenapaTtos”,
npeaycmatpuatowmx GopmmposaHme
OTNYCKHbIX LeH Ha 1IeKapCTBEHHbIE
npenaparbl, BKAKOYEHHbIE B NEPEYEHb
¥KU3HEHHO HEOBXOANMbIX U BarKHENLLIMX
NIeKapCTBEHHbIX NPenapaTos, B 3aBUCMMOCTH
OT NPaBOBOrO CTaTyca HajloronaaTeNbLnKa

COBepLIEHCTBOBaHWE NpoLeaypbl denepanbHbiit yCTpaHeHMe ANCKPUMUHALMM deBpanb 2019 MwuH3gpas Poccun,
rocyAapCTBEHHOW pernctpaumnm 3aKOH OTEYEeCTBEHHbIX NPOU3BOAMTENEN r. MMWH3KOHOMPA3BUTUA
yCTaHaBAMBaeMbIX MPON3BOAUTENAMU NoCTaHOBNEHME  JIeKAPCTBEHHbIX NpenapaTos no Poccum,
NleKapCcTBEHHbIX NPenapaTos NpeaenbHbIxX MpaBuTENbCTBA  OTHOLWIEHWMIO K MHOCTPAHHbIM, NOBbILEHNE MuHnpomTopr Poccuu,

OTNYCKHbIX LleH Ha 1IeKapCTBEHHbIEe Poccuiickoit MHPOPMATUBHOCTUN M aKTyalbHOCTU MuHOUH Poccun,
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npenaparbl, BK/OYEHHbIE B NepeyeHb
*KU3HEHHO HEOBXOAMMbBIX U BarKHENLLMX
NIeKapCTBEHHbIX NpenapaToB

4, COBepLLIEHCTBOBaHI/Ie HOPMATMBHO-MNPaBOBOro

perynnpoBaHusa B cdepe 3aKynoK

NEKAPCTBEHHbIX NpenapaTtoB 41A obecneyeHus

roCygapCTBEHHbIX U MYHUUUNANBbHbIX HYXA:

depepauunm

rocyaapcTBEHHOro peectpa npeaenbHbIX
OTMNYCKHbIX LLeH NpoussoauTenei Ha
JIeKapCTBEHHbIe NpenapaThbl, BKAOYEHHble
B NepeyeHb }KU3HEHHO HeOBX0AUMBbIX U
BaXKHEWLLMX NEeKapCTBEHHbIX NpenapaTtos,
WUCKNItOYEHME BO3MOXHOCTU CpaBHEHMA
3aABNAEMbIX Ha rOCYJapCTBEHHYIO
perucTpauuio npeaenbHbiX OTMYCKHbIX
LEeH C LLleHamMU Ha IeKapCTBeHHble
npenaparbl, OTCYTCTBYIOLLMMMU B
obpalleHmmn, obecneyeHune
rocy4apCcTBeHHbIX U MyHULMMNANAbHbIX
3aKa34MKOB I0CTOBEPHbIMU AaHHbIMU,
HeobXoAMMbIMU NPU pacyeTe HavanbHbIX
(MaKcMmanbHbIX) LLeH rocyAapCcTBEHHbIX U
MYHUUMNANbHbIX KOHTPaKTOB,
yCTaHOBAEHWE BO3MOXHOCTU OTMEHbI
(nepecmoTpa) pelweHnit o
rocy4apCcTBEHHOM perncrpaumm
npeAenbHbIX OTMYCKHbIX LeH, NPUHATbIX B
pesynbTaTe OWKNBOK, A0NYLLEHHbIX
YNOJIHOMOYEHHbIMU beaepanbHbIMU
OopraHamm UCMOJIHUTENbHOM BNACTH,
npeAoTBPaLLEHMNE PUCKOB CYLLLECTBEHHOTO
NoBbIWEHMA BIOAMKETHBIX PAaCcX040B NpU
BK/TIOYEHMM HOBOTO JIEKAPCTBEHHOTO
npenapara B NepeyYeHb }KMU3HEHHO
HEeoBX0AMMbIX N BaXKHENLNX
NIeKapCTBEHHbIX NpenapaTos

®AC Poccnm



pa3paboTKa TMNOBbLIX KOHTPAKTOB,
npeaycMaTpuBaloLWmnX YHUPULMPOBAHHbIE
TeXHN4YeCKkne 3aaaHnA Nno Kateropnam
JIeKapCTBEHHbIX NpenapaTos

YCTaHOB/NEHNE KPpUTEPUEB COCTOAHNA PbIHKOB

NleKapCTBEHHbIX NpenapaTos, 3aKynKa
KOTOPbIX MOKET OCYLLECTBAATLCA Y

€ANHCTBEHHOrO MOCTaBLLMKa, YCTaHOB/IEHNE

npoueaypbl oT60pa UcnonHUTENEN
KOHTPAKTOB Ha NOCTaBKY JIEKAPCTBEHHbIX
npenapaTtoB B LeNAX NoAroTOBKU NPOEKTOB
COOTBETCTBYHOLLMX aKTOB lMpe3unaeHTa
Poccuiickoin Pepepaunn n MNpasutenbcTsa
Poccuiickoin Pepepaumm o6 onpeaeneHmm

€OUHCTBEHHbIX MOCTAaBLWMKOB IEKAPCTBEHHbIX

npenapaTos

YCTaHOB/1€HMNE BO3MOXKHOCTUN NoNy4yeHuUA

cTaTyca eAMHCTBEHHOTO MNOCTaBLUMKA TONbKO B
OTHOLIEHMM NEeKapCTBEHHbIX NPenapaTos, He

MMELOLLMX aHa/IOroB Ha TEPPUTOPUM
Poccuinckoin epepaumm

YCTaHOB/1IEHUNE OrpaHMHeHMVI Ha 3aK/1to4eHne
AONTOCPOYHbIX TOCYAapPCTBEHHbLIX KOHTPAKTOB

Ha NOCTAaBKY /IeEKAPCTBEHHbIX NPenapaTos, B
TOM Hucne yCtaHoBsieHne BO3MOXHOCTU
3aK/1Il04eHNA OONTOCPOYHbIX
roCcyapCTBEHHbIX KOHTPAKTOB TOJIbKO B
OTHOWEHWNN NEKAPCTBEHHbIX NPenaparTos,
3alMNLLIEHHbIX NAaTEHTAMU, NpU yCA0BUN

npukas
MwuH3apasa
Poccumn

depepanbHbiit
3aKOH
NoCTaHOBNEHUE
MpasutenbcTBa
Poccuiickoit
depepauunm

depepanbHbIit
3aKOH
NoCTaHOBNEHUNE
MNpaBuTenbcTBa
Poccuitckoit
depepauunm

denepanbHbIi
3aKOH

npeceyeHne orpaHNUYEHMA N YCTPpaHEHUA
KOHKYPEHLUMN rocyAapCTBEHHbIMU U
MYHULMNANbHbIMW 3aKa3umMKamu,
CO3/4aHue PaBHbIX YCI0BUIA MOCTaBLLMKaM
NleKapcTBEHHbIX MpenapaTos Ha Toprax

Co34aHue mexaHU3ma NPUHATUA
Mpe3naeHTom Poccuiickoint deaepaumm un
MpasuTenscTBoM Poccuinckom
depepaunm COOTBETCTBYHOLWMX PELUEHNN
06 onpegeneHnn eaANHCTBEHHbIX
MOCTaBLUMKOB JIEKAPCTBEHHbIX
npenapaToB Ha OCHOBE MPO3PayHbIX
npoueayp M 06beKTUBHbIX KPUTEPUEB,
nosbllleHne 3GPeKTUBHOCTM BIOAIKETHBIX
pacxonoB

npeaoTBpaLeHne Heo60CHOBAHHOIO
OrpaHMyYeHnNA KOHKYpPEeHL KN Npu
NoABNEHNN BOCNPOU3BEAEHHbIX
JIeKapCTBEHHbIX NpenapaToB, NOBbIEHNE
3pPeKTUBHOCTM BIOAKETHBIX PACX040B

npegoTBpaLLeHe He060CHOBAHHOIO
OrPaHNYEHMA KOHKYPEHLMN NpK
NoABJEHNN BOCNPOM3BEAEHHbIX
JIeKapCTBEHHbIX NPenapaTos, NoBbIWeHNe
3pPeKTUBHOCTM BIOAKETHDBIX PACXOA0B,
CTUMY/IMPOBaHWE BbIXOAA Ha PbIHOK
BOCMPOWN3BEAEHHbIX NEKAPCTBEHHbIX
npenapaTtos, a TaK»Ke UHbIX

anpenb 2018
r.

¢deBpanb 2019
r.

¢despanb 2019
.

MtoHb 2019 .

MwuH3sgpas Poccuu,
MuHoUH Poccuu,
MwuHnpomTtopr Poccuu,
®AC Poccum

MwuHnpomTtopr Poccuu,
MwuHduH Poccun,
MwuH3sgpas Poccuu,
PAC Poccuu

MwuHnpomTopr Poccun,
MuHuUH Poccum,
MwuH3apas Poccum,
®AC Poccum

®AC Poccuu,

MwuHpuH Poccun,
MwuH3gpas Poccuu,
MwuHnpomTopr Poccumn



3HAYMTENIBHOTO CHUMKEHMA LLEH Ha TaKne
NleKapCTBEHHbIE NpenapaTbl, OrpaHNYEHME
CpPOKa AeNCcTBUA AONTOCPOYHbIX
roCcyZ,apCTBEHHbIX KOHTPAKTOB CPOKOM
[eNCcTBUA NAaTEHTA Ha IEKAPCTBEHHbIN
npenapat AMbo AaToi BbIXo4a Ha PbIHOK
WMHOFO SIeKapCTBEHHOIO NpenapaTa,
MMELOLLLETO Te e NMOoKa3aHMA K NPUMEHEHWMIO

yCTaHOB/IEHME 0COBEeHHOCTEM onncaHus nocTaHOBNEHME
JIeKapCTBEHHbIX NPenapaTos Npu MpaBuTenbCTBa
OCYLL,ECTB/IEHUM 3aKYMOK, B TOM Yncne Poccuiickoi
NIeKapPCTBEHHbIX POPM U A03UPOBOK depepauun

JIeKapCTBEHHbIX NpenapaToB, YCTaHOB/EHME
3anpeTa Ha ob6beAnHeHME B OAWH NOT yCayr
Nno NoCTaBKe, XPaHEHWNIO N OTNYCKY
JIeKapCTBEHHbIX NpenapaToB, yCTaHOB/EHME
TpeboBaHMA 06 yKa3aHUM B JOKYMEHTALUMN O
3aKyMKe 0CTaTOYHOro CPOKa FroAHOCTU
NleKapCTBEHHbIX NpenapaTos, BbipaXKeHHOro
onpeaeneHHbIM nepnoaom (Hanpumep, B
rogax, mecauax, AHAX), B Te4eHne KoToporo
fNleKapcTBeHHble NpenapaTbl COXPaHAOT
NPUroaHOCTb, IMB0 KOHKPETHOM AaTol, A0
KOTOPOM IeKapcTBeHHble NpenapaThbl
COXPaHAIOT CBOIO NPUrOAHOCTbL ANA
MCMNO/1Ib30BaHUA NO Ha3HaYeHUIo

YyCTaHOB/1IEHNE BO3MOXXHOCTU onpeaeneHnaA d)e,u,e panbHbI "

CTPaHbl NPOMCXOXKAEHUA NEKAPCTBEHHOMO 3aKOH
npenaparta A8 MeAULMHCKOro NPUMEHEHNUA  MOCTAHOB/AEHMUE
Ha OCHOBaAHMM CBeAEeHUIA pernctpaumoHHoro lpaBuTenbcTea
YAOCTOBEPEeHUA NeKapcTBEHHOro nNpenapaTta  Poccuiickoi
6e3 HeobXx0AMMOCTM NonyYeHua ceptudukata degepaunmu

JIeKapCTBEHHbIX NPenapaTos, UMELLMUX
Te }Ke MOoKa3aHUA K NPUMEHEHMUIO,
CHUXXEHME LIeH Ha JIeKapCTBEHHbIE
npenaparbl, He UMeloLLME aHaIoroB, 3a
CYeT rapaHTUPOBAHHbIX 06bEMOB cbbITa,
CHUMEHME N3AEePIKEK roCy1apCTBEHHbIX
3aKa34MKOB, CBA3AHHbIX C NPOBEAEHNEM
3aKYMNOK NIeKapCTBEHHbIX NpenapaTos

npeceyeHme orpaHNYEHUA U yCTPaAHEHNS
KOHKYPEHUMM rocyaapCcTBEHHbIMU U
MYHULMNANbHBIMM 3aKa3vyMKamu,
yBe/MYeHMe KoMYecTBa y4acTHUKOB
3aKynNoK, NoBbiweHne 3pPeKTUBHOCTH
610KETHbIX PacxoA0B, CO34aHNe PaBHbIX
YCN0BMIA NOCTaBLUMKaM
B3aMMO3aMeHAEMbIX JIEKAPCTBEHHbIX
npenapaTos, UMEIOLLNX Pa3InYHble
HOMMWHa/IbHbIE CPOKM FOAHOCTH,
HeaoNyLWeHWe YKa3aHWA 0CTaTOYHOro
CPOKa rogHOCTUN IEKAPCTBEHHbIX
npenapaTos B NPOLLEHTaX

ceHTAbpb
2018rr.

yCTpaHeHMe U3bbITOYHOro OKTAGpPb 2018
aAMMHUCTPATMBHOIO Bapbepa, CHUKEeHUe r.
n3gepeK NoCTaBLLMKOB IEKAPCTBEHHbIX

npenapaToB, y4acTBYHOLLUX B

rocyfapCTBEHHbIX 3aKyMKax, CHUXeHUe

LeH Ha IeKapCTBEHHbIE NpenapaTol

PAC Poccun,

MuHoMH Poccuu,
MwuH3gpas Poccuu,
MwuHnpomTopr Poccum

MuHnpomTopr Poccuu,
MMWH3KOHOMPA3BUTUA
Poccun,

MwuH3gpas Poccuu,
PAC Poccmun



CT-1

5. CoBepLIeHCTBOBaHME HOPMaTMBHO-MPABOBOro
peryanpoBaHua B chepe 3awmThbl
WHTENNEKTYalbHOM COBCTBEHHOCTH:

YTOYHEHWE YCNOBUIA NAaTEHTOCNOCOOHOCTH OOoKnag B pelleHne BONpPoCoB NaTeHTOBaHMA CeHTabpb  MWHIKOHOMPA3BUTMUSA
n306peTeHma B OTHOLIEHUM NATEHTOBaHMUA MpaButenbctBo  MoAUDUKALMIN CYLLECTBYIOLLNX 2018r. Poccun,
noboro HOBOro CBOMCTBA UM HOBOTO Poccuiickoi JIEKaPCTBEHHbIX NpenapaTos, B TOM YMce MwuHobpHaykn Poccun,
NPUMEHEHNA N3BECTHOIO AENCTBYHOLLErO bepepaumnn HOBbIX MOKA3aHWI K NPUMEHEHWIO, MwuHnpomTopr Poccuu,
BeLLLeCTBa IEKAPCTBEHHOIO NpenapaTa TepaneBTUYECKMX METOL0B, KOMBOUHaUM PocnarteHr,
OEeVCTBYIOLLMX BELLECTB, IEKAPCTBEHHbIX ®AC Poccum
dopm, cnocobos NpomnssoaCcTBa
YyCTaHOBJ/IEHNE CPOKOB PacCMOTpPEHUA npuKkas U3MeHeHMe NopAaaKa PacCMOTPEeHUA asryct 2018 r. MuHo6pHayku Poccum,
YNOJIHOMOYEHHbIM dpefepanbHbiMm opraHom  MuHobpHayKu CNOPOB, CBA3AHHbIX C 3aLLUTON PocnaTeHT,
WMCNONHUTENIbHOM BNACTU CNOPOB, CBA3aHHbIX Poccuum WHTEeNNEeKTyaNbHbIX NPaB, YCKOPEHME ®AC Poccum
C 3aLUNTOM MHTENNEKTYaIbHbIX NPaB BbIXOZa Ha PbIHOK BOCNPOU3BELAEHHbIX U
610aHaN0roBbIX IEKAPCTBEHHbIX
npenapaTos
pa3paboTka NnopsaaKa Bblaavm depepanbHbIi obecneyeHune ycnoBuin peanunsaumm nekabpb 2018 PAC Poccum,

MpasutenbsctBom Poccuiickon ®eaepaumnm

3aKOH

MpasutennctBom Poccuiickom

r.

MwuH3apas Poccum,

npeaycMoTpeHHoro ctatbeit 1360 nocraHosneHme depepauunm Hopmbl ctaTbm 1360 MwuHnpomTopr Poccuu,
lpaxkaaHcKoro Koaekca Poccuinckoit MpasutenbctBa  [pakpaHcKoro Kogekca Poccuiickom MuHo6pHayKkM Poccuu,
depepauunn paspelleHns Ha UCnonb3oBaHWe Poccuiickoi depepaumn B LLENAX CHUMKEHUA LLEH Ha PocnateHT
n3obpeTeHus, NofesHo Moaenu unu depepayuu [0pPOrocTosALMe NeKapCTBEHHbIE

NPOMbILLIEHHOTO 06Pa3L,a IeKAPCTBEHHOTO
cpencTea 6e3 cornacua nateHToob1azaTens

6. Pa3BuTME KOHKYPEHLMWN CPEAM anTeYHbIX
OopraHusaumi:

npenaparbl, 3alNLLEHHbIE MATEHTOM,
Heobxoammble aaa 60pbbbl €
3ANNAEMUAMM, YTPONKAOLWMMU
HauWoHaNbHOM 6be3onacHOCTU
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YyCTaHOBJIEHWE NPaBUA ANUCTAHLMOHHOM
TOProB/IN IEKAPCTBEHHbIMM NpenapaTammu
(npaBwn gocTaBKM NoKynaTensm
JIEKAPCTBEHHbIX NpenapaToB) anTeYyHbIMM
OpraHM3auMaAMM, BKIOYAA MEXaHMU3M
orpaHMyeHus 4OCTyna K caiiTam B
MHGOPMAUNOHHO-TENEKOMMYHUKALMOHHOM
cetn "MHTepHeT", He COOTBETCTBYHOLUM
YyKa3aHHbIM npaBuiam

pa3paboTKka agAMMHUCTPATUBHOIO pernameHTa
OCYLLECTBNEHUA KOHTPO/IA 38 AUCTaHLIMOHHOWM
TOProBeit IeKapcTBEHHbIMM Npenapatamum

npopaboTKa BONpoca 0 Mepax NOALEPHKKM
anTeYHbIX OpraHM3aunit pasanyHbix hopm
COBCTBEHHOCTM B MyHULMMNANbHbIX
06pa3oBaHUAX C YNCIEHHOCTbIO HaceieHuA
00 100 TbIC. YeNnOBEK B LenAX HanpaBneHnsa
COOTBETCTBYHOLMX PEKOMEHAALMN B
cybbeKTbl Poccuiickont Pepepaumm

7. CoBepLUeHCTBOBaHME HOPMaTMBHO-MPABOBOr0
perynnpoBaHua B chepe obpalieHun
MeAMNLMHCKUX U3AENNNA:

YCTaHOB/IEHNE NOPALKa onpeaesneHnAa
B3aMMO3aMeHAEMOCTU MEOULLIUHCKUX

denepanbHbIi
3aKOH
nocTaHoBAEHME
MpasutenbcTea
Poccuiickoi
depepauunm

npukas
MwuH3gpasa
Poccum

OoKnag B
MpasuTenbLCTBO
Poccuitckoit
depepauunm

CO3AaHune PaBHbIX YCA0BUM HOAGpb 2018
OYHKUMOHNPOBAHMA anTeYHbIX r.
opraHmsaunii, npecevyeHmne obopora
danbcndnumpoBaHHbIX U

HeN06pPOKaYEeCTBEHHbIX 1EKAPCTBEHHbIX

npenapaToBs, peasiMsyembix NOCPeacTBOM
WHTEPHET-TOProBau, CBOeBpeMeHHas

610KMPOBKa MHTEPHET-PECYPCOB, HE

COOTBETCTBYIOLMX NPaBuIam

ANCTaHUMOHHOW TOProBaun

pernameHTauma npoueayp n CPOKoB uonb 2019 r.
MUCNOoJIHEHNA YNOZTHOMOYEHHbIM

denepanbHbIM OPraHOM UCNONHUTENBHOM

B/1ACTU rOCyapCTBEHHOM GYHKLMM NO

KOHTPO/II0 33 ANCTAaHLMOHHOW TOproBaen

NleKapcTBeHHbIMM Npenapatamu

pa3BUTME KOHKYPEHLUUM Cpeau anTeyHblx  Hosabpb 2019
OpraHn3aLmin B MyHULMNANbHbIX r.
06pa30BaHMUAX C YNCNEHHOCTbIO

HaceneHna ao 100 Tbic. YenoBek,

ynyyweHue GuUsnYecKoin 4OCTYNHOCTH

JIeKapCTBEHHbIX NPenapaTos B

MaJIOUNCAEHHDBIX U OTAANEHHbIX

HACeJIeHHbIX MyHKTax

[l. PbIHKM MeANLMHCKUX U301

NOCTaHOBNEHUNE
MpasuTenbcTBa

CO3/aHue YyC0BUIA ANA PasBUTUS Hos6pb 2018
KOHKYPEHLUUM MeKay NPOU3BOANTENAMM r.

MwuH3sgpas Poccuu,
MuHKomcBA3b Pocecumu,
MWH3KOHOMpPa3BUTUA
Poccun,

MwuHcenbxo3 Poccun,
Poc3gpasHagsop,
PockomHagzop,

PAC Poccnu

MwuH3gpas Poccuu,
PocsgpasHagsop

®AC Poccuu,
MwuH3KOHOMpPa3BUTUA
Poccun,

MwuH3apas Poccum

MwuH3apas Poccum,
MwuHnpomTopr Poccuu,



U3aenunii, B TOM YUCAEe PACXOAHbIX
maTtepuanos

pa3paboTKka aAMNUHUCTPATUBHOTO periameHTa
no onpeaeneHnio B3auMo3ameHAeMoCTH
MeANLMHCKUX U34enni

onpeaeneHne NOHATUIA MeANLMHCKUX
usgenunii "oTkpbiToro" n "sakpbitoro"” TMna, a
TaKXe ycTaHoB/AeHWe 06A3aHHOCTU
rocy4apCTBEHHbIX M MyHUUMNANbHBIX
3aKa34MKOB 3aKynaTb MeAULMHCKME U3LeNUn
"oTKpbITOro" TMna

BBeZEeHNe TpeboBaHUA O BKIOYEHUN B
TEXHUYECKYO0 OKYMEHTALMIO MeaULUHCKOTo
N34,e/1A OaHHbIX O CPOKE 3KCMNIyaTauuu, B
TOM YMCae NO rapaHTUIRHOMY 0BCAYKUBAHUIO,
CTOMMOCTU TEXHUYECKOTO 06CAyKMBaHNA U
pPEMOHTa MeANLMHCKOTO U3AeNNA, a TaKXKe 0
CTOMMOCTU 06ydYeHMA MeANLNHCKUX
pabOoTHMKOB NpaBMAaM NPUMEHEHUA U
aKcnayaTauumn meauuMHCKOro u3aenms

nepecmoTp npoueaypbl GOpMUPOBaHUSA
NiaTbl 33 IKCNEPTU3Y KAYeCTBa,

3¢ deKTMBHOCTM M He3onacHoOCTH
MeAMLMHCKUX U3AEeNNIA, yCTPaHeHNe
NPOM3BOIbHbIX PeLeHnin yNoAHOMOYEHHOro
denepanbHOro opraHa UCNOAHUTENbHOWM
BNACTU B YacTu onpeaeneH1s mecTa
npoBeAeHWA, KOIMYECTBA U XapaKTepa

Poccuiickon
depepauunm

npuKas
MwuH3apaBsa
Poccum

denepanbHbIi
3aKOH
NnocTaHoOBNEHUE
MNpasutenbcTea
Poccuiickoi
depepaunm

NoCTaHOBAEHME
MNpasuTenbcTBa
Poccuitckoit
depepaunm

depepanbHbIi
3aKOH

MeaNLMHCKUX U3genni

pernameHTaLms npoueayp v CPOKOB
NCMONHEHWA YNOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMNOTHUTENIbHOM
BJ1aCTU rOCyAapCTBEHHOM GYHKLMM MO
onpeaeneHno B3aMMo3aMeHAeMoCTH
MeAMNLMUHCKUX n3aenuii

mapt 2019

CO34aHune YCNOBUN pa3BUTUA AaHBapb 2019
KOHKYPEHLMM HA PbIHKAX MeAULMHCKMX r.
nsgenui

CO34aHune yCI0BUN Pa3BUTUSA mapt 2019,
KOHKYPEeHUMN Ha PbIHKaX TeEXHNUYECKOro

06cnyKMBaHMA MeANLNHCKUX U3LENNIA

yHudmKauma npoueaypbl ceHTabpb
rocyfapcTBeHHOW permcrTpaymm 2018r.

MeAMULMHCKUX U34eNnNiA, yCTpaHeHne
KoppynuuoreHHbix GakTopos

Poc3gpasHagsop,
®AC Poccnun

MwuH3apas Poccum,
MwuHnpomTtopr Poccuu,
PocsppaBHag3op

MwuHduH Poccun,
MwuH3gpas Poccuu,
PAC Poccnu

MwuH3sgpas Poccuu,
MwuH3KOHOMpPa3BUTUA
Poccun,

®AC Poccum

MwuH3apas Poccuu,
MwuHnpomTopr Poccun,
MWH3KOHOMPA3BUTUA
Poccun,
Poc3gpasHaasop,

®AC Poccnm



MCMbITaHUM MegULNHCKOro u3aenms npu
rocyf,apCTBEHHOM perucTpaumm,
YyCTaHOBAEHME NpoLeaypbl fAocyaebHoro
06rKanoBaHUA pe3ynbTaToOB 3KCNePTU3bI
KauyecTBa, 3¢ PeKTMBHOCTM M He3onacHOCTH
MeANLUMHCKUX U3aenuni

yCTaHoBAeHWe TpeboBaHWUI B YacTK depepanbHbiit CO34aHue YyC/I0BUI pa3BUTUA mapt 2019 r. MwuH3apas Poccum,
TEXHUYECKOro 06CNYKMBAHMA MEOULMHCKMX — 3aKOH KOHKYPEHUMM HA PbIHKAX MEAMULMHCKUX MuHnpomTopr Poccun,
n3aenunii, NpeaocTaBieHNsa NOKynaTento n3gennii, pacxoaHblX MaTepManos, PocsapasHaazop,
CcBeAeHUn, HeobxoaumbIx AnsA paboTbl ¢ TEXHUYECKOro 06CyKMBaHUA ®AC Poccum

MEANUMHCKUM U3aennem, BKIoYas
npeaocTaB/ieHUe K4Yein, naposiei AocTyna,
NPOrpamm 1 UHbIX CBEAEHWNM, HEOBX0AMMbIX
ONA MOHTa)a, Ha/lagKu, MPUMEHEHUS,
3KCnyaTaumu, B TOM YMC/IE TEXHUYECKOTO
06CNYKMBAHMA MEANLMHCKOTO U3henus,
YCTaHOB/IEHWA 3anpeTa Ha HeobOCHOBaHHbIEe
OorpaHUYeHma NPOU3BOANTENSAMMU
MeAMLUMHCKOro o6opyaoBaHMA BO3MOXKHOCTHU
NPUMEHEHWS PacXOHbIX MaTepPUanos U
peareHTOB MHbIX NpOM3BOAMUTENEN,
pa3melleHMA Ha opuLManbHOM canTe
Poc3apaBHaa3opa 4OKYMEHTALMKN Ha KaxKkaoe
MeAMLUMHCKOe U3aenune, yCTaHOBAEHUA
06A3aHHOCTU Npon3BOANUTENEN MEANULIMHCKNX
n3aennii Ha HeAUCKPUMMHALLMOHHOM OCHOBE
OCYLLECTBNATb 06yYeHMe nnL,
3aHUMAOLLMXCA TEXHUYECKUM
obcnyKMBaHMEM COOTBETCTBYIOLLMX
MeOMULMHCKUX U3aenni

8. CoBeplueHCTBOBaHME HOPMATMBHO-MPaBOBOro
peryanpoBaHua B chepe 3aKynoK meanuUMHCKUX



nsaennit ana obecnevyeHma rocyaapCcTBEHHbIX U
MYHULMNANbHbIX HYXA,:

pa3paboTKka TMNOBbLIX KOHTPAKTOB,
npeaycMaTpuBatoLWmMX YHUOUUMPOBAHHbIE
TeXHUYECKMe 3aZaHuA No OTAE/bHbIM
KaTeropmam meanumMHCKUX U3genunit

NoAroTOBKa NPea/IoKeHUn 0 BHECEHUM
U3MEHEHWI B NepeYyeHb TOBApPOB, paboT,
YCAyT, B C/ly4ae OCyLLeCTBAEHUA 3aKyNoK
KOTOPbIX 3aKa3unK 06a3aH NPOBOANTD
AYKUMOH B 3/1EKTPOHHOM popme
(3NEKTPOHHbBIN aYKUMOH), yTBEPKAEHHDbIN
pacnopsaxeHunem MNpaButenbctea Poccuiickom
depepaunm ot 21 mapTta 2016 r. N471-p, B
YacTu BKOYEHUA B NepedeHb BCex
MeANUMHCKUX U3LeNNIN 6e3 UCKNIOYEHWI

ycTaHoB/eHWe 0653aHHOCTU YYaCTHUKOB
roCcyZ4apCTBEHHbIX M MyHULMNANAbHbIX 3aKyNOK
- Npou3BoAMUTENEN MEANLMHCKUX U3AENNN,
AN1A 3KCNyaTauumn KOoTopbiX Heo6xoaMmo
NCMNO/Ib30BaHNE PACcXO4HbIX MaTepunanos,
YKa3blBaTb B TEXHWYECKOW AOKYMEHTaLUN
Npo13BOAMTENA MEAMLMHCKOTO N3aenmsa
TpeboBaHMA K pacxoaHbIM MaTepuanam,
obecneymBaloLWMM HagNeKaLLYIO
9KCNIyaTaumio MeAMLMHCKOrO U3genws, a
TaKXe yCTaHOB/IeHNe 0CObeHHOCTEN 3aKyMNoK
rocyZapCTBEHHbIMU U MYHULMNAIbHbIMM
3aKa3uMKamMmn MeANLIMHCKUX U3LeNunit
"3aKpbITOro" TMNa

npuKas
MwuH3apaBsa
Poccum

OO0KNag B
NpaBuTenbcTBo
Poccuiickoi
depepaunm

nocTaHoBAEHME
MNpasutenbcTBa
Poccuiickoi
depepaunm

npeceyeHme OrpaHNYEHNA N yCTPAHEHNA anpens 2019
KOHKYPEHLUMM rocyaapCcTBEHHbIMU U r.
MYHUUMNANbHBIMM 3aKa34yMKamu,

CO3/aHMe PaBHbIX YCOBUIM MNOCTaBLLMKAM

MeANUNHCKUX U34e/INIM Ha Toprax

WUCKNOYEHNE BO3SMOXKHOCTH noHb 2018 r.
NPOU3BO/IbHbIX AENCTBUN

rocy4apCTBEHHbIX N MYHULMNANbHbIX

3aKa34MKOB MO PaHXNPOBAHUIO U

Heob0CHOBaHHbIM OLLEHKaM 3asBOK Mpwu

nposeaeHMN KOHKypcoB

co34aHune yCNoBUN pa3BUTUA Hos6pb 2018
KOHKYPEHLMM HA PbIHKAX TEXHUYECKOTO r.
06CNYKMBAHMA MEANLMHCKUX U3aennii

MwuH3apas Poccum,
MwuHduH Poccun,
MwuHnpomTtopr Poccuu,
®AC Poccum

MwuH3gpas Poccuu,
MwuHduH Poccun,
PAC Poccnu

MwuHpuH Poccun,
MwuH3sgpas Poccuu,
PAC Poccnu


consultantplus://offline/ref=6259FB7B869B3F6DD43557B0C6179677FED2107266E7BAC6AC55448C37741653B69026F870A5648B51AC90B14BDA907BE24CC22012B5F898GEuAM

yCcTaHoBAeHWe TpeboBaHMSA K YKa3aHMUIO B
[OKYMEHTaLMN O 3aKyMnKe MeaULIMHCKUX
N34,e/IMiA OCTaTOYHOMO CPOKa rogHOCTH,
Bblpa*KeHHOro onpeaeneHHbIM Neproaom
(Hanpumep, B rogax, mecauax, AHAX), B
TeyeHue KOTOPOoro MeauLMHCKUE n3aenmsa
COXPaHAIT CBOIO roAHOCTb, 1MB0 KOHKPETHOM
[aTon, A0 KOTOPOU MeaULMHCKME U3aenns
COXPaHAT NPUroAHOCTb AN UCNONb30BaHUA
Mo HasHa4YeHuio

yCTaHOB/IEHUE 06A3aHHOCTH
rocy4apCTBEHHbIX U MYHULMMANbHbIX
3aKa34MKOB NPU 3aKyNKe MegULUHCKUX
n3genuii onpeaensTe HadyalbHYO
(MaKcMManbHY0) LLeHY KOHTPAKTa C y4eTom
3aTpaT Ha NpuobpeTeHne pacxoaHbIX
MaTepuanoB U TeXHUYECKoe 0b6cyKnBaHme
Ha Nepuos rapaHTMIMHOTO CPOKa
aKCNAyaTauum MeamLMHCKOro U3aenms

9. CoBepLUeHCTBOBaHME 3aKOHOAATENbCTBA B
cdepe oxpaHbl 340p0OBbA B YacTV onpeseneHus
06bEMOB M BUA0B MEANLIMHCKON NOMOLLM,
OKa3blBaeMOW B paMKax TEPPUTOPUAbHbIX
Nporpamm rocy4apCcTBeHHbIX rapaHTUi
6ecnaaTHOro oKasaHuaA rpaxgaHam
MeAMLMHCKOWM NMOMOLLM, EXKETOLHOTO
06HOB/IEHWNA NPOrPaMMBbI FOCYAaPCTBEHHbIX
rapaHTuii 6ecnnaTHOro OKasaHMWsA rpaykaaHam
MeAMLMHCKOWM MOMOLLM MPU BHEAPEHUM HOBbIX
MeAMLMHCKNX TEXHOIOTUIA

NOCTaHOB/AEHME  CO3A4aHMe PaBHbIX YCI0BUM NOCTaBLWMKam OKTabpb 2018 PAC Poccuu,

MpaBuTenbcTBa  B3aMMO3aMeHAEMbIX MeANLMUHCKMX

Poccuiickoi n3aenni, UMerLwmx pasinyHole

depepaunm HOMMHaJ/IbHbIE CPOKM FOAHOCTY,
HegonyLweHWe yKasaHUA 0CTaTOYHOrO
CpOKa roAHOCTU MeAULNHCKUX N34eNnn B
NPOLEHTAX, yBE/IMYEHME KO/INYECTBa
YYaCTHUKOB 3aKyMOK, NOBbILEHNE
3pPeKTUBHOCTM BIOAKETHBIX Pacxoa0B

MOCTAHOBNEHME  CO34aHME YC/IOBUM PasBUTUA
MpaBUTENbCTBA  KOHKYPEHLIMM Ha PbIHKAX TEXHUYECKOTO
Poccuiickoit ob6cnyKMBaHMA MeANUNHCKUX U3LENNIA
depepauunm

[ll. PbIHKM MeANUUHCKUX yCayr

denepanbHbIi peanusaumna npas rparkgaH Ha
3aKOH 6ecnnaTHy0 MeANLMHCKYIO MOMOLLb
NOCTaHOBAEHMUE

MpasutenbcTBa

Poccuiickoi

depepauunm

r.

mapt 2019 .

¢depanb 2019
r.

MuHoUH Poccuu,
MwuH3sgpas Poccuu,
MwuHnpomTopr Poccuun

MuHoMH Poccum,
MwuH3sgpas Poccuu,
PAC Poccuu

MwuH3sgpas Poccuu,
MMWH3KOHOMPA3BUTUA
Poccun,
Poc3gpasHaasop,
PAC Poccnu



10. BHeceHne nsmeHeHui B ctTatbto 18
depepanbHOro 3akoHa "O ANLEH3NPOBAHUK
OTAE/IbHbIX BUAOB AeATENbHOCTM" N NYHKT 3
nocraHosseHus MpaButenbcTBa Poccninckom
Pepepaunn ot 21 Hoabpa 2011 r. N 957 "0O6
OpraHM3aLUnm AMLEH3UPOBAHUA OTAENbHbIX
BUAOB AeATeNbHOCTU", NpeaycMmaTpMBaoLLMX
3ameHy npoueaypbl nepeodopmaeHns
JNINUEH3UN Ha OCYLLLECTBNEHNE MEAULIMHCKOM U
dbapmaLeBTUYECKOW AeATeNbHOCTU B CBS3M C
nosiBJIEHNEM HOBbIX aZlPECOB MecT
OCYLLECTB/IEHMA AeATEeNIbHOCTU Ha npoueaypy
odopMNEHUA NULEHIUPYIOWMM OPraHoOM
cybbeKkTa Poccuiickolt Pegepaumm NpUIoKeHUIM
K JIMLUEH3UU C YKa3saHWEM HOBbIX aZlpecoB MecT
OCYLLECTB/IEHUSA AeATeNbHOCTU, 6e3 U3MeHeHUs
PEKBU3NTOB CAMOW /IMLLEH3MU 1 be3
HEeobXo4AMMOCTU NpeacTaBAEHNA OPUTHMHANA
JNINUEH3UN B INLEH3UPYHOLLNI OpraH

11. YTBeprKAeHNE 1 aKTyannsauma KANHUYECKUX
pekomeHaaLumi (NPOTOKOI0B NeYeHuns)

12. Pa3paboTka npeanoxeHui no
KOHKPEeTU3aLMKn ycioBuiA, Npu KOTopbIX
rocyapcrBeHHble (MyHULMNaAbHbIE)
MeAMLMHCKME OpraH1M3aLmmn MoryT OKasblBaTb
nAaTHble MeaULMHCKUE YCyTU

denepanbHbIi
3aKOH
nocTaHoBAEHME
MpasutenbcTea
Poccuiickoi
depepauunm

npuKasbl
MwuH3apasa
Poccun

OOoKnag B
MpasuTenbLCTBO
Poccuitckoit
depepauunm

CHATUE HeEOBOCHOBAHHbIX
aAMMUHUCTPATUBHbIX Bapbepos npu
nepeoopMAEHUN NNULLEH3UI Ha
oCyLecTB/ieHMe MeaNLMHCKOM 1
dapmaLLeBTMUHECKON AeATENBHOCTY,
YCKOPEHUe pa3BUTUA MeANLMUHCKUX U
anTeYHbIX OpraHn3auunii B cybbeKkTtax
Poccuiickoit depepauymm

noBsblleHMe KayecTBa MeaANLUHCKOM
NOMOLLLU

CO3ZaHMe PaBHbIX YC/I0BUIA OKa3aHUA
NAATHbIX MEANLMHCKUX YCayr
rocy4apCcTBeHHbIMM (MyHUUMNANbHBIMM)
M YaCTHbIMMU MeAULIMHCKUMMU
opraHusaumMamu, npeaoTepalleHue
OKa3aHMWA rocyaapCcTBeHHbIMM
(MyHMLMNANbHBIMKW) MEANUMHCKMMM
OpraHn3aumMAMM NNATHbIX MeANLNHCKUX
YCAyr, KOTOpble A0/XHbl 6bITb OKa3aHbl B
paMKax peanusaunmn TeppuTopuanbHbIX

anpenb 2019
r.

MWH3KOHOMpPa3BUTUA
Poccun,

MwuH3sgpas Poccuu,
Poc3gpasHagsop,
PAC Poccuu

nekabpb 2019 MwuH3apas Poccuu

r.

HoAGpbL 2018
r.

®AC Poccuu,
MwuH3apas Poccum
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13. NoarotoBKa NpeasoKeHnn no
COBEPLUEHCTBOBAHMIO MEXaHM3MA
pacnpegeneHns o6bemoB MeANLMHCKON
NOMOLLM MeXAY Y4aCTHUKAMK peasin3aumm
TePPUTOPUAIBHBIX NPOrPAMM FOCYAapPCTBEHHbIX
rapaHTUin 6ecnnaTHOro oKasaHMA rpaxkgaHam
MeAMLMHCKOM NOMOLLM

14. CoBeplueHCTBOBaHWUE HOPMATUBHO-
NpPaBoOBOro peryanposaHua B chepe obpalleHnn
6MONOrMYECKM aKTUBHBIX A0OABOK NyTeM
BBEZEHMA 3aNpeTa Ha rocyAapCTBEHHYO
PervcTpaumio B Kayectae b1Monornyeckn
aKTMBHbIX A06aBOK /IEKAaPCTBEHHbIX CPEACTB UK
NPOAYKTOB, UMEIOLMX B COCTABE SIEKAPCTBEHHbIE
CpeacTBa, 3anpeTa Ha rocy4apCcTBEHHYHO
PErncTPaLmIo O4HOUMEHHbIX MW NOXOXKUX A0
CTeneHu cmeLleHnn BUOIOrMYECKN aKTUBHBbIX
[00aBOK M IeKapCTBEHHbIX MpenapaTos

15. lNMpoeegeHue pesusnm Bcex paHee
3aperncTpupoBaHHbIX BMONOTMYECKN AKTUBHBIX
[006aBOK, 04HOMMEHHbIX MU MOXOXKUX 40

OOKNag B
MpaBuTenbLCTBO
Poccuinckoit
depepaunm

NPOrpamMm rocyapCTBEHHbIX rapaHTUM
6ecniaTHOro oKasaHuA rpaxaaHam
MeaNLMHCKOM NOMOLLM

co3aHue paBHbIX YC/IOBUIN yyacTums
MeANLMNHCKUX OpraHM3aumini B cucteme
0653aTeNbHOro MeAMLMHCKOro
CTpaxoBaHusA, NpeaoTBpalleHme
3/10ynoTpebaeHnit KoMUCCUiA No
pa3paboTke TeppUTOPMaIbHbIX MPOrPaMm
06s3aTeNnbHOro MeauLUUHCKOro
CTPaxoBaHUA Npu pacnpeneneHnn
06EMOB MEANLMHCKON MOMOLLN MEXAY
YyYaCTHMKammM 0b6a3aTeIbHOro
MeaNUUMHCKOIo CTPpaxoBaHUA

IV. PbIHKM 6MONOTMYECKN aKTUBHbIX A06aBOK

obpaleHue B EBpasuiickyto
3KOHOMMYECKYIO KOMUCCHIO C
npeasioXXeHnem 0 BHECEHUM U3MEHEHUN
B TEXHWUYECKNE pernameHTbl
TamoxeHHoro coto3a TP TC 021/2011,
022/2011 B uenax npecevyeHns
He3aKoHHOro obopoTa 6Monormyecku
aKTUBHbIX A0O6aBOK M BBEAEHUSA UX
notpebuteneii B 3abnyaeHune
OTHOCUTE/IbHO COCTaBa U CBOICTB
BMONOrMYECKM aKTUBHbIX 400aBOK,
obecneyeHns 6€30MacHOCTM rpaXKaaH

pa3paboTKa NpoeKTa pekoMeHaauum
Konnerun EBpasminckoin sKOHOMUYECKOM
KOMMCCUM O NPUHATUN peLleHns ob

Hos6pb 2018 AC Poccum,

r. MwuH3apas Poccum,
depnepanbHbIn GoOHA,
obs3atenbHoro
MeANLMHCKOro
CTpaxoBaHuA

CeHTAbpb
2018rr.

PocnoTtpebHaazop,
MwuH3apas Poccuu,
PAC Poccnu

Hosf6pb 2021 PocnoTpebHaazop,
r. ®AC Poccum
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CTEMEeHN CMELUEHUA C IeKapCTBEHHbIMM
npenapaTtamu

n3bATUM U3 060pOTa BMoNOrMYECKH
aKTUBHbIX A06aBOK, OAHOUMEHHbIX UK
NMOXOXKMX A0 CTEMEHUN CMELIEHUA C
NIeKapCTBEHHbIMW NpenapaTamu, B TOM
yuncne 6GUONOTMYECKN aKTUBHbIX A06aBOK,
3apermcTpUpPoBaHHbIX B rocy4apcTBax -
yneHax EBpa3mMincKoro 3KOHOMUYECKOTo
coto3a




