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NMPABUTEJIbCTBO POCCUNCKOWU ®EOEPALUNA
NOCTAHOBNEHUE
OT 28 ABI'YCTA 2014 TOOA N 871
OB YTBEPXXOEHWM NPABUN $OPMUPOBAHUA NEPEMHEW NEKAPCTBEHHbIX NPEMAPATOB ANA

MEQWULMHCKOIo NPUMEHEHUA N MUHUMATNIbHOIO ACCOPTUMEHTA JIEKAPCTBEHHbIX MPENAPATOB,
HEOBXOOUMbIX ANA OKASAHUA MEOULIMHCKOW MOMOLLIN

(c nameHeHnamm Ha 3 aekabps 2020 ropa)

NHdbopmauusi 06 M3MeHSIIOLMX JOKYMEHTaXx

,D,OKyMeHT C NBMEHEHNAMUN, BHECEHHbIMU!

noctaHoeneHvem [Npasutensctea Poccuiickon denepaumm ot 12 uioHa 2017 roaa N 700 (OduumnansbHbIn MHTEPHET-
nopTarn npaBoBOW MHGOPMaLUK www.pravo.gov.ru, 14.06.2017, N 0001201706140013);

nocraHoeneHvem [paBuTenscTBa Poccunckon Penepaumm ot 29 oktabpa 2018 rona N 1283 (OdmumanbHbIi MHTEPHET-
nopTas npaBoBoOW MHbOpMaLun www.pravo.gov.ru, 01.11.2018, N 0001201811010013);

nocraHosneHvem lpaButensctBa Poccuiickon ®enepamm ot 20 Hoabpa 2018 rona N 1390 (OdmumaneHbil MHTEPHET-
nopran npaeBoBoOM WHopMaumm www.pravo.gov.ru, 22.11.2018, N 0001201811220043) (Bctynuno B cuny ¢ 1 sHBapsa 2019
roga);

nocraHosneHvem lNpaButensciea Poccurickon ®enepaumm ot 5 nona 2020 rona N 829 (OduumanbHbIn MHTEpHET-NopTan
npaBoBoOW MHOopMauun www.pravo.gov.ru, 09.06.2020, N 0001202006090010);

noctaHoeneHvem [pasutenscrea Poccurickon Peaepaumnun ot 12 asrycta 2020 rona N 1212 (OdmumanbHbIi MHTEPHET-
nopTan npaBoBOW MHGOPMaLUn www.pravo.gov.ru, 17.08.2020, N 0001202008170001);

nocraHoeneHvem lpasutensctea Poccuiickon ®enepaumm ot 3 aekabpa 2020 rona N 2021 (OdmumnanbHbii MHTEPHET-
nopTarn npaBoBOW MHGOpMaLun www.pravo.gov.ru, 09.12.2020, N 0001202012090014).

B cooTtBeTcTBMM CO cTatbamun 55 n 60 dPenepanbHoro 3akoHa "O6 obpallleHun NeKapcTBEHHbLIX CReACcTB", cTatben 44
denepanbHoro 3akoHa "O6 ocHoBax OxpaHbl 340ROBbA rpaxaaH B Poccunckon Pepepaumn” n cratben 6_2 denepanbHOro
3akoHa "O rocyaapcTBeHHOM coLmansHon nomowmn” MpaesuTtenscTBo Poccuiickon depgepauun

(Mpeambyna B pegakumun, BBeAeHHoN B gencteue ¢ 22 uoHs 2017 roga nocrtaHoenexHveM [NpaButensctBa Poccumnckon
denepaumm ot 12 ntoHa 2017 rona N 700. - CM. npeablayLLyi0 PeAAKLIMIO)

NOCTaHOBISAET:

1. YTBepauTb npunaraemble [IpaBuna OpMUPOBaHMA MepevHen MEeKapCTBEHHbIX MNpenapartoB  Ans MEeAULIMHCKOro
NPUMEHEHNS N MUHUMAIbHOIO acCOPTUMEHTA NEKapPCTBEHHbIX MNPenaparoB, HEOOXOAUMbLIX AN oKalaHUs MeAULIMHCKOW
MOMOLLN.

2. MwuHucTtepcTtBy 3apaBooxpaHeHuss Poccuiickon defepauumn yTBepAWMTb MofoxeHue O komuceum MuHucTepcTBa
3gpaBooxpaHeHnsa Poccuiickon degepaunn no oOpMMPOBaHUIO NEpPEeYHEn NeKapCTBEHHbIX npenapaToB Ans MeguUMHCKOro
NPUMEHEHNST U MMHMMANbHOIO AacCOPTMMEHTA NEeKapCTBEHHbIX MpenapatoB, HeoOXOoOUMbIX ANS OKa3aHWusi MeOMLMHCKON
NOMOLLN, U COCTaB YKa3aHHOW KOMUCCUN.

3. YctaHoButb, 4YTo B 2014 rogy npennoxeHus no OPMUPOBAHWMIO MepeyHer fekapCTBEeHHbLIX npenapatoB AN
MEANLIMHCKOrO NPUMEHEHUS U MWHMMAarbHOMO acCOPTUMEHTa NeKapCTBEHHbIX NpenapaToB, HeobxoAMMbIX AN OKasaHus
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MeOUUUHCKON noMowM, HanpaengawTca B MuHUCTepcTBO 3gpaBooxpaHeHuss Poccuiickon  ®efepaumm B nopsagke,
npenycMoTpeHHoM NpaBunamu, yTBEPXXAEHHbIMU HACTOSILLMM NOCTaHOBNEHMEM, A0 15 ceHTabpst 2014 roga.

4. [NyHKT 4 noctaHoBneHua Mpasutensctea Poccurickon Penepauimm ot 29 oktabpa 2010 rona N 865 "O rocyaapCTBeHHOM
REryIMPOBaHUM LIEH Ha J1eKapCTBEHHbIE Mpenaparbl, BKKYEHHbIE B MNEPEYEHb XKM3HEHHO HEeobXOAUMbLIX W BaXHEWLMX
nekapcTBeHHbIx npenapatoB” (CobpaHune 3akoHogatenbctBa Poccuiickon ®depepaunn, 2010, N 45, c1.5851; 2012, N 37,
c1.5002) nocne cnoB "MWHUCTEPCTBOM 3KOHOMMYECKOro pa3sutust Poccuickon depepauun” OONONHUTL crioBammn ",
MwuHucTepcTBOM Tpygaa W couuwanbHou 3awmtbl Poccuiickon Pepepaumn, MUHUCTEPCTBOM pErMOHAnNbLHOrO pasBUTUA
Poccuinckon degepaunmn, denepanbHOn aHTUMOHOMONbHOM cnyxbon, ®epepanbHon cny6oMm No Hag3opy B cdepe 3almThbl

npaB notpebuTtenen 1 Gnaronony4us Yenoseka, PegepansHbIM areHTCTBOM HayYHbIX OpraHv3aumii”,

5. MunHucTepcTBy 3apaBooxpaHeHusi Poccuiickon Pepepaunm gaBaTb pasbsiCHEHMS O Nopsake npumeHeHus [paswun,
YTBEPXKAEHHbIX HACTOSALLMM NOCTaHOBINEHMEM.

Mpeacenatens MNMpaBuTenbcTBa
Poccunckon depepaumm
O.Mepnsepnes

YTBEPXOEHbI

nocrtaHoBneHuewm lNpaButenbcrTea
Poccunckoun ®epepaumm

ot 28 aBrycta 2014 rona N 871

NMPABUNA ®OPMUPOBAHUA NEPEYHEW NEKAPCTBEHHbIX MPEMNAPATOB ANA MEOULUMHCKOIO
NMPUMEHEHNA N MUHUMANIbHOIO ACCOPTUMEHTA JIEKAPCTBEHHbIX NMPENAPATOB, HEOBXOAUMbIX
ansa oKA3AHUA MEOULIMHCKOU NoMoOLLU

(c nameHeHusamun Ha 3 aekabps 2020 roga)

1. Hactoswme lNpaBuna yctaHaBnmBaloT NOPAA0K (DOPMUPOBaHUSA:

a) nepeYyHa Xn3HeHHo HeO6XOJJ,I/IMbIX N BaXXHENLNX NeKapCTBeHHbIX npenapartoB And MmegunumnHCKOro npuMeHeHus (/J,anee -
nepeyeHb BaXKHENLLNX JNTeKapCTBEHHbIX rlpenapaTOB);

0) nepeyHs INeKkapCTBEHHbLIX MNpenapaToB, nNpeAHasHavYeHHbIX Anst obecnedeHust nuud, OomnbHBIX remodunuen,
MYKOBMCLMO030M, TMNOguU3apHbiM HaHWM3MOM, 6onesHbio [oule, 3roKayeCTBEHHbIMW HOBOOOpPa3oBaHUSIMU NMMAOUOHON,
KPOBETBOPHOM W POACTBEHHbIX UM TKaHEW, pPacCesHHbIM CKMepo30M, FeMOSIMTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLUECKMM
apTpUTOM C CUCTEMHbIM Havanom, Mykononucaxapugosom |, Il u VI Tunos, annactuyeckon aHeMmen HeyTOYHEHHOMN,
HacneacTBeHHbIM aedmumtom daktopos Il (pubpuHoreHa), VII (nabuneHoro), X (Ctioapta - MNpayapa), a Takke nuu nocne
TpaHCNIaHTaumMm oOpraHoB U (Mnn) TKaHen (ganee - nepeyeHb JOPOroCTOALLMX NIEKApPCTBEHHbIX NpenapaToBs);

(MognyHKT B penakumu, BBEAeHHOW B aenctBue ¢ 1 aHBapa 2019 roga nocraHoBneHuem [NpaBuTtensctBa Poccuiickon
®denepaumm ot 20 Hoabpa 2018 roga N 1390; B pepakumn, BBegeHHoOM B gencteme ¢ 17 uioHa 2020 roga noctaHoOBNEHWEM
MpaButenscTtBa Poccuickon ®enepaumm ot 5 niona 2020 roga N 829. - CM. npeablayLLyo peaakLmio)

B) nognyHKT yTpatun cuny ¢ 17 pgekabps 2020 roga - nocrtaHoenexve [NpaButenscrBa Poccuiickon Penepauum ot 3
nekabps 2020 rona N 2021 - cM. NpeabIAYLLYI0 PeaaKLuIo;

r) MMHMManbHOrO accOpPTUMEHTa NeKapCTBEHHbIX MpenapaTtoB, HEOBXOAMMbLIX AN OKasaHWs MEeAMLMHCKOW MOMOLLU
(manee - MMHUManbHbLIN aCCOPTUMEHT).

2. I'Iepequb BaXKHEMNLINX JNIeKapCTBEeHHbIX npenapaTtoB q)OpMI/IpyeTCﬂ no MexayHapoaHbiM  HenaTeHTOBaHHbIM
HanMeHOBaHUAM 3TUX INeKapCTBEHHbIX MpenapaTtoB (I'Ipl/l OTCYTCTBUMN TaKUX HauMEHOBaHM - MO rpynnmpoBoYHbIM 1NN
XUMUYECKUM HaI/IMeHOBaHI/IFIM), B TOM 4ucne C y4eToM CTaHOapToB MEAMLMHCKON MOMOLLN, pesynbraTtoB KIMHWYECKon
anpo6aLu/|M MeToaoB I'IpOd)I/IJ'IaKTVIKI/I, ANAarHoCTukn, nevyeHna u peaGVIJ'II/ITaLI,VII/I N KINMHN4YEeCKNX peKOMeH,EI,aLLI/IIZ no Bonpocam
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OKasaHust MeOMLMHCKON NMOMOLLM, U3 NeKapCTBEHHbLIX NpenapaToB Ans MeAMLUMHCKOro NpMMeHeHUs (danee - nekapCTBeHHble
npenapaTbl), OTBEYaOLLMX CreayloLnM KpUTepusm:

(A63au B pepakuun, BBedeHHoOW B genctBue ¢ 9 Hosibpa 2018 roga noctaHoBneHwem [lpaBuTenscrBa Poccumnckon
®denepaumm ot 29 okTabpsa 2018 rona N 1283; B peaakumun, BBegeHHon B genctene ¢ 17 aekabpsa 2020 roga nocraHoBNEHWEM
MpaButenscrtea Poccunckon ®enepaumm ot 3 aekabpsa 2020 rona N 2021. - CM. npeaplayLLyo peaakLmio)

a) NekapCTBEHHbIN NpenapaT 3aperncTpupoBaH B yCTaHOBNEHHOM nopsagke B Poccuiickon ®epepaunn;

©) nekapCTBEHHbIM npenapat MPUMEHSIETCA C LUemnbl OUAarHOCTUKM, NPOUNaKkTUKK, NevYeHuss un peadbunutaumm npu
OKaszaHuM MEeOULMHCKOM NOMOLM B criydae 3aboneBaHMM WM COCTOSHUMIA, B TOM 4ucne npeobnagatowmx B CTPYKType
3aboneBaemocTtu B Poccunckon ®egepaumm, a Takke 3aboneBaHun, NpeacTaBnsAloLWLmMX ONacHOCTb 4SS OKPYXKatoLWwmX;

(MopnyHKT B pepakumn, BBegeHHon B aenctBue ¢ 9 Hos6ps 2018 roga nocrtaHoeneHvem [NpaButenscrBa Poccumnckon
®denepaumm ot 29 okTsa6pa 2018 roga N 1283; B peaakuuun, BBeaeHHon B gencteue ¢ 17 aBrycta 2020 roga NnocTaHOBNEHWEM
MpaButenbcTtBa Poccuiickon ®enepaumm ot 12 aBrycta 2020 roga N 1212. - CM. npeablayLuLyto peaakLmio)

B) JleKapCTBEHHbIN Mpenapat MMEeT MPerMYLLECTBO MO CPaBHEHUIO C APYrMU TNEKapCTBEHHbIMKU Mpernaparamu npu
neyeHnn onpeaeneHHoro 3abonesaHns UM COCTOAHNS,;

r) mognyHkT ytpatun cuny ¢ 9 Hosbpst 2018 roga - noctaHoenenuwe [Mpaeutensctea Poccuiickon Penepaumm ot 29
okTs6psa 2018 rona N 1283 - cm. IpeablayLLY peAaKLInIO.

3. lepeyeHb [OPOroCTOAMX JEKAPCTBEHHBIX NpenapaToB (OpMUPYETCS MO MeXAyHapoAHbIM HeMaTeHTOBAHHbIM
HaVMMEHOBAHNSIM 3TUX JEKAPCTBEHHbLIX NpenapaToB (MPU OTCYTCTBMM TakMX HaMMEHOBaHWW - MO TFPYNNMPOBOYHBLIM UMK
XMMUYECKUM HaMMeHOBaHMsIM) B npedenax ob6bemMoB OHOKETHLIX aCCUIHOBAHWIM, NPEdYCMOTPEHHbIX B deaeparibHOM
GrogkeTe Ha COOTBETCTBYHOLLUMA (PMHAHCOBLIA 04 M MNNAHOBLIA NEepUod, W3 JlekapCTBEHHbLIX MpenapaTtoB, OTBeYatLmx
CrneayoLNM KPpUTEPUSIM:

(AB3aL B pepakuuun, BBedeHHon B gewnctBue ¢ 22 moHa 2017 roga noctaHoBnenuem [paButenbctBa Poccuickon
denepaumm ot 12 nioHa 2017 rona N 700. - CM. npeablayLLyio peaakLmio)

a) NekapCTBEHHbIN NpenapaTt 3aperncTpupoBaH B yCTaHOBNEHHOM nopsake B Poccuiickon ®epepaunm;
6) NnekapCTBEHHbIV NpenapaT BXOAUT B NepeYeHb BaXKHENLLMX NeKapCTBEHHbIX Npenaparos;

B) NeKapCTBEHHbIN MpenapaTt MMeeT MPenMyLLecTBO MO CPaBHEHMIO C APYrMMW NEeKapCTBEHHbIMU npenapatamu npuv
ne4yeHun nuu, GOMNbHbIX reModnnmMen, MyKOBUCLIMAO30M, rMnodm3apHbIM HaHM3MOM, OonesHbto olle, 3rnokayecTBEHHbIMU
HOBOOOpa30BaHMAMNU NMMGOUOHON, KPOBETBOPHOM W POACTBEHHbIX WM TKaHEW, PaCcCEesiHHbIM CKINEPO30M, reMOIUTUKO-
YpEMNYECKUM CUHAPOMOM, OHOLIECKMM apTpUTOM C CUCTEMHbIM Havanom, mykononucaxapwugosom I, Il u VI Tunos,
annacTuyeckon aHeMmen HeyTOYHEHHOW, HacreacTBeHHbIM gedmumTtoMm daktopoB Il (dubpuHoreHa), VIl (nabunbHoro), X
(Ctroaprta - lNpayapa), a Takke nuuy, nocrie TpaHcnnaHTaumMm opraHos 1 (UNN) TKaHen.

(MognyHkT B pepakumn, BBedeHHon B gencteue ¢ 1 aHBapsa 2019 roga nocraHosneHvem [paButenscrea Poccumnckon
denepaumm ot 20 Hos6psa 2018 roga N 1390; B pedakuun, BBegeHHon B gencteme ¢ 17 uioHa 2020 roga nocTaHOBNEHMEM
[Mpasutenscrtea Poccunckon ®enepaumm ot 5 niona 2020 rona N 829. - Cm. npeablayLLyo peaakLmio)

3_1. BkniwouyeHne nekapCTBEHHOro npenapata B MepeyeHb [OOPOroCTOSMX JIeKapCTBEHHbLIX NpenapaTtoB WM npu
HEeobXOAMMOCTUN UCKITOYEHME U3 HEro B COOTBETCTBUM C MONOXEHUAMU HacToALWMX [paBun ansTepHaTMBHONO fieKapCTBEHHOIO
npenapata He AOMKHO MPMBOAUTL K yBENMYEHUIO 06beMOB OHOAXKETHBIX aCCUTHOBAHWUIA, NPEAYCMOTPEHHbLIX B dheaepanbHOM
GrookeTe Ha COOTBETCTBYHOLMIN PMHAHCOBbIN rog, U NNaHoBbIN nepuog,.

(MyHKT gononHMTenbHO BKItodeH ¢ 22 noHst 2017 roga noctaHosneHveM lMNpaBuTtensctBa Poccuiickon Penepatinm ot 12
utoHs 2017 rona N 700)

4. TlepedyeHb neKapCTBEHHbIX npenapaToB pAns obecnedyeHuss OTOENbHbLIX KaTeropui rpaxgaH dopmMupyetca no
MeXOyHapoOHbIM  HEMNaTeHTOBaHHbIM HaUMEHOBaHMSAM 3TUX IEKapCTBEHHbIX MpenapatoB (MpU  OTCYTCTBUM  TakuX
HaVMMEHOBAHWIA - MO TPYMNMUPOBOYHBIM UMM XUMWYECKMM HaMMEHOBaHWSIM) C MCMOMb30BaHMEM arpermpoBaHHbIX (MO Cnocoby
(MyTn) BBeOEHWST M MPUMEHEHUS) NEKAPCTBEHHbIX (POPM M3 NeKapCTBEHHbIX MpenapaTtoB, OTBEYAKLWMX CrieayroLmM
KpUTEPUSIM:

(AB3ay B pepakuuu, BBedeHHow B fencteue ¢ 17 gekabpsa 2020 ropa moctaHoBnenuem [paBuTenbcTBa Poccuiickon
®denepaumu ot 3 aekabps 2020 rona N 2021. - Cm. OpeaplayLLY peAakLnio)
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a) nekapCTBeHHbIN NpenapaTt 3aperncTpupoBaH B yCTaHOBNEHHOM nopsake B Poccuiickon ®egepaunn;
©) nekapCTBEHHbIV NpenapaT BXOAMT B NepevYeHb BaXKHENLLMX NeKapCTBEHHbIX NpenapaTos;

B) HeKapCTBeHHbIVI npenapar MMmeeT npemmyLiecTtBo no CpaBHEHWUID C AOAPYrMMKU NeKapCTBEHHbIMU MNpenapatamMu npu
ne4vyeHnn nuy, nMerwmnx npaBo Ha nojtyvyeHne FOCWJapCTBeHHOI;I coumanbHOM NoOMOoLLM B BUAE Ha60pa coumanbHbIX YCIyr.

5. MuHMmanbHbIN aCCOPTUMEHT (*)OpMVIpyeTCH ana pasnnyHbIX BMOOB anTeYHbIX opraHmsauMﬁ n nHaneuayanbHbIX
npep,anHmmaTeneﬁ no MexagyHapogHbIM HenateéHTOBaHHbIM HaMMeHOBaHUAM JNEeKapCTBEHHbIX npenapatoB (I'IpM OTCYyTCTBUMU
TakMX HavMeHOBaHWW - MO TPYMNMMPOBOYHBIM UM XUMUYECKUM HaI/IMeHOBaHMFIM) M3 JneKapCTBEHHbIX npenapartoB Ana
MeANLNHCKOIro npuMeHeHusa, oTtee4varolmx cneagyrowmm Kputepuam:

a) NekapCTBEHHbIN NpenapaTt 3aperncTpupoBaH B yCTaHOBNEHHOM nopsiake B Poccuiickon ®epepaunn;
6) NekapCTBEHHbIV NpenapaT BXOAUT B NepeYeHb BaXKHEMNLLMX NeKapCTBEHHbIX NPenaparos;

B) NeKapCTBEHHbIN Npenapart, Haxoaawuincsa B obpaweHun Ha Tepputopun Poccuiickon ®epepauun, MMeeT He MeHee 2
COOTBETCTBYIOLLUX EMY MO MEXOYHAPOAHOMY HEMaTeHTOBAaHHOMY HavMEHOBaHMIO NUOO 3aMeHsIILLEMY Takoe HaMeHOBaHWe
rPynnUMPOBOYHOMY WM XMMWYECKOMY  HauMMEHOBAHMIO  BOCMPOU3BEAEHHbIX WnNM  GuoaHanoroBbix  (61MonogobHbIX)
NeKapCcTBEHHbIX MpenapaToB B aHamNoOMMYHbIX NEeKapCTBEHHbIX bopmMax W [03MpoBKax, MPOU3BOAMMBIX ABYMS U bornee
npounssBoauTensaMM (3a UCKMOYEHMEM feKapCTBEHHbIX NpenapaToB, MNPOU3BOAUMbBIX €AMHCTBEHHbIM OTEYECTBEHHbLIM
npoussogunTenem);

(MognyHKT B pegakumn, BBeaeHHon B Aencteme ¢ 17 gekabps 2020 roga nocraHosneHuem [NpaBuTtensctBa Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - CMm. npeablayLLY0 peaaKLuio)

) feKapCTBEHHbIM npenapaT CcornacHo AdaHHbiM 06 obbemax npodax Ha dapmaueBTUYEeCKOM pbiHKe Poccuickom
denepaumm BocTpeboBaH CUCTEMOW 30PaBOOXPAHEHNS 1 HACENEHNEM B TEYEHWE BCErO KaneHaapHOro roga.

6. JlekapcTBeHHble npenapaTtbl NoafiexaT UCKMYEHUIO U3 NepeyvHs BaHEMLLMX NeKapCTBEHHbIX npernapaTtoB, NepeyHs
OOpPOroCTosILLNX NeKapCTBEHHbIX NpenapaToB (fanee - nepeyHn) 1 MMHUMAarbHOrO acCOpPTMMEHTa B CIeAYOLMX Cny4YasX:

(AB3aL B pepakuun, BBegeHHon B gencteune ¢ 17 pekabps 2020 roga nocraHoBneHveM [paButensctea Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - CM. npeablayLLY0 PeAaKumo)

a) BKIOYEHWE anbTepHATMBHBIX JEKAapCTBEHHbIX MNpenapaTtoB, obnafakwlumx [oKa3aHHbIMU KIWMHUYECKUMU, U (Unn)
KINWHUKO-9KOHOMWYECKUMU  MpenMyLiecTBaMmn, U (Mnn) OocobeHHOCTAMM MexaHusma Jdenctsusi, un  (4nmum) Gomnblien
6e30nacHOCTbIO NPY ANArHOCTUKe, MPOMUNaKkTUKe, NevYeHnn nnm peabnnurtauum 3abonesaHnii, CUHAPOMOB N COCTOSHUIA;

6) nosiBNieHMe CBeOeHWn O TOKCMYHOCTM MMM BbICOKOM 4acToTe HeXenarerbHbIX MOBOYHbLIX SABMEHWU NpU NMpUMEHEHNUN
nekapcTBeHHOro npenapara;

B) NPMOCTaHOBMEHUE NPUMEHEHUs NekapcTBEHHOro Npenapata B Poccuiickon deaepauunu;
r) oTMEHa rocyjapCTBEHHON perncTpaumnm fiekapCTBeHHOro npenapara;

0) NpekpalleHne npou3BoACTBa NleKapCTBEHHOro npenaparta nnbo ero noctaBok B Poccuiickyio depepauuto n (Mnn)
OTCYTCTBME IEKApCTBEHHOrO MpenapaTta B rpaxaaHckom obopote B Poccuiicko ®degepaumnm B TeyeHWe nepuoaa,
npeBbILLIaLLIEro OAMH KaneHaapHbIi rog;

€) WCKIIOYEHNE IEeKapCTBEHHOrO Mpenaparta U3 MNepedHsl BaKHEWLWWMX JIeKapCTBEHHbLIX MpenapatoB - AnA MNepevHs
O0POroCTosILLMX NNEKAPCTBEHHbLIX NpenapaToB U MMHMMAarbHOIO aCCOPTUMEHTA;

(MognyHKT B pegakumn, BBeaeHHon B aencteme ¢ 17 gekabps 2020 roga nocraHoeneHuem lNpaBuTtensctBa Poccuickon
®denepaumu ot 3 aekabps 2020 rona N 2021. - Cm. OpeaplayLLY0 peaakLnio)

X) npecTaBrneHMe HaydHo OOOCHOBAHHOW pekoOMeHAauMM [NaBHOMO BHeWTATHOro cheumanucta MuHucTepcTea
3gpaBooxpaHeHns Poccuiickon ®epgepaunm (ganee - rnaBHbIV 9KCMEPT).

(MognyHKT JononHUTENbHO BKIOYEH ¢ 9 Hos16psa 2018 roga noctaHoBneHveM [NpaButensctea Poccunickon Penepatimm ot
29 okTa6pa 2018 rona N 1283; B peaakuun, BBegeHHon B gencteue ¢ 17 gekabpsa 2020 roga noctaHoeneHuem NpaBuTenscTea
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Poccuiickon Penepauum ot 3 aekabpsa 2020 rona N 2021. - Cm. OpeablayLLyo peaakLmio)

6_1. NlekapcTBeHHble NpenapaTtbl Nognexar UCKMIoYEHUIO U3 NepeyHen 1 MMHUMarbHOro acCopTUMEHTa, ecnn B TeyeHue 6
MecsUeB Mocne BKMYEHUA NEeKapCTBEHHOro mnpenapata B MepeyeHb BaXXHEWLWWMX NeKapCTBEHHbIX MpenapatoB He
3aperncTpupoBaHa npegernsHasa OTnyCcKkHas LeHa NpoM3BOANTENS Ha NekapCTBEHHbIN npenapar.

(MyHKT gononHuTenbHO BKNtoYeH ¢ 9 HOA6psa 2018 roga noctaHoBneHveM [pasuTenscTBa Poccurickon Penepauum ot 29
okTsa6pa 2018 rona N 1283)

6 2. B nepeyHn M MUHUMAnbHbIA aCCOPTUMEHT BKMYAKTCS OAHOKOMMOHEHTHbIE JleKapCTBEHHble Mpenaparbl.
KombuHMpoBaHHble nekapCTBEHHble MpenapaTbl BKMAYAKOTCA B MNEpevYHn B CryyYae, €cnv Mo pesynbraTtaMm  OLEHKU
9KOHOMWYECKMX MOCMEACTBUA WX MPUMEHEHUSI U U3YYeHUS OOMOSTHUTENbHbIX MOCNEACTBUA MPUMEHEHUS JeKapCTBEHHbIX
npenapaToB (Oarnee - KOMMEKCHasi OLEeHKa) AoKa3aHO UX MPeuMyLLecTBO B MPUMEHEHUMM M CTOMMOCTU MO CPaBHEHWIO C
OOHOKOMTMOHEHTHbIMW NeKapCTBEHHbIMM NpenapaTamu.

(AG3au B peaakuuun, BBegeHHon B gencteme ¢ 17 pgekabpsi 2020 roga nocrtaHoenenvem [lpaBuTenscrtBa Poccumnckon
denepaumu ot 3 aekabps 2020 rona N 2021. - CMm. OpeaplayLLY0 peaakLmio)

Mpy BKNIOYEHUN KOMOMHMPOBAHHLIX JIEKAPCTBEHHbLIX MpPEenapaTtoB B MNEPEeYHn U MWHUMArmbHbIA  aCCOPTUMEHT
OLOHOBPEMEHHO BKIOHAKOTCA BCe 3apeructpuypoBaHHble B Poccuiickon ®degepauum OOHOKOMMOHEHTHbIE JleKapCTBEHHbIE
npenapaTbl, U3 KOTOPbIX COCTOUT Takasi KoMb1Haums.

Ecnu xoTta 6bl 0gMH KOMMOHEHT KOMOWHUPOBAHHOIO NEKAPCTBEHHOMO Mpenaparta He 3aperMcTpupoBaH U He obpallaercs
Ha TeppuTtopun Poccuiickonn demepaumm kak OAHOKOMMOHEHTHbLIN NEKAPCTBEHHbIA npenapat, Npy BKIHOYEHUN B MNEPEYHU U
MUHMMarbHBLIA aCCOPTUMEHT Takoro KOMOMHMPOBAHHOMO NEKapCTBEHHOro npenapaTta He NMPUMEHSIOTCS MonoxeHust ab3aua
NepBOro HaCTOSILLEro MyHKTA.

(AB3aL, gononHuTenbHO BKNtoYeH ¢ 17 gekabpa 2020 roaa noctaHoBneHvem MNpasuTtensctea Poccuickon ®enepavmm ot 3
nekabpsa 2020 rona N 2021)

(MyHKT gononHUTenbHO BKMtoYeH ¢ 9 HOAGpA 2018 roga noctaHoeneHnem [MNpaButenscTBa Poccuiickon ®enepaumm ot 29
okTsA6ps 2018 rona N 1283)

6_3. BkntoyeHne aKkBMBaneHTHON NeKapCTBEHHOW DOPMbl NNEKAPCTBEHHONO Npenaparta, paHee BKITHYEHHOTO B MEPEYHM U
MUHMMarbHbI aCCOPTUMEHT, He TpebyeT npoBeAeHMsT KITMHMKO-3KOHOMUYECKOrO WUCCReaoBaHWs M aHanu3a BhusHWSA Ha
GromxkeTbl GrogkeTHOM cuctembl Poccuiickon degepaunn, ecnm KypcoBasi CTOMMOCTb MPUMEHEHUS NIEKaPCTBEHHOM hOpMbI HE
npeBbILLaeT KypCcoBYH CTOMMOCTb NleKapCTBEHHOrO npenapara, BKIMOYEHHOro B NEPEYHN U MUHUMAarbHbIA aCCOPTUMEHT

(MyHKT gononHMTEnNbLHO BKMoYeH ¢ 17 aekabps 2020 rona noctaHoBneHveM [Npasutensctea Poccuiickon ®enepatiym ot 3
nekabpsa 2020 rona N 2021)

7. MNepedeHb BaxHENLINX NEeKapCTBEHHbIX npenapaTtoB hOpMUPYETCS U NepecMaTpuBaEeTCs He pexe OAHOro pasa B rof.
MepeyeHb AOPOroCcTOAWMX NEKapCTBEHHbIX MPenapaToB M MUHMMAIbHBIN aCCOPTUMEHT POPMUPYIOTCSH HE pexe OQHOro pasa B
3 ropa.

(MyHkT B pepakumun, BBegeHHon B genictBue ¢ 17 gekabpsa 2020 roga noctaHoBnexnvem [NpaButenbciBa Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - CMm. npeablayLLY0 peaakLUuio)

8. ®opmupoBaHME MEepevyHerl U MWHUMAmNbHOTO acCOpPTMMEHTa OCyLEeCTBNseTCA 06pa3oBaHHON MuHMCTEPCTBOM
3npaBooxpaHeHna Poccuickon Pegepaumm Kommccmen no QOPMUPOBAHUIO NEPEYHEN NeKapCTBEHHbIX npenapaTtoB U
MWHUManbHOrO acCopTUMEHTa (ganee - Komuccus).

(MyHkT B pemakuun, BBEAeHHoW B aencTteue ¢ 22 uiwoHa 2017 roga nocrtaHoBrneHuem [paButensciBa Poccuickon
denepaumm ot 12 nioHa 2017 rona N 700. - CM. npeablayLLyio peAaKLIMIO)

9. BHeceHne N3MEHEHMI B MEPEYHM U MUHUMAIbHbLIA AaCCOPTUMEHT OCYLLECTBMSETCA B COOTBETCTBUM C MONOXKEHUAMMU
HacTtoswwmx MNMpaswun.

(MyHKT B pepakumu, BBeaeHHOW B gencteme ¢ 22 uioHs 2017 roga noctaHoBneHveM [paBuTenbctBa Poccumnckon
®denepaumu ot 12 niona 2017 rona N 700. - Cm. npeapiayLLyo peaakLu)

9 1. OnepatuBHOE BHECEHME U3MEHEHWU B NMEPEYHU U MUHMMATbHbLI aCCOPTUMEHT OCYLLECTBMNSAETCA B COOTBETCTBUM C
nonoXeHnsaMu Hactodwmux [MpaBMn Ha OCHOBaHWM M B CPOK, KOTOPble YCTaHOBMEHbI COOTBETCTBYHOLIMM MOPYYEHUEM
MpasuTtenbctBa Poccunckonn Penepaumm O pPacCMOTPEHMU KOMUCCUMEN MPEANIOXKEHUA O BKIHOYEHUMM (00 WCKMOYeHUN)
NeKapCTBEHHbIX NpenapaToB B NEPeYHN N MUHMMAanbHbIA aCCOPTUMEHT.

(MyHKT gononHWTenbHO BItoYeH ¢ 22 mioHa 2017 roga noctaHoBnenuneM [NpaButenbciBa Poccuiickon Peaepauum ot 12
utoHa 2017 rona N 700)
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9 2. OnepaTvBHOE BHECEHWE B MNepeveHb BaXXHEWLUMX NeKapCTBEHHbIX MnpenapaTtoB M3MEHEHUN B 4acTu BKIOYEHUS
nekapcTBeHHbIX MpenapartoB, BO3MOXHbIX K Ha3Ha4YeHW0 U MPUMEHEHWI0 ANA fevYeHns N nNpodunakTukm 3abonesaHun,
npeacTaBnsAlLWmnX ONacHOCTbL AMA  OKpYXalowwux, npegyCMOTPEHHbIX MeToauYeckMMu pekoMeHpauuamm MuHucTepcTea
3gpaBooxpaHeHus Poccuiickon ®depepaumun, B YCNOBUAX YpesBblHanWHOW cuTyauuu u (Mnv) npu BO3HUKHOBEHWUU Yrpo3bl
pacnpocTpaHeHus Takux 3aboneBaHuin, OCyLLecTBRseTca no npeactasneHnto MuHucTepcTBa 6e3 NpUMeEHeHUs NOMOXEHWN,
yCTaHOBMNEHHbIX NyHkTamun 13-35 HacTosaumnx Mpasun.

MpeacTtaBneHHble MuHUCTEPCTBOM 3gpaBooxpaHeHus Poccunckon ®enepauny NpeanoxeHus nNo BHECEHWUIO YKas3aHHbIX
U3MEHEHN B NepeyveHb BaXHEeMLUX feKapCTBEHHbIX MpenapaTtoB nogriexar onepaTMBHOMY pacCMOTPEHMUIO Ha 3acefaHuu
KOMMCCUM C y4vacTmeMm npegctasutenen MuHucTepcTBa 3apaBooxpaHeHusi Poccuinckon ®depepaumun, MuHucTepcTBa
NPOMBbILLITEHHOCTN U Toproenu Poccuiickon depepauunn, demepanbHon cnyxObl No Hag3opy B cdepe 3apaBOOXpaHEHMS,
depepanbHoi cnyxbbl N0 Hag3opy B cdepe 3awmuTbl NpaB notpeduTtenen u Onarononyyns 4dernoBeka n depepanbHomn
aHTVMOHOMONBHON CryX06bl, ABNALNXCA YneHaMmyn komuccun. Ha 3acegaHue KOMUMCCUMM NPUrMalLaloTcs rMaBHbIN AKCNEpPT, a
Takke NpeacTaBuTENb MNPOU3BOAUTENST FNEKAPCTBEHHOrO npenapaTta B LENsX PacCMOTPEHUs M COIMacoBaHWUsS LEHbl Ha
nekapCcTBEHHbIN Npenapar, KOTOpYH NPOU3BoAUTENb NNaHUPYET 3aperMcTpupoBaTh.

(MyHkT gononHuTenbHO BkNtoyeH ¢ 17 aBrycta 2020 roga noctaHoBnenneM lNpaButensctea Poccuiickon denepatimm ot 12
asrycra 2020 rona N 1212)

10.  OpraHu3auMOHHO-TEXHNYECKOEe  obecrnedeHne  OesTenbHOCTM  KOMMUCCUM  ocywlecTensieT  MuHMCTEpCTBO
3apaBooxpaHeHnst Poccunickon ®egepauum.

11. B coctaB komuccum BxogaT npeactasutenu MuHucTepctBa 3gpaBooxpaHeHus Poccunckon ®depepauuum,
MuHucTepcTBa npoMmbIWNEHHOCTN U ToproBnu Poccuitickon ®Pegepaumun, MuHucTepcTBa Tpyda WM coumanbHOW 3almThl
Poccunckon depepauun, degepanbHon cnyxbbl N0 Haa3opy B cepe 3apaBooxpaHeHus, eaepanbHon cnyxobl No Hag3opy
B cdhepe 3awmTbl NpaB notpebuTtenen n Gnarononyyns yenoseka, deaepanbHON aHTUMOHOMNOMBHON CcryX6bl, PegepansHOro
MeOuKo-6monornyeckoro areHtctea, MuHUCTepcTBa Haykm UM Bbiclwiero obpasoBaHust Poccuiickon depepauun, UHbIX
denepanbHbIX OpraHOB WCMOMHUTENbHOW BNacTM M UCMOMHUTEMbHLIX OPraHoB rOCYAapCTBEHHOW BRactu Cy6bekToB
Poccunckon ®depepaumm B cdepe OxpaHbl 340pOBbs, deaepanbHbiX FOCyAapCTBEHHbIX 06pasoBaTenbHbIX OpraHusauum
BbICLUEro MeAMUUHCKOro M hapmaueBTMyYeckoro obpasoBaHus, a Takke hegepanbHbIX rOCYAapCTBEHHbIX MEAWULMHCKUX U
hapmaueBTUYECKMX HayYHbIX OpraHn3auunin.

(AB3aL B pepakuuu, BBedeHHol B gewnctBue ¢ 22 moHs 2017 roga noctaHoBneHuem [paButenbctBa Poccuiickon
®denepaumm ot 12 moHa 2017 roga N 700; B pegakuuun, BBegeHHon B genctene ¢ 9 Hosiops 2018 roga mocraHoOBNEHWEM
MpasuTtenbcTBa Poccuiickon Peaepaumm ot 29 oktsa6pa 2018 roga N 1283; B peaakumm, BBe4eHHOW B aenctene ¢ 17 gekabps
2020 ropa noctaHoBneHuneMm [NpaButenscrea Poccuickon Penepauum ot 3 aekabpa 2020 rona N 2021. - Cm. npeaplayLuyo
peaakumio)

Ha 3acegaHum KOMUCCMU MPUCYTCTBYKOT MPU HanMyunvM NpeLBapuTEnbHOroO obpalleHus B MUCbMEHHOW (hopMe B afpec
KOMMUCCUW, MOCTYNMBLUErO He no3gHee 4Yem 3a 5 paboumx gHeW [0 [AHS COOTBETCTBYHOLLErO 3acefaHusi KOMUCCUM,
npencrtaBuTenb CybbekTa obpalleHust NnekapCTBEHHbIX CPEACTB U (Mnn) O6LLEeCTBEHHOrO 0O6bEAMHEHWS, OCYLLECTBMASIOLLErO
OesTenbHOCTb B cchepax 34paBoOXpaHeHusl, obpalleHuss NekapcTBEHHbIX CPeacTB M 3aluThl NpaB rpaxaaH B 3TuUX cdepax
(Danee - 3asBUTEMNbL), @ Takke NPeacTaBUTENU UHBLIX (dedeparibHbIX OpraHoOB WCMONHUTENBHOW BNAcTM U UCMOMHUTENbHBLIX
OpraHoB rocygapcTBeHHoON Bnactn cybbekToB Poccuiickon ®egepaumm B chepe oxpaHbl 300pOBbS.

(AB3aL B pepakumn, BBeaeHHoW B genctene ¢ 9 Hoabpa 2018 roga noctaHoenenwvewm [paBuTenbctsBa Poccuickon
®denepaumm ot 29 okTabps 2018 rona N 1283; B peaakumun, BBegeHHom B genctane ¢ 17 aekabpsa 2020 roga noctaHoBNEHWEM
MpaButenscTtea Poccuickon ®enepaumm ot 3 aekabps 2020 roga N 2021. - CM. npeaplayLLyo peaakLmio)

12. 3acegaHuss KoMUCCUMM TpaHCNMUPYOTCS Ha odmumanbHoM canTe MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon
depepauunn B MIHPOPMALNOHHO-TENEKOMMYHNKALMOHHON ceTh "VIHTepHeT" (ganee - opuumanbHbii cant B cetn "UHTepHeT").

13. 3aaBuTenb HanpaensieT He no3gHee 10-ro Yncna NepBoOro Mecsila Keaprtana B KOMUCCUIO criefytolme npeasiokeHns B
3MNEKTPOHHOM BWAE MOCPEACTBOM MHEOPMALNOHHO-KOMMYHUKALMOHHBIX TEXHOMOMMI C MPUITOXXEHNEM B 3NEKTPOHHOM BUAE
COOTBETCTBYIOLLNX JOKYMEHTOB 1 CBEAEHUN:

(AB3ay B pepakuun, BBeoeHHoM B gencteBue ¢ 9 Hosabpsa 2018 roga nmoctaHoBneHvem [paBuTtenbcTBa Poccuiickom
®denepaumu ot 29 okTabpa 2018 rona N 1283. - CM. npeaplayLLy0 peaakLu)

a) npennoXxXeHne o BKIMloYeHU nekapCcTBeHHOro npenapara B nepe4vyHu no d)opme cornacHo npunoxenuto N 1;
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0) npennoXeHWe O BKIOYEHWM JIEKApCTBEHHOrO npenapara B MWHUMArbHbIA aCCOPTUMEHT MO ¢hopMe COrnacHo
npunoxenuo N 2;

B) npeanoxexHune 06 ncknoyeHnn JleKapCTBeHHOro npenapara u3 nepequVl no q)opme cornacHo npunoxenuo N 3;

r) npeanoxeHve o6 WMCKNIOYEHUU NEKapCTBEHHOro npenapata U3 MWHMMAanbHOrO accopTMMeHTa No dhopme COorfacHo
npunoxeuumo N 4.

14. MNyHkT yTpaTnn cuny ¢ 9 Hosbps 2018 roga - noctaHoBneHve MNpasutensctsa Poccunckon Peaepaummn ot 29 oktabps
2018 roga N 1283. - Cm. npenblayLLyo penakLmio.

15. Komuceuss B TeveHne 7 paboumx OHEn CO OHA MOCTYNSIEHUst NPeniOKEHUN, yKasaHHbIX B OyHkTe 13 HacTodauimx
MpaBun (nanee - NpeanoXeHne), OpraHN3yeT NPoBeAEHNE UX AOKYMEHTaNbHOW 3KCNEPTU3bI.

(A63au B pepakuun, BBedeHHOW B genctBue ¢ 9 Hosiops 2018 roga noctaHoBnenwem [lpaBuTenscrtBa Poccumnckon
Ddenepaumu ot 29 okTabpa 2018 rona N 1283. - CM. npeaplayLLy0 peaakLu)

Mpu fOKYMeHTanbHOM SKCnepTu3e npoeepsieTcsa Hagnexaiwee opopMreHne NpeanoxXeHns B COOTBETCTBUM C HACTOALLMMU
lMpaBunamu, nonHoTa M [OCTOBEPHOCTb MPEACTaBNEeHHON WMHMOPMaLUK O FfeKapCTBEHHbIX npenaparax, B TOM 4ucne ee
COOTBETCTBME CBEAEHUSM, COAEPXALMMCH B [OCYAAPCTBEHHOM peecTpe NeKapCTBEHHbIX CPEACTB, NO pesyrbratam KOTOpoun
odpopmnsieTcs 3aknoveHre no dopmMe cornacHo npunoxedunto N 5 (ganee - 3akroveHne Mo pesynsrataMm JOoKyMeHTarnbHon
3KCnepTun3bl).

16. MpeanoxeHne OTKMOHSETCS OT AaNbHENLLENO PACCMOTPEHWS B CREAYHOLMX CRyYasiX:

a) HeHagnexaulee OQOPMIIEHME MNPEnSyIOKEHUS W MNpunaraeMblX K Hemy [OOKYMEHTOB W CBEAEHWA, B TOM uuUcCre
HEBO3MOXXHOCTb UX OTKPbITh;

(MognyHKT B pepakuuu, BBeOeHHOW B aenctene ¢ 9 Hosbpsa 2018 roga noctaHoBneHveM [paButenscrtBa Poccuickon
®denepaumm ot 29 okTa6psa 2018 roga N 1283. - CM. npeablAyLLYIO PEAAKLIMIO)

©) nognyHKT yTpatun cuny ¢ 9 Hosbpsa 2018 roga - noctaHosnenuwe [NpaButenscrtBa Poccuiickon ®enepaumm ot 29
okTs6psa 2018 roaa N 1283 - cM. npeablayLLyo peaakLIO;

B) NpeAcTaBneHne JOKYMEHTOB U CBEAEHUIA B HEMOTHOM 00beMe;

r) NpeacTaBneHne B TEYEHWE OLHOr0 KareHAapHOro roaa npearnoXeHus B paMKax MeXOyHapOA4HOro HenaTeHTOBAaHHOMO
HaMMEHOBAHWsSI NEKapCTBEHHOro npenapara (NpyM OTCYTCTBUM TakOro HaVMMEHOBaHWS - B pamKax rpynnyMpoBOYHOrO WMv
XUMNYECKOTO HAUMEHOBAHUS), MO KOTOPOMY KOMUCCUEN B TEKYLLEM rogy Oblno BbIHECEHO pelleHne 06 OTkase BO BKMHOYEHUU
(ncknoveHnn) nekapcTBEHHOro npenapara B MNEPEeYHW, MUHUMAIbHbIA  ACCOPTMMEHT WM B OTHOLUEHMU KOTOPOrO
OCYLLECTBIATCA AOKYMEHTanbHas 3KcrnepTv3a unm aHanus MHopMauum O CPaBHUTENBHOWM KITMHUYECKON 3h(PEKTUBHOCTU U
6e30nacHOCTU NeKapCTBEHHONO Npenapara, KOMMIEeKCHas OLeHKa, 3a UCKITIOYEHMEM Cly4yasi, NPeayCMOTPEHHOro NyHKToM 9 1
HacTodumx [Npasun;

(MoanyHKT B pepakumu, BBefeHHoM B fencteve ¢ 9 Hosi6ps 2018 roga noctaHoBneHnweM [MpaButensctea Poccuiickom
®denepaumm ot 29 okTabps 2018 rona N 1283; B peaakumun, BBegeHHon B aenctene ¢ 17 aekabpsa 2020 roga nocraHoBNeHWEM
MpasutenscTtea Poccuickon ®enepaumm ot 3 aekabps 2020 rona N 2021. - CM. npeaplayLLyio peaakLmio)

[) NpeacTaBneHne HeAOCTOBEPHOW UMW UCKaXXEHHOW NHdopMaLmu;

e) npeacTaBneHve popaboTaHHOrO MNPEeArioKeHUs Mocne MOBTOPHOIO OTKIMOHEHWs Mo pesynbTatam [AOKYMEHTanbHoW
3KCMepTU3bl.

(MognyHKT gononHUTENbHO BrtodeH ¢ 17 gekabpsa 2020 roga noctaHoenennem Mpasutenscrea Poccuiickon Penepativm
ot 3 nekabpsa 2020 rona N 2021)

17. Tlpy OTKNOHEHUU nNPEeAnoXeHus OT [JarnbHenwero pacCMOTPEHUSI KOMWUCCUEN 3aknioveHue no pesyrnbratam
OOKYMEHTarbHON 3KCNepTU3bl HanpaBnsaeTcs 3asBUTEN0 MOCPEACTBOM MHEOPMALIMOHHO-KOMMYHMKALMOHHBIX TEXHOMOMMIA B
CpOK, He NpeBblwaowWmii 3 pabovmx AHEN CO OHS ero BbIHECEHNS.

ﬂOpaGOTaHHOQ 3adaBuUTenemM npearoxeHne ¢ yCtpaHeHHbIMU 3aMevYaHnAaMUn, yKa3aHHbIMU B 3aKIMiO4eHUU No pesyribratamMm
,D,OKyMeHTaJ'IbHOIZ 9QKCNepTun3bl, MOXET ObITb NMOBTOPHO HanpaBneHo B KOMUCCUKO nNoCcpencTtsoM VIH(bOpMaLI,I/IOHHO-
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KOMMYHUKALMOHHbIX TexHornorum He nosgHee 10 paboumx [HeW €O [OHSA MOMyYeHWst 3akrioYeHust No  pesynbratam
OOKYMeHTanbHOW 3KCNepTu3bI.

(MyHkT B pegakumu, BBedeHHOW B geunctBue ¢ 9 Hosbpa 2018 roma nocrtaHoBneHvewm [paButenbctea Poccuiickon
®denepaumm ot 29 okTa6psa 2018 roga N 1283. - CM. npeablAyLLYI0 PEAAKLIMIO)

18. WHcopmaums 0 MOCTYNUBLUMX B aApec KOMUCCUM MPEeasioKeHUsiX, B TOM YuCre NpOoLleawnx LOKYMEHTaNbHYH
3KCnepTudy, pasmeLLaerca Ha oduLmansHoM cante B ceTh "MIHTepHeT".

19. MNpeanoxeHnsi, B OTHOLLIEHUN KOTOPbIX BbIHECEHO MONOXMUTENbHOE 3aKiodeHUe Mo pesynbrataM AOoKyMeHTarbHON
3KCMepTn3bl, NOANEXaTNPOBEAEHNIO KOMMIEKCHOW OLEHKN B yCTAaHOBNEHHOM HacTosiwmmMuy MNpaBunamm nopsigke.

(MyHKT B pepakumu, BBEAeHHOW B penctBue ¢ 9 Hos6psa 2018 roma noctaHoBneHvem [paButenbctea Poccuickon
Ddenepaumm ot 29 okTa6ps 2018 roga N 1283. - CM. npeablAyLLYI0 PEAAKLIMIO)

20. Komuceuss B Cpok, He npeBbllaWnin 2 paboumx AHEW CO AHS BbIHECEHUSI MOJIOXKUTENBbHOrO 3aKMOYeHUsa no
pesynsrataMm AOKYMEHTarbHOW 3KCMepTu3bl B OTHOLLUEHWW feKapCTBEHHbIX MnpenapaTos, npegrnaraembiX ANS BKNOYEHUSA B
nepeyHy, HanpaenseT nNpeanoXeHWs C npegocTaBneHneM [OCTyna K WX 9neKTPOHHbIM BepcusiM €  npuraraembiMu
OOKYMeHTaMn 1 cBegeHNaMMN NOCPeacTBOM MH(POPMALMOHHO-KOMMYHUKALNOHHBIX TEXHOMOMUIA:

(AB3ay B pepakuuu, BBedeHHow B fencteue ¢ 17 gekabpsa 2020 ropa nmoctaHoBnenuem [paBuTenbcTBa Poccuiickon
Penepaumu ot 3 aekabpsa 2020 roga N 2021. - CM. DpeablayLLyo peaakLumio)

a) B peepanbHOe rocygapcTBeHHOe GroakeTHoe yypexaeHune "LIeHTp akcnepTusbl U KOHTPOMsi KayecTBa MeOULMHCKOWN
nomowwn" MuHucTepcTBa 3gpasooxpaHeHus Poccunckon ®egepaumm (aanee - LleHTp akcnepTusbl) Ang npoBegeHUsa aHanmaa
METOONMOMMYECKOro KavyecTBa KIMHUKO-3KOHOMWYECKMX WUCCReaoBaHWUiA NEeKapCTBEHHbLIX MpenapaTtoB W MCCNeqoBaHWiA C
UCMNOnMb30BaHWEM aHanusa BnusaHWSa Ha OBromxkeTbl BlopkeTHON cuctembl Poccunckon ®epepauun (ganee - 6rogxet) B
COOTBETCTBUM C TpeboBaHUAMU K METOAONOMMYECKOMY KayecCTBY KIMHWKO-3KOHOMWYECKUX WCCNEAOBaHUN neKkapCTBEHHOro
npenapata W WCCNeAOBaHUWM C WCNOMb30BaHMEM aHanu3a BMMAHWUA Ha OlogxkeTbl GrogXeTHOM cucTembl Poccumnckon
degepauun, Kotopble npusedeHsl B npunoxeHun N 5_1, a Takke onsa M3yvyeHns OMONHUTENbHBIX NOCNEeACTBUA NPUMEHEHUS
nekapcTBEHHOro npenapaTa Ha OCHOBaHWW LUKanbl KOMWYECTBEHHOW OLEHKU AOMOMHUTEMbHbLIX AaHHbIX O NEeKapCTBEHHOM
npenapate, NPegyCMOTPEHHOW WHTerpanbHbIMW LUKanaMuM KOMMMEKCHOW OUEHKW NeKapCTBEHHOro npenapara, KoTopble
npueBegeHb! B npunoxeHun N 6;

0) B npodounbHyto dpbegepanbHyl0 rocygapCTBEHHYKD 0OOpasoBaTenbHyl OpraHM3auuio  BbiCclero obpasoBaHus
(megnumHckoro wn  (MnnM)  papmaueBTUYecKoro) u  (MnuM)  JOMOMHMTENBHOTO  NMpod)eccMoHanbHOro  obpasoBaHus,
OCYLLECTBMAOLLYIO B KayeCcTBe YCTABHOIO Buaa [eATeNnbHOCTM Hay4YHO-UCCNEOOBAaTENbCKY AesATenbHOCTb, nubo B
MEeVLIMHCKYI0O M (unu) chbapmaueBTUYECKYD HayyHyl OpraHm3auuio, NnofaBefOMCTBEHHYH MWHUCTEPCTBY 34paBOOXpPaHEHMS
Poccuiickon ®enepaumm nnu MyUHUCTEPCTBY Hayku M BbicLLero obpasoBaHusa Poccuiickon ®enepaunn (ganee - akcnepTHas
opraHusauusl), Ans npoBefeHust aHanmsa MHAOPMaLUU O CPaBHUTEMNbHOW KMMHUYECKOW 3dhheKTUBHOCTM 1 GesonacHoCcTu
nekapCcTBEHHOro npenapara, OLUEeHKM 3KOHOMNYECKUX MNOCNEeACTBMI ero NpUMeHeHsi Ha OCHOBE MHTerpanbHbIX LKan, KoTopble
npusegeHsbl B npunoxerHun N 6.

(MyHkT 20 B pepakummn, BBeAeHHOW B AeuncTtBue ¢ 9 Hos6ps 2018 roga mocTtaHoBnenwem [paButenbcTBa Poccuiickon
®denepaumm ot 29 okTa6psa 2018 roga N 1283. - CM. npeablAyLLYI0 PEAAKLIMIO)

21. lNepeyeHb 3KCNEPTHbIX OpraHusaumni yteepxxgaerca MuHucTepcTBOM 3gpaBooxpaHeHust Poccuiickon depepauun u
pasmeLllaeTcsa Ha oduumansHOM cante B cetn "UIHTepHeT".

22. KomnnekcHas oueHka npoBoanTcs LIeHTpoM aKkecnepTuabl U 3KCNEPTHbIMU opraHnsaumsimm B TedeHne 30 pabounx gHen
CO [OHs MONyYeHMs OT KOMUCCUU NPESSIOKEHNS.

(MyHKT B penakumv, BBeAeHHOW B penctBue ¢ 9 Hosbpa 2018 roma noctaHoBneHvem [paBuTenbctea Poccuiickon
®denepaumm ot 29 okTa6ps 2018 roga N 1283. - CM. npeablayLLYI0 PEAAKLIMIO)

23. [Ina npoBefeHUs1 KOMMNEKCHOM OLEHKN 3KCrnepTHas opraHM3aums co3gaeT IKCMEepPTHY0 KOMUCCUIO U3 CrneumanunucToB C
BbICLUMM MEAMUMHCKUM, apMaueBTU4EeCKMM WM  Ouomnormyeckum o0pasoBaHMEM C  MNPEUMYLLECTBEHHbIM Yy4YacTUEM
CMeuManncToB, MMELLMX BbiCLLEE MEANLMHCKOE 1 hapmaleBTU4eckoe obpasoBaHue.

(MyHkT B pepakuun, BBEOoeHHOM B AenictBue ¢ 9 Hosbpst 2018 roga nmocraHoBneHuewm [paBuTenbcTBa Poccuiickomn
Ddenepaumu ot 29 okTa6pa 2018 rona N 1283. - CM. npeaplayLLy0 peaakLu)

24, I'IpOBeneHvle KOMMIEKCHON  OLIEHKM npencrtaBlieHHbIX  3adaBuUTenemMm  KINMHUKO-3KOHOMUYECKUX nccrnegoBaHum
NeKapCTBeHHOro npenapara u 00OCHOBAHHOCTU NONny4YeHHbIX npu nx nposBegeHun KIIMHUKO-3KOHOMUYECKUX XapaKTepPUCTUK,
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00ycrnoBnMBaKLLNX LenecoobpasHOCTb BKITKOYEHUS NEKapCTBEHHOMO nNpenapata B NepeyHn, OCyLLECTBNSETCS B TOM YKChe Ha
OCHOBaHMM pacyeTa CTOMMOCTM rodOBOr0O Kypca Tepanuu npegnaraemMbliM feKapCTBEHHbIM MNpenapaToM MO CPaBHEHWU C
neKkapCcTBEHHbIMW npenapaTtamMuy, BKMAOYEHHbIMU B MEPEYHU, UCXOAS U3 pacHeTHOW UeHbl, NpeacTaBnstowen CTaTUCTUYECKYHO
MeguaHy 3apermcTpvpoBaHHbIX B YCTAHOBMEHHOM MOPsSiAKE UEH COOTBETCTBYIOLMX JleKapCTBEHHbIX npenapaTtoB (npwu
Hanuyun).

(AB3aL B pepakuun, BBegeHHon B gencteme ¢ 17 pekabpsa 2020 ropga nocraHosneHveMm [paButenscrea Poccuiickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - Cm. npeablayLLY0 PEAAKLNIO)

Mpn OTCYTCTBUM 3apPErMCTPUPOBAHHBLIX B YCTAHOBMEHHOM MOPSAKE LEH Ha fleKkapCTBEHHble MpenapaTtbl CpaBHEHWE U
OLEHKa OCYLLECTBMSATCA B OTHOLIEHMU pacYETHbIX LEeH Ha 3aKkyrnaemble feKapCTBEHHble npenapaTtbl B COOTBETCTBUM C
AaHHbIMW 3MEKTPOHHbIX MIOLLAA0K, HA KOTOPbIX NMPOBOASITCS 3MEKTPOHHbIE ayKLMOHbI MO 3aKynKe NeKapCTBEHHbIX NpenapaToB
ANs TOCyAapCTBEHHbIX U MyHUUMNaNbHbIX Hyxg. [pyM 3TOM pacyeTHasi LeHa Ha NekapCcTBEHHblE npenaparbl npeacTaBnser
CTaTUCTUYECKYID MeamaHy LeH (akTU4eCKkMx 3aKyrnok Ha BOCMPOM3BedEeHHble wunn ©OuoaHanoroBblie (6uonogobHbIe)
nekapcTBeHHble npenapatbl (Mpy HanuMunn).

(AB3ay B pepakuuu, BBedeHHow B fencteue ¢ 17 gekabpsa 2020 ropa moctaHoBnenuem [paBuTenbcTBa Poccuiickon
denepaumu ot 3 aekabps 2020 rona N 2021. - CM. OpeaplayLLY0 peaakLmio)

Mpy oueHke OONOMHUTENbHbLIX MOCMEACTBMI NPUMEHEHUS MNeKapCTBEHHOro npenapata Takke OCYLLeCTBNAeTCs aHanus
OaHHbIX O roOCY4apCTBEHHON perncTpaumm, aHanua obpalleHus nekapcTBEHHOrO npenapara, npeafiaraemoro Arisi BKIHOYeHNs B
nepevyHn, a TakKkKe JeKapCTBEHHbIX MNpenapaTtoB, BKMOYEHHLIX B MEPEYHU M  WUMEKLMX aHanornyHble BHOCUMbIM
nekapCTBeHHbIM npenapaTam MoKa3aHWUs K Ha3Ha4YeHUo B paMKax COOTBETCTBYIOLLUMX aHaTOMO-TepaneBTUYeCKO-XMMUYECKNX
rpynn.

(AB3aL B pepakuun, BBegeHHon B gencteme ¢ 17 pekabpsa 2020 ropga nocraHosneHveMm [paButenscrea Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - CMm. npeablayLLY0 peaaKLuio)

B uensx nonyyeHns HeoGXoAMMOW [OOMOMHUTENBHOM WMHGOPMaLMM U YTOYHEHWS NpPeAcCTaBfEHHbIX B NpeanoXeHun
CBEOEHUN Mpu NpPOBEAEHUM KOMMIIEKCHOW OLIEHKM OCYLLECTBIAETCS MOUCK MHGOPMAaUUK O fIEKapCTBEHHbLIX NpenapaTtax B
pamMKax npegnaraeMoro K BKITHOYEHUIO MEXOYHapOO4HOro HEenaTeHTOBAaHHOrO HauMeHOBaHus (NpU OTCYTCTBMM TaKoro
HaUMEHOBaHUSA - B paMKax rpynnmpoBOYHOrO UM XMMUYECKOrO HaUMMEHOBAHMS), B TOM YMCIE O KITMHUYECKUX U (MNK) KITMHUKO-
3KOHOMMYECKNX UCCIEN0BaHMAX NEKAPCTBEHHbIX NpenapaToB. Mpu 3TOM K 3aKIHOYEHUAM, YKa3aHHbIM B MYHKTE 25 HacToALINX
[paBwun, NnpunaratTcs NONHOTEKCTOBLIE NyONMKaUMM Taknx NccrnenoBaHun.

(AB3aL B pepakuun, BBegeHHon B gencteme ¢ 17 pekabps 2020 roga nocraHoBneHveM [paButensctea Poccuickon
®denepaumm ot 3 aekabpsa 2020 rona N 2021. - CM. npeablayLLY0 PEAaKLMIO)

(MyHkT B pemakumu, BBeAeHHoW B Aencteue ¢ 9 Hos6ps 2018 roga noctaHoBnenveMm [lpaButenbctBa Poccunckon
Ddenepaumu ot 29 okTabpa 2018 rona N 1283. - CM. npeaplayLLy0 peaakLu)

25. MNo pesynsraTtam KOMMMEKCHOW OLEHKW 3KCnepTHas opraHusaums n LleHTp akcnepTusbl COCTaBMSAT COOTBETCTBEHHO
3aKnyeHne Mo pesynsrataMm aHanu3a MHOPMauun O CPaBHUTENbHOW KNMHU4Yeckor 3¢deKkTUBHOCTM M GesonacHocTu
neKkapcTBEHHOrO npenapaTta, OLEHKM S9KOHOMUYECKUX MOCMNeACTBUIA ero NpUMeHeHnst No hopmMe cornacHo npunoxeHuto N 7 m
3aKr4eHne No pesynbraTtaMm aHanuaa MeTOL4O0SOrMYECKOro KayecTBa KITMHUKO-3KOHOMUYECKUX MCCeqoBaHNUA NekapCTBEHHOMO
npenapata W WCCNEAOBAHUA C MWCMNOMb30BaHMEM aHanu3a BMUSHUS Ha OwomkeTbl OHOXKETHOM cucTembl Poccuinckon
denepauun, a TakkKe U3yYeHUs LOMNONMHUTENBHbIX NOCMEeACTBUA NPUMEHEHNS NIEKAapCTBEHHOMO Npenapara no ¢opme cornacHo
npunoxerHuto N 8 (aanee - 3aknioYeHUs No pesyrnsratam KOMMMEKCHOW OLEHKN) U NPeacTaBnsioT NX B KOMUCCUIO NOCPeacTBOM
WHPOPMaLIMOHHO-KOMMYHUKALMOHHbBIX TEXHOIMOMMN.

(MyHKT B penakumu, BBeAeHHOW B penctBue ¢ 9 Hosbpa 2018 roma noctaHoBneHvewm [paButenbctea Poccuickon
denepaumm ot 29 okTabpsa 2018 roga N 1283. - CM. npeablAyLLYI0 PEAAKLIMIO)

26. MNpeonoxeHvne, B TOM YMcCre npunaraemble K HEMY OOKYMEHTbl U CBeOEHMWs, a Takke 3akrioyeHus no pesynsratam
KOMMMEKCHOW OLEeHKU B TeyeHue 2 paboumx AHeW CO [OHSA MX MOMyYeHWs HanpasnsitoTcs KOMUCCMEN nocpencTBOM
WMHPOPMALIMOHHO-KOMMYHUKALMOHHbBIX TEXHOMOMMIN MaBHOMY 3KCMepTYy € y4eTOM Npodunsa ero AesaTenbHOCTM Anst MOArOTOBKM
no 3TOMYy MNPEANnoXEHU NPeayCMOTPEHHOW noAnyHKTOM ™k" nyHkTa 6 Hactosuwwmx [MpaBun Hay4yHO 0OBOCHOBaHHOMN
pekoMeHAauUMM O BKIMOYEHUW NEKapCTBEHHOro npenapata B MNEepeyYHn NeKapCTBEHHbIX NpenapaToB Anst MeOULMHCKOro
NPUMEHEHNS M MUHUManbHbI aCCOPTUMEHT TNEKapCTBEHHbIX MpenapaTtoB, HeOoOXOoAMMbIX AN OKasaHWs MeAULIMHCKOMN
nomoLuu, no cpopme cornacHo npunoxexuto N 9 (ganee - Hay4yHo 060CHOBaHHasA pekoMeHaauns).

(MyHkT B pepakuun, BBEOeHHOM B AerictBne ¢ 9 Hosbpsi 2018 roga moctaHoBneHuem [paButenbcTBa Poccuiickom
Ddenepaumu ot 29 okTabpa 2018 rona N 1283; B pegakumu, BBeAeHHow B gencteue ¢ 17 gekabps 2020 roga noctaHOBNEHUEM
[pasutensctea Poccuiickon Pepepaumu ot 3 Aekabpa 2020 roga N 2021. - CM. OpeablAYyLLYIO PeAaKLnIO)
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26_1. lMpu dopMnpoBaHUN MUHMMANbLHOIO ACCOPTMMEHTa, a TakkKe MNpU MOCTYMNEHUUM NpeanoXeHus ob UCKMoYEHUU
nekapCcTBEHHOro npenapara M3 nepevyHen U MUHUMaIbHOrO aCCOPTMMEHTA KOMUCCUS B CPOK, HEe MpeBblllatolimi 2 paboymx
OHEN CO [HS BbIHECEHMSI MONOXMUTENbHOIO 3aKIYEHUS MO pe3ynbTaTtaMm LOKYMEHTANbHOW 3KCNepTu3bl, NMOCPELCTBOM
WMHOPMaLIMOHHO-KOMMYHUKALMOHHbBIX TEXHOMOMMIA HanpaensieT npeasiokeHne He MeHee YeM 2 rMaBHbIM 3KCnepTaM C y4eToM
npouUns nx OesTenbHOCTY.

(MyHKT gononHuTenbHO BKNtoYeH ¢ 9 HOA6psa 2018 roga noctaHoBneHveM [pasuTenscTBa Poccurickon Penepauum ot 29
okTa6ps 2018 rona N 1283; B pegakuun, BBeaeHHoN B aencteue ¢ 17 gekabps 2020 roga noctaHoeneHvem [pasutenscrea
Poccunckon ®enepaumm ot 3 aekabpa 2020 rona N 2021. - CM. npeablayLLYi0 peaakuunio)

27. TnaBHbI akcnepT B TeveHne 10 paboumx OHeWn co OHSA MONyyYeHWs AOKYMEHTOB, yKasaHHbIX B MyHkTax 26 n 26 1
HacTosawmx [MNpaBun, npeacTaBnseT B KOMUCCUIO B SNEKTPOHHOM BUAE HAyYHO 0BOCHOBaHHYK peKOMEeHAaLMIO.

(AG3au B pepakuun, BBegeHHOW B genctene ¢ 9 Hos6ps 2018 roga nocrtaHoBnenuem [paButenbcTBa Poccumnckon
®denepaumm ot 29 okTa6ps 2018 roga N 1283. - CM. npeablayLLYI0 PEAAKLIMIO)

lMpy noarotoBke TakMX pekoMeHZAuun rrnaBHble 3KCNepTbl B LEnsX MonyvYeHus AONOMHUTENbLHOM WHopMauum o
Ge3onacHocTM, kadectBe M 3PPEKTUBHOCTU, a Takke O KIMHUKO-3KOHOMUYECKUX XapaKTEePUCTUKAxX JeKapCTBEHHbIX
npenapaToB B paMKax NpeararaeMoro K BKIMOYEHUI0 MEXOYHApOAHOrO HEernaTeHTOBAaHHOro HaMMeHOBaHMs (Npy OTCYTCTBUM
Takoro HauMEeHOBaHUS - B paMKax rPynnUPOBOYHOIO MMM XUMWYECKOr0 HauMeHOBaHMS) MOTryT HanpaensaTb 3anpochbl B
npodeccuoHarnbHble MeAULMHCKME U hapMaLieBTUYECKME COODLLECTBA U KOMMNETEHTHLIM crieuuanucTam.

(AB3au B pepakuuun, BBedeHHow B pencteue ¢ 17 gekabpsa 2020 roga noctaHoenenuem [paBuTenbcTBa Poccuiickon
denepaumu ot 3 Aekabps 2020 rona N 2021. - Cm. DpeaplAyLLYIO peaakLmio)

28. MNpun Hecornacum NOMTHOCTLI0 UIN YAaCTUYHO C 3aKMYEHUsIMU MO pe3ynbTaTaM KOMMMEKCHOW OLIEHKM MMaBHbIA 3KCNepT
roTOBUT Hay4dHO OBOCHOBaHHYIO peKOMeHAauuto, B KOTOPOW yKasbiBaeT 3amMeyaHusi ¢ AeTanmn3vMpoBaHHbIM 0O0CHOBaHMEM U
CCblNIKaMu Ha NybnyKaumMmn 0 OaHHbIX KMMHUYECKUX UCCRedoBaHWA NIekapCTBEHHOro npenaparta v (Mnun) gaHHbIX MOHUTOPWHIA
ero acbdeKkTMBHOCTU 1 Be3onacHOCTM Ha TeppuTopun Poccuinckon ®enepaumm n (unm) 3a pybexxom, a Takke AaHHbIX KIMHMKO-
9KOHOMWYECKNX MCCreaoBaHUii U pac4eToB, 0O0CHOBbLIBAKOLLUX €0 BbIBOAbI, C NMPUIOXEHNEM 3TUX NyONMKaLUiA.

(MyHKT B pedakumu, BBeAeHHOW B penctBue ¢ 9 Hosb6pa 2018 roma nocrtaHoBneHvem [paButenbctea Poccuiickon
®denepaumm ot 29 okTabps 2018 roga N 1283. - CM. npeablAyLLYI0 PEAAKLIMIO)

29. MyHkT yTpatmun cuny ¢ 9 Hoabpst 2018 roga - noctaHosnexve MNpaButensctea Poccunckon Penepaumm ot 29 oktabps
2018 roga N 1283. - Cm. npenbiayLLyo penakLmio.

30. MyHkT yTpatun cuny ¢ 9 Hos6psa 2018 roga - noctaHoenexue lMpaButenbcTBa Poccuiickon Penepauum ot 29 okTabpa
2018 rona N 1283. - CM. npeabiayLLyo peaaKkLuio.

31. BacepaHusa komucenm npoBoadatcs Ao 10-ro YMcna BTOpPOro MecsiLa KBaprana, CrieytLLero 3a kBaptanom, B KOTOPOM
npeacrtaBneHo npeanoXxeHue. |-|pl/l 9TOM Ha OAHOM 3acejaHun KOMUCCUU paccMaTpuBaeTCA He oonee 15 J1IeKapCTBEHHbIX
npenapartos.

PelwweHuns no npennoXxeHnamMm npuHMMalroTCA Ha 3acedaHunAax KOMUCCUKUM B COOTBETCTBUKU C NUCTaMU roniocoBaHUA 4rieHOB
KOMuUccuun, copgepxawmmm pesynbraTtbl KOMMMEKCHOW OLEHKN, C y4eTOM Hay4HO 0b60oCcHOBaHHOM pekomeHgaunm rmnaBHOro
aKcnepTa. I'IpM 9TOM Hay4HO obocHoBaHHas pekomMmeHaauuna rmaBHOro akcnepTa npeacraBndaAeTca 4ieHamMmyn KOMUCCUN.

B cny4ae paBeHCTBa roflocoB peLlatoLLnm SBSIETCS ronoc NpeacenatensCTBYOLEro Ha 3acedaHnm KOMUCCUMN.

(AB3aL, gnonHMTENbHO BKNtOYEH ¢ 17 aekabpsa 2020 roga noctaHosnenuem MNpaButenscrea Poccuiickon ®epepaumm ot 3
nekabps 2020 rona N 2021)

(MyHKT B penakumu, BBeAeHHOW B penctBue ¢ 9 Hosbpa 2018 roma nocrtaHoBneHvem [paBuTenbctea Poccuickon
®denepaumm ot 29 okTa6ps 2018 roga N 1283. - CM. npeablayLLYI0 PEAAKLIMIO)

32. Ha 3acenaHue komuccumn npuvrnawiatotcs npegcrasutenn LleHTpa akcnepTmsbl U B LENaX HayyYHOro ONMOHUPOBaHUSA
npeacTaBUTENN 3KCMEPTHOWM OpraHmn3aumm.

(MyHkT B pepakuun, BBEageHHOM B AenictBne ¢ 9 Hosbpst 2018 roga moctaHoBneHuewm [paButenbcTBa Poccuiickom
Ddenepaumm ot 29 okTa6ps 2018 roga N 1283. - CM. npeablAyLLYI0 PEAAKLIMIO)

33. MHdbopmauua o xoge v pesynstatax pacCMOTPEHUS MPEAroXeHUs, a Takke O MecTe, AaTe M BpeMeHW 3acedaHust
KoMMccun pasmeLtaeTcs 3a 7 pabounx gHel 00 COOTBETCTBYHLLErO 3acefaHusl Ha oduumnansHoM caiTe B ceTu "VIHTepHeT".
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VHdopmaLma 0 NpUHATBIX Ha 3acefaHun KOMUCCUN peLleHUsax pasmMeltaeTcs Ha oduumansHom canTte B cetu "UHTepHeT"
B TeyeHue 5 pabouunx gHel nocne npoBedeHust 3acegaHust KOMUCCUN,

(MyHkT B pegakumu, BBedeHHOW B geunctBue ¢ 9 Hosbpa 2018 roma nocrtaHoBneHvewm [paButenbctea Poccuiickon
®denepaumm ot 29 okTa6psa 2018 roga N 1283. - CM. npeablAyLLYI0 PEAAKLIMIO)

34. I'Ipvl BO3HWKHOBEHUN KOHCbJ'II/IKTa MHTEpEeCcOB COOTBETCTBYHOLNE Yll€Hbl KOMUCCUM HE Yy4dacCTBYHOT B npouenypax
NPUHATUA peLUGHVIﬁ NO KOHKPETHOMY NpeanoXXeHUto.

CneuunanncTbl 3KCNepTHOM opraHn3auun n LieHTpa akcnepTuabl, y4acTByOLLME B NOATOTOBKE 3aK/oMeHUsl MO pesynbratam
KOMMMEKCHOW OLEHKW, INaBHble 3KCNepTbl W YneHbl KOMUCCUWM, NpPeacTaBMBLUME HEOOCTOBEPHYI MHOpMauulo Unu He
npeacTaBMBLUME (HECBOEBPEMEHHO MpPEACTaBMBLUME) B KOMMUCCUMIO MHOPMALMIO O HanMnummM OBCTOATENbCTB, CMOCOOHbLIX
NMPUBECTU K KOH(DITMKTY MHTEPECOB NPY PAaCCMOTPEHMUM NPEATIOKEHNIA, MO PELLUEHNI0 KOMUCCUMU OTCTPAHSIIOTCS OT AarnbHenLlero
yyacTnsi B OesATEeNnbHOCTM Mo POPMMPOBAHUIO MEPEYHEN U MUHUMArNbHOMO acCOPTUMEHTA, a PELUeHMe MO NpeasoKeHuto,
NMPUHATOE KOMUCCHEN MPU NX y4acTUK, NOANEXNT NepecmoTpy.

(AB3ay B pepakuuu, BBedeHHoW B genctBue ¢ 9 HosA6ps 2018 roga moctaHoBneHuewm [lpaButensctsa Poccuiickon
Ddenepaumu ot 29 oktabpa 2018 rona N 1283. - CM. npeaplayLLy0 peaakLun)

35. MNo pesynbratam 3acegaHMn KOMUCCUKM FTOTOBATCS NPOEKTbl pacnopsbkeHun MNpasuTtenscTtBa Poccuiickon ®egepaumm o
BHECEHUM W3MEHEHUN B TMEepeyHn W MUHUMAsnbHbIN  AaCCOPTUMEHT, KOTopble OPMUPYIOTCA MO  MEeXAYHapOOHbIM
HenaTeHTOBaHHbIM  HaMMEHOBAHWSM  JleKapCTBEHHbIX npenapaToB (NpY  OTCYTCTBMM TakMX HauMMEHOBaHMKW - MO
rPyNMUPOBOYHLIM - UM XMMWYECKMM HAUMEHOBaHUSIM) C  YyKa3aHMEM Mpu HeOoOXOAMMOCTU OCHOBHOIO 3fieMeHTa  Wnuv
OOMNONMHUTENBHOIO 3NIEMEHTA JNIEKAPCTBEHHbLIX POPM, KOTOpbIE pa3MeLlatoTcd Ha oduumanbHom cante B cetTu "UHTepHeT" Ha
Ccpok He meHee 10 pabounx gHen.

(MyHkT B pepakumn, BBeaeHHon B aenctesme ¢ 17 gekabpst 2020 roga noctaHoeneHveM [paButensctBa Poccuiickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - CM. npeablayLLY0 peaaKuuio)

36. NamMeHeHns1 B MpOEKTbl MEepeYyHen U MUHMMArbHOIO acCOpTUMEHTa MoAnexaT cornacoBaHuto ¢ MuHMCTEPCTBOM
NPOMBbILLIIEHHOCTUN 1 Toproenu Poccuiickon Pepepauun, MuHmnctepcteom dmnHaHcoB Poccuiickon Pepepaunm, MMHUCTEPCTBOM
TpyAa u coumnanbHon 3awmTtbl Poccuinckon depepauun, MUHUCTEPCTBOM 3KOHOMMYECKOrO pa3BuTust Poccuiickon ®egepaumn,
depepanbHoO aHTUMOHONONBHOM cnyxbon, ®enepanbHon cnyxbor No Haasopy B cdepe 3awmTbl npaB notpebutenen um
Gnarononyuns Yyenoseka n MMHMCTEPCTBOM Hayku 1 BbiCcLLero obpasoBaHus Poccuiickon degepauun.

(MyHKT B pemakuun, BBeAeHHoM B gencTBue ¢ 22 uioHA 2017 roga nocrtaHoBrnenwem [paButensbctBa Poccuiickon
®denepaumm ot 12 moHa 2017 roga N 700; B peaakuuun, BBegeHHon B genctene ¢ 9 Hosiops 2018 roga mocraHOBNEHWMEM
MpaBuTtenbcTtBa Poccuiickon Peaepaumm ot 29 oktsa6pa 2018 roga N 1283; B peaakumm, BBe4eHHOW B aenctene ¢ 17 gekabps
2020 ropa noctaHoBneHuneMm [NpaButenscrea Poccuickon Penepauum ot 3 aekabpa 2020 rona N 2021. - Cm. npeaplayLuyo
peaakumio)

MpunoxeHue N 1

K NMpaBunam chopmupoBaHus nepeyHen
NeKapcTBEHHbIX NpenapaToB

AN MegULMHCKOro NpUMeHeHus

M MMHUMANbHOIO aCCOpPTUMEHTA
NeKapCTBEHHbIX NpenapaTtoB, HEOOXOAUMbIX
ONSA OKa3aHUA MeOULMHCKOW NMOMOLLMU
(B peaakuum, BBeAeHHOWN B AeNcTBUE
¢ 22 nroHna 2017 ropa
nocraHoBneHuem lMpaButenbcrBa
Poccuinckon ®enepaumnu

ot 12 nroHa 2017 rona N 700;

B pegakuuu, BBe4eHHOW B AencTBmne
c 9 Hos6pA 2018 ropa
nocraHoBneHuem lMpaButenbcTBa
Poccuinckon ®enepauum

oT 29 okTA6pPa 2018 rona N 1283;

B peAakuum, BBeAeHHOWN B AeNCTBUe
c 1 auBapsa 2019 ropa
nocraHoBneHuem lMpaButenbLcTBa
Poccunckon ®eanepauum
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oT 20 Hosa6psa 2018 roaa N 1390;

B peAakuuu, BBeAeHHOU B AecTBue
¢ 17 iioHna 2020 ropa
nocraHoBneHuem lMpaButenbCcTBa
Poccunckon ®enepauum

ot 5 noHsa 2020 rona N 829;

B peAakuum, BBeAeHHOU B AencTBue
¢ 17 pekabps 2020 ropa
nocraHoBneHuem lMpaButenbcrBa
Poccuinckon Penepauuu

ot 3 nekabpsa 2020 rona N 2021. -
Cm. npeAbIAyLYIO peaakumio)

(¢popma)

B komucecmio Munmnctepctea
3apaBooxpaHeHns Poccunckon ®enepaumm
no hoOpMMpPOBaHUIO NEPEYHEN
neKapCcTBEHHbIX NpenapaToB Ans
MEANLMHCKOro NPUMEHEHMNS

N MUHMMAITbHOIO acCopTUMEHTA
neKkapCcTBEHHbIX NpenapaToB, HE0OXoAUMbIX
OIS OKasaHus MeaNLMHCKOW NOMOLLN

NPEANTOXEHUE O BKINMIOYEHUU NEKAPCTBEHHOIO NMPENAPATA B NEPEYHU JIEKAPCTBEHHbIX
MPEMNAPATOB AnA MEANUNMHCKOIo NPUMEHEHUA*

* 3anonHeHue Bcex NYHKTOB nNpeanoXeHund obs3aTensHo. I'Ipvl OTCyTCTBUMU cBedeHnn no COOTBETCTBYHOLLEMY NYHKTY

yKasbliBaeTca "cBegeHuss OoTCyTCTBYOT'. [OKYMEHTbI

n marepuanbl

npencraBnAaArTCA Ha PYCCKOM A3blke, B Cllyydae

npenocrtaBieHnda I'Iy6J'IVIKaLI,MVI, OOKYMEHTOB U craten Ha MHOCTPaHHbIX A3blKaxX AOMONTHUTENBbHO NpunaraeTca nepeseaeHHoe Ha

pyCCKMVI A3bIK pe3toMe yKa3aHHbIX MaTepunanos, 3aBepeHHOe 3adaBUTENEM.

1. HacToswee npeanoxeHne kacaeTcs BKIIOYEHUS NIEKaPCTBEHHOIO Npenaparta B NepevHy NekapcTBEHHbIX NPenapaTtos:

1.1. NepeYeHb XN3HEHHO HEOBXOAUMbBIX U BaXKHEMLLIMX NIEKapCTBEHHbIX NPENapaTos;

1.2. NepeyeHb JOPOroCTOSALLMNX NIEKAPCTBEHHbIX NpPenapaTos;

2. udopmauus o 3aasutene:

2.1. HaMEHOBaHWe opraHn3auuy N PaMmunus, UMsi, OTYECTBO (MPU HANMYNK) rPaXaaHUHA

2.2. OTBETCTBEHHOE NnL, AOMKHOCTb

2.3. agpec (MecTo HaxoXaeHWs1) UM MECTO XUTENbCTBA

TenedoH (cakc)

QIIEKTPOHHAaA no4Tta

3. Mudopmaumsa o nekapCcTBeHHOM npenapare:
3.1. HaMmeHoOBaHWe NekapCTBEHHOro nNpenapara:

3.1.1. MexxgyHapogHoe HenaTeHTOBaHHOE HauMeHOBaHWe

3.1.2. B cny4ae oTCYTCTBUS MEXOYHAPOL4HOrO HENAaTeHTOBAHHOTO HAMMEHOBaHUS -

rpynnnpoBo4HOE HaMMEHOBaHMe

3.13.8 clly4ae OTCYTCTBUA MeXayHapoaHOro HenateHToBaHHOIo U rpynnMpoBoYHOIo

HaMMEHOBaHWUI - XMMNYECKOE HAaMMEHOBaHUe
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3.14.8 clly4ae OTCYTCTBUA UHbIX HaVMMeHOBaHWUN - TOproeoe HanmeHoBaHuWe

3.2. kog aHaTOMO-TepaI'IeBTVIHeCKO-XVIMVI"IeCKOIZ KJ'IaCCVI(bVIKaLl,VII/I JNIeKapCTBEHHOro npenapara

3.3. 3asBneHHbIe NOKa3aHWs K NPMMEHEHUIO NIeKapCTBEHHOrO npenaparta CormacHO MHCTPYKLMUW MO NPUMEHEHUIO C
ykasaHnem koga MexagyHapoaHoWM cTaTucTuyeckon knaccudukaumm 6onesHern n npobnem, CBA3aHHbIX CO 300POBLEM
(nepeuncnutb)

3.4. rocygapcTBeHHas perucTpaunsi nekapcTBeHHoro npenapara B Poccuiickon ®epepauuu:

aara (44.MMm.rrrr) ;

HOMEp PerMcTpaumMoHHOrO yAOCTOBEPEHUS :
[aTta NoATBEPXXAEHUS rTOCYAAPCTBEHHOW perncTpauum nekapcTBEHHOro npenapara
(Npy HaNM4MK) (44.MM.ITTT) ;
perucTpaums B kKayectse opdaHHOro fiekapcTBeHHOro npenapara (ga/Her);

3.5. HaumeHoBaHWe 1 agpec (MECTO HaxXOXAEHWS) PUANYECKOrO NKLA, HA UMSI KOTOPOTrO BbiAAHO PEMMCTPaLMOHHOE
y[OCTOBEPEHME NEKAPCTBEHHOTO Npenapara, UCMonb3yeMoro B Ka4ecTBe npenaparta CpaBHeHUs! (MPU Hamm4mm)

npoun3soanTenb NeKkapCTBEHHOro npenaparta, MCNoJib3yeMOoro B Ka4eCcTBe npenaparta

cpaBHeHUS (Mpy HanNU4Mm) ;
3.6. oaHHbIE O MPOM3BOACTBE NIEKapCTBEHHOrO Npenapata B Poccuiickon ®egepauum (npu
Hanuyuu) :
3.7. npegnaraemble K BKMIOYEHWNIO NeKapcTBeHHble hOpMbl 3aperMcTpupoBaHHOrO NeKapCTBEHHOro npenapara, B TOM
yncrne 3KBUBANEHTHbIE, MPegycMoTpeHHble [epeyHemM HaMeHOBaHWUIA NekapcTBEHHbIX (hOPM MeKapCTBEHHbIX MpenapaTos

AN MEeOMUMHCKOro  NpUMeHeHusi, yTBepxaeHHbIM  MuHucTtepcTBoM  3gpaBooxpaHeHuns  Poccuiickonn  Pepepaumu
(nepeuncnuTb)

3.8. cBegeHUs 0 BOCMpoM3BeAEHHbIX nn BroaHanorosbix (61nonogobHbIX) NekapCTBEHHBLIX Npenapatax (Npy HanM4mun)

4. CBefleHMss U OaHHble O JieKapCTBEHHOM rMpenapaTte, npeanaraemMoM Ans BKIOYEHUS B NMEPeYHU NEeKapCTBEHHbIX
npenaparos:

4.1. Hay4yHO 0OOCHOBaAHHbIE AaHHble O HEOOXOAMMOCTU U OBOCHOBAHHOCTM MPUMEHEHUS NIEKAPCTBEHHOrO Mpenaparta
ANs AYarHoCTMKKM, NPohUNaKTKK, neveHnst unu peabunuraumm 3abonesaHunin, CMUHAPOMOB U COCTOSIHWIA, NpeobnaaatoLwmx B
CTPYyKType 3aboneBaemMocT U CMepTHOCTU rpaxaaH Poccuiickoii ®efepaumy Ha OCHOBaHWM [AHHbLIX FOCYAAPCTBEHHOMO
CTaTUCTUYECKOrO HabnoaeHUs (MPU HAaNUYUMK TakUX CTATUCTUYECKUX AaHHbIX);

4.2. Hanmune Hay4yHO 0BOCHOBAHHBIX OAHHBIX O KIIMHWYECKMX U (DapMaKkO3KOHOMUYECKUX NPENMYLLECTBAX NPUMEHEHNS
neKkapcTBEHHOro npenapata Ans nevyeHns nuu, GonbHbIX remounuen, MyKOBUCLMAO30M, rMMOMM3apHbIM HaHW3MOM,
BonesHblo [oLle, 3nokayecTBEHHbIMU HOBOOOpa3oBaHUAMU NUMAONOHON, KPOBETBOPHOM W POACTBEHHbLIX WM TKaHEW,
paccesiHHbIM  CKNEepPOo30M, TEMOSIMTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLUECKMM apTPUTOM C CUCTEMHbIM Hayarom,
mykononucaxapugosom I, 1l u VI Tvnos, annactnyeckon aHemMmen HeyTOMHEHHOW, HAacNeACTBEHHbIM AeuLmnToM hakTopoB
Il (bubpuHorena), VII (nabuneHoro), X (CtioapTa - Npayapa),nny nocne TpaHcnnaHTauuM opraHoB M (Mnun) TKaHew, no
CpaBHEHMIO C MpenapaTtamu, yxe BKINIOYEHHbIMW B NepeYHy NekapcTBEHHbIX NpenapaTos;

4.3. Hanunyne Hay4Ho OOOCHOBaHHOM 0 npeumywiectBax M (unm) ob OCOBEHHOCTAX MexaHu3ma [encTBus
neKkapcTBEHHOTo npenapara No CPaBHEHUIO C aHanoramu, B TOM YKCIe BXOASILLMMU B NEPEYHU NEKAPCTBEHHLIX NpenapaToB
ANs MEOULIMHCKOTO MPUMEHEHUS], NPU OUAarHOCTUKE, NPOdUIaKTUKe UNn nevyeHun 3abonesaHuii, CUHAPOMOB U COCTOSIHUN C
YYETOM CTaTUCTUYECKMX AaHHbIX O CTPYKTYpe 3aboneBaemMocTu u cmepTHOCTH B Poccuiickon ®epepaumu;

4.4. BoCcTpebOBaHHOCTb (coumanbHasi 3HaA4YMMOCTb) NEeKapCTBEHHOro mnpenapaTta CUCTEMOW 30pPaBOOXPAHEHUst
HaceneHWeM C y4eTOM Hanuumus NIeKapCTBEHHOIO npenaparta B NEPeYHsX JIeKapCTBEHHLIX NpenapaTtos, UHaHCUPYEMBIX 3a
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cyet cpeacTB GrompkeToB cyobekToB Poccuickon ®enepauuu;

4.5. Hanuune neKkapCTBEHHOro npenapata B NEpPeYHe CTRaTerMyeckn 3HauMMbIX NEKAPCTBEHHbIX CPeacTs,
MPOM3BOACTBO  KOTOPbLIX [OO/MKHO ObiTb obecneyeHo Ha Tepputopumn Poccuiickon denepauuu, YTBEPXKAEHHOM
pacnopsxeHuem MNpaBuTenbcTBa Poccuiickon Penepauimm ot 6 nonsg 2010 rona N 1141-p;

4.6. Hanunume (nokanusaumsl) NPou3BOACTBA NeKapCTBEHHOro npenapara B Poccuiickon denepauumm.

5. O6ocHoBaHMA ANs BKNOYEHUS NeKapCTBEHHOro npenaparta B NepevyHn NeKapCTBEeHHbIX NpenapaTtos:

5.1. snuagemuonornyeckme paHHble (I'IpI/I HaJ'IVI'-WII/I) - AdaHHble no 3360]'IeBaeMOCTI/I, CMEepTHOCTN, WHBAIMOHOCTUN B
OTHOLWIEHUN 3860ﬂeBaHI/IF|, CMHOpPOMaA U COCTOAHUA, ANnAa ANarHOCTUKK, npOdJI/lﬂaKTVIKI/I, nevyeHna nnu pea6VIJ'II/ITaLI,VII/I KOTOpPbIX
NMoKa3aH ﬂeKapCTBeHHbIV’I npenapar (I'Ipeﬂ,CTaBJ'I'il}OTCFI Ha OCHOBaHUM pe3ynbraTtoB rocyaapCTBEHHONo CTaTUCTUYeCKOoro
HabnoaeHus, apyrnx O(.bI/ILl,I/IaI'IbeIX WCTOYHUKOB M 3NNAEMNONOIMYECKUX nccnegoBaHnm pacnpoCTpaHeHHOCTU 3a6oneBaH|/|9|);

5.2. KNMHNYeckne faHHbIe - NOMHOTEKCTOBbIE BEPCUMU KIMHUYECKUX UCCreaoBaHui (CTaTby, OTYETbI HA PYCCKOM S3blKe Unn
nepeBefeHHble Ha PYCCKUN A3bIK, 3aBEePeHHble 3asBuTenem) (yKasblBaloTCs aBTOpbl, HAMMEHOBaHWe, AM3aliH UCCrnefoBaHus,
KONMMYeCTBO MauUMEHTOB, BKIHOYEHHbLIX B MUCCrefoBaHWe, nepuop HabniogeHus, nokasaHve K MeguuMHCKOMY NPUMEHEHUIo
nekapcTBEHHOro npenapara, KOTopoe W3yyanocb B WCCNeaoBaHWMK, KpuTepum oueHku addekTnBHocTM (HesonacHocTw),
nekapcTBeHHble npenapaTbl, C KOTOPbIMWU CPaBHMBANCsS NpeanaraeMblil NeKapcTBEHHbIN npenapat (npy Hanuyum), nnauebo-
KOHTPOMb UMM OTCYTCTBUE NEYEHUs!, pe3ynbTaThl UCCNegoBaHNs C yKazaHUEM KONMMYECTBEHHbIX AaHHbIX, 3aKnioYyeHne, Crncok
nuTepaTypbl NO Cxeme: aBTop, HAMMEHOBaHVe UCCneoBaHNs, BbIXOAHbIE AaHHbIe. [10 KaXgoMy KINMHUYECKOMY UCCNEAOBaHUIO
yKa3blBaeTCcad YpoBEHb [oKasaTenbHOCTU 3dEKTUBHOCTU FeKapCTBEHHOrO mnpenaparta cornacHo npunoxenntio N 6 K
[paBunam dopmnpoBaHnsa nepeyHer MeKkapCTBEHHbIX MNpenapaToB A MeAWLIMHCKOTO MPUMEHEHWA W MWHUMarnbHOro
accopTMMeHTa NEeKapCTBEHHbIX MpenaparoB,  HeobXxoauMbIX — Ans  OKasaHus MEOULIVMHCKOW MNOMOLIN, YTBEePXOEHHbIM
nocraHoBneHvem lNMpasutenbsctBa Poccuickon Penepauum ot 28 asrycta 2014 roga N 871);

5.3. gaHHble O Tepal’leBTVI'vleCKOIZ OKBMBAJIEHTHOCTU (I'Ipl/l HeO6XOﬂI/IMOCTI/I) - NMOJTHOTEKCTOBbIE BEpPCUN CpPaBHUTEITbHbIX
KITMHUYECKMUX UccnegoBaHun (CTaTbI/I, OT4HETbl Ha PYCCKOM A3blk€ WM CTaTbWU, OTHYETbl, NepeBeaeHHble Ha pyCCKVII;I A3bIK,
3aBepeHHbIe 389|BI/ITeﬂeM) (yKa3bIBaIOTCF| aBTOpbl, HaMMmeHoBaHue, OW3anH UWCCreaoBaHusl, KOMMYEeCTBO MNaLMEHTOB,
BKIMIOYEHHbIX B UccneanoBsaHue, nepuoan HabnogeHns, nokasaHue K MeONUNHCKOMY NMPUMEHEHUIO NNeKapCTBEHHOro npenaparta,
pe3ynbratbl UCCegoBaHUA C yKa3daHWeM KONMMYeCTBEHHbIX OaHHbIX, 3akrnio4deHue, CrnnUCOK Jnutepatypbl Mo cCxeme: aBTop,
HanMeHoBaHne nccneanoBaHus, BbIXOOHbIE ,El,aHHbIe);

5.4. paHHble O KNMHMKO-3KOHOMMYECKMX ((hapMaKOIKOHOMUYECKMX) XapaKTepUCTUKax JekapCTBEHHOro npenaparta -
NOSTHOTEKCTOBbLIE BEPCUM KIMHUKO-3KOHOMUYECKUX UCCrenoBaHuii (CTaTbi, OTYETbl HA PYCCKOM S3blke WM CTaTbM, OTYETHI,
nepeeedeHHble Ha PYCCKUA $3blK, 3aBepeHHble 3asiBuTenemM) (yKkasblBaloTcsl cBedeHuss 06 aBTopax, HavMeHoBaHue
1ccrneaoBaHus, CCbINKM Ha MccredoBaHWe, AM3aliH UCCReaoBaHus (PeTpPOCNeKTMBHOE, MPOCNEKTUBHOE, ModenvpoBaHue™*),
BMO aHanusa, CBEOEHWsI O JEeKapCTBEHHbIX Mpenapartax, KOoTopble WCMoMb3oBanMch Ans CPpaBHEHUs C npegnaraeMbim
nNeKapcTBEeHHbIM MpenapaTtom, 3aTpaTtbl, KOTOpPble YYMTbIBANIUCb B WCCIeAOBaHWM, U KONMYECTBEHHble 3Ha4YeHust 3aTpaTr B
pyGnsx, aeKTUBHOCTb CPaBHMBAEMbIX NTEKAPCTBEHHBIX MpenapaTtoB (KpUTepun oUeHKM apdEKTUBHOCTU U KONUYECTBEHHbIe

*kk.

3Ha4YeHus), pesysbTaTbl UCCIief0BaHMs, CMIMCOK NMTepaTypbl - aBTOP, HAMMEHOBaHWE UCCINEOBaHUS, BbIXOAHbIE AaHHbIe) ™ *;

** Mpu Mcnonb3oBaHWM MaTeEMaTMYECKOro MOAENUPOBAHMS NPEACTaBMSAOTCA B 3NEKTPOHHOM Buae Bce paspaboTaHHble
MOZenu, a Takke JonyweHus Ons paspaboTky COOTBETCTBYHOLUMX Mogenen u ¢opmyrbl pacyeToB, WCMOMb30BaHHbIE B
Mopaensx.

*** C yyeTOM nornoxeHuin Yactu 6 ctatbn 18 denepancHoro 3akoHa "O6 obpallieHun NekapcTBeHHbIX cpeacTs” n Yactu 3
ctatbu 13 PenepansHoro sakoHa "O6 ocHoBax OxpaHbl 340P0BbA rpaxaaH B Poccuickon Penepauiym”.

5.5. AaHHbIE O CTOMMOCTU U LieHe NeKapCTBEHHOro npenapara:

5.5.1. cTOoMMOCTb OHOMO Kypca JieYeHUss  NEeKapCTBEHHbIM ;
npenapaTom
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5.5.2. ctoumocTb neyeHus NeKapCTBEHHbIM NpenapaTtomM B Te4EHNUe O4HOro roga

5.5.3. gata npoeseaeHna pac4eToB LEeHbl Ha J'IeKapCTBeHHbIIZ npenapar

5.5.4. ueHa, KOTOpYyH NPOU3BOAMTENb MMAHUPYET 3aperucTpupoBatb B COOTBETCTBMM C
TpeboBaHusaMY 3akoHodaTenbcTea Poccuiickon Penepaumm ****

**** MnaHvpyemass K rocygapCTBEHHOW perMctpauuu LeHa Ha feKapCTBEHHbIN npenapat paccyUTbiBAeTCA C y4eToM
nonoxeHun 4actn 3 cratbn 61 PenepansHoro 3akoHa "O6 obpallleHun NekapCTBEHHbIX CPEACTB" M NpU rocyaapcTBEHHOMN
perncTpaumm He MOXET MpeBbllaTb Takylo uUeHy. NnaHvpyemas K rocygapCTBEHHOM perncrpaumm LeHa Ha fekapCTBEHHbIN
npenapaTt No MHUUMaTMBE 3asBUTENSA YKa3blBAeTCs MO KaXdoW 0O3MPOBKE, a Takke MOXeT OblTb ykasaHa LeHa, KOTopyk
npounssBoauTenb MMNaHUPYeT 3aperucTpupoBaTtb, B CrydYae OA4HOBPEMEHHOIO BKMOYEHWUST B MNepedeHb [OPOroCTOSALLMX
nekapcTBeHHbIX npenapaTtos. [1pn 3TOM Npu pasnuyHbIX YPOBHAX LEH NpeacTaBneHHble UCCreaoBaHns BKMNOYAKT pacyeThl Ha
6a3e Bcex nnaHnpyeMbix K rocygapCTBEHHON perncTpaumm LeH.

5.6. paHHble O cbakTuyeckux obbeMax Mnpodax nekapcTBeHHoro npenapata B Poccuickon ®epepauum 3a rog,
NpeALLEeCTBYOLWMIA NoJaYe NPEeAoXKeHUs, B HaTyparbHbIX MoKka3aTensix no ekapCcTBEHHbIM hopMam

3aperMcTpUpOBaHHbIX NEKapCTBEHHbIX
npenapaTtoB

5.7. paHHble OTYETOB O pesynbratax MOHMTOPWMHra Ge3onacHOCTU nekapcTBeHHoro npenapata (B Poccuiickon
denepauum n (unn) 3a pybexom)

5.8. paHHble, npeacraeinieHHble 3adaBUTeneM B UHULMATUBHOM NOpALKe

6. ObLee kKONMMYECTBO NPeACTaBeHHbIX JOKYMEHTOB

Ha nvcTax.
Mognuck 3assutens / /
[ata

MpunoxeHue N 2

K NMpaBunam ¢popmmpoBaHua nepeyHen
NeKkapcTBEHHbIX NpenapaToB

Ansa MegULMHCKOro NpUMeHeHus

M MMHUMANbHOIO aCCOpPTUMEHTA
NeKapcTBEeHHbIX NpenapaToB, HEOOXoAUMbIX
ANs OKa3aHUS MeAULIMHCKOW NMOMOLLMU
(B peaakuum, BBeAeHHOWN B AeNcTBUe
c 9 Hos6psa 2018 ropa
nocraHoBneHuem lMpaButenbcTBa
Poccuinckon Penepauuu

oT 29 okTA6pa 2018 rona N 1283;

B peaakuum, BBeAeHHOW B AencTBue

¢ 17 pekabpsa 2020 roga
nocraHoBneHuem lpaButenbcrBa
Poccuinckon ®enepauum
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ot 3 nekadpsa 2020 ropa N 2021. -
Cm. npeabiayLwylo peaakuuio)

(dhopma)

B komuccuro MuHucrepcrtea
3apaBooxpaHeHus Poccuinnckon ®egepaumm
no ¢popMMpoBaHUIO NepeyHen
neKapcTBEHHbIX nNpenapaToB Aons
MeAULIMHCKOro NpuMeHeHus

M MUHUMANbHOIO aCCOpTUMEHTa
neKkapcTBeHHbIX NpenapaToB, HEOOXOoAUMbIX
ANs oKasaHMA MeAULIMHCKOM NOMOLLM

NPEANIOXEHUE O BKIIOYEHUU NEKAPCTBEHHOIO MPEMAPATA B MUHUMANbHbIU ACCOPTUMEHT
NEKAPCTBEHHbIX NMPENAPATOB, HEOBXOANMbIX Ansd OKA3AHUA MEOMLUMHCKOU NOMOLLA

1. MHdpopmaums o 3assutene:
1.1. HaMMeHoBaHWe opraHW3auMn Unu hamunusi, UMsi, OTYECTBO (MPY HaANMYKUKM) rpaxdaHuHa

1.2. OTBETCTBEHHOE NULIO, AOMMKHOCTb ;

1.3. appec (MecTo HaxoXOeHUs) UM MeCTO XUTENbCTBA ;

TenedoH (akc) ;

3MEeKTPOHHasi novTa

2. NHbopmaLums o nekapCTBEHHOM npenapare:

2.1. HaMMeHoBaHwWe:

2.1.1. MexagyHapogHoe HenaTeHTOBaHHOE ;
HauMeHOBaHWe

2.1.2. B criyyae OTCyTCTBUSI MEXAYHAPOAHOIO HENaTeHTOBAaHHOIO HAMMEHOBAHWS - FPYNNMPOBOYHOE

HavMeHoBaHue ;
2.1.3. B cry4ae OTCYTCTBUS MEXOYHAPOAHOr0 HENaTEHTOBAHHOO U rPYNNMPOBOYHOIO HAMMEHOBaHWM -

XUMUyeckoe

HanMeHoBaHue ;
2.1.4. B crny4ae OTCYTCTBUSA MHbIX HAMMEHOBaHWI - TOProBOE HaMMeEHOBaHWE

2.2. Kof, aHaTOMO-TepaneBTUYeCKO-XMMNYECKON Knaccudukaumm nekapcTBEHHOro npenapara

2.3. 3asiBNeHHble NOKa3aHWs K MPUMEHEHMWI0 NEKAPCTBEHHOTO NpenapaTa CornacHo UHCTPYKLUK MO MPUMEHEHMIO C
ykasaHvnem koga MexayHapoaHOWM cTaTucTuyeckon knaccudukaumm 6onesHern n npobnem, CBA3aHHbIX CO 300POBLEM
(nepeuncnuTb)

2.4, rocygapCTBeHHas pernctpawumus nekapcTBeHHoro npenaparta B Poccuiickon ®enepaumu:
aara (44.MMm.rrrr) ;
HOMep PerMcTpaumMoHHOro yAOCTOBEPEHUS :
JaTta nNoATBePXKAEHUS roCyAapCTBEHHON perncTpaumm nekapcTBeHHOro npenapata (npw

HanMuMu) (44.MM.ITrT) ;
2.5. paHHble 0 NPoM3BOACTBE NekapCTBEHHOIo nNpenapata B Poccumnckon Pegepaumm

(npv Hann4mK) ;

2.6. npeanaraemble K BKMIOYEHUIO NEKAPCTBEHHbIE (DOPMbI 3aPErMCTPUMPOBAHHOIO NEKAPCTBEHHOMO npenapara, B
TOM 4uCrie 3KBMBArEHTHbIE, NMPegyCMOTPeHHble MNepeyHeM HauMEHOBaHMWA NEeKapCTBEHHbLIX (POPM NeKapCTBEHHbIX
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npenapaToB AN MEeOUUMHCKOrO MNPUMEHEHUs, YTBepXaeHHbIM MuHUCTEpCTBOM 3apaBooxpaHeHus Poccumnckon
®enepaumnn (NnepedmcnnTb)

2.7. cBefileHUs1 0 BOCMPOM3BEAEHHBIX UNn GrnoaHanorosbix (6MonogobHbIX) NekapcTBEHHbIX Npenaparax (npu
HanMunm)

3. CBegeHus U gaHHble O NeKapCTBeHHOM nMnpenaparte, npegnaraemMomMm AOnA BKIMHOYEeHUA B MUHUMATbHbIN aCCOPTUMEHT
JNeKapCTBEeHHbIX npenaparTos, HeOGXO,D,VIMbIX ONs1 OKa3aHUs MEANLMHCKOW MOMOLLIN:

3.1. ﬂeKapCTBeHHblﬁ npenapar BXoguT B nepedvYeHb )XN3HEHHO HeobXoaMMBbIX U BaXKHENLLUNX NNeKapCTBEHHbIX NpenaparToB;

3.2. nekapCTBEHHbIV NpenapaT COrfmacHO MHCTPYKLMKU MO MPUMEHEHUIO MOXET NPUMEHATLCA NP OKasaHUM MegULMHCKOW
nomowm B ambynaTopHbIX YCMOBMAX MPW  OuarHocTUke, npodunakTuke, nevyeHnn wnu peabunutauum Havbonee
pacnpocTpaHeHHbIX 3aboneBaHnin, CUHAPOMOB U COCTOSTHUN;

3.3. Hanuume rocygapcTBeHHoOW peructpaumm B Poccunckon ®Pegepaumm COOTBETCTBYIOLWMX MO MEXAYHApOLHOMY
HenaTeHTOBaHHOMY HauMEHOBaHWI0, NMBO 3aMeHsoLWeMy €ro rpynnMpoBOYHOMY WM  XUMUYECKOMY HaMMEHOBaHWIO
BOCMPOM3BEAEHHbIX UM BuoaHanoroBbix (61Monogo6HbIX) NEKAPCTBEHHbIX CPEACTB B aHANOMMYHbIX NIEKapCTBEHHbIX hopMax U
[03UpoBKax ABYX W bonee npoussBoauTenen (3a UCKMYEHNEM NEKapCTBEHHbIX MpenapartoB, MPOU3BOAMMbIX €4UHCTBEHHBIM
OTEeYeCTBEHHbBIM NPOM3BOANUTENEM);

3.4. BOCTpebOBaHHOCTb NEKApPCTBEHHOMO nMpenapara CUCTEMOM 34paBOOXPAHEHUS U HACENEHUEM Ha OCHOBAaHWM AaHHbIX
OpraHoB WCMONHUTENbHOW Brnactn cybbekToB Poccuiickon depepauum B cdepe OxpaHbl 340POBbsi U MAPKETMHIOBbIX
MCCregoBaHMM O MpoAakax fekapcTBeHHOro npenapata B Poccuiickon ®enepaumm npu okasaHum MeguLMHCKON MOMOLLM B
aMOynaTopHbIX YCIOBMSX B TEYEHME KaneHOapHOro roga (BXOXOEHWEe B COTHIO Haubonee npoaaBaeMblX IEKapCTBEHHbIX
npenapaToB Ha pbiHke Poccuiickon degepaumnm 3a kaneHaapHbIn rog).

4. ﬂaHHbIe, O6OCHOBbIBaI-OLLI,I/Ie npennoXxeHna O BKIMKOYEeHUU nekKapCTBEHHOro npenaparta B MWUHMMaIbHbIN aCCOPTUMEHT
NeKapCTBEeHHbIX npenaparTos, HeO6XO,D,VIMbIX OISl OKa3aHUs MEANLMHCKOW MOMOLLIN:

4.1. anugemuonornyeckme faHHble (MpW HanuMuuM) - daHHble O 3aboneBaemMocTV, CMEpPTHOCTW, WHBAnMOHOCTM B
OTHOLLEHUW 3a60oneBaHNUsl, CUHAPOMA WU COCTOSIHUS, AN AMArHOCTUKM, MPOGUNAKTUKK, NEYEHNUs NN peabunutaumm KoTopbIx
rMokasaH FeKapCTBEHHbIM npenapaT (NPeacTaBMsloTCs Ha OCHOBAHUM PEe3ynbTaToB FOCYAAPCTBEHHOTO CTATUCTUYECKOro
HabnogeHus, ApyrMx ouumanbHbIX MCTOYHUMKOB U 3NMAEMMUONOrMYECKUX UCCIeq0BaHMI pacnpoCcTpaHEHHOCTM 3aboneBaHust);

4.2. faHHbIE O CTOMMOCTU U LeHe NIeKapCTBEHHOro npenapara:

4.2.1. CTOMMOCTb OQHOTO Kypca NevyeHusi (04HOro Mecsilia NNevyeHust nekapcTBEHHbIM
npenapaTom) ;
4.2.2. nata npoBeAeHUs pacyeToB 3aTpaT Ha NeyYeHne nekapCcTBEHHbIM NpenapaTomM

4.3. paHHble 0 chakTU4eckmx obbemax Npofax nekapcTBeHHOro npenaparta B Poccuiickon Penepaumm 3a rog,
NpeaLeCTBYOLWMIA NoJaYe NPEANoXEHUs, B HaTyparbHbIX MOKa3aTensix no iekapcTBEHHbIM hopMam

3aperucTpupoBaHHbIX NeKapCTBEHHbLIX NpenapaTos

4.4. naHHble, npeacraefieHHble 3adaBUTENemM B UHULUMATUBHOM NOpAaKe

5. ObLuee kONMMYECTBO NPeACTaBreHHbIX JOKYMEHTOB
Ha nvcTax.

Moanuck 3aaBuTens / /
[arta
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MpunoxexHne N 3

K NMpaBunam coopmupoBaHusa nepeyHen
NeKapCTBEHHbIX NpenapaToB

ANA MeAULUHCKOro NpUMeHeHus

M MMHMMAnNbHOIro aCCOpTUMEHTa
NeKapCTBEHHbIX NpenapaTtoB, HEO6Xo0AUMbIX
ONS OKa3aHUs MeaQULMHCKOW MOMOLLMU
(B peaakuum, BBeAeHHOWN B AeNcTBUE
c 9 HosGpA 2018 ropa
nocraHoBneHuem lMpaButenbcTBa
Poccuinckon ®enepaumu

oT 29 okTA6pPa 2018 rona N 1283;

B peAakuum, BBeAeHHOWN B AencTBue

¢ 17 pekabps 2020 roaa
nocraHoBneHuem lMpaButenbcTBa
Poccumnckon ®enepauumn

ot 3 nekabpsa 2020 roaa N 2021. -

Cm. npeAbIAyLWYIO peaakumio)

(dhopma)

B komuccuro MnHucrepcTBa
3apaBooxpaHeHus Poccunckon ®epepaumm
no ¢popMmMpoBaHMIO NepeyHen
NeKapCTBEeHHbIX NpenapaToB Ans
MeANLMHCKOro NpUMeHeHUs

¥ MMHMMAaNbHOIro aCCOpTUMEHTA
neKkapcTBeHHbIX NpenapaToB, HEOOXoAUMbIX
ANns oKasaHMA MeAULIMHCKOM NOMOLLM

NPEANOXEHUE OB UCKINIOYEHUU NEKAPCTBEHHOIO MPEMNAPATA U3 NEPEYHEN NEKAPCTBEHHbIX
NPENAPATOB AnA MEAUMUUHCKOIO NPUMMEHEHUA

1. HacTosiwee npeanoxeHWe KacaeTcs WCKIIOYEHUSI eKapCTBEHHOro npenapata W3 nepeyHelrt NeKapCTBEeHHbIX

npenaparoB Ana MmeguumnHCKOro npuMeHeHuna:

1.1. NepeYHst XM3HEHHO HEOBXOAMMbIX U BaXKHEWLLUX NEKapCTBEHHBIX NpenapaTtos;

1.2. nepeyHA OOopOoroCToAmMX NeKapCTBEHHbIX NMpenapaToB;

2. NHbopmaums o 3agsutene:

2.1. HaMMeHoBaHne opraHumsaunn nnu q)aMVIJ'IVIFl, nmMA, 0T4eCTBO (I'Ipl/l HaJ'IVNI/IVI) rpaxgaHnHa

2.2. OTBETCTBEHHOE N0, AOMKHOCTb

2.3. agpec (MecTo HaxoXAeHWs1) N MECTO XUTeNbCTea

TenedoH/dakc)

ANIEKTPOHHAA no4yTta

3. NHdopMauumsa o nekapcTBeHHOM npenapare:
3.1. HaumeHoBaHwe:
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3.1.1. mexxgyHapoaHoe HenaTeHTOBaHHOE ;
HanmeHoBaHue

3.1.2. B cnyyae OTCyTCTBUS MEXAYHapOAHOro HENAaTEHTOBAHHOMO HaMMEHOBaHMS - FPYNMUPOBOYHOE
HaumeHoBaHue ;
3.1.3. B cnyyae OTCyTCTBUA MeXAYHAapOAHOro HenaTeHTOBAHHOIO U rPYNNMPOBOYHOTO HAMMEHOBAHWI - XMMUYECKOe
HavMeHoBaHue ;
3.1.4. B cnyyae OTCYTCTBUA UHbIX HAVMEHOBAHWI - TOProBoe HaMMeHoBaHWe

3.2. Ko aHaTOMO-TepaneBTUYECKO-XMMUYECKON Knaccudmkaumm nekapCTBeHHOro npenapara

3.3. 3asBNeHHbIE NOKa3aHWs K NPMMEHEHUIO NIEKaPCTBEHHOIO Npenaparta COorfMacHO MHCTPYKLMM MO NPUMEHEHUIO C
ykasaHvnem koga MexagyHapoaHoW ctaTucTuyeckon knaccudumkaumm 6onesHen n npobnem, CBA3aHHbIX CO 300POBLEM
(nepeuncnutb)

3.4. rocygapcTBeHHas permcTpauns nekapcTBeHHoro npenapara B Poccuiickon ®egepauuu:
aata (44.MMm.rrrr) ;
HOMEp PerMcTpaumMoHHOro yAOCTOBEPEHUS ;
AaTa NoATBepPXAeHWS rocyaapCTBEHHOW perncTpaumm nekapCTBEHHOro npenaparta (Mpy Hanmymm)
(44.mm.rrrT) ;
3.5. nNpeanaraemble K WCKIHOYEHUIO JEKapCTBEHHble (DOPMbl, B TOM YMCIe 3KBMBAIEHTHbIE, 3aperncTpupoBaHHOIO
neKkapCTBEHHOro npenapara (nepeyncnuTb)

3.6. cBegeHUst 0 BOCMPOM3BEAEHHbIX Unn BroaHanorosbix (61nonogobHbIX) NekapCTBEHHLIX Npenapatax (Npy HanmM4mun)

4. CBegeHuns 1 OaHHble O JleKapCTBEHHOM npenapare, npeafiaraeMoM Ans UCKIMHYEHNUS M3 NMepeyvHei nekapCTBEHHbIX
npenapaTtoB A MEAULIMHCKOTO NPUMEHEHWS:

4.1. HanuuMe HayyHo ODOCHOBaHHOW MHpopMauuM O npeumyllecTBax U (MnM) OCODEHHOCTAX MexaHu3ma AeNCTBUS,
bonblen ©Ges3onacHOCTM anbTePHATUBHOIO NEKapCTBEHHOro npenapaTa, BKMAKYaeMoro B nepeveHb, MNpu  AnarHocTuke,
npounakTuke, nevyeHun unn peabunutaumm 3aboneBaHun, CUMHAPOMOB U COCTOSIHUIA C Y4E€TOM CTaTUCTUYECKUX AaHHbIX O
CTpyKType 3aboneBaemMocTu n cMepTHOCTU B Poccuiickon ®enepaumu;

4.2. BHOBb MOSIBUBLUMECHA CBEAEHUS O TOKCMYHOCTM WKW BbICOKOW 4acTOTe HexenaTenbHbIX NMOGO4YHbLIX SABMEHUN npu
npMeHeHnn NekapCTBeHHOro npenapara,

4.3. npyocTaHOBNEHNE NPUMEHEHNST NEKapCTBEHHOIO Npenapara B Poccuiickon Pepepaunu;

4.4. oTMeHa rocygapCTBEHHOW permcTpaunm NekapcTBEHHOrO Npenapara;

4.5. npekpalleHne npou3BoACTBa NEKApPCTBEHHOro npenaparta Nubo ero noctaBok B Poccuickyto depepaunto n (Mnm)
OTCYTCTBME IEKAPCTBEHHOrO rMpenapaTta B rpaxaaHckom obopote B Poccuiickor defepaumm B TeYeHWe nepuoaa,

NpeBbILLAoLLIEro OAMH KaneHaapHbIn rof.

5. O6ocHOBaHUS AN UCKIIOYEHUS JEKAPCTBEHHOro npenapara W3 MNepeyvyHelt IekapCTBEHHbIX MpenapaToB Ans
MeOMLMHCKOTO NMPUMEHEHUS:

5.1. nognyHKT uckntoyeH ¢ 17 gekabps 2020 roga;

5.2. noanyHKT uckmntoveH ¢ 17 gekadps 2020 roaa;

* CHocka nckntoveHa ¢ 17 gekabpsa 2020 roga.
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** CHocka mncknoveHa ¢ 17 gekabps 2020 roga.

5.3. maHHble 0 akTnyecknx obbemax npogax ekapcTBeHHoOro npenapata B Poccuiickon ®epepaumm 3a 3 roaa,
npegLwecTByOWne nogade NPeLnoXeHnsi, B HaTypanbHbIX NokKasaTensix no NeKapCTBEHHbIM (hOpMaM 3aperMcTpupoBaHHbIX

neKapCTBEHHbIX NpenapaToB (Npu HanMuum);

5.4. paHHble M OOKyMeHTbl, MOATBEpXAallue npekpalleHne npou3BOoACTBa NEeKapCTBEHHOro npenaparta nubo ero
noctaBok B Poccuiickyto ®eanepaumio n (Mnun) otTcyTCcTBUE NEKAPCTBEHHOMO NpenapaTa B rpaxgaHckoM obopoTte B Poccumnckon
denepaumn B Te4eHUe nepuoaa, NPeBbILLAOLLErO O4MH KaneHaapHbIn rog (Mpy Hanuymnm);

5.5. gaHHble OTYETOB O pesynbratax MOHUTOPUHra 6e3onacHOCTU NekapcTBEHHOro npenaparta (B Poccunckon depgepauun

n (nnn) 3a pybexom);

5.6. naHHble, NpeacTaBneHHbIe 3asBUTENEM B MHULMATUBHOM MNOpPSAKe.

6. OOLee KONMMYECTBO NPeACTaBEHHbIX JOKYMEHTOB

Ha

ncTax.

Moanuck 3aaBuTens

/

[ata

MpunoxexHue N 4

K NMpaBunam coopmupoBaHusa nepeyHen
NeKapCTBEHHbIX NpenapaTroB

OnA MegULUUHCKOro NpUMeHeHus

M MUHUMANbHOIO aCCOpTUMEHTa
neKkapcTBeHHbIX NpenapaTtoB, HEOOXOoAUMbIX
ANnA oKasaHusi MeauLMHCKOM NOMOLUU
(B peaakuum, BBeAeHHOW B AencTBue
¢ 17 pekabps 2020 ropa
nocraHoBneHuem lMpaButenbcTBa
Poccuinckon Penepaumu

ot 3 nekabpsa 2020 ropa N 2021. -

Cm. npeablayLyo peaaKkuuio)

(dhopma)

B komuccuro MuHucrepcrea
3apaBooxpaHeHus Poccuinnckon ®egepaumm
no ¢popMMpoBaHUIO NepeyHen
neKkapcTBeHHbIX npenapaTtoB AnA
MeaULMHCKOro npumMeHeHus

M MUHUMANbHOrO aCCOPTUMEHTa
NeKapCTBEHHbIX NpenapaTtoB, HE06Xo0AUMbIX
ANA oKkazaHMA MeAULIMHCKOW NOMOLLMU

NPEOJNNIOXEHUE OB UCKITIOYEHUN NEKAPCTBEHHOIO MNMPENAPATA U3 MUHUMAITIBHOIO
ACCOPTUMEHTA NEKAPCTBEHHbIX MPEMNAPATOB, HEOEXOAUMbIX AN OKA3AHMA MEOULUWHCKOW

1. Hdpopmaums o 3asButene:

nomoLiu

1.1. HaMMeHoBaHWe opraHW3auMn Unu hamunus, UMsi, OTYeCTBO (MPY HaANMYKMKM) rpaxgaHuHa
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1.2. OTBETCTBEHHOE NULIO, AOIMKHOCTb ;
1.3. agpec (MecTo HaxoXAeHNs) UM MECTO XXMTENbCTBA ;
TenedoH (akc) ;
3M1EeKTPOHHast movTa
2. NHbopmaLuus o nekapCTBEHHOM npenapare:
2.1. HaMeHOBaHWe:
2.1.1. MexayHapogHoe HenaTeHTOBaHHOE HaMMEHOBaHNE ;
2.1.2. B criyvae OTCYTCTBUSI MEXAYHAPOAHOIrO HENaTeHTOBAaHHOIO HAMMEHOBAHWS - FPYNNMPOBOYHOE

HanMeHoBaHue ;

2.1.3. B criyyae oTCyTCTBUSA MEXAYHAapPOAHOrO HenaTeHTOBAHHOMO M rPYNMUPOBOYHOIO HaMMEHOBAHWI - XMMUYECKOe
HanMeHoBaHue )
2.1.4. B crny4ae OTCYTCTBUSA MHbIX HAMMEHOBaHWI - TOProBOe HaMMeHoBaHWe

2.2. kog aHaTOMO-TepaI'IeBTI/ILIeCKO-XVIMI/NeCKOIZ Knaccmdavmaumm NNeKapCTBEHHOro npenaparta

2.3. rocygapCTBeHHas pernctpawums nekapcTBeHHOro npenaparta B Poccuiickon denepaumu:
Aata (44.MM.ITTT) ;
HOMep perncTpaumMoHHOro yaoCTOBEPEHUS ;
Jata NoATBePXKAEHWS rocy4apCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara (npy Hanuymu)
(44.mMm.rrTT) ;
2.4, naHHbIe 0 NPOM3BOACTBE NEKApPCTBEHHOrO npenapara B Poccuiickon ®enepauum
(npw Hann4nK) ;
2.5. npegnaraemble Ons WCKMIOYEHUS JleKapCTBEHHble (DOPMbl 3apervcTpypoBaHHOMO feKapCTBEHHOro npenaparta
(nepeuncnuTb)

2.6. cBeLeHUs1 0 BOCMPOM3BEAEHHBIX UNn BruoaHanorosbix (6MonogobHbIX) NekapcTBEHHbIX Npenapartax (Mpy Hanuyum)

3. OcHoBaHuA ANa  MCKNIOYEHUs NNIeKapCTBeHHOro npenapara w3 MWHUMalribHOroO acCoOpPTUMEHTa JIEeKapCTBEHHbIX
npenapartos, HeO6XOﬂ,I/IMbIX ONsl OKasaHMs MEAULMHCKOM MOMOLLIN:

3.1. nekapcTBeHHbIl Mpenapar He BXOOAWUT B MNEpPeYeHb >KM3HEHHO HEOBXOOMMbIX U BaXHEMLUX NeKapCTBEHHbIX
npenaparos;

3.2. npyMmeHeHne nekapcTBeHHoro npenaparta B Poccuiickon ®egepaumm npuocTaHOBMNEHO;
3.3. rocygapcTBeHHasa permctpaumns nekapcTBeHHoro npenaparta B Poccunckon ®egepaumm oTMEHEHa;

3.4. npekpalleH rpaxgaHckui obopoT nekapcTBEHHOro npenapata B Poccuinckon degepauumn, B TOM YMcne npekpaleHo
€ro Npoun3BoACTBO.

4. [OKYMEHTbI W [aHHble, OOGOCHOBLIBAOLWME MpeasioKeHne 06 WCKIIOYEHNM FeKapCTBEHHOro mnpenapaTta U3
MWUHMMAarIbHOrO acCOPTMMEHTA JIeKapCTBEHHbIX NpenapaToB, Heo6XoaNMbIX 1St OKasaHUst MeaULUHCKON NOMOLLY:

4.1. OOKYMEHTbl W [aHHble, MOATBEpXAawlune MpekpalleHne rpaxagaHckoro obopota NnekapCTBEHHOrO npenapara B
Poccuickon ®eagepalmun, B TOM YUCre NpekpaLleHe ero npon3BoacTBa

4.2. paHHble, npencrtaBlieHHble 3aAaBUTENEM B MHUUMATUBHOM NMopsaake

5. OOwee KONMMYEeCTBO NPeacTaBEHHbIX JOKYMEHTOB
Ha nucrax.
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Moanuck 3aaBuTens / /
[ata

MpunoxeHne N 5

K NMpaBunam coopmupoBaHusa nepeyHen
NeKapCTBEHHbIX NpenapaTroB

AnNA MegULUMUHCKOro NpUMeHeHus

M MMHMMANbHOIroO aCCOPTUMEHTa
NeKapCTBEHHbIX NpenapaTtoB, HEO6Xo0AUMbIX
ANnA oKasaHusi MeauLMHCKOM NOMOLUM
(B peaakuum, BBeAeHHOW B fencTBue
¢ 9 HoAOpsA 2018 ropa
nocraHoBneHuem lMpaButenbLCcTBa
Poccunckon ®eanepauum

oT 29 okTA6pa 2018 rona N 1283;

B peAakuum, BBeaeHHOW B AecTBUe

¢ 17 peka6psa 2020 ropa
nocraHoBneHuem lMpaButenbcTBa
Poccuinckon Penepauuu

ot 3 nekabpsa 2020 ropga N 2021. -

Cm. npeAbIAyLYIO peaakLuio)

(chopma)

3AKITHOYEHUE NO PE3YIILTATAM MPOBEOQEHUA NOKYMEHTAIIbHOW SKCMEPTU3bI NPEQNIOXEHUA O
BKIMIOYEHUU (MCKNIOYEHWUWN) NEKAPCTBEHHOI'O MPEMAPATA B NEPEYHU NNIEKAPCTBEHHbIX
NMPEMNAPATOB U MUHUMATIbHbIW ACCOPTUMEHT JIEKAPCTBEHHbIX NMPEMAPATOB, HEOBXOOUMbIX ONA
OKA3AHUA MEOULIMHCKOW NOMOLLU

1. Hacrosiee 3akntoyeHne KkacaeTcs matepuanos, NpeacTaBneHHbIX Ans:

1.1. BKNOYEHMS NNeKapCTBEHHOrO npenapara B:

1.1.1. nepeyveHb XMIHEHHO HEOBXOOUMBIX U BaXKHEWLLNX NEKAPCTBEHHbIX NPenapaTtos;
1.1.2. nepeyeHb OPOroCTOALUMX NeKapCTBEHHbLIX NpenapaTtos;

1.1.3. nognyHKT nckntoveH ¢ 17 gekbpsa 2020 roaa;

1.1.4. MMHVMMAanbHbBIN acCOPTUMEHT NeKapCTBEHHbIX MpenapaTtoB, HeOOXOOUMbIX AN OKa3aHWs MEeAVMLUMHCKOW MOMOLLU
(MMHMManbHLIA aCCOPTUMEHT);

1.2. ncknoYeHnsa nekapCcTBEHHOrO NpenapaTta 1a:

1.2.1. nepeyHst XXM3HEHHO HEOBXOOANMBIX U BaXXHENLLMX NEKAPCTBEHHbIX NpenapaTos;
1.2.2. nepeyHss AOPOroCTOALLMX NNEKAPCTBEHHLIX NpenapaTos;

1.2.3. nognyHKT nckntodeH ¢ 17 aekbpsa 2020 roaa;

1.2.4. MMHMMarbHOIO acCopTUMEHTA.
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2. N"Hdopmauus o nekapCTBEHHOM npenapare:

2.1. HaMmeHoBaHue:

2.1.1. MexpyHapoaHoe HenaTeHTOBaHHOe ;
HanMeHoBaHue

2.1.2. B criyyae oTCyTCTBUSA MEXOYHAPOOHOMO HENaTeHTOBAHHOTO HAMMEHOBAHWS - rPYNNMPOBOYHOE
HavMeHoBaHue ;
2.1.3. B cny4vae oTCyTCTBUSI MEXOYHAPOAHOIrO HENaTeHTOBAHHOIO M rPynnMPOBOYHOIO HAMMEHOBAHWUIA - XUMUYECKoe
HavMeHoBaHne ;
2.1.4. B crny4yae OTCYTCTBUS MHbIX HAMMEHOBaHWI - TOProBoe HanMeHoBaHue

2.2. xoq aHaTOMO-TepaI'IeBTW-IeCKO-XMMI/NeCKOl7I KJ'IaCCMd)MKaLMM NeKapCTBEHHOro npenaparta

2.3. npeagnaraeMble K BKIIOYEHWIO NeKapCTBEHHble (DOPMbl 3apervcTpUpoBaHHOIO JeKapCTBEHHOro npenaparta
(nepeuncnutb):

2.4. npegnaraeMble K WCKMIOYEHWIO NEKapCTBEHHblE (HOPMbI 3aperMcTPMPOBaHHOMO NEeKapCTBEHHOro npenapara
(nepeuncnuTb):

3. Cpoku npoBeeHUst [OKYMEHTAnNbHOM 3KCMepPTU3bI;
c no

4. [JokymeHTanbHasi aKcnepTusa npennoxeHus (B COOTBETCTBUM C mpunoxeHuamu 1 v 2 k lMpaBunam dyopMupoBaHus
nepeyvHer NeKapCTBEHHbIX NpenapaTtoB And MEeOUUMHCKONO MPUMEHEHUS U MWHUMAIIbHOMO acCOPTUMEHTA NEeKaPCTBEHHbIX
npenapaToB,  HeoGXOAUMbLIX [Afs  OKa3aHus MEAMLMHCKOW MNOoMOLWM, YTBEPXAEHHbIM MocTaHoBneHnem [lpaButensctea
Poccuickon ®enepauun ot 28 asrycta 2014 roga N 871):

Tpebyemble cBeaeHWs! NHdopmaumsa o npencraBneHnm TpebyemMbix CBeAEHNN
3agBuUTeEnem
1 2 3
1 WHdpopmauus o 3aasutene 1.1 npeacTaeneHa B MOMHOM oObeme

1.2 npegcTaBneHa He B NOIHOM 00beMe (MepeyncnuTb):
1.3 He npeacTaBneHa

2 MHdopmaumsa o nekapcTBEHHOM 2.1 npencTaeneHa B NOfIHOM 06beme
npenapare 2.2 npencTaBneHa He B NOMHOM 00beMe (MepedncnuTb):

2.3 He npefcTaeneHa

3 CBefeHnsa 0 nekapcTBEHHOM 3.1 npeacraeneHsl B NOSIHOM o6beme
npenapare A4S BKIYEHUS 3.2 npeacraeneHbl He B NONMHOM o6beMe (NepedncnuTb):
(nckntoveHns) B nepedHn
nlekapCcTBEHHbIX NpenapaTos u 3.3 He npeacTaBneHbl
MWHUMarbHBIA aCCOPTUMEHT
4 [aHHble, 060cHOBbIBaOLLNE 4.1 npeacTaeneHbl B NOTHOM 06beme
NpeanoXeHne 0 BKNKOYEHUN 4.2 npefcTaBneHbl He B NOMHOM o6beme (MepevncnuThb):
(McKnoYeHnn) nekapcTBEHHOIO
npenaparta B NepeyHn 4.3 He npeacTaBneHbl

NeKapCTBEHHbIX NPenapaTos W
MUHUMaTbHbIA aCCOPTUMEHT

5. 3ameyaHus No pesynbrataM JOKYMEHTarbHOW SKCNepPTU3bl NPeAnoXeHus (MpU Hanmuum Hy)KHoe OTMETUTD):
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5.1. HeHagnexawee OdDOpMJ'IeHI/Ie npeanoXeHma wn npunaraemMmbiX K HEeMy [OOKYMEHTOB U CBeLEeHV, B TOM u4ucne
HEBO3MOXHOCTb UX OTKPbITb;

5.2. ncknioyes;
5.3. NnpeacraBneHne AOKYMEHTOB U CBEAEHUIN B HEMNOMHOM obbeme;

5.4. npeacrtaBneHne B Te4EHME O4HOMO KaneHgapHOro roga NpeaniokeHnsa B paMkax MeXayHapogHoro HenaTeHTOBaHHOMO
HaUMEHOBaHUA NeKapCTBEHHOro npenapata (NpyM OTCYTCTBUWM TakoOro HauMMEHOBaHMS - B pamKax rpynnMpoBOYHOrO WUNn
XMMUYECKOIrO HaMMeHOBaHKs1), MO KOTOPOMY KOMUCCUEN B TeKyLLeM rogy 6bisio BbIHECEHO pelleHne 06 oTka3e BO BKIHOYEHUM
(nckntoYeHnn) nekapcTBEHHOrO npenapata B MNEPEYHN, MUHUMAIbHbIA  ACCOPTUMEHT UMM B OTHOLUEHWM KOTOPOro
OCYLLECTBISIETCS OOKYMEHTarnbHas 93KCnepTu3a MM KOMMMEKCHasi OLEHKa, 3a MCKIYEHMEM cry4vasi, NpegyCMOTPEHHOro
noyHkTom 9 1 [MpaBun  ¢opMUPOBaHUA MNepeyYHen JIeKapCTBEHHbIX MpenaparoB  AAd  MeOULIMHCKOrO MPUMEHEHUS W
MUHUMAIbHOIO acCCOPTUMEHTA NEeKapCTBEHHbIX MPenapaToB, HeobXoAUMbIX Ans  OKa3aHWUs  MEAULIMHCKOW MOMOLLIN,
yTBepXXOeHHbIX nocTaHoBneHveM [NpaBuTtenscrea Poccuinckon Peaepauimm ot 28 asrycta 2014 . N 871;

5.5. npeacraBneHne HeJOCTOBEPHON NN UCKaXEHHOW MHdopMaunu;

5.6. npeacTaBneHne OopaboTaHHOIO NpPeafioKeHWs Mocne MOBTOPHOMO OTKIOHEHMS MO pesynbratam AOKYMeHTanbHON
3KCNepTM3bl.
6. Pesynbrat:

6.1. HanpaBuUTb NpeanoxeHne Ha KOMMIEeKCHYO OLEHKY;
6.2. HanpaBuTb B agpec 3aaBUTeNA 3akn4yeHmne ¢ 3amMmedaHnamMmm o HECOOTBETCTBUM YCTaHOBNEHHbIM Tpe6OBaHVIF|M;

6.3. HanpaBUTb NPeANOXeHNe BHeLITAaTHOMY cneunanucty MuHuctepcTea 3gpaBooxpaHeHnsa Poccuiickon depepauun ons
NoaroToBKN peKOMEHAALMM O BKITKOYEHUN (MCKITIOYEHNM) NEKAapCTBEHHOIO Npenaparta B MMHUMarbHbIA aCCOPTUMEHT.

Mpencenatens

(3amecTuTenb npegcenatens)
Kommuceum

MwuHucTepcTBa 34paBOOXpPaAHEHMS
Poccunckon ®enepaumm

no hOpMMpPOBaHUIO NEPEYHEN
neKkapcTBEHHbIX NpenapaToB Ans
MEeOVLNHCKOrO NPUMEHeHNst

N MUHUMAaIbHOrO acCopTUMEHTa
NeKapCTBEHHbIX NpenapaTos,
HeobxoaMMbIX NS okasaHus
MeOULMHCKON NOMOLLM

/
(para) (nognuck, pacwmdpoBka Noanmcu)

MpunoxexHue N 5_1

K NMpaBunam coopmupoBaHusa nepeyHen
NeKapcTBEHHbIX NpenapaTtoB

ANns MeguUMHCKOro NpMMeHeHunsA
M MMHUMMANbHOIro aCCOpPTMMEHTA
neKapcTBeHHbIX NpenapaTos.,
HeobXoAUMbIX ANA OKa3aHWA
MeAWLIMHCKOW NOMOLLM
(AlononHUTeNbLHO BKIOYEHO

c 9 HosGpA 2018 ropa
nocraHoBneHuvem MpaButenbLcTBa
Poccunckon ®enepauum
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oT 29 okTA6pa 2018 rona N 1283)

TPEBOBAHUA K METOOONOMNMYECKOMY KAYECTBY KITMHUKO-9KOHOMUYECKUX UCCIEAOBAHUNA
NEKAPCTBEHHOI'O MNMPEMNAPATA U I/ICCHE!],OBAHVIVI C UCNOJNb30BAHMEM AHAJIU3A BNUAHUA HA
BIOMAXXETbI BIOOXETHOU CUCTEMblI POCCUUCKOU ®EOEPALINA

(c nameHeHusMn Ha 3 gekabpsa 2020 roga)
1. MeTogonornyeckoe Ka4ecTBO KNMHUKO-3KOHOMMYECKMX MCCNeaoBaHNA NIeKapCTBEHHLIX NPenapaToB U aHanuMs3a BrvsiHUS
Ha OromxkeTbl BromxeTHOM cuctembl Poccuiickon ®enepaunmy (oanee - 61o4XeT) NpusHaeTcs:
a) BbICOKUM:

ONs KNMUHUKO-3KOHOMUYECKUX UCCReaoBaHuii - Npy O4HOBPEMEHHOM cobntogeHn TpeboBaHui, ykazaHHbIX B NyHKTax 2 U 3
HaCTOSALLINX TREOOBaHUN;

ONs aHanusa BNUSHUS Ha GHOIKET - MpU OOHOBPEMEHHOM cobnoaeHun TpebGoBaHWK, yKaszaHHbIX B NyHKTax 2 u 4
HaCTOSALLMX TREOOBAHUN;

0) cpegHUMm:

AN KMYHUKO-9KOHOMUYECKNX UCCReaoBaHumI - npn ogHOBpeEMEHHOM cobntogeHun Tpe6OBaHI/Il7I, YKa3aHHbIX B NOAMNYHKTax

"a" - "r" n"e" nyHkTa 2, noanyHkTax "a", "6" u "a" nyHkTa 3 HacToAlMx TpeboBaHWi;

ana aHanumsa BINAHUA Ha 6|‘O,D,)K€T - Npn ogHOBpPEMEHHOM COﬁJ'IIO,D,eHI/II/I Tpe6OBaHVII7I, YKa3aHHbIX B MNOAMNYHKTAX a - I "

"e" nyHkTa 2, noanyHkTax "a", "B" n "r" nyHkTa 4 HacToAWnX TREOOBAHUN;

B) HU3KUM:

ONS KNMHUKO-3KOHOMUYECKNX MCCNefoBaHniA - MpU HecobnogeHun ogHoro M3 TpeboBaHui, ykasaHHbIX B noanyHkTax "a" -
"r" n "e" nyHkTa 2, noanyHkTax "a", "6" n "g" nyHkTa 3 HacToawmx TpeboBaHuNn;

Ona aHanmsa BNusHUA Ha OloaXKeT - Npu HecobnogeHun ogHoro ua TpeboBaHuii, ykasaHHbIX B noanyHktax "a" - "' n "e"
nyHKTa 2, noanyHkTax "a", "B" n "r'" nyHkTa 4 HacToawmnx TpeboBaHuUi.
(MyHKT B pepakumn, BBegeHHon B genctene ¢ 17 pgekabpst 2020 roga noctaHoeneHveM [paButenbctBa Poccuickon

®denepaumm ot 3 aekabpa 2020 rona N 2021. - CM. npeablayLLY0 PEAAKLNIO)

2. B uensix ocywecTBreHnss TpeboBaHU K KITMHUKO-3KOHOMUYECKMM MCCIeQOBaHUSM UM aHanusy BINUSHUS Ha OroaxkeT
HeobxoamMmo cobnoaeHne CreayoLmxX YCIOBUIA:

a) NpeacTaBrieHne pesyrbTaToB OTeYeCTBEHHbIX UCCNeaoBaHni;

6) COOTBETCTBME MOKa3aHWA K MPUMEHEHUIO MpeanaraemMoro NeKapCTBEHHOro npenaparta, no KOTOpbiM MPOBOAMIIACH
KITMHMKO-9KOHOMMYECKash OLUEeHKa W aHanmM3 BNusSHUA Ha OlomkeT, MoKasaHusaM, COoAepXalumcs B WHCTPYKUUKM MO
MeANLIMHCKOMY NMPUMEHEHMWIO NEKapCTBEHHOIO Npenapara, a Takke B Cryvyae Hanuyinsi HECKOIbKUX NMOKa3aHUM K MPUMEHEHMUIO -
npencTaBneHne pesynbTaToB KIMHUKO-3KOHOMUYECKMX UCCNEAOBAHUN U aHanmM3a BNUSHUS Ha GHOXKeT Nno BCEM MOKa3aHUsIM
nmbo no nokasaHWsiM nNpu  3aboneBaHusiX, XapakTepusylwmuxcs Haubonblen 3aboneBaemMocTbio, CMEPTHOCTbIO W
WHBanuamsaumen. Ecnn nekapcTBEHHbIN npenapaTt MnpeanaraeTtcs K BKIOYEHMIO B NepeyeHb KU3HEHHO HeobXoauMblX W
Ba)KHEMLUNX JIEKAPCTBEHHbLIX MpenapaTtoB Ans MeOULMHCKOro NMpUMMEHeHUs (ganee - nepedeHb BaXkKHEMLLMX JNeKapCTBEHHbIX
npenapaToB) M (MNn) B MNepeveHb JIeKapCTBEHHbIX NpenapaToB, npedHa3HadeHHbIX Ans obecneyeHus nuy, OOMbHbLIX
remMounnen, MyKoBUCUMOO30M, MNodu3apHbiM HaHM3MOM, OonesHbto [ouwe, 3Moka4yeCcTBEHHbIMM HOBOOOGPA30BaHUSIMU
nMMdonaHon, KPOBETBOPHON U POACTBEHHLIX MM TKaHEMW, pacCesiHHbIM CKIepo30M, FeMOSIUTUKO-YPEMUYECKMM CUHLAPOMOM,
IOHOLLIECKMM apTPUTOM C CUCTEMHbIM Hadanom, Mykononucaxapugosom |, Il n VI Tunoe, annactuyeckon aHemuen
HEeYyTOYHEHHOW, HacneaCcTBeHHbIM aedumumTtom daktopos Il (pubpuHoreHa), VIl (nabuneHoro), X (CtioapTa - lNpayapa), a Takke
nvy nocrne TpaHChaHTauum opraHoB U (UNW) TkaHel (Oanee - nepeyYeHb AOPOroCTOSNX NEKapPCTBEHHbLIX NpernapaToB), U He
MMEET aHarlorM4yHoro npenapara B COOTBETCTBYOLLEM NepeyHe (NpeacTaBnsieT coboi HOBbIM NOAXOA K NeYeHUto) - NoKkasaHue,
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no KOTOPOMY MPOBOAUTCS @aHanM3 BRMSIHUSA Ha GHOOXKET, COOTBETCTBYET 3ab0NeBaHusIM (COCTOSIHMSIM) U3 TOW e TPex3Ha4yHon
pybpukn MexagyHapogHoOW cTaTMCTUYecKon knaccudukaumm 6GonesHen n npobnem, CBSA3aHHBIX CO 3[00POBbEM, YTO U
nokasaHue, cogepkallieecsi B MUHCTPYKLUMM NO MEOULMHCKOMY NPUMEHEHMI0 NpeaniaraemMoro fekapcTBEHHOro npenapara;

(MognyHKT B pegakumn, BBeaeHHon B Aencteme ¢ 17 gekabps 2020 roga nocraHosneHuem [NpaBuTtensctBa Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - CM. npeablayLLY0 peaakLuuio)

B) NpeacTaBrieHne pacyeTta 3aTpaT Ha OCHOBaHMMW LieHbl HE HKE LieHbl, NNaHMPYeMOW K rocyAapCTBEHHONM perncrpauum, a
B Cfy4Yyae ecnu LeHa Ha npegnaraemblii NEKapCTBEHHLIN npenapaT YXe 3aperncrpupoBaHa - Ha OCHOBaHUWM npepneribHon
OTMYCKHOW LieHbl NPOU3BOANTENS C Y4ETOM Harnora Ha 4ob6aBneHHy0 CTOMMOCTb;

(MognyHKT B pegakumn, BBeaeHHon B Aenctene ¢ 17 gekabps 2020 roga nocraHoeneHuem lNpaBuTtensctBa Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - Cm. npeablayLLY0 PEAAKLMIO)

) OCYLLUECTBNEHNE pacyeTa NPsAMbIX MEOULMHCKMX 3aTpaT ucxods U3 CpedHMX HOPMaTUBOB (PMHAHCOBLIX 3aTpaT Ha
eouHuLy obbema MeaMUMHCKOM NMOMOLLM, YCTAHOBMEHHbLIX MPOrpamMmMON rocyd4apCTBEHHbIX rapaHTuin 6ecnnaTtHoro okasaHusi
rpaxxgaHam MeauLMHCKOM MOMOLLM Ha O4epeaHOn rof v NiaHoBbIA NEPUOL;

O) ykasaHue B oT4yeTe (CTaTbe), NpeacTaBreHHOM B COOTBETCTBUM C moanyHkTom 5.2 npunoxenvsa N 1 k [NpaBunam
chopmupoBaHua nepeyHen NekapCTBEHHbIX MPENaparoB AAd MEeOULIMHCKOIO MPUMEHEHUS U MWHMMAIlbHOMO acCOpRTUMEHTa
TNIEKaPCTBEHHbIX MpPenaparoB, HeobXoAMMbIX ANA  OKa3aHWs MEAWLIMHCKOW MOMOLLM, YTBEPXOEHHbIM MOCTAHOBMEHUEM
MpaButenbctBa Poccunckon depepauun ot 28 asrycta 2014 r. N 871 (aanee - lNpaBuna), CCbINIOK Ha UCMNONb30BaHHbIE
MCTOYHUKN MHpOpMaLIMM ON1S KaXA0ro 3Ha4eHns nokasarenen, a Takke npuBegeHne MeTogukn pacyeTa;

e) npencraeneHne npu nposegeHun KrnMHUKO-3KOHOMUYECKUX WUCCNedoBaHMM U aHanu3a BnvMsHUS Ha OroKeT C
ncnosib3oBaHMeM MeTogoB MaTteMaTn4eckoro MoaenmpoBaHnUA B COCTaBe OTHeTa (CTaTbI/I), npeacrtaBfieHHOro B COOTBETCTBUU C
npunoxennem N 1 k [lMpaBunam, nnn B NPUNOXEHUN K Hemy MaTemaTMyeckon mogenu, aﬂaI'ITVIpOBaHHOVI K cucrteme
OTe4YeCTBEHHOro 3apaBooXpaHeHud, ¢ onncaHnemMm MeToaukun mMopennpoBsaHud, BKItoYatoLLEen onucaHne CTPYKTYpbl Moaenu,
OCHOBHbIX JJ,OI'IyLU,eHMVI Mogenn ¢ ux oboCHOBaHMEM, KITHOYEBbLIX napamMmeTpoB AnA pacyeTtoB, UCTOYHWKOB VIH('bOpMaLJ,MM o
3Ha4YeHUAX KIo4YeBbIX NapamMeTpoB Unn npuBeaeHne MeToankn pacyeta.

3. B uenax ocyuwectBneHus TpebOBaHWMIA K KIMHUMKO-9KOHOMMYECKMM UCCRegoBaHMAM Heobxogmmo cobniogeHue
crenyroLmnx yCrioBum:

a) Npu HanMyMM Mo pesynsTaTtam KIMHUYECKUX UCCMeaoBaHUn CTaTUCTUYECKM 3HAYUMbIX Pasnuyuunii no adhdEKTUBHOCTA 1
(vnun) GesonacHOCTU Mexay npeanaraeMbiM fekapCTBEHHbIM MPenapaTomM U npenapaToM CpaBHEHUsI MCMONb3YTCA MeToapbl
COOTHOLWIEHUSA 3aTtpaT n 3PEEKTUBHOCTM UMM COOTHOLUEHWUSI 3aTpaT M MOne3HocTu (Mpu OTCYTCTBUM MO pesynbratam
KIMHUYECKUX WCCMNEeOOBaHUA CTaTUCTMYECKU 3HAYMMbIX pasnuMumii Mo 3geKTMBHOCTM M (unun) Ge3onacHocTu Mexay
npegnaraemMbiM IEKapCTBEHHbIM MpenapatoM UM MpenapatoM CpaBHEHUS WCMONb3yeTcs MEeTod MUWHUMU3auMu 3aTpart.
XapakTepucTMkn naumeHToB (Mon, Bo3pacT, TedeHue 3aboneBaHus, dopma 3aboneBaHus, cTagus 3aboneBaHusi, NUHUSA
Tepanuu, nNpelwecTByoLlas Tepannsl) U cpaBHUBAEMbIX MpenapaToB (NekapcTBeHHast hopMa, PeXnM 403MPOoBaHUs, cnocob
BBEAEHUS) B KIIMHUYECKNX UCCINENOBaAHUSX, pe3yrbraThl KOTOPbIX UCMOMNb30BaHbl Ans 060CHOBaHUS BbIGopa MeToaa KIMHUKO-
3KOHOMMYECKOIO NCCNEAOBaHUS!, COOTBETCTBYIOT XapakTePMCTUKaM MauneHTOB U CpaBHUBAEMbIX MpenapaToB, OLEHMBaEMbIM B
KITMHMKO-9KOHOMMYECKOM UCCrea0BaHUM);

(MognyHKT B pegakumn, BBeaeHHon B Aencteme ¢ 17 gekabps 2020 roga nocraHosneHuem lNpaBuTtensctBa Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - CM. npeablayLLY0 peAaKLuIo)

6) ecnu nekapcTBeHHbIW NpenapaT npeanaraeTcs K BKAYEHUIO B NepeyeHb BaXHENLLMX feKapCTBEHHbIX Npenaparos, B
KayecTBe npenapata CpaBHEHUSA NCMONb3YETCA NeKapCTBeHHbIN npenapart (npenapartbl), BKMOYEHHbIW B YKa3aHHbIN NepeYveHb,
€Cnn neKapCcTBEHHbIV npenapaTt npeanaraeTcs K BKIHOYEHUIO B NepeyveHb A0POroCTosMX NeKapCTBEHHbIX npenapaTtos, B
KayecTBe npenapata CpaBHEHWs WCNOMb3yeTCA fleKapCTBEHHbI Mpenapart, BKMKYEHHbI B MepedyeHb AOpPOroCcTosALLmX
nekapcTBeHHbIX npenapaToB. [NpenapaTt cpaBHEHUS AOMKEH MPUMEHATHCA B TEKyLLIEN NpakTuke NneyYyeHus nauuMeHToB no Tem
e MOKa3aHWsSM U B TaKOM XXe KIMHMYECKOW CUTyauuu, YTO M Npefnaraemblil NeKapCTBEHHbIM npenapar. OntumanbHom
ansTepHaTUBON AN CpaBHEHMWS ABNsAeTca Haubonee adEKTUBHBIN M3 NTEKaPCTBEHHbIX MPEnapaToB, BKIMOYEHHbIX B NepeveHb
N UCMONb3YILLINXCA MO TEM XE MOKa3aHUAM M B TaKOWM Xe KIMHWYECKOW CUTyauuu, YTO U npeanaraembli NeKapCTBEHHbIN
npenapat. [lpy HanMuMM HECKONbKUX FNEKapCTBEHHbIX MpenapaTtoB C OAMHAKOBOM 3PMEKTUBHOCTBIO OMNTUMANbHON
anbTepHaTUBHOW® [ONs1 CPaBHEHWUsI SIBMSIETCS TOT U3 HUX, KOTOPbIA XapakTepu3yeTcs HaMMeEHbLUEW CTOMMOCTBIO 3a Kypce
neyeHus;

(MoanyHKT B pepakuuy, BBeAeHHOW B aencteue ¢ 17 aekabps 2020 roga noctaHoeneHvem [NpaButenbctBa Poccuiickom
®denepaumu ot 3 aekabps 2020 rona N 2021. - CMm. OpeaplayLLY peaakLnio)
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* TeKCT JOKyMeHTa COOTBETCTBYET M3MEHEHMSM, BHECEHHbIM NocTaHoBneHveM [NpaButensctea Poccuiickon Penepatiuu
ot 3 nekabpsa 2020 roga N 2021. - NpumMedaHne narotoButens 6asbl AaHHbIX.

B) Npou3BOAMTCA BbIGOP KpUTEPUEB OLEHKM 3PEKTUBHOCTM NEKAPCTBEHHOMO MpenapaTa, WCMonb30BaHHbIX Mpu
NMPOBEOEHUN  KIIMHUKO-3KOHOMMYECKOTO  UCCIE[OBaHUS Ha OCHOBAHUM  Pe3ynbTaToB  KIMHWUYECKUX  UCCredoBaHWA,
npencTaBneHHbIX B COOTBETCTBYHOLLEM NPEANOXEHNUW, YkazaHHOM B nyHkTe 13 Mpasun;

r) Npy onucaHum pe3ynsTaToB UCCIeqOoBaHWsA OTAENbHO YKa3biBaloOTCS:

3aTpaTbl Ha Npeanaraembli NekapcTBEHHbIV NpenapaT 1 npenapar (npenapatbl) CpaBHEHWS;
Apyrve npsiMble MeguuUHCKMe 3aTpaThbl (eCnu paccynTbIBanuch);

npsMble HEMeOULMHCKNE 3aTpaThbl (€CNN paccYnTbIBanuCh);

HenpsiMble (KOCBEHHbIE) 3aTpaThl (€CNn paccyMTbIBaNnCh);

[) pesynbraT aHanusa MMHUMM3aLMK 3aTpaT NpeacTaBnseTcs B BUAe pasHuLbl B 3aTpaTtax, 00yCnoBneHHbIX NpYMeHeHneM
npeanaraeMoro fiekapCcTBEHHOIo npenaparta u npenaparta cpaBHEHWS;

e) pe3ynbraTt aHalim3a COOTHOLUEHUA 3aTtpaTbl U SCb(.beKTVIBHOCTI/I npeacrtaBnAeTCcAd B Criyydadax:

ecnu npegnaraembli SieKapCTBEHHbIM Npenapart xapaktepusyetca donbluen achekTUBHOCTLI0 U BonbLUEen CTOMMOCTLIO,
Yyem npenapart cpaBHeEHUS (B BMAE COOTHOLLEHWA "3aTpaTbl unu adpdekTMBHOCTL" ANs npegnaraemoro NekapCTBEHHOro
npenapata ¥ npenapara CpaBHEHUS W MokasaTens npupalleHns 3deKTUBHOCTU 3aTpaT (MHKPEMEHTHOro nokasartens
"3arpaTbl Mnu acpekTUBHOCTL");

ecnv npegnaraembli NEKApCTBEHHbIN npenapaT xapakrepuayerca 6onblient 3hPEeKTUBHOCTLIO U MEHbLLEN CTOMMOCTLIO,
YeM npenapar cpaBHeHWs (B BMAe pas3HuLbl B 3aTpatax U pasHuLbl B 3 (EKTUBHOCTM TakUX NeKapCTBEHHbIX NpenapaTos);

) NPOBOAUTCS aHaNN3 YyBCTBUTENBHOCTM Pe3yribTaToB PacyeToB K M3MEHEHMSIM CrieayoLLmMX napameTpoB Mogenu:
AN aHanusa MUHUMK3aLUuW 3aTpaT: LieHa Ha npeanaraemblii ekapCTBEHHbIV NMpenapaT v LieHa Ha npenapaTt CpaBHEHUS;

ONs aHanmsa COOTHOLWEHUs 3aTpaTt n 3dEKTUBHOCTU: LieHa Ha npegnaraemblil JIEKapCTBEHHbIWM npenapaT U ueHa Ha
npenapat CpaBHEHUS, MoKasaTenu KNuHu4eckon 3eKTMBHOCTM NMpegraraemoro nekapcTBEHHOro npenaparta u npenapara
CpaBHEHUS.

(MoanyHKT B pepakumu, BBeAEHHOW B AenictBue ¢ 17 gekabps 2020 roga nocraHoeneHuem [paBuTenbcrBa Poccuinckon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - Cm. npeablayLLY0 peaakLUuio)

4. B uensx ocyuecteneHus TpeGoBaHuin kK aHanuay BNusHUA Ha BrogkeT HeobXxoaumo cobrofeHne crieayoLlmMx YCroBuiA:

a) pacyeTbl He Y4MTbIBAOT MpsiMble HeMeOWUMHCKME U HenpsiMble (KOCBEHHbIE) 3aTpaTtbl (MpU ONMcaHWKU pesynsTaToB
OTAENbHO YKasblBalOTCS 3aTpaThl Ha NEKaPCTBEHHYH Tepanuio);

©) BpeMeHHON nepuvoa aHanm3a BNUAHWUS Ha OrooKeT cocTaensieT He Gornee 5 net, npu 3TOM OTAENbHO YKa3blBaKOTCSA
pesynbTaThl pacyeToB 3a 1-1 rog;

(MognyHKT B pepakumn, BBeaeHHon B aenctene ¢ 17 gekabps 2020 roga nocraHoBneHuem lNpaBuTtensctBa Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - CM. npeablayLLY0 PEAaKLMIO)

B) XapaKTEepPWUCTMKM W YWCMEHHOCTb LenieBol MOonynsiuuM nauueHToB, KOTOPbIM Mpeanoniaraertcs npuMeHeHue
npeanaraemoro fiekapcTBeHHOro npenapara onpeaeneHs;

F) pes3ynerat aHanuMsa BIMUAHUA Ha OromxeT npeacrtaendaeTca B BMae pasHuubl B NPAMbIX MeOUUUHCKUX 3aTpaTax Mexay
TeKyLIJ,eIZ I'IpaKTI/IKOVI J'IeKapCTBeHHOIZ Tepanun (663 y4deTa BKIMKYEeHUA B nNepedeHb npeanaraemMoro nekapCTtBeHHOro rlperlapaTa)
N OXnaaemon I'IpaKTVIKOIZ (C Y4ETOM BKITHOYEHUA B MNepedvYeHb npennaraemMoro JekapCcTtBeHHOro npenapaTa) 3a yKa3aHHbII7I
BpeMeHHOIZ nepuoa. I'Ipvl 3TOM ecinun J'IeKapCTBeHHbIVI npenapar npegnaraetca K BKIKOYEHUK B NepedYeHb BaXKHENLINX
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neKkapCTBeHHbIX npenapaToB U (MnNn) B MnepeveHb AOPOroCTOSAWMX NeKapCTBEHHbIX npenapaToB, Tekylas npakTuka wu
oXuaaemas npakTuka Tepanuu BKIHOYalOT B ceDbsl TONMbKO NEeKapCTBEHHblE Npenapartbl, BKIHOYEHHbIE B COOTBETCTBYOLLUIA
nepeyeHb N NPUMEHSIOLWMECS B NMPaKTMKE NIeYeHNa NauueHToOB MO TOMY Xe MOKa3aHWMIo U B TaKOW e KIMHUYECKON cuTyauuu,
4YTO M NpeanaraemMblii eKapcTBEHHbIN Npenapar;

(MognyHKT B pegakumn, BBeaeHHon B Aencteme ¢ 17 aekabps 2020 roga nocraHosneHuem [NpaBuTtensctBa Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - Cm. npeablayLLY0 peaakLuuio)

O) BbINOSIHEH aHanM3 4yBCTBUTENbHOCTM pe3ynbTaToB pPacyeToB K M3MEHEHUsSIM MapameTpoB MOAENW: LeHbl Ha
nekapcTBeHHble NpenapaTbl, YUCNEHHOCTX LierneBor Nonynsuum naunmeHToB M YUCNEHHOCTU (4ONN) NauMeHTOB, MOMyYatoLLmnx
npegnaraemMbli ekapCTBEHHbIV Npenapar.

(MognyHKT B pepakumn, BBeaeHHon B Aencteue ¢ 17 gekabps 2020 roga nocraHoBneHuem lNpaBuTtensctBa Poccuickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - Cm. npeablayLLY0 PEAaKLMIO)

MpunoxexHue N 6

K NMpaBunam chopmmpoBaHus nepevyHen
neKkapcTBEeHHbIX NpenapaToB

Ansa MegULUHCKOro NpUMeHeHus

M MMHUMANbHOIO aCCOpTUMEHTA
NneKkapcTBeHHbIX NpenapaToB, HEOOXOAUMbIX
ANs OKa3aHMA MeAULIMHCKOM NOMOLLM
(B pepakuum, BBeAeHHOU B AeUCTBUE
¢ 9 Hos6psa 2018 ropa
nocraHoBneHuem lMpaButenbCcTBa
Poccuinckon Penepauuu

ot 29 okTA6psa 2018 rona N 1283. -

Cm. npeAbIAyLYIO peaakLuio)

WHTEMPANbHbIE LUKAJbl KOMMNEKCHOW OLEHKU NEKAPCTBEHHOI'O MPEMAPATA

(c nameHeHusiMm Ha 3 aekabpsa 2020 roga)

LUKATA OLIEHKU YPOBHEN OOKA3ATEJIbHOCTU PE3YNITATOB KITMHUYECKUX UCCNEQOBAHUNA
NEKAPCTBEHHbIX NPEMAPATOB!

XapakTepuctuka nccreaoBaHum YpoBeHb LLikana oueHku
A0Ka3aTenbHOCTH (6annos.)
pesynsTaToB

Cucrtematuyeckne 0630pbl U MeTa-aHanNM3bl | 10
PaHaoM13npoBaHHbIe cremnble KMMHUYEeCKne NCCneqoBaHns Il 9
PaHaoMM3nMpoBaHHbIE OTKPbIThIE KIIMHUYECKME UCCeqoBaHus Il 8
CeteBol MeTa-aHanm3 (B TOM YMCIE HENPSIMblE CPaBHEHUS U Il 7
CMeLLaHHbIe CpaBHEHNS)

KoropTHble uccnenoBaHus v 6
Wccneposanus "cnyyan-KoHTponb" \Y, 5
OnucaHue cnyyaeB n cepun CriyHaes VI 4
MHeHune akcnepToB VI 3

LUKAJA OLEHKWN YPOBHEN YEEAUTENIbHOCTU OOKA3ATENIbCTB KIIMHUYECKUX NCCNEOOBAHUN
NEKAPCTBEHHbIX NMPEMAPATOB £ ()

YpoBeHb XapakTepuctuka nokasarens Lkana
y6eauTernbHOCTH OLIEHKM
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CTtpanuua 29

JoKasaTenbCcTB | (6annos)
A AokasatenbCcTBa yoeauTenbHbl: 3
UMEITCS BECKME A0Ka3aTenbCTBa npeasiaraeMoro yTBepKaeHuns
B OTHOCUTENbHas ybeauTenbHOCTb OKA3aTENbCTB: MMEKTCA AOCTaTOYHbIE 2

[0Ka3aTenbCTBa B MOMb3y TOro, YTOObl PEKOMEHA0BATL NPEeANOXEHHbIN
NeKapCTBEHHbIN Npenapar ANs BKIMYEHUS1 B COOTBETCTBYIOLLMIA
nepeyeHb NeKapCTBEHHbIX NPenapaToB (13 NepeyHsl)

(AB3aL B peqakumn, BBeaeHHon B aenctaune ¢ 17 aekabpsa 2020 roga noctaHoBneHvem NpaBuTtenscrea

Poccuiickon ®enepaumm ot 3 nekabpsa 2020 roga N 2021. - Cm. npeablayLLyo peaakLuio)

C [0CTaTO4HbIX JOKa3aTeNbCTB HET: MMEIOLLMXCA [oKa3aTeNbCTB 1

HeJoCTaTOuHO AN BbIHECEHWSI PeKOMEeHAaLUMmM, HO pekoMeHaaumMmn MoryT
ObITb AaHbl C YY4ETOM MHbIX 0B6CTOATENLCTB

MHTEIPANbHAA KONMMYECTBEHHASA OLEEHKA KAYECTBA KITMHUYECKOIO UCCITEAOBAHUA
NEKAPCTBEHHOI'O MNMPEMAPATA

XapakTepuctmka uccneaoBaHums YpoBeHb YpoBeHb O6Lwas oueHka
[0Ka3aTenbHOCTU ybeamTenbHoCTH nccnenoBaHus
JaHHbIX [0Ka3aTenbCcTB (6annos)
Cucrematnyeckuii 063op I A onpegensercsa Kak
PaHAOMU3NPOBAHHbBIX KIIMHUYECKNX npov3BegeHne OLEeHKM
MCCreaoBaHuii N MeTa-aHarnm3 ¢ HU3KoM 3 ncenenosaHus
unmn cpeaHen 4 ( )BeposTHOCTbIO OLINBOK (6annos) yposHs
[0Ka3aTenbHOCTU
OaHHbIX 1 OLIeHKN
nccnenoBaHus
PaHaoMn3npoBaHHbIE KNMHNYeCKue Il A (6annoB) ypoBHs
NCCNEA0BaHNs C HU3KOM S nnu cpeaHein 4 ybeauTensHocTu
[AoKa3aTenbCTB

BEPOSITHOCTbIO OLIMBOK

CeTteBol MeTa-aHan13 (B TOM Yncne 1 A
HenpsiMble CPaBHEHWS! U CMeLLaHHble

cpaBHeHus) ¢ HU3Koin B unn cpegHen 4 (
)BEPOSITHOCTBIO OLUMBOK
KoropTHble MccrneaoBanmus ¢ Hnakom 7 ( vV B

)unm cpeaHein 4 BeposATHOCTLIO OLLINGOK

UccnenoBaHus "crnyvyan-koHTposb" ¢ \Y B
HU3KOME 1N cpeaHend BepoOATHOCTBLIO
ownbok
OnucaHwue cnyyaes, cepui crnyyaeB \ C
MHeHune akcnepToB VI C
ViccnegoBaHus noboro gusanHa ¢ | C
BbICOKOM BEPOSATHOCTbIO OLINGOK?
Il C
(HM3KOro METoAMYECKOro KayecTsa)
0 C
v C
\Y C
\ C
W C
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WUtoroeas MHTEerpanbHaa KonnyectBeHHasda OueHKa KadecTtBa KIMMHUYeCKOro wuccnenoBaHuna JekapCTBeHHOro

npenapara:

He meHee 18 - ang pekomMeHaaunn K BKIKOYEHUIO NekapcTBeHHOro npenapara,

He meHee 12 - ang pekomMmeHaaunn K BKNYeHno ans Op(*)aHHOFO J1IeKapCTBEHHOIo npenaparta.

KONMNYECTBEHHASA OLIEHKA 3®®EKTUBHOCTU MPUMEHEHWUA IEKAPCTBEHHOIO NPEMNAPATA B
PAMKAX KITMHUYECKUX UCCINEQOBAHUU

HavnmeHoBaHue OueHka cTeneHn JOCTUXEHUS LieneBoro JocTwxeHne Lenesoro Llkana
KpUTEPUS OLLEHKM pesyneraTta ¢ y4eToM npeumyLiectsa no pesyneTaTa C y4eToMm OLIeHKM
3 PEKTUBHOCTHU CpaBHEHUIO C Tepanuer npenaparamm npenMyLLecTBa nepea (6annos)
CpaBHEeHUs Tepanuen npenaparamu
CcpaBHeHUS (MPOLEHTOB)
Hanpumep, kputepui: MONHOCTbIO JOCTUMHYT LieneBou 100 10
CHWDKEHWE YPOBHS pe3ynbTaT (Bblicokas 3h(peKTUBHOCTb)
apTepuansHoro
OaBneHnsa 00 LEeneBoro  YacTUYHO AOCTUrHYT LIeNeBon pesynerart =90 9
3Ha4YeHus (cpeoHas ahheKTUBHOCTL)
=80 8
=70 7
=60 6
=50 5
=40 4
=30 3
=20 2
=10 1
He JOCTUrHYT LieneBow pesynbraT (HUuskas 0 0

Wtoro

3 (PeKTUBHOCTb UMK OTCYTCTBUE
3ppeKTMBHOCTK)

cpenHsis oLeHka 3MEKTUBHOCTU (OTHOLIEHME CYMMbI GansoB No KaxaoMy KpUTepuio

3 PEKTMBHOCTM K KONMYECTBY KPpUTEPMEB)

KONUYECTBEHHASA OLIEHKA BE3OMNACHOCTU NPUMEHEHWUA NEKAPCTBEHHOIO NPEMNAPATA B PAMKAX
KITMHWYECKUX NCCIIEQOBAHUA

OueHka ypoBHsi 6esonacHoCTH Yucno cnyyaes NOGOYHbIX OueHka Becosoi
neKapcTBEHHOro npenapara OencTBMi (NPoLIEHTOB) (6annos.) KoadpprumeHT
MoboyHbIe AENCTBUS OTCYTCTBYHOT 0 0 0
MoGoYHbIe AeNCTBUSA NErkon cTeneHn =10 -1 0,25
=20 -1
=30 -1
=40 -2
=50 -2
=60 -3
=70 -3
=80 -3
=90 -4
100 -4
MobGo4yHble OencTBUSA cpedHen cTeneHn =10 -2 0,5
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=20 -2
=30 -3
=40 -3
=50 -4
=60 -4
=70 -5
=80 -5
=90 -6
100 -6
Mo6o4YHble AeNCTBUSA TSXKENOW CTEMNEHMU - =10 -4 1
COCTOSIHMS, MPOASIEBaIOLLNE HAaX0oXaeHNe
naumeHTa B cTauuoHape unm =20 -4
NpeacTaBnsaoLmne yrposy Ans XXKU3HU
=30 -5
=40 -5
=50 -6
=60 -6
=70 -7
=80 -8
=90 -9
100 -10
Wtoro OLieHKa ypoBHsi 6e3onacHOCTM (CymMMa npounssegeHun cpegHux 6annos

no Kaxaomy ypoBHIo 6e30macHOCTM NekapCTBEHHOrO npenapara u
COOTBETCTBYHLLLErO BECOBOr0 KO3ghhuLmeHTa)

KONMMYECTBEHHASA OLIEHKA AOMOJIHUTENIbHOW TEPANEBTUYECKOW LEHHOCTU NEKAPCTBEHHOIO

NMPENAPATA
HanmeHoBaHue kputepus Pesynerat oueHku Lkana oueHkn
OONONMHUTENBHON TepaneBTUYECKON (6ann)
LIEHHOCTH

1. KpaTtHoCTb npuema COKpaLLeHne KpaTHOCTM npuema +2
COXpaHEeHWe KpaTHOCTU npuema 0
YBENUYEHMEe KpaTHOCTU NpremMa -2

2. HoBbIli MeXxaH13M OeNCTBUS UMEET KINMHNYEeCKne npenmMyLLecTea +2
HEe UMEET KINMHNYECKMX NPENMYLLECTB 0

LUKAJA OLLIEHKM CTOUMOCTU KYPCA (rOpgA) NEYEHUA NEKAPCTBEHHbIM NMPEMAPATOM

Pesynesrat oueHKu MpoueHT LWkana
OTKIIOHEHNS OLIEHKU
(6ann)
1. CTomMMOCTb Kypca unm rogoBoro fie4eHuns npegnaraeMbiv bonee 20 +2
NeKapCTBEHHbIM MpenapaTom HUXe, YeM CTOMMOCTb NeYeHns
npenapaTom CpaBHEHMS ot 10 go 20 +1
2. CToMMOCTb Kypca Unm roqoBoro neveHust npeanaraemMbim 8o 10 0

neKapcTBEHHbIM NPenapaTom ConocTaBMmMa CO CTOMMOCTbLHO
rneYeHnst npenapaTom CpaBHEHUS

3. CTomMMOCTb Kypca unuv rogoBoro fevyeHuns npegnaraeMbiv ot 10 oo 20 -1
neKapCTBEHHbIM NpenapaToMm Bbillie, YeM CTOMMOCTb NleYeHus!
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npenapaToM CpaBHEHUS

6onee 20

-2

LUKAJA KITMHUKO-9KOHOMWUYECKOW OLEEHKN NEKAPCTBEHHOI'O MPEMNAPATA!4

Pesynsrat oueHku

MMpoUEHT OTKIOHEHMS

Wkana
OLIEHKM
(6ann)

3.1.

3.2.

3.3.

4.1.

KnuHuueckas adpeKTMBHOCTb Npe/naraeMoro nekapcTBeHHOro
npenapara cTaTucTuieckn aHaunmo Bbie 1l knmHuyeckon
9d(PEKTUBHOCTM Npenapara CpaBHEHUS!, NPU 3TOM MPUMEHEHNE
NeKapcTBEHHOTO npenapara XapakTepuayeTcst MeHbLLMMU
3aTparamu, Yem NpuMeHeHue npenapara cpaBHeHNs

KnunHunueckas acheKTMBHOCTb NpeaiaraeMoro fiekapCTBEHHOIO
npenapara craTtucTyeckn aHaummo Bbilwe 1l knuHndeckon
a(pbdheKkTMBHOCTU NpenapaTta CpaBHEHUS, NPU 3TOM NPUMEHEHMNE
neKapCTBEHHOro npenapara xapakrepusyercs
HeCyLLEeCTBEHHbIMW PasnUYnsaMM C 3aTpatamm Ha NpUMeHeHne
npenapara cpaBHEHUs

KnuHuuyeckas adphekTMBHOCTb NpeanaraemMoro fiekapcTBeHHOro
npenapara conoctaBuma KrnmHu4eckon apekTMBHOCTH
npenapara cpaBHeHUs (CTaTUCTUYECKN 3HaYUMbIE pa3nnuns
otcytcTaytoTll)

NPUMEHEHWe NeKkapcTBEHHOrO npenapara xapakTepuayercs
MeHbLUUMY 3aTpaTaMu, Yem NpuMeHeHue npenapara
CpaBHEHWs

NPUMEHEHWE NeKapCTBEHHOTO Npenaparta XxapakTepuayercs
HECYLLECTBEHHbIMU Pa3NUYUAMI C 3aTpaTtamu Ha NpuMeHeHne
npenapara cpaBHEHMS

NPUMEHEHNe NeKkapcTBEHHOrO npenapara xapakTepuayercs
GonbLUMMK 3aTpaTamu, YeM NPUMEHEHME NpenapaTta cpaBHeHNs

oonee 60
ot 40 no 60
ot 20 no 40

ot 10 po 20
no 10

6onee 60
ot 40 oo 60
ot 20 no 40

ot 10 oo 20
no 10

ot 10 po 20

ot 20 no 40

ot 40 go 60

6onee 60

+10

+9

+8

+7
+6

+8

+6

+4

+2

KnuHnyeckas adhpeKTUBHOCTb NpefnaraemMoro fekapcTBEHHOTO Npenapara cTaTUCTUYECKM 3HAYUMMO
Bbilell knuHuyYeckomn adhEeKTMBHOCTM Npenapara CpaBHEeHNs!, MPY 3TOM MPUMEHEHNE NEKapCTBEHHOTO

npenapara xapakTepuayetcs GoMnbLLMMM 3aTpaTamMil, Yem NpUMEHeHVe npenapara cpaBHeHus 12

VIHerMeHTHbIVI nokasartesib COOTHOLWEeHUA 3aTpat U

achbbekTMBHOCTU ANs NpegnaraemMoro nekapcTBeHHOro npenapara

HUXE, Yem
WHKPEMEHTHbIN NokasaTernb COOTHOLLEHMWs 3aTparT U
3(hHeKTUBHOCTY Npenapara CpaBHEeHUs

6onee 60 (6onee
40)15

o1 40 po 60 (o1 20
no 40)13
ot 20 8o 40 (ot 10
no 20)1%
ot 10 go 20 (o1 5 o
10)15

+9
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4.2.

4.3.

(MyHKT 4 B peaakumu, BBeaeHHoN B aenicteme ¢ 17 gekabpsa 2020 roga noctaHoBneHvem [NpaBnuTenLCcTea

MHKPEMEHTHbIN NoKasaTerb COOTHOLLIEHWS 3aTpar U1
3a(pheKTMBHOCTU NpeanaraemMoro nNekapcTBEHHOro npenapara

conoctaBnM C UHKPEMEHTHbIM NMOoKa3aTernieM COOTHOLWEHUA 3aTpaT

1 3hHEKTUBHOCTU Npenaparta CpaBHEHUS

WHKPEMEHTHbIV NoKa3aTenb COOTHOLLEHUS 3aTpaT U
3(bhEKTUBHOCTN Npeanaraemoro fiekapCcTBEHHOIo npenaparta
BbILLE NHKPEMEHTHOrO MoKasaTtens

COOTHOLUEHUS 3aTpaT 1 3hPEKTUBHOCTU NpenapaTa CpaBHEHUs

no 10 (go 5)13

6onee 60 (6onee
40) 15

o1 40 po 60 (o1 20
no 40)13
ot 20 no 40 (ot 10
[o 20)13
ot 10 go 20 (o1 5 o
10)15

Poccuickon ®enepauum ot 3 nekabpa 2020 rona N 2021. - Cm. OpeablayLLy peaakLmio)

5.

KnunHunyeckas acpekTMBHOCTL NpeaiaraeMoro fekapcTBeHHOIo
npenapara craTtucTyeckn aHaummo Huxell knuHuueckon
3ppeKTMBHOCTM NpenapaTa CpaBHEHNS, MPU 3TOM NPUMEHeHne

NIEKapCTBEHHOIo npenapara xapakrtepndyetca MeHbLUMMN
3aTpartamMu, 4em npnMeHeHune npenaparta CpaBHEeHUA

KnuHnyeckas adhpekTBHOCTb NpeanaraemMoro fiekapCTBEHHOTO
npenapara cratucTuieckn sHaunmo Hkell knuHuueckoi
3(PPEKTUBHOCTI NpenapaTta cpaBHEHUs, NPW 9TOM 3aTpaThbl Ha
NpUMeHeHVe NekapCTBEHHOrO npenapara xapakTepuayTcs
HeCyLLIeCTBEHHBIMUY PasnnyMsaMmM Mo CPaBHEHMIO C 3aTpaTtaMu Ha
npenapar cpaBHeHUs

KnunHunyeckas aceKTMBHOCTb NpeaiaraeMoro fiekapCTBEHHOIo
npenapara cratucTyeckn aHaummo Huxell knuHuueckon

athbheKkTUBHOCTU NpenapaTta CpaBHEHUS!, NPY 3TOM NpUMEHeHNe
nekapcTBeHHOro npenapara xapakTepuayeTtcs 6onbLLUMIA
3aTpaTamu Mo CpaBHEHMIO C 3aTpaTamu Ha npenapat
CpaBHEeHUs

6onee 60
ot 40 go 60
ot 20 no 40

ot 10 go 20
no 10

ot 10 no 20
ot 20 no 40
ot 40 go 60

oonee 60

+5

+1

LLKAJIA OLUEHKWU BNUAHUA NEKAPCTBEHHOIO NMPEMAPATA HA BIOMXETbI BIOOXXETHON CUCTEMbI
POCCUNCKOW ®EOEPALIUN 14

Pesynerat oueHKu MpoUEHT OTKIMOHEHMS Lkana
OLIEHKM
(6ann)
1. lMpumeHeHWe npeanaraemoro fiekapCcTBEHHOro npenapara 6onee 60 +8
NPUBOANT K CHUXXEHMIO NPAMBIX MeAULMHCKMX 3atpaTls no
CpaBHEHUIO C TEKYLLIEN NPaKTUKOWN Tepanun ot 40 Ao 60 *6
ot 20 oo 40 +4
ot 10 go 20 +2
(MyHKT B pegakunm, BBeaeHHoW B aenctene ¢ 17 gekabps 2020 roga noctaHoBneHneM lMpaButenscrea
Poccuiickon Penepaumu ot 3 aekabpa 2020 rona N 2021. - Cm. npeaplayLLY0 peaakumio)
2. lMpumeHeHWe Npeanaraemoro fiekapCcTBEHHOro npenaparta 0o 10 +1

npuBOoaAUT K HECYLLLECTBEHHOMY N3MEHEHUIO NPAMbIX
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MEOULMHCKMX 3aTpaTl3 no cpaBHEHUIO C TEKYLLEN NPaKTUKOM

Tepanum

(MyHKT B pegakuun, BBeaeHHou B Aenctene ¢ 17 gekabps 2020 roga noctaHoeneHneM lMpaButensciea
Poccuiickon Penepaumu ot 3 aekabpa 2020 roga N 2021. - Cm. npeaplayLLY0 peaakumio)

3. lMpumeHeHWe Npeanaraemoro fiekapCcTBEHHOro npenaparta

npuBOAUT K YBENUYEHUIO NPAMbIX

MEOULMHCKMX 3aTpaTl3 no cpaBHEHUIO C TEKYLLEN NPaKTUKOM

Tepanum

ot 10 po 20 0
ot 20 oo 40 -1
ot 40 go 60 -2

oonee 60 -3

(MyHKT B pegakumn, BBeaeHHoW B aencteue ¢ 17 gekabpsa 2020 roga noctaHosneHnem NpaBuTenbcTea
Poccuickon ®enepauuum ot 3 nekabpsa 2020 rona N 2021. - Cm. OpeablayLLy peaakLmio)

LUKATA KOJIMYECTBEHHOW OLIEHKW OONONHUTENbHbIX AAHHbIX O IEKAPCTBEHHOM MPEMNAPATE

Kpvtepun oueHku

PesynbTaTt oueHku Llikana oueHkn

(6anmn)
HeobxoaMMoCTb NpUMEHEHNS NeKapCTBEHHOIO Npenaparta Ans na +2
OVarHOCTUKN, NPOUMAKTUKKN, NEYEHMS unu peabunutaumm npu
OKasaHMM MeaMLIMHCKON MOMOLLM B cyyae 3abonesaHuii n HeT 0
COCTOsIHWIA, NpeobnagatoLwmx B CTPYKType 3aboneBaemocTu u
CMepTHOCTM rpaxaaH Poccuiickon enepaumm, Ha OCHOBaHUN
OaHHbIX rocy4apCTBEHHOrO CTaTUCTUYECKOrO HabnogeHus
Hanwnune 3apeructpmpoBaHHbix B Poccuickon ®egepaumm ba +1
BOCMpPOW3BeAEHHbIX UM
GroaHanoroBbIx (61MonogobHbIX) NeKapCTBEHHbIX NPenapaToB HeT 0

(AB3aL B peqakumn, BBeaeHHon B aenctaune ¢ 17 aekabpsa 2020 roga noctaHoBneHvem paBuTtenscrea
Poccuiickon ®enepaumm ot 3 nekabpsa 2020 roga N 2021. - Cm. npeablayLLyo peaakLuio)

Hanuune nekapcteeHHOro npenapara B NepeyHe cTpaTernyecku

3HAYUMBbIX NIEKAPCTBEHHbIX CPEACTB, NPOM3BOACTBO KOTOPbIX
NOMKHO BbITb 06ecneyeHo Ha TeppuTopuKn Poccuickom
denepauum

HeT 0

na +1

(AbG3au B pegakumm, BBegeHHon B fevicteue ¢ 17 aekabps 2020 roga noctaHoenexHveM MpaBuTenscrea
Poccuiickon Penepaumu ot 3 aekabpa 2020 rona N 2021. - Cm. npeaplayLLYyo peaakLmio)

Hanunune J1IEKapCTBEHHOIO npenapara B Nepe4vHax

nekapcTBeHHbIX NpenapaTtoB, (PUHAHCUMPYEMBIX 3a CHET CPEACTB

6ropxeToB cyobekToB Poccuiickon ®egepavmm

Hannuue nponsBoacTBa (Nokanusaums) nekapcTBEHHOro
npenapata Ha Tepputopuun Poccuiickon ®egepaunu

HeT 0
na +1
HeT 0
BTOpPUYHAA yrnakoska u +1

(1) BeIMyCKAOLLMIA
KOHTpOSb KayecTBa - Aa
BTOPMYHAs ynakoBka u +2
(vnu) BbINyCKatoLLMM
KOHTPOIb KayecTsa npu
HanMyMu 3akni4eHHOro
cneumanbHOro
WNHBECTULMOHHOIO
KOHTpaKTa,
npeanonararoLero
co3paHue B Poccumnckon
denepaummn nponssoacTea
rOTOBOW NleKapCTBEHHOM
dopmel, BKNtoYas
npoun3BoaCcTBO
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hapmaLieBTUYECKON
cybcTaHuuu, - oa
nepBuYHas 1 BTOPUYHas +2
ynakoBKa, BblnycKatoLui
KOHTPOIb KayecTBa - Aa
nepBuYHasi 1 BTOPUYHaS +3
ynaKkoBKa, BbIMyCKaoLuUii
KOHTPOJb KayecTBa npu
HanM4MK 3akI4YEeHHOro
cneumansHOro
WHBECTULMOHHOIO
KOHTpakKTa,
npeanonararoLwero
cosaaHwue B Poccuinckon
depnepaumnn Npon3BoACTBa
rOTOBOW fIeKapCTBEHHOM
dhopmel, BKNtoYas
NpPOV3BOACTBO
(hapmanieBTU4ECKOn
cybctaHumnm, - ga
BCe CTaguu NpousBoaCTBa, +4
BKIO4As NPOM3BOACTBO
rOTOBOW NleKapCTBEHHON
dhopmbl (6e3 npon3sBoacTea
hapmaLieBTU4ECKON
cybcTaHuum), - oa
BCE CTaguu Npou3BOACTBA, +5
BKIOMas NPOM3BOACTBO
rOTOBOW fleKapCTBEHHON
dopmbl (6e3 nponsBoacTaa
(hapmaLieBTU4ECKON
cybcTaHuun), Npy Hanu4mMm
3aKIMOYEHHOro
cneumnansHOro
WHBECTULMOHHOIO
KOHTpaKTa,
npeanonararLero
cosgaHue B Poccuinckon
degepaummn nponssoacTea
rOTOBOW fleKapCTBEHHOMN
dopmel, BKNtoYas
NPOV3BOACTBO
hapmaLeBTUYECKON
cybcTaHumm, - ga
BCe CTaguu Npoun3BOACTBA, +7
BKIO4as NPOM3BOACTBO
rOTOBOW fIeKapCTBEHHON
opMbl U NPOU3BOACTBO
(hapmaLieBTU4ECKOn
cybcTaHuuy, - oa
WToroBasi oueHKa MpOYMX AaHHbIX MO MNPEAnoXeHWo (He MeHee +2 ONs pPeKkoMeHZauuMu K BKIOYEHWIo Ans
OphaHHOrO FEeKapCTBEHHOrO npenapaTta; He MeHee +4 [ONst pekoMeHZauuMu K BKIHYEHWUIO OCTaslbHbIX
NleKapCTBEHHbIX nNpenapaTtoB C YydyeToM 6anmoB, BbICTABMEHHbLIX [MaBHbIM BHELITATHLIM  CreuManMcTom
MuHncTepcTBa 3apaBooxpaHeHus Poccuiickon ®epepauum B nyHkTe 10 HayyHO 0GOCHOBAHHbLIX peKOMEeHAaunn,
npuBedeHHbIx B npunoxenur N 9 k [MpaBunam chopmupoBaHua NepevHen NekapcTBEHHbIX npenaparoB Ans
MeOWLIMHCKOTO MPYMEHEHUS U MUHUMAanbHOr0 acCopTUMEHTa NeKapCTBEHHbIX NpenapaTtoB, _HeobxoauMbix Ans
OKasaHua MeULIMHCKOW NOMOLLN, YTBEPXAEHHbIM nocTaHosneHueM [Npasutensctea Poccuickon degepauum ot
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28 aBrycta 2014 r. N 871).

1 ypOBeHb [A0Ka3aTeslbHOCTU pe3ynbraToB KITMHNYECKNX nccnenoBaHui npuMeHdeTca ana (bOpMaﬂbHOVl OLIEHKN Ka4ecTBa

OTAEernbHOIo KIMHU4YeCKoro mnccrnegoBaHnsa NeKapCTBEHHOro npenaparta. KnnHnyecknx nccrnegoBaHum OgHOro JIeKapCTBEHHOro
npenapara Moxet ObITb HECKONbBKO, W YPOBHU UX OOKa3aTellbHOCTU B 3aBUCUMOCTU OT Oun3arHa KIMHMYEeCKOro uccrnegoBaHus
MoryT ObITb pas3nn4HbI.

2 YposeHb y6eauTenbHOCTM [oKa3aTenbCTB 3PMEKTUBHOCTU NEKapCTBEHHbLIX MPEnapaTtoB NPUMEHSIETCA MPU OLeHKe

COBOKYMHOCTM WUCCINEfoBaHMN OQHOMO W TOrO Xe JlekapCTBeHHoro npenaparta. OcywecTensietcs 06o6LeHne AaHHbIX 06
YPOBHSIX [0Ka3aTenbHOCTM OTAENbHbIX WCCIEeQoBaHUA pasfMYyHOro KadecTBa W MpucBaMBaeTcsl oauMH U3 3 ypoBHeW
ybegutensHoCcTH.

3 Huskas BepoATHOCTb OLWMGBOK NpuUcBaMBaeTCs cUCTeMaTMdYeckuMm o63opam UnuM MeTa-aHanmsam npu cobrnioaeHnn
OJHOBPEMEHHO CrefyoLmnx YCroBUiA:

nowck 1 ot6op paboT BbINOMHEH ABYMs Unu Gonee nccreaoBaTenamu;
AN noucka nuTepaTypbl UCMNOMNb30BaNUCh Kak MUHUMYM 2 3MeKTPOHHble Gubnuorpaduyeckme 6asbl AaHHbIX;
npeacTasneHa MHOPMaLMs O KONMYECTBE BKMHOYEHHbBIX U UCKIMHOYEHHbIX paboT ¢ yKazaHUeM NpuUyYnH UCKIYEHUs,

npeagcraBneHa XxapakrepucTtuka BKIMHOYEeHHbIX nccrnenoBaHun.

4 Cpe,D,Hﬂﬂ BEPOATHOCTb owmnbok npunceamBaeTcAa nccrnegoBaHnAM noboro amMsanHa B Cliy4ae OTCyTCTBUA VIH(bOpMaLI,I/II/I
nnn HegoCcTato4YHOCTU MH(bOpMaLI,MVI no oAHOMY uUnun bonee YyCnoBuAM OUEHKN BEPOATHOCTU BO3SHUKHOBEHUA OLNBOK.

5 Huskas BepOATHOCTb OLIMGOK PaHOOMU3MPOBAHHLIM KIIMHUYECKUM UCCMENOoBaHUsSM MPUCBanBaeTcs Npu cobrogeHnn
OOHOBPEMEHHO CreayoLwmnx YCroBuiA:

paHOoMM3aLMst MPOBOAMNACh HAa OCHOBE CIyYaliHON NoCcnenoBaTeNbHOCTU YUCES, FeHEPUPYEMON KOMMbIOTEPOM;

"ocnenneHne" GbINO 3a8BNEHO MM OTCYTCTBME "OCnenneHus" He MOrno MNoBNusTb Ha 3dpekT BmeluaTenscTBa (ecnu
n3y4yaemblli B ICCNeLOBaHUN NEPBUYHBIN KpUTEPUI 3DDPEKTUBHOCTM N 6€30NacHOCTU ABNANCHA OGbEKTUBHBIM);

Ons nauMeHToB, BbIObIBLUMX M3 MUCCrenoBaHusi, coctaBuna MeHee 20 MPOLEHTOB MMU M3y4asrics aHanu3 BpemMeHu [0
cobbITUS (Hanpumep, o6LLas BERKMBAEMOCTb, BbRKMBAEMOCTb 6e3 nporpeccupoBaHns v ap.);

npencrasrieHbl pe3yrbratbl N0 BCEM 3anjiaHNPOBaHHbIM A114 U3y4YEeHUA Kputepnam S(bd)eKTI/IBHOCTI/I 1 Ge3onacHocCTL.

& Huskasi BEPOATHOCTb OLIMBOK CETEBbIX METa-aHamNM30B (B TOM YMCre HEMPAMbIX CPABHEHUN Y CMELLAHHbIX CPaBHEHWIA)
npuceanBaeTcs nNpu cobrnogeH oqHOBPEMEHHO CEAYIOLLMX YCIOBWIA:

B CETeBOW MeTa-aHanus (B TOM 4ucne HenpdamMoe cCcpaBHeEHNME W CMellaHHOoe cpaBHeHme) BKIMKOYEHbl TOJbKO
pPaHOOMU3NPOBAHHbIE KIMHNYECKMe nccrnegosaHna nnm Mmeta-aHanmabl paHOOMU3NPOBAHHbIX KIMMHUYECKNX nccnenoBaHui;

XapaKTepucTtukn I'IOﬂyﬂ‘iILlMVI, BMeLLaTenbLCTB 1 0bLero KOHTPOIA COnoCTaBUMbl;
npencraeneHo rpa(pmquKoe unu TabnmyHoe onucaHue CeTy 4oKa3aTeNbCTB,;

npvBeAeHbl pesynbTaTbl OTAeSNbHbIX WCCedoBaHW, BKIIOYEHHBbIX B CETEBOM MeTa-aHanua (B TOM 4ucrie HenpsiMoe
CpaBHeHWe 1 CMeLLaHHOe CpaBHeHKe).
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7 Huskas BepOATHOCTb OWMWGOK KOTOPTHLIM MCCMEAOBaHMAM MpUCBaMBaeTcs MNpu  COGMoAEHUU OOHOBPEMEHHO
crneayoLwmx ycnosun:

KOropTta ABndeTca peﬂpe3eHTaTI/IBHOl7I MO OTHOLLUEHUIO K |/|3yqaeM0|7| nonynauun;
n3yvyaemblie KOropTtbl OTO6paHbI 13 OQHOW 1 TOW Xe nonynauun;
noaTeepXaeHo OTCYyTCTBUE NHTEePECYHOLEro Kputepua Sd)(beKTVIBHOCTM unm 6e3onacHOCTM B Havane nccrnenoBaHus;

Kputepumn S(t)(*)eKTVIBHOCTVI unm 6e30NacHOCTU OLIEHMBaNMCb C MOMOLLBD HE3aBUCMMOW OLEHKM (B TOM 4wucne cC
OCJ'IeﬂJ'IeHMGM) NN NCNOSb30BanMChb CBeAEHNs 0 NauneHTax u3 6as gaHHbIX (peFMCTpOB).

2 Huskasi BEpOATHOCTb OLIMGOK MCCREenoBaHWAM "Cryyait-KoHTPOnb" NpucBavMBaeTcs npu cobniogeHn OOHOBPEMEHHO
crnefyoLmx ycnoBuin:

rpynna "cny4aes" siBNAETCA penpe3eHTaTuBHON;

rpynna "KoHTponen" otémpanacb 13 TOW e NonynsiuMm, 4To 1 rpynna "crny4aes”;
NoATBEPXAEHO OTCYTCTBME UHTEPECYIOLLErO KpUTepus 3apeKTMBHOCTU M 6e30NMacHOCTU B HaYarne uccnegoBaHus;

KpuTepun 3(pPEKTUBHOCTM uNu 06€30NacHOCTM OLEHMBANMCh C MOMOLLbI0 HE3aBMCMMOM OLEHKM (B TOM uucne C
OCrnenfieHMeM) Unm UCnonb30BanuCh CBEAEHUS O NaumeHTax u3 6a3 AaHHbIX (PErucTpoB).

¥ Bbicokas BEPOATHOCTb owmnbok ncecrnegoBaHmam noboro gusanHa npmnceanBaeTcsa B Ccliyvae HecobntaeHNs 0QHOro UNn
bonee ycnosvu7| OLEeHKN BepoATHOCTU BO3HVUKHOBEHUA OLLNBOK.

10 Mpu oueHKe CTaTUCTUYECKON 3HAYMMOCTU pasnnuni B ahEeKTUBHOCTY JOBEPUTENbHbIN UHTEpBan He BkroYaeT 1 (ans
OTHOCMUTENBHOIO pUcKa, OTHOLLEHUS LUAHCOB, OTHOLLEHUS Yrpo3) U (UNK) nokasartenb CTaTUCTUYeckon 3HaummocTn P<0,05.

11 Mpn oueHKe CTATUCTMHECKOW 3HAYMMOCTU PasnuuMini B 3pMEKTUBHOCTU NOBEPUTENbHbIN UHTEpBan BkhodaeT 1 (ans
OTHOCUTENBLHOTO PUCKA, OTHOLLIEHWS LLIAHCOB, OTHOLLIEHUA Yrpo3) 1 (MNn) nokasaTernb CTaTUCTUYeckon 3HadnmocTtu P =0,05.

12 B cnyvae ecnu nekapCTBeHHbI nmpenapar npeanaraeTcsl K BKMIOYEHUIO B NepeyveHb BaXHENLUMX NeKapCTBEHHbIX

npenapaToB M He MMEET aHarorMYHbIX JIEKApCTBEHHBbIX NMPEnapartoB B MepeyHe BaXHEeWLMX JeKapCTBEHHbIX NpenapartoB
(npencTtaBnseT coboi HOBLIN MOAXOA K FIEYEHUIO), MHKPEMEHTHbIA MoKasaTeflb COOTHOLUEHNS 3aTpaT U 3pdeKTMBHOCTY ANs
Hero cpaBHMBAETCS C UHKPEMEHTHbIM MoKa3aTenem COOTHOLLEHMS 3aTpaT U 3hdeKTUBHOCTY ANS NlekapCTBEHHbIX NpenapaTtos,
BKITHOYEHHBIX B NepeyeHb BaKHEWLUMX NIeKapCTBEHHbIX NpenapaToB 1 NPUMEHSIIOWNXCS Npy 3aboneBaHnsax M3 TOro e Knacca
MexayHapoaHoOW cTaTtucTuyeckon knaccudukaumm BonesHen n npobnem, cCBsA3aHHLIX CO 340poBbeM. B cnyuvae ecnu
neKapCTBEHHbIN nNpenapaT npeanaraeTcs K BKIOYEHUIO B NepeyveHb AOPOrocTosALLMX IeKapCTBEHHbIX NpenapaTtoB U He uMeeT
aHanoroB B nepevyHe [OOPOroCTOSALUMX NeKapCTBEHHbIX MpenapartoB, WHKPEMEHTHbIA MNokasaTeflb COOTHOLUEeHWS 3aTpaT u
9hEKTUBHOCTN ANA HEro CPaBHUBAETCH C WMHKPEMEHTHbIM MoKasaTeneM COOTHOLIeHUst 3aTpaT M 3dhdeKTMBHOCTU Ans
neKapCTBEHHbIX MPenapaToB, BKMIOYEHHbIX B NepeyeHb JOPOroCTOSALWMX NeKapCTBEHHbIX Npenaparos.

CpaBHMBAOTCA MHKPEMEHTHbIE MOKa3aTenu COOTHOLLEHWUs 3aTpaT M 3(PEKTUBHOCTW, pacCyUTaHHble Ha OOWHAKOBbLIN
KIUHUYECKUN 3dhpeKT (OOCTUXKEHME BbI3OOPOBIIEHUS, PEMUCCUN, TOL COXPAHEHHOM >XWU3HW, rofd COXPaHEHHOW KayeCTBEHHOWN
XU3HU 1 ap.).

(CHocka B pepakumn, BBedeHHon B gencteue ¢ 17 gekabps 2020 roga nocraHoBneHveM [lpaButenscrBa Poccuickon
®denepaumm ot 3 aekabps 2020 rona N 2021. - Cm. DpeaplayLLY0 peAaKLnIo)

13 3arpathl, cBA3a@HHLIE C MPOLIECCOM OKasaHWsi MEOMLIMHCKOM MOMOLUM (3aTpaThl Ha NeKapcTBEeHHbIe npenaparsbl,
MeOMUUVHCKVME W3LEenusl, MeauUMHCKME YCryru, nabopaTopHble U MHCTpPYMeHTanbHble MeToabl MccrnedoBaHusi, pacxogHble
maTtepuanbl, coAep)xaHue nauvmeHTa B MEAVMUMHCKOW OpraHusaumvm vnv MeguuMHCKME YCryrn Ha AOMY, TPaHCMOPTUPOBKY
CaHWTapHbIM TPaHCMOPTOM U Ap.).
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14 WUrorosas OuUeHKa no pesynbrataM OUeHKM 3KOHOMUYECKUX nocneacTeui NnpuMeHeHnA NnekapCcTBeHHOIo npenapara

(He meHee 2 GannoB ans opdaHHbIX NEKApCTBEHHbIX MpenapaTtoB, He MeHee 6 6GannoB ANs MHbIX NEKAPCTBEHHbIX
npenapaToB) AN peKOMEHAALUN K BKITHOYEHWIO, NPy 3TOM Bannbl No Lwkane KNMHUKO-3KOHOMUYECKOW OLIEHKW NEeKapCTBEHHOMO
npenapaTta 1 LwKane OLeHKN BMUSIHWSA NeKapCTBEHHOro npenapaTa Ha GroaxeTbl BromkeTHOM cuctembl Poccuiickon ®enepaunm
(nanee - GrompxkeT) cymmupytotcs. OueHka CTOMMOCTM Kypca (roga) NeyeHusi NekapCTBEHHbIM MpenapaToM He BhvsSieT Ha
MTOTOBYHO OLIEHKY.

(AB3aL B pepakuun, BBegeHHon B gencteme ¢ 17 pekabpsa 2020 ropga nocraHosneHveM [paButenscrea Poccuiickon
®denepaumm ot 3 aekabpa 2020 rona N 2021. - CM. NpeablayLLY0 peAaKLMIO)

B cnyyae npeacTaBneHusi 3asiBUTENEM pPe3ynbTaTOB HECKOSbKUX KIMHUKO-3KOHOMUYECKUX WCCNEeAoBaHMM B paMKkax
O[HOrO NMoKasaHusa 4515 ONpeaeneHnsa NTOroBol OLEHKN BbIOMpaeTest uccneaoBaHue, HabpasLliee HanbonbLwmn 6ann.

B cnydyae npeactaBneHunst 3asiBUTENEM pe3yNbTaToB HECKONbKUX MCCIELoBaHUA BMSHUA Ha OOMKET B paMkax OAHOro
nokasaHus 4ns onpeneneHnst M TOroBOW OLIEHKN BbIDUpaeTcs uccnenoBanne, Habpasliee Hanbonbwni 6ann.

B cnyyae npepacrtaBneHuna 3adBuTenemM pe3yrnbratoB HECKOJIbKUX KIMTMHUKO-3KOHOMWUYECKUX ncernegoBaHum no pa3HbIM
NOKa3aHNAM UTOroBas OLleHKa OCYLLEeCTBAETCA MO KaXaoMy 3adaBl1eHHOMY NOKa3aHUIo.

B cny4vyae npeacrtaBrneHna 3adBuTeneM pesyrbraToB HEeCKONbKUX NCCnedoBaHUA BAUSIHUS Ha OromkeT no pa3HbIM
NOoKa3aHNAM UTOoroBas oueHKa OCYyLLEeCTBIASTCA No KaXaoMy 3aABIEHHOMY NOKa3aHUIO.

15 [Ins opdhaHHbIX nekapcTBEHHbIX Npenaparos.

(CHocka pononHuTeneHo BkMtodeHa ¢ 17 aekabps 2020 roga noctaHoeneHuem [NpaButenscrBa Poccuinckon ®enepatiu
ot 3 nekabps 2020 rona N 2021)

MpunoxeHne N 7

K NMpaBunam coopmupoBaHusa nepeyHen
NeKapCcTBEHHbIX NpenapaToB

AN MegULUHCKOro NPpUMeHeHus

M MMHUMANbHOIO aCCOpPTUMEHTA
NeKapCcTBEHHbIX NpenapaToB, HE0O6XoAUMbIX
ANSA oKa3aHUA MeAULMHCKOW NMOMOLLMU
(B pepakuum, BBeAeHHOWN B AeNcTBUe
c 9 HosGpA 2018 ropa
nocraHoBneHuem lMpaBuTtenbcTBa
Poccuinckon ®enepaumnu

oT 29 okTA6pa 2018 rona N 1283;

B peaakuuu, BBe4eHHOW B AencTBme

¢ 17 pekabps 2020 roaa
nocraHoBneHuem lpaButenbcTBa
Poccuinckon Penepauuu

ot 3 nekabpsa 2020 rona N 2021. -

Cm. npeAbIAyLWYIO peaakumio)

(dhopma)

B komuccuro MuHucrepcrtea
3apaBooxpaHeHus Poccunckon ®epgepaumm
no ¢popMmMpoBaHUIO NepeyHen
neKapcTBEeHHbIX nNpenapaToB Aons
MeAULIMHCKOro NpuMeHeHus

M MUHUMANbHOIO aCCOpTUMEHTa
neKkapcTBEHHbIX NpenapaToB, HEOOXOAUMbIX
ANns oKasaHMA MeAULIMHCKOM NOMOLLM
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3AKINIOYEHUE NO PE3YNLTATAM AHAJIU3A UHO®OPMALIMU O CPABHUTENIbHOW KITMHUYECKON
QPPEKTUBHOCTU N BE3OINACHOCTU NEKAPCTBEHHOI'O NMPEMNAPATA, OLIEHKW 3KOHOMWUYECKMX
NOCNEACTBUU EFO NPUMEHEHUA

1. Hactosiee 3akntodeHne kacaeTcsi MaTepuanoB, NpeacTaBneHHbIX 4ns:

1.1. BKNIOYEHMSA NIEKAPCTBEHHOrO Npenapara B:

1.1.1. nepeyeHb XNIHEHHO HEOOXOANMBIX N BAXKHEWNLLMX NIEKAaPCTBEHHBLIX NpenapaTos;
1.1.2. nepeyeHb JOPOroCTOALLMX NIEKAPCTBEHHbIX NpenapaTtos;

1.2. NCKIMIOYEHUs NiekapCTBEHHOIo npenapara us:

1.2.1. nepeyHst XXM3HEHHO HEOBXOONMbIX N BaXKHENLLMX NEKAPCTBEHHbIX NPenapaTos;

1.2.2. nepeyHs 4OPOroCToALLMX NekapCTBEHHbIX NpenapaTos;

2. NMHbopmauusi 06 akcnepTHOM KOMUCCUU:
2.1. HaMMeHOBaHWEe 3KCNEPTHOM
opraHu3saumm

2.2. cocTaB 3KCMepTHON kKoMuccun (ammnus, UMsi, OT4ECTBO, AOIMKHOCTL)

2.3. agpec (MeCTo HaxoXaeHMS) 3KCNEPTHON OpraHn3aumm ;
TenedoH (cakc) ;
3MEKTPOHHas noyta
3. NHdopMauma o nekapCcTBEHHOM npenapare:
3.1. HaumeHoBaHue:
3.1.1. MexxgyHapogHoe HenaTeHTOBaHHOE HauMeHoBaHWe ;
3.1.2. B cnyyae OTCyTCTBUS MEXAYHAPOAHOro HenaTeHTOBaHHOrO HAaMMEHOBaHWS - FPYNNMPOBOYHOE
HaumMeHoBaHue

3.1.3. B cnyyae oTCyTCTBUA MeXAYHapOAHOro HenaTeHTOBAHHOIO U rPYNMMPOBOYHOTO HAMMEHOBAHWUI - XMMUYECKOe
HavMeHoBaHue
3.1.4. B cnyyae OTCYTCTBUSA UHLIX HAVMEHOBAHWIA - TOProBoe HaMMeHoBaHWe

3.2. ko aHaTOMO-TepaneBTUYECKO-XMMUYECKOI KnaccudmKkaLmy nekapcTBEHHOro npenaparta

3.3. npeanaraemble K BKIOYEHUIO NEKApCTBEHHblE (HOPMbI, B TOM YUCME 3KBMBAmNeHTHbIE, 3aperucTpupoBaHHOIO
neKkapCcTBEHHOro npenapara (nepeyncnuTb)

3.4. nHbopmaums o BocnponsBegeHHbIX Unu BroaHanorosbix (6MonogobHbIX) NekapcTBeHHbIX Npenapatax (npu
HanMunm):

4. Cpokv NpoBefeHNst 9KCNepTU3bI:
c no

5. PesynbraThl KIMMHUYECKOW OLIEHKM MpeanoxeHusi (B cOOTBeTCTBMU C npunoxeHveM N 6 k MpaBunam chopmupoBaHus
nepeyHer NeKkapCTBEHHbIX NpPenapartoB AAs MEOULMHCKOrO MPUMEHEHUA U MWUHUMAaNbHOIO aCCOPTUMEHTA MEKAPCTBEHHbIX
IpenapaToB, HeobxoaAMMbIX Afs  OKa3aHud MEeOULIMHCKOW MOMOLLM, YTBEepXAEHHbIM MnocTaHoBneHvem [paBuTenbCcTBa

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JJOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/420217586#8PE0M0

06 yTBepxaeHun Mpasun popmrpoBaHna NepeyHei NekapcTBEeHHbIX NpenapaTos AN MeANLMHCKOTO NPUMEHEHUS 1 MUHUMAIIbHOTO Crpanuua 40
accopTVMEHTa NeKapCTBEHHbIX NMpenapaToB, HEOOXOANMbIX AN Oka3aHWUs MeULMHCKON NOMOLLM (C M3MEHeHVsIMU Ha 3 Aekabpsi

2020 roga)

lMocmaHoerneHue lNpasumernscmea P® om 28 agaycma 2014 2. Ne 871

Poccuickon ®enepauun ot 28 asrycta 2014 roga N 871):

5.1. PesynbraTbl OUEHKM KavyecTBa KIIMHWYECKUX WCCreoBaHUM FeKapCTBEHHOro npenapara, npeacTaBfeHHbIX
3aaBuTENEM U (M) HaMOEHHbIX CAMOCTOSTENBHO AKCMEPTHOM KOMUCCUEN

Xapaktepuctuka YpoBeHb YpoBeHb ybeamTensHoCTu O6wwasn oueHka
npefCcTaBneHHOro y6eauTenbHocTH [oKa3aTenbCcTs uccrnegoBaHus B
KNUHUYECKOoro JaHHbIX Hannax
nccrnefoBaHus
1
2
3
4
5
n ap.

Wtoro: cpegHee 3Ha4vyeHune (OTHOUJeHMe CYMMbI OLIEHOK uccrnegoBaHua K nux KOJ'IMLIeCTBy)

5.2. Pe3yﬂbTaTbI KONMNYECTBEHHOM OLIEHKM SqD(*)eKTVIBHOCTVI neYvyeHna neKkapcTtBeHHbIM npenapaTtomMm B paMkax KIMHUYeCKUX
nccneaoBaHum, npencraBlieHHbIX 3aAaBUTENEM U (VIJ'IVI) HaNOEeHHbIX CAMOCTOATESNbHO 3KCﬂepTHOl7I Komuccumen

HanmeHoBaHue OueHka cTeneHn JOCTUXEHUS JocTuxeHne LeneBoro OueHka B
KPUTEPUST OLLEHKM LleneBoro pesynsrara pesynerara (B Hannax
3P EKTUBHOCTHU npoLeHTax)

LieneBow pe3ynbraT NoNMHOCTbI0
OOCTUTHYT (BbICOKast

3 HEKTUBHOCTB)

LieneBow pesynbraT YaCTUYHO
OOCTUTHYT (cpeaHss

3P PEKTMBHOCTL)

LieneBow pe3ynsrar He JOCTUIHYT
(Huskasa aHEKTUBHOCTB,
oTcyTcTBME 3hDEKTUBHOCTH)
WNToro: cpegHsss oueHka 3MEKTUBHOCTU (OTHOLIEHME CyMMbl GannoB NO Kaxgomy
Kputeputo apheKTUBHOCTU K KONUYECTBY KpUTEPUEB)

5.3. Pe3yJ'IbTaTbI KONMMYeCTBEHHON OLIEHKM 6e30nacHOCTU fiedYeHuns J1IeKapCTBEHHbIM npenapaTtoM B paMKax KIMHUYEeCKUX
nccrenoBaHum, NpeacTaBeHHbIX 3adBUTENEM U (MJ'IVI) HanAeHHbIX CaMOCTOATENBHO 3KCNEPTHON KOMUCCHen

OueHka ypoBHsi 6e30nacHOCTY NeKapCTBEHHOIO Yucno cnyyaeB noboYHbIX OueHka B bannax
npenapara OencTBui (B NpoLeHTax)

Mo6o4Hble AecTBIUS OTCYTCTBYHOT
MoboyHble AeNCTBMSA NErkon cTeneHn
MobouHble AENCTBUS CPEOHEN TXECTU
Mobo4YHble AENCTBUSA TSHKEMNOWN CTeneHn

WtoroBas oueHka ypoBHsi 6e3onacHOCTY (CymmMa NpOuM3BEAEHUN CpeaHux GannoB Mo KaXgomy YpPOBHHO
6e30MacHOCTU NeKapCTBEHHOTO Npenaparta U COOTBETCTBYHLLIETO BECOBOIO KO3 ULMEHTA)

5.4. Pesynbratbl OUEHKM AOMOMHUTENbHON TepaneBTMYECKOW LIEHHOCTW NeKapCTBEHHOro npenapara, npencraBrieHHOn
3agBuTENEM u (UNWN) HAMQEHHON CaMOCTOATENbBHO SKCNEPTHON KOMUCCUEN

HanmeHoBaHue kputepus PesynbraT oueHKku OueHka B bannax
[ONOSTHUTENbHOW TepaneBTUYECKON
LIEHHOCTU

1. KpatHocTb nprema
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2. HoBbIn MexaHM3m aencreus |

5.5. N'ToroBas oueHKa KNMMHUYECKOW OLEHKN NPpeanoxeHns (Cymma UTorosblx 3HayeHun tabnuy 5.1-5.4).
6. PesynbraThl OLEHKN 3KOHOMUYECKUX MOCNeACTBUIN MPUMEHEHUS NeKapCTBEHHOrO nNpenapara:
6.1. pacyeT cTOMMOCTM Kypca (roga) neveHuWs npepnaraeMbiM JeKapCTBEHHbIM Mpenapatom Mo CPaBHEHWIO C

NeKapCTBeHHbIMMX npenapatamMun, BKMKOYEHHbIMWU B NEepevyHW, YyKa3aHHble B [YHKTE 1.1 HacTodAuwlero AOKyMeHTa, W
NPUMEHAKLLNMUCA NO TEM Xe NoKasaHUAM, 4YTO U npennaraeMan J'IeKapCTBeHHbIIZ npenapart:

MexayHapoaHoe JlekapcT- MokasaHnue (koa CronmocTb CronmocTb OueHka (6annos)
HenaTeHTOBaHHOe BEHHas MexayHapoaHon rogoBoOro Kypca, rogoBoro Kypca, ans
HaumeHoBaHue dopma CTaTUCTUYECKON yKasaHHas B paccuutaHHas npegnaraemoro
knaccudmkaumm npeanoxeHun 3KCMepTHOW neKkapCcTBEHHOro
bonesHew 1 3asBuTENEM opraHusaumen npenapata
npobnem, (pybnen) (pybnen)
CBsI3aHHbIX CO
300pOBbEM,
pacLumndpoBka)

6.2. pesynbraTbl KIUMHUKO-3KOHOMUYECKON OLEHKU U OLEHKU BMNUSHWUS Ha OromkeTbl OomKeTHOM cuctembl Poccuiickom
depnepauun (ganee - GOOXKET) NEKApCTBEHHOrO Mnpenapata Mo KaxAoMy MOoKa3aHui C ykaszaHuem kofaa MexayHapopHowm
CTaTUCTMYECKON Kraccudmkauum 6onesHen 1 npobnem, CBA3aHHbIX CO 300POBbEM, pacLundpoBKa:

KrnnHmko-3koHOMMYeCKoe uccnegoBaHme Pesynbrat oueHku OueHka (6annos)
(aHanu3 BnmsaHWA Ha Bromker)

KnunHuko-akoHOMUYeckoe nccnegoBsaHune

AHanus BNuUsHUA Ha OroaxeT
WToroBasi oueHka Mo pesynbrataM OLEHKM 3KOHOMMUYECKUX MOCIeACTBUN MPUMEHEHWs! NIeKapCTBEHHOI
npenapara no nokasaHuto

7. UckntoyeH

8. MWroroeas CymMMa OUEHKM npegnoxeHna W BbiBOAbI 3KCI'IepTHOI7I KoMmuccmmn - o
Lleﬂ60006pa3HOCTVI nnn Heu,enecoo6pa3Hocm BKIMIOYEHNA NEeKapCTBEHHOro npenapara B nepe4yHn
NEeKapCTBEHHbIX NpenapaTos:

Mognucm n pacwmdpoBka NoANUCEN 3KCNEPTOB:

(db.n.0. pykoBOAUTENS 3KCNEPTHOW opraHusauun (akcnepTa)
9. UcknioueH
10. UckntoveH

MpunoxeHne N 8

k MpaBunam ¢hopmrMpoBaHMA NnepeyHen
neKkapcTBEeHHbIX NpenapaToB

AN MeaULMHCKOro NpUMeHeHus
M MUHUMANbHOIO aCCOpTUMEHTa
neKapcTBeHHbIX nNpenaparos,
Heo6xoaUMbIX ANA OKa3aHUA
MeaULMHCKOW NMOMOLLM
(dononHUTeNbHO BKIIOYEHO

¢ 9 HosOpsA 2018 ropa
nocraHoBneHuem lpaButenbcTBa
Poccunckon ®enepauum

oT 29 okTA6pa 2018 rona N 1283;
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B peAakuum, BBeAeHHOU B AecTBUe
¢ 17 iioHna 2020 ropa
nocraHoBneHuem lMpaButenbCcTBa
Poccunckon ®enepauum

ot 5 noHsa 2020 rona N 829;

B peaakuum, BBe4eHHOW B AencTBme
¢ 17 pekabps 2020 ropa
nocraHoBneHuem lMpaButenbcTBa
Poccuinckon Penepauuu

ot 3 nekabpsa 2020 rona N 2021. -
Cm. npeAbIAyLWYIO peaakumio)

(popma)

B Komuceuto MnHucTepcTBa 3apaBoOXpaHeHms
Poccunckon ®enepaumm

3AKIIOYMEHUE
MO PE3YJNIbTATAM AHATTU3A METOAONOIMNMYECKOIO KAYECTBA KITMHUKO-3KOHOMUYECKUX
WCCINEOQOBAHUU NEKAPCTBEHHOIO MPEMAPATA U UCCNEQOBAHWUIA C UCMONb30OBAHUEM AHATIU3A
BIMUAHUA HA BIOOXXETbI BIOOXXETHOWU CUCTEMbl POCCUANCKOW ®EOEPALINU, A TAKXXE U3YYEHUA
OOMNONHUTENBbHbIX NOCNEACTBUA MPUMEHEHWUA NEKAPCTBEHHOIO NPEMAPATA

1. HacTosdwee 3akntodeHre kacaeTcsi maTepuarnos, NpeacTaBeHHbIX:
a) Ansa BKIHOYEHWs! TEKapCTBEHHOTO Npenaparta B crieytoLme nepeyHm:

nepe4vyeHb XN3HeHHO HEeOoBXOAMMBIX 1N BaXXHENLLMX JNIeKapCTBEeHHbIX npenaparoB And MeanunHCKOro npuMeHeHuns (,u,anee -
nepe4vyeHb XXN3HEHHO HEeoBX0AMMbIX U BaXKHENLLNX JTeKapCTBEHHbIX npenapaTOB);

nepedyeHb FEKapCTBEHHbLIX MpenapatoB, MNpedHasHa4YeHHbiXx AOns  obecrnevyeHuss nuuy, OOmnbHbIX  remodunuen,
MYKOBUCLIMOO30M, TMNOMU3apHbIM HaHM3MOM, OonesHbio [olle, 3rMoKayeCTBEHHbIMW HOBOOOpPa3oBaHUSIMU NMMEOUOHON,
KPOBETBOPHOM W POACTBEHHbIX UM TKaHEW, pacCesiHHbIM CKNepo3oM, reMOSIMTUKO-YypeMUYECKMM CUHOPOMOM, HOHOLLECKUM
apTpuTOM C CUCTEMHbIM Havanom, Mykononucaxapugosom I, Il u VI Tunos, annactuyeckon aHeMuen HeyTOYHEHHOMN,
HacneacTBeHHbIM  geduumtom daktopoB Il (bubpuHorena), VII (nabunbHoro), X (Crioapta-lpayspa), nvu nocne
TpaHcnMaHTaumMm opraHoB U (Mnn) TKaHen (ganee - nepeyeHb JOPOroCTOALLMX NIeKapCTBEHHbIX NpenapaToBs);

nepeyeHb NekapCTBEHHbIX NpenapaToB Ans MeQULMHCKOTO NMPUMEHEHWs!, B TOM YMCIe NEeKapCTBEHHBLIX NpenapaToB Ans
MeOMLMHCKOTO NPUMEHEHMSs, HadHaYaeMbIX MO PELLEHNIO BpaveGHbIX KOMUCCUIA MEAULIMHCKUX OpraHu3auui (ganee - nepeyeHb
neKapCTBEHHbIX NpenapaToB As1s 06ecnevyeHust OTAEMbHbLIX KaTEropuid rpakaaH);

6) AN MCKMHOYEHUs NIeKapCTBEHHOro npenapata M3 NepedHst KU3HEHHO HEOOXOAMMBIX U BaXKHEWMLIMX NeKapCTBEHHbIX
npenaparoB, NepPeYHsi JOPOroCTOSLWMX EKAPCTBEHHBIX NPenapaToB U NEpPEYHs NTEKAPCTBEHHbIX NpenapaToB Afs oGecneveHust
OTAENbHbIX KaTeropui rpaxaaH.

2. NHdopmaumss o0 OCyLLECTBRAIOWNX PaACCMOTPEHNE MaTepuanoB COTPyaHUKax dedepanbHOro rocyaapCTBEHHOro
OromKeTHOro yupexaeHust "LIeHTp 3KCnepTuabl U KOHTPONS KayecTBa MeANLUMHCKON noMown” MHMCTEpPCTBA 34PaBOOXPaAHEHMS

Poccuiickon ®Penepauun (oanee - LieHTp akcnepTtusel) BKMoYaeT B cebs:

a) hamunuio, UMsi, OTYECTBO COTPYAHUKA, Er0 AOIMKHOCTb;
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6) agpec LleHTpa skcnepTtusbl, TenedoH (dhakc), 3NeKTPOHHYH MOYTY.

3. Hdopmaunsa o nekapcTBeHHOM Mpenapare BKNo4YaeT B cebs:

a) HaumMeHOBaHWe, B TOM YUCHIE:

MeXayHapogHoe HenaTeHTOBaHHOE HaMEHOBaHWME;

B CllyYae OTCYTCTBUS MEXOYHapOOHOro HENaTeHTOBAHHOIO HAMMEHOBAHUS - TPYNMMPOBOYHOE HAUMEHOBAHME;

B Clny4Yae OTCYyTCTBMA MeXOyHapoaHOro HenaTteHToBaHHOro wunn rpynnnpoBoYHOIo HaUMeHOBaHUM - XMMUYeCKoe
HanMeHoBaHue;

B CIly4ae OTCYTCTBUS YKa3aHHbIX HAMMEHOBaHWI - TOProBOe HauMeHOBaHUE;
6) Kof, aHaTOMO-TepaneBTUYECKO-XMMUYECKON Knaccudukauum nekapcTBeHHOro npenapara;

B) MpeAiaraemMble K BKITIOYEHWIO NleKapCTBEHHbIE (DOPMbI 3aperncTpPUpPoOBaHHOIO NlekapCTBEHHOTO npenapata (Heobxoammo
nepeyvncnnTb);

F) Mchopmau,mo O BOCrnpounsBeaeHHbIX nnn OroaHanorosbIxX (6VIOI'IO,IJ,O6HI:IX) JNIeKapCTBEeHHbIX npenaparax (I'Ipl/l HaﬂI/NI/IVI);
,D,) I/IH(bOpMaLI,IMO O J1eKapCTBEHHbIX npenapatax, BKIMKYEeHHbIX B MNepevyeHb XU3HEeHHO HeobXoOMMbIX W BaXKHEWLLNX
NNeKapCTBEHHbIX MNpenapatoB, B paMKaxX COOTBETCTBYHOLUMX aHaTOMO-TepaneBTUYECKO-XUMUYECKUX Tpynn, a TaKkKe O

NeKapCTBEHHbIX npenapartax ¢ aHallorm4HbiMN NoKa3aHNAMUN K NPUMEHEHUIO.

4. PesynbraTbl OLEHKM METOOOSOrMYEeCcKoro KadyecTBa KIMHUKO-3KOHOMUYECKUX WCCNEAOBaHUA W WUCCNELoBaHUA C
MCnonb3oBaHMEM aHanmaa BNMsHUA Ha OromxkeTbl OrogkeTHOM cnuctembl Poccuiickon Penepauunn (qanee - 6104XeT) BKIIOYAKOT:

a) pesynbraTbl OLEHKU MEeTOO0MNOrM4eCcKoro KayecTsa KMMHUKO-3KOHOMUYECKOro MCCrefoBaHNs, KOTOPbIE 3anonHATCA No
crnenytoLen popme Ha Kaxgoe nokasaHue K NpuMMeEHEHNO:

Kputepuii OueHka cooTBETCTBUSA O6ocHoBaHWe pe3ynbLTaToB
TpeboBaHWsAM (COOTBETCTBYET OLIeHK1 METOA0MOrMYeCKoro
UM He COOTBETCTBYET) KayecTBa
1. MNpeacTtaeneHbl pe3ynbsraThl

OTEYECTBEHHOIO UCCNeaoBaHus
(aBTOp, Ha3BaHue, NCTOYHUK
nybnukauuw, rog)

2. PaccmatpuBaemble nokasaHms K
NPUMEHEHMIO

3. Beibop npenapata cpaBHeHWs

4, MeToa KNMHNKO-3KOHOMUYECKOro

nccnegoBaHuUs - COOTHOLLEHUS 3aTpaT
1 3cbhEKTUBHOCTU, COOTHOLLEHNS
3aTpaT 1 None3HocT, MUHUMU3aLms

3arpar

5. BbiGop KpMTEPUEB OLIEHKM
3(PhEKTUBHOCTH

6. LleHa Ha nekapCTBEHHbIV Npenapar

7. PacueT npsAMbIX MEQMUMHCKMX 3aTpaT

8. OnucaHne matemaTu4eckon Moaenm
(npn Hanu4un)

9. MpegcTtaenexune 3atpar npu
OnuncaHunn pesyssLTaToB

10. MpencTtaBneHne pesynsraTos

1. AHanm3 4yBCTBMTENbHOCTM
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12. CcbInKkK Ha NCcnonb3oBaHHbIE
NCTOYHMKN MHdOpMaLmMm
BeiBog (MeTOLONOrMYECKOE KAYECTBO KITMHUKO-
3KOHOMUYECKMX UCcrieqoBaHUIA: BbICOKOE,
cpegHee MU HU3Koe)

6) pesynbraTbl OLEHKM METOOONOMMYECKOro KayecTBa MCCrefoBaHU C UCMONb30BaHWEM aHanvaa BrVSHUA Ha Bromxer,
KOTOpble 3aMnoSHATCSA Mo crieaytoLlei hopMe Ha Kaxaoe nokasaHue K NPUMEHEHWIO:

Kputepuii OueHka cooTBETCTBMUSA O6ocHoBaHWe pe3ynbLTaToB
TpeboBaHWsAM (COOTBETCTBYET OLIeHKM1 METOA0MOrM4eCcKoro
WM He COOTBETCTBYET) KayecTBa
1. MNpeacTtaeneHbl pe3ynbraThl

OTEYECTBEHHOIO UCCMNEeNOBaHNSA
(aBTOp, Ha3BaHWe, UCTOYHUK
nybnukauuu, rog)

2. PaccmaTtpuBaemMble nokasaHums K
NPUMEHEHMIO

3. LleHa Ha nekapcTBeHHbIN Npenapat

4, PacueT npsMbIX MEAULMHCKMX
3arpar

5. OnucaHne matemaTu4eckom
mMozenu (Mpu HanmM4mm)

6. MpeacTaBneHme NpsmbIX
MeOMLMHCKUX 3aTpart npu onncaHum
pesynsTaToB

7. BpeMeHHOW ropu3oHT

8. XapaKkTepucTukn N YNCNEHHOCTb
LeneBov Nonynsuum naumeHToB

9. MNpeacTtaBneHne pesynsraTos

10. AHanns 4yBCTBUTENBHOCTYU

11. CcbInkun Ha UCnonb3oBaHHbIe

WCTOYHMKM MHOpMaLmm
BbiBOA, (METOQONOrMYECKOE KAaYeCTBO
KIMHMKO-3KOHOMMWYECKUX UCCIeNOBaHNM:
BbICOKOE, CpefHee Unu H13Koe)

5. Pe3yanaTb| N3y4eHnsa OONOJTHUTENbHbIX nocneacTesun NnpnMeHeHNA NeKapCTBEHHOIO npenapara BKI4YaloT B cebs:

a) cBedeHWs O rocydapCTBEHHOW perncTpaumun, obpalleHun, obbemax rocyAapCTBEHHbIX 3aKynoK npearnaraemoro
nekapcTBEHHOro npenapaTa, a TakkKe NeKapCTBEHHbIX MPenapaToB, BKIMHOYEHHbLIX B MepeyeHb XU3HEHHO HeoGXoAMMBIX U
Ba)KHEMLUNX JEKAPCTBEHHbLIX MpenapaToB, B pamMkax COOTBETCTBYHOLIMX aHaTOMO-TEpaneBTUYECKO-XMMUYECKUX Tpynm,
MMEHOLLIMX aHanNorMyHble NokasaHus, No crepyroLen gopme:

MexgyHa- | JlekapcT- | Homep permctpaumoHHoro Cpok Ob6palueHne O6bembI
pogHoe BEeHHas YAOCTOBEpEHUs (B criyvae AencTeums (ynakoBku) 3a rocyapCTBEHHbIX
HenaTeH- dopma Hannynsa ogHoro peructpa- | nepuog He mMeHee 3aKymnokK 3a
TOBaHHOE perncTpaumoHHOro LIOHHOIO OfHOro npeAaLecTBY LM
Hauwve- yOOCTOBEPEHUS) Unu yaocTo- KaneHgapHoro KaneHgapHbIv roa
HOBaHWe KONM4ecTBO BEpEeHMs roga, npea- ynakoBok | pybnew
PermcTpaLmoHHbIX LLECTBYIOLLErO
yOOCTOBEPEHWIA (B Cryyae nogave
HanM4ns HeCKOIbKNX npeanoxeHus
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perncTpaumoHHbIX
YOOCTOBEPEHUIA)

6) pe3ynbraTtbl 3KCNepTU3bl NPOYNX AaHHbLIX MO NNeKapCTBEHHOMY npenaparty no cne,qyrou.l,elh cbopMe:

KpuTtepum oueHku OueHka
(6annos)

HeobxoamMMocTb NpUMEHEHNS NTEKAaPCTBEHHOIO Npenaparta Ans QUarHoCTUKK,
NPOOUNAKTUKN, NTEYEHUS N peadbunutaumm Npyn okasaHMn MeguLMHCKON NOMOLLM B
cnyyae 3aboneBaHuii U COCTOSHUIA, NpeobnagaroLmx B CTPYKType 3ab0neBaemocTu
CMepTHOCTM rpaxaaH Poccuiickon ®egepaummn, Ha OCHOBaHUM LAHHbIX FOCY4APCTBEHHOIO
CTaTUCTMYECKOro HabnwaeHns

Hanunune 3apernctpmpoBaHHbix B Poccuinckon degepaumm BOCNPOU3BEAEHHBIX UK
6roaHanoroBbIx (61MonogobHbIX) NekapCTBEHHbIX NpenapaToB

Hannune nekapcTBeHHOro nNpenapaTa B NepeYHe CTRaTernyeckm 3Haummblx NeKapCTBEHHbIX
CpencTB, NPOM3BOACTBO KOTOPbLIX AOMKHO ObiTb 06ecneyYeHo Ha TeppuTopum Poccuiickoi
Penepauum

Hanunune nekapcTBeHHOro npenapara B NepeyvHsix NekapcTBEHHbIX Npenaparos,
hrHaHcHpyeMbIix 3a cHeT cpencTs bromxeToB cybbekToB Poccurickon denepaumm
Hanunune nponssoacTea (Nokanusaumm) nekapcTBEHHOro npenaparta Ha TeppuTopun
Poccuickon ®egepauuu

MToroeasi oLeHka NpoYMX AaHHbIX NO NPEeaoKEHNIO

B) CBedeHWss O peKOMeHAaUUsSX WHOCTPAHHbIX areHTCTB MO OUEHKe MEAMLMHCKMX TEeXHOMOrmin o uenecoobpasHocTy
rocyapCTBEHHOro (PMHaAHCUPOBAHUA B WHOCTPaHHOM rocygapcTBe MpeanaraemMoro nekapCTBEHHOrO npenapara o
crnepytoulen popme:

MokasaHue K NpUMEHeHNIo | PekoMeHaaLUmMy MHOCTPaHHbIX areHTCTB MO OLEHKe MEeAULMHCKMX TEXHOMOrMi

6. CBegeHus ons NoAroToBKM NpeasioXeHUn no KOppeKLuun HaMMeHOBaHWI NeKkapCTBEHHbIX NpenapaToB U HAaUMEHOBaHWUI
nekapcTBeHHbIX POpM NeKapCTBEHHbIX NPenapaToB B COOTBETCTBUM C [OCYAAPCTBEHHbLIM PEECTPOM NEeKapCTBEHHbIX CPEACTB
no cnegytowen gopme:

MexayHapogHoe JlekapcTBeHHas OTeuyecTBEHHbIN UK CBefeHuvs Ans noarotoBKy NpeasiokeHnn
HenaTeHTOBaHHOE dopma WHOCTPaHHbIN no KOppeKUnn HanmeHOBaHUN
HaVMeHoBaHWe npounssoanTenb neKapCTBEHHbIX NpenapaTos K

HaVMEHOBaHW NeKapCTBEHHbLIX hOpM
nekapCcTBEHHbIX NpenapaTos

7. Mognucn n pacmngpoBka NOANUCEN COTPYAHMKOB LleHTpa aKcnepTusbl, OCYLLECTBASIOWMX OLEHKY
MeTOAO0MNOrMYeCcKoro Kadyectsa KIUHUKO-9KOHOMUYECKUX WCCNefoBaHWA U UCCNedOBaHWIA C UCMOMb30BaHWEM
aHanu3a BnusiHWS Ha GlogxerT:

(ch.n.0. coTpygHuka LieHTpa akcnepTusbl, NOANUCH)
(pykoBoguTtens LieHTpa akcnepTuabl, .1.0., Noanuch)

[arta
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MpunoxexHue N 9

K NMpaBunam chopmupoBaHus nepeyHen
NeKapCTBEHHbIX NpenapaTtoB

ANA MeAULUHCKOro NpUMeHeHus

M MMHMManNbHOIro acCCopTUMEeHTa
neKapcTBEeHHbIX NpenaparTos,
HeobGXxoAUMbIX AN OKa3aHusl
MeOULMHCKOWN NMOMOLLM
(JlononNHNTENbHO BKIKOYEHO

c 9 HosGpsa 2018 ropa
nocraHoBneHuem lpaButenbcrBa
Poccuinckon ®enepaumu

oT 29 okTA6pa 2018 rona N 1283;

B peaakuum, BBe4eHHOW B AencTBme
¢ 17 iioHna 2020 ropa
noctaHoBneHuem lMpaButenbcTBa
Poccumnckon ®enepauun

ot 5 noHa 2020 rona N 829;

B peaakuuu, BBeieHHOU B AieUcTBUe
¢ 17 pekabps 2020 ropa
nocraHoBneHuem lMpaButenbcTBa
Poccunckon ®eanepauum

ot 3 nekabpsa 2020 roaa N 2021. -
Cm. npeablayLyo peaaKkuuio)

(dhopma)

HAYYHO OBOCHOBAHHAA PEKOMEHOALINA O BKIMIOYEHUM (OB UCKITIOYEHUWU, OTKA3E BO
BKIMIOYEHUWN) NEKAPCTBEHHOIO NPEMNAPATA B NEPEYHU JIEKAPCTBEHHbIX NPEMNAPATOB AOJ1A
MEQWULIMHCKOIO NPUMEHEHUA U MUHUMATNBbHbLIX ACCOPTUMEHT JIEKAPCTBEHHbIX MPEMAPATOB,
HEOBXOAUMbIX A1 OKA3AHMA MEAULUUHCKOW NOMOLLM

1. HaumeHoBaHMWe nekapCTBEHHOro npenapaTa (MexayHapogHoe HernaTeHTOBaHHOe, MPYMNMUPOBOYHOE UMM XMMUYECKOE)

2. JlekapcTBeHHasa (popma nekapCTBEHHOro npenaparta

3. HacToswun JOKyMeHT KacaeTca maTepuarnos, NpeacTaBneHHbIX:
a) ANs BKITHOYEHUS NEKapCTBEHHOIO npenapara:

B nepe4yeHb XN3HEeHHO HeO6XOJJ,I/IMbIX 1N BaXXKHENLLNX JNeKapCTBEeHHbIX npenapartoB And MeamumHCKOro npmMeHeHunsa (/J,anee
- nepeyvyeHb BaXKHEMNLINX JTeKapCTBEHHbIX npenapaTOB);

B MepedeHb JIEKApPCTBEHHbLIX NpenapaToB, MnpefHasHayYeHHbIX pAns  obecnedyeHus nuu, OOMbHBIX remodunuen,
MYKOBMCLMOO30M, TMNOpU3apHbIM HaHM3MOM, OonesHbio [olle, 3roKayeCTBEHHbIMW HOBOOOpPa3oBaHUSMU NMMEOUOHON,
KPOBETBOPHOM W POACTBEHHbLIX UM TKaHEW, pacCesHHbIM CKNepo30M, FEMOSIMTUKO-YPEMUYECKUM CUHOPOMOM, HOHOLUECKUM
apTpUTOM C CUCTEMHbIM Havanom, Mykononucaxapugosom |, Il u VI Tunos, annactMyeckon aHeMuem HeyTOYHEHHOMN,
HacneacTBeHHbIM  gedununtom  daktopoB |l (pubpuHoreHa), VII (nabuneHoro), X (Ctioapta-lpayapa), nuy nocne
TpaHcnnaHTaumum opraHoB v (UnK) TKaHel (ganee - nepeyeHb JOPOroCTOALLMX NeKapCTBEHHbIX NPenaparos);

B MUHMMATbHbIA aCCOPTUMEHT NekapCTBEHHbIX Npenapartos, HeoBXoAMMbIX AN okasaHusa MeduLMHCKON nomoluy (aanee -
MUHUManbHbIA aCCOPTUMEHT);
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6) ONa UCKINYEHUs NekapCcTBEHHOro Nnpenapara:

13 NepeYHs XU3HEHHO HEOBXOOMMBIX 1 BaXKHENLLMX NEeKapCTBEHHbIX NpenaparTos;

13 NepeyHst 4OPOroCTOALLMX NeKapCTBEHHbIX NpenapaTtos;

13 MUHUMAaSTbHOTO acCOPTUMEHTA.

4. 3anBneHHble NokasaHus Ana NPUMeHeHNs NekapcTBEHHOro npenapara (NepeduncnnTb).

5. OOpallueHne nekapCTBEHHOro npenapara Ha pblHKE W HanuuMe NpPOM3BOACTBA (MOKanM3aumu) NeKkapCTBEHHOMO
npenapata B Poccunckon ®egepaumm, Bknoyas:

a) BpeMsi BblBOAA NEKapCTBEHHOrO npenapara Ha pbiHOK B MUPE;
6) rocynapcTBeHHy0 peructpaumio B Poccuiickon degepaumu;
B) Hann4mne npon3soacTtBa BOCNpoOn3BeaeHHbIX UIn OnoaHanoroBbIx (6VIOI'IO,EI,06HI:IX) JNeKapCTBEeHHbIX npenaparToB.

6. AHanornyHble nekapcTBeHHble npenapatbl B paMkax aHaTOMO-TepaneBTUYeCKO-XMMUYECKUX rpynn, a Takke Ha
OCHOBaHWM MOKa3aHUn K MNPUMEHEHUI0, CTaHOApPTOB MEAMLUMHCKOW MOMOLLM U KIMHUYECKMX peKkoMeHZauui (npoToKonos
nevyeHns) U Hanvyne BOCMNPOU3BEAEHHbIX UM BroaHanoroBbix (6MONOAOBHBLIX) NEeKapCTBEHHbIX MpenapaTtoB (B TOM 4ucne
POCCUNCKMX).

7. KpaTtkas cpaBHUTENbHas xapakTepuctuka adeKTMBHOCTU M Ge3onacHOCTM NEKapCTBEHHOrO npenapara, a Takke
0COBEHHOCTW KIMMHMYECKOTO MPUMEHEHUS FIEKAPCTBEHHOrO npenapaTta B CpaBHEHUWM C aHanoramu (KnvHWYeckue rpynnebi
nauueHToB, BKMOYasi BO3pacTHble 0COBeHHOCTM U npodwunb 6e3onacHocTM M Ap.) C yKasaHWeM WTOroBOW OLIEHKM MO
pesyrnbrataMm KOMMMAEKCHOM oueHku (6annos).

8. KpaTtkoe KnUHMKO-3KOHOMMYECKOe CpaBHEHME NpeafiaraeMoro NiekapCTBEHHOrO Mpenapata C aHanoramu (CTOMMOCTb
nekapCTBEHHOrO Npenapara u kypca Nie4eHus No 3asiBNeHHbIM MOoKa3aHUsiM, CpaBHEHUE 3aTpaT CUCTEMbI 34PaBOOXPAHEHUS U
Ap.) C yKazaHMem UTOroBOWM OLIEHKM MO pe3yribTaTtaM KOMMIEKCHOM oueHkn (6annos).

9. PesynctaTbl METOOOMOMMYECKOro  KavyecTBa  KIMHUKO-9KOHOMUYECKMX  UCCNEedoBaHWA W UccnegoBaHunm  C
UCMOmNb30BaHWEM aHanu3a BNusHUSA Ha GrogkeTbl OlogKeTHoW cuctembl Poccunickon depepauum € yKasaHMEM WTOrOBOM
OLEHKU MO pe3ynsraTtam KOMIMIEKCHOM OLEHKU (BbICOKOE, CPeQHEE UMW HU3KOE), a TakkKe pesyrnbraThbl OLEHKU OOMONHUTENbHbIX
nocrneacTBuiA NO NiekapCTBEHHOMY npenapaTy (6annos).

10. LlenecoobpasHoCcTb BKIHOYEHMS B YKa3aHHbIE B MYHKTE 3 HACTOALEro JOKYMEHTa NepeyHn NiekapCTBEHHOIO npenapara
(B CBSI3M C HanmMuMeM B KITMHWYECKMX PEKOMeHAauusix (NpoTokonax IeyeHus) M cTaHgapTax MeguuUMHCKOM MOoMOoLuM Mo
COOTBETCTBYIOLLUM NOKa3aHUsIM) C y4ETOM PEKOMEHAYEMOW YaCcTOThl NpegoCcTaBneHust No cneayolen dopme:

Kputepumn oueHkn PesynbtaTt oLeHKm LLikana oueHkun
(6annos.)

Lilenecoobpa3sHocTb BKMOYEHNS (HannyvMe nekapCcTBEHHOro 0,8 n BbIWwe +3

npenapara B CTaHJapTax MeQULIMHCKON MOMOLLM) C y4ETOM

pekoMeHayeMOW YacToThbl NPegoCcTaBeHns 0,6-0,8 +2
0,4-0,6 +1
0,2-0,4 +0,5

Huxe 0,2 +0,2

LlenecoobpasHoCTb BKOYEHUS (HanM4me nekapcTBEHHOro aa +2

npenapata B KIMHUYECKUX pekoMeHgaumsx (MpoTokonax

neveHus) HeT 0
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11. 3ameyaHus rMaBHOro BHELITATHOrO cneumnanucta MuHucTepcTBa 3gpaBooxpaHeHuss Poccuinckon Pepepaumm K
pesyrnbrataM KOMMMAEKCHON OUEHKM (MpY Hanu4mm).

12. UtoroBble 6annbl ¢ y4eTOM pe3yrnbTaTtoB KOMMEKCHOW OLEHKM M B cooTBeTCTBUM C nyHkTamu 10 n 11 HacTosuiero
OOKYMeHTa.

13. KpaTkmi BbIBO4 O LIENecoobpasHOCTU BKIHOYEHUSA (MCKIIOYEHUS) NEeKapCTBEHHOrO npenapata B MNepedyHn u
MWHMMarbHbIN aCCOPTUMEHT, yKa3aHHble B MyHKTe 3 HACTOALLEro AOKyMEHTa.

14. npeﬂJ'IO>KGHVIF| no Ll,enecooﬁpasHocm WCKINIOYEHUST NIeKapCTBEHHOrO npenapara M3 nepedyHen m MUHUMAasIbHOro
acCOpPTMMEHTA, YKasaHHbIX B NyHKTe 3 HacTodAulero [OKYMeHTa, B paMKax COOTBETCTBYIOLMX aHaTOMO-TepaneBTUYeCKo-
XUMUYECKNX rpynmn, B TOM YMUCIe J1IeKapCTBEHHbIX nNpenapartoB, MMeLWKNX aHarnornyHblie nokasaHna K npuMeHeHuio.

noanuchb 1 paclumndpoBKa NOANUCH faarta

* PekomeHaaLmn hopMUpYHOTCS C yH4ETOM 3aKIiUYeHW No pesynsratamMm aHanusa MeTodonormyeckoro kayectsa KnmMHUKO-
3KOHOMMYECKUX MCCNEOOBaHUN U aHanusa UHGOopMaumMmM O CPaBHUTENBHOW KIMHUYECKON 3(EEKTUBHOCTU U ©GE30MacHOCTM
nekapcTBEHHOro npenapara, OLeHKN 3KOHOMUYECKUX NOCMEeACTBUIA ero NPUMEHEHNS, U3yYeHUs OMONHUTENbHbBIX NOCNEACTBUIA
NPUMEHeHNa NneKkapcTBEHHOro npenaparta, npusefeHHbIX B npunoxeHuax N 7 n 8 k [Npasunam dopmuposaHna nepedyHen
JIeKapCTBEHHbIX NpenaparoB A MEAULIMHCKOrO NPUMEHEHUS N MUHUMAIIbHOrO acCopTMMEHTA feKapCTBEHHbIX Mpenaparos,
HEeoOXOAMMBIX ONs  OKa3aHWsa MEOWULIMHCKOW MOMOLLM, YTBEPXKAEHHbIM MnocTaHoBneHnem [lpaBuTtensctBa Poccuinckon
depepauun ot 28 aerycta 2014 . N 871.

Pepakumsa nokymeHTa ¢ y4eToMm
M3MEHEHWNI U OoMNOSTHEHUI NOAroTOBreHa
AO "Kopgekc"
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