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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871 K n
KOHCYJIbTAHTINIOC
(pen. ot 20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.11.2019
06 yTBepxaeHuu Mpasun hOpMUPOBaHUS NepeYHEN Nex...

NPABUTENbCTBO POCCUUCKOW ®EOEPALIUU

NOCTAHOBIEHUE
ot 28 aBrycTta 2014 r. N 871

OB YTBEPXOEHWUU NPABUN
®OPMUPOBAHUA NEPEYHEN NEKAPCTBEHHbIX NMPEMNAPATOB
ana MEQUUUHCKOro NnPMMEHEHUA U MUHUMATIbHOITO ACCOPTUMEHTA
JIEKAPCTBEHHbIX MPEMAPATOB, HEOBXOAOUMbIX ANA OKA3AHUA
MEAULUMHCKOM NOMOLLMU

CnncoK N3MEHSIOLLIMX JOKYMEHTOB
(B pen. MNMoctaHoBneHnun MNpaButenbctea PP ot 12.06.2017 N 700,
o7 29.10.2018 N 1283, o1 20.11.2018 N_1390)

B cooTBeTcTBUM CO cTatbsamu 55 n 60 PepepanbHoro 3akoHa "O6 obpalleHnn NekapCcTBEHHbIX CPEACTB", cTaTbel
44 depepanbHoro 3akoHa "OO ocHoBax OXpaHbl 340poBbs rpaxaaH B Poccuiickon depepauun” mn cratben 6.2
depepanbHoro 3akoHa "O rocygapcTBeHHOM coumanbHon nomown” [paBuTensctBo Poccuiickon ®enepauun
NMOCTaHOBMSET:
(B pea. MNocTtaHorneHus MNMpaeutensctea PP ot 12.06.2017 N 700)

1. YTBepautb npunaraemble [lpaBuna dopMUMpPOBaHMS MepedYHeit eKapCTBeHHbIX MNpenapaToB AN
MEAMLMHCKOrO MPUMEHEHNSI U MUHUMMAanbHOTO acCOPTUMEHTa JIeKapCTBEHHbIX MpenapaToB, HEOoGXOAMMbIX AOJis
OKa3aHWsi MEeAVLMHCKOWA NMOMOLL.

2. MunHucTepcTBy 3apaBooxpaHeHus Poccunckon depepalmm yTBEpanTb NONoXeHue o kommccun MuHuctepctea
3gpaBooxpaHeHust Poccuiickonn ®Pepepaumm no  OPMUMPOBaHUID MEPEYHElN JeKapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOTO MPUMEHEHUS WM MWHMMAarbHOMO acCOPTUMEHTA feKapCTBEHHbIX MNpenapaTtoB, HeoOXoAMMbIX AONnd
OKasaHuNsi MegULMHCKON MOMOLLM, U COCTaB yKa3aHHOW KOMUCCUN.

3. YcraHoBuTb, 4TO B 2014 rogy npennoxeHus no hopMmMpoBaHuUio nepeyHen nekapCTBEeHHbIX npenapaToB Ans
MEOULUMHCKOTO MPUMEHEHUS UM MWHMMAarbHOrO acCOPTUMEHTA JleKapCTBEHHbLIX MNpenapaTtoB, HeoOXoAMMbIX AONns
OKasaHWsi MeaMUMHCKOW Mnomoluy, HanpaBnsawTca B MuHUCTepcTBO 3gpaBooxpaHeHust Poccuickon depepaunn B
nopsiake, NpeaycMoTpeHHoM NpaBrnamm, yTBEPKAEHHbIMU HACTOSLLIMM MOCTaHOBMNEHNEM, 0o 15 ceHTabps 2014 T.

4. MyHkT 4 noctaHoBneHus [paBuTensctBa Poccuiickon degepaumm ot 29 oktaAbpa 2010 r. N 865 "O
rocyJapCTBEHHOM pErynMpoBaHWM LIEH Ha JeKapCTBEHHbIE MNpernapatbl, BKIIOYEHHbIE B MEPEeYeHb KU3HEHHO
HeOOXOAMMbIX U BaXXHEWMLIUX feKapcTBeHHbIX npenapaToB" (CobpaHue 3akoHopaTenbctBa Poccuiickon degepauun,
2010, N 45, ct. 5851; 2012, N 37, c1. 5002) nocne cnoe "MWHMCTEPCTBOM 3KOHOMMYECKOrO pa3BuTusi Poccuimckon
depepaummn" pgononHute cnosamu ", MUHUCTEPCTBOM Tpyda M coumanbHom 3awmtbl Poccuickon degepaunn,
MwuHucTepcTBoM pernoHansHoOro passutus Poccuinickon ®Pepepaumm, depgepanbHON aHTUMOHOMOMBHON  CRyx6own,
depepanbHoi cnyx0oin no Hag3opy B cdepe 3awmThl Npae noTpedbutenen n Gnaronony4yms Yyenoeeka, PegepanbHbIv
areHTCTBOM Hay4HbIX opraHusaumin”.

5. MuHucTepcTBy 3gpaBooxpaHeHuss Poccunckon Pepepaummn gaBaTb pasbsACHEHUS O Nopsigke MPUMEHEHUS
MpaBun, yTBEPXAEHHbIX HACTOALLMM NOCTAHOBINEHMEM.

Mpencepnatens MNpaButenbcTBa
Poccuiickon denepaunn
0.MEOBEOEB

YTBEpPXKOEHDI
NMoCTaHOBeHnem |_|paBI/ITeJ'IbCTBa

www.consultant.ru CrpaHvua 1 13 44
HafeXXHaa npaBoBas noaAepXXkKa


consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FBBAC8E423513C270314C6698D694B50234B738BB7A2ABB71E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FBBAC8E423513C270314C6698D694B50234B738BB7A2ABB71E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AA8F403313C270314C6698D694B50234B738BB7A2ABB71E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AA8F403313C270314C6698D694B50234B738BB7A2ABB71E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AA88443413C270314C6698D694B50234B738BB7A2ABA76E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AA88443413C270314C6698D694B50234B738BB7A2ABA76E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AF8D403D13C270314C6698D694B50234B738BB7A23BB76E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AF8D403D13C270314C6698D694B50234B738BB7A23BB76E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AF8D403D13C270314C6698D694B50234B738BB7A23BB70E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AF8D403D13C270314C6698D694B50234B738BB7A23BB70E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AC8B433313C270314C6698D694B50234B738BD7E21EF25AE356FF2A2EF82A8BC7F9F13M0J0K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AC8B433313C270314C6698D694B50234B738BD7E21EF25AE356FF2A2EF82A8BC7F9F13M0J0K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AC8B433313C270314C6698D694B50234B738BD7E21EF25AE356FF2A2EF82A8BC7F9F13M0J0K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AC8B433313C270314C6698D694B50234B738BD7E21EF25AE356FF2A2EF82A8BC7F9F13M0J0K
consultantplus://offline/ref=917B1740A62B1505F950BE8798C7BD7FBEA98641341D9F7A39156A9AD19BEA1533FE34BA7A2ABA77EA6B36A1E4A48EABA0639E1317E3F2FFMAJ7K
consultantplus://offline/ref=917B1740A62B1505F950BE8798C7BD7FBEA98641341D9F7A39156A9AD19BEA1533FE34BA7A2ABA77EA6B36A1E4A48EABA0639E1317E3F2FFMAJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FBBAC8E423513C270314C6698D694B50234B738BB7A2ABB7DE13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FBBAC8E423513C270314C6698D694B50234B738BB7A2ABB7DE13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AC8F4B3113C270314C6698D694B50234B738BB7A2ABA74E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB4AC8F4B3113C270314C6698D694B50234B738BB7A2ABA74E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB9A1884A3313C270314C6698D694B50234B738BB7A2BB976E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FB9A1884A3313C270314C6698D694B50234B738BB7A2BB976E13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
( T20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 o o [ata coxpaHenus: 22.11.2019
06 yTBepxaeHun Mpasun GopMMpoBaHUS NEPEYHEN Nek...

Poccuiickon denepaunn
ot 28 aBrycta 2014 r. N 871

NMPABUNA
®OPMUPOBAHUSA NEPEYHEW NEKAPCTBEHHbIX MPEMNAPATOB
anda MEgUUMHCKOro NPUMEHEHUA © MUHUMATIBHOITO ACCOPTUMEHTA
JNNEKAPCTBEHHBbIX NMPENAPATOB, HEOBXOOUMbIX ANA OKA3AHUA
MEOULIMHCKOU NOMOLLU

CnncoK U3MEHSIOLLNX JOKYMEHTOB
(B pen. MNMoctaHoneHun MNpasutenbctea P® ot 12.06.2017 N_700,
ot 29.10.2018 N 1283, ot 20.11.2018 N_1390)

1. HacTosiwume lMNpaBuna ycTaHaBnmMBatoT NOPSLOK POPMUPOBAHNS:

a) nepeyHa XM3HeHHo HEeobXOAMMbIX N BaXKHENLUNX NNeKapCTBEHHbIX NMpenapaTtoB And MeaunumnHCKOro npmMeHeHuns
(p,anee - nepe4vyeHb BaXKHEMNLLNX NEKapCTBEHHbIX npenapaTOB);

0) mepeyHs nekapCTBEHHbLIX MpenapaToB, MpefHa3HayvyeHHbIX Ans obecneveHus nuy, GONbHLIX remodunuen,
MYKOBMUCLMAO30M, rMNocmsapHbiM  HaHM3MOM, GonesHbto [owe, 3MOKa4yeCTBEHHbIMWM  HOBOOOpPa30BaHMAMM
NMMAONAHON, KPOBETBOPHOW M POACTBEHHBIX MM TKaHEW, pacCesHHbIM CKNepo3oM, FeMONUTUKO-ypeMUYECKNM
CVMHOPOMOM, HOHOLLIECKUM apTPUTOM C CUCTEMHbLIM Ha4anom, Mmykononucaxapvgo3om |, Il u VI Tunos, a Takke nuu nocne
TpaHcnnaHTaumMm opraHoB 1 (Mnn) TKaHen (ganee - nepevYeHb JOPOroCTOSALLMX FIEKaPCTBEHHbIX NMpenapaToB);

(B pea. MNocTtaHoeneHus MNMpaeutenscrea P® ot 20.11.2018 N 1390)

B) nepeyHda nekapCTBEeHHbIX npenapatoB And MeaAUUUHCKOro rnpuMeHeHuda, B TOM YUCNe JeKapCTBEHHbIX
npenapatos And MeaMUMHCKOro npumMeHeHuda, Ha3Ha4dYaeMbiX No pelueHunto BpaLIGGHbIX KOMUCCUIA  MeOULIMHCKNX
OpI'aHI/I3aLI,VIl7I (p,anee - NepeyveHb J1IieKapCTBEHHbIX npenapartoB A obecneyeHnst oTaenbHbIX KaTeFOpMVI rpa>|<,u,aH);

r) MUHMMaNbHOrO acCOPTUMEHTA JEKAPCTBEHHbIX NpenapaTtoB, HeobXxoouMMbIX AN OKa3aHus MeOULUMHCKOM
nomoLLu (ganee - MMHUMarbHbIA aCCOPTUMEHT).

2. [epeyeHb BaXKHEMLLMX NEKAPCTBEHHbLIX MpenapaToB hopMuUpyeTcst Mo MeXAyHapOAHbIM HEMATEHTOBaHHbLIM
HaVMEHOBaHUSIM 3TUX NEeKapCTBEHHbIX NpenapaToB (NpY OTCYTCTBUM TaKMX HAUMEHOBAHWUI - MO rPYNNMPOBOYHbLIM UMK
XUMUYECKUM HaAMMEHOBAHUSIM), B TOM YMUCIe C Yy4€TOM CTaHOapPTOB MELMLMHCKON MOMOLLW, pe3yrbTaToB KIMHUYECKOM
anpofauum MeTodoB NPOMUMAKTMKKA, OMArHOCTUKW, fedeHust u peabunutauum n  KIMHUYECKMX pPeKoMeHAaLunn
(NPOTOKOMNOB fleYeHns) Mo BOMpocam OKa3aHUs MEAMUMHCKOW MOMOLUM, W3 FeKkapCTBEHHbIX npenapaToB Ans
MeOULMHCKOrO NPUMEHEHMWS (Aanee - NekapCTBEHHbIE Npenaparbl), OTBEYaLWUX CNEAYIOLMM KPUTEPUSIM:

(B pen. MNocTtaHoBneHus MNMpaeutenscrea PP ot 29.10.2018 N 1283)

a) NekapCTBEHHbIV NpenapaT 3aperncTpupoBaH B yCTaHOBNEHHOM nopsaake B Poccuickon denepaumu;

6) nekapCTBEHHbIV NpenapaTt NPUMEHSETCH C LIENbo AUArHOCTUKN, NPOMUITAKTUKK, TEYEHUs U peabunmTtaumm npu
oKasaHuM MeAULMHCKOM NOMOLUM B crnyyae 3aboneBaHUn M COCTOSIHUA, B TOM 4uicrie npeobnagatrolmx B CTPYKType
3abonesaemocTtun B Poccuiickon ®epepauuu;

(B pea. MNoctaHoBneHus MNMpaButensctea P® ot 29.10.2018 N 1283)

B) JIeKapCTBEHHbIN MpenapaTt MMeeT MPeuMyLLecTBO MO CPAaBHEHUIO C APYIMMU JIeKapCTBEHHbIMU MpenapaTamu
npwv NieyeHnn onpeaeneHHoro 3abonesaHns UM COCTOSHUS;

r) yrpatun cuny. - [loctaHoBnexue lNpasutensctea PO o1 29.10.2018 N 1283.

3. [epeyeHb [OPOrocTosILLMX  NEKAPCTBEHHbIX  MpenapaToB  dopMupyeTcss N0 MeXOyHapoaHbIM
HenaTeHTOBaHHbIM HaMMEHOBaHWUSIM 3TUX JTeKapCTBEHHbIX MpenapaToB (NpyM OTCYTCTBUW TakMX HaUMEHOBaHWMK - MO
rPyNNUPOBOYHBIM UM XUMUYECKMM  HaMMEHOBaHUSIM) B npedenax o00bemoB OHMKETHbIX  aCCUrHOBaHWUM,
npeaycMoTpeHHbIX B dheaepanbHoM OloaxeTe Ha COOTBETCTBYHOLIMIA (DUMHAHCOBLIA rog M MaHOBbIA nepuog, K3
neKapCTBEHHbIX NpenapaToB, OTBEYaOLLMX CreayoLWwnM KpUTEPUSIM:

(B pea. MNocTtaHoBneHus MNMpaeutensctea PP ot 12.06.2017 N 700)
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
( T20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 o o [ata coxpaHenus: 22.11.2019
06 yTBepxaeHun Mpasun GopMMpoBaHUS NEPEYHEN Nek...

a) NeKapCTBEHHbIV Npenapar 3aperncTpupoBaH B yCTaHOBIIEHHOM nopsigke B Poccuickon deaepaumny;
6) NnekapCTBEHHbIV NpenapaTt BXOAUT B NEpPeYeHb BaXXHENLLNX NIEKapCTBEHHbLIX NPeNapaToB;

B) NEKapCTBEHHbIN nMpenapaT uMeeT NPenMyLLecTBO MO CPaBHEHUIO C APYTMMU fieKapCTBEHHbIMU npenaparamu
npu neveHun nuu, OONbHbIX reModunMen, MyKOBUCUMOO30M, rMNodu3apHbiM HaHM3MOM, 6onesHblo [owe,
3r10Ka4YeCTBEHHbIMU HOBOOOpa3oBaHUSAMU NMMAOUAHON, KPOBETBOPHOW M POACTBEHHbIX MM TKaHeWn, pacCesHHbIM
CKIepo3oM,  reMOSNIUTUKO-YPEMUYECKUM  CUHAPOMOM,  IOHOLIECKMM  apTPUTOM C  CUCTEMHbLIM  Hayanow,
Mykononucaxapugosom |, Il u VI Tunos, a Takke nui, nocne TpaHcnnaHTauuMm opraHoB U (Unn) TKaHEN.

(B pea. DocraHoBnenud Npasutensctea PP o1 20.11.2018 N 1390)

3(1). BkntoyeHne nekapCTBEHHOro npenapata B nepevYeHb OOPOroCTosAWmUX NeKapCTBEHHbIX npenapaToB v npu
HeoOXOAMMOCTM WCKIIOYEHME W3 HEro B COOTBETCTBUMM C MONOXEHWAMMU HacTosawmx [lpaBun anbTepHaTUMBHOrO
neKkapCcTBEHHOro nmnpenapata He [JO/KHO TMNPUMBOAWTE K yBenuueHuio 06bemMoB OHIKETHbIX acCUrHOBaHUNM,
npegycMOTpeHHbIX B dheaepanbHOM BogxxeTe Ha COOTBETCTBYHOLUMI (OUHAHCOBLIN oA, U NNaHOBLIV NEPUOA.

(n. 3(1) BBeaeH [NocTaHoBneHvieM MNpaeutensctea PP ot 12.06.2017 N 700)

4. MepeyeHb NeKkapcTBEHHbIX NpenapaToB AnA obecnedyeHns oTaenbHbIX KaTeropuii rpaxaaH dopMupyeTcs no
MeXOyHapoaHbIM HenaTeHTOBaHHbIM HaWMEHOBaHUAM 3TUX IEeKapCTBEHHbLIX MpenapaToB (MpU OTCYTCTBUM Takmx
HauMeHOBaHWN - MO T[PYNNMPOBOYHBIM WM XUMWYECKMM HAMMEHOBAHUSIM) W3 JEeKapCTBEHHbIX MNpenapaTos,
OTBEYaIoLLMX CreAYOLWUM KPUTEPUSIM:

a) NekapCTBEHHbIV NpenapaT 3aperncTpupoBaH B yCTaHOBMNEHHOM nopsiake B Poccuickon depepaumu;
0) NekapCTBEHHbIV Npenapart BXOAMT B MepeYeHb BaKHENLLNX JIEKapCTBEHHbIX NPENapaToB;

B) NleKapCTBEHHbIN npenapaTt MMeeT MPeuMyLLecTBO MO CPABHEHUIO C APYIMMU NeKapCTBEHHbIMU NpenapaTamu
npu NeYeHnn N, MMeILLMX NpaBo Ha NosyYeHue rocyaapCTBEHHOM coLnanbHO NoMOLLM B BUae Habopa coumanbHbIX

yCryr.

5. MuHuManNbHbIN __accopTUMEHT OopMUPYEeTCa ANs  pasfnuMyHbIX BUAOB  anTeYHbIX OpraHusaumim u
WHOMBMAYaANbHbIX MNpeanpuHMMaTtene No MeXxayHapoAHbIM HenaTeHTOBaHHbIM HaWMEHOBaHWSM NEKapCTBEHHbIX
npenapaTtoB (Npu OTCYTCTBUM TaKMX HAMMEHOBAHWWA - MO FPYMNMNUPOBOYHBIM WUMU XMMUYECKAM HaMMEHOBAHUSIM) U3
nekapcTBEHHbIX MpenapaToB Ans MeAULMHCKOTO NPUMEHEHWS, OTBEYaIOLLMX CNEAYHOLLNM KPUTEPUSIM:

a) NekapCTBEHHbIV Npenapar 3aperncTpupoBaH B yCTaHOBNEHHOM nopsiake B Poccuinckon depepaumy;
0) NnekapCTBEHHbIV NpenapaTt BXOAUT B IEPEYEHb BaXKHENLLNX JIEKAapCTBEHHbLIX NPENapaToB;

B) NeKapCTBEHHbIM MpenapaT, Haxoaswmncs B obpaleHnn Ha Tepputopun Poccuiickon ®egepauuun, umeeTt He
MeHee 2 COOTBETCTBYHOLUMX EMY MO MEXAyHapOOHOMY HenaTeHTOBaHHOMY HaVMEHOBaHWMK0 N0 3aMeHsILLEMY Takoe
HaMMeHOBaHWe rpynnupoBOYHOMY MIN XMMUYECKOMY HaMMeEHOBaHUI0 BOCNPOU3BEAEHHbIX NTeKapCTBEHHbIX NpenapaToB
B aHamnorM4HbIX JeKapCTBEHHbIX hopmax W [03MpoBKax, MpovM3BOAUMBbIX ABYMS M 6Gonee npoussoguTensmu (3a
WCKITIOYEHMEM fleKapCTBEHHbIX NpenapaTos, NPOM3BOANMbIX €AUHCTBEHHbIM OTEYECTBEHHBIM NPON3BOANTENEM);

F) J'IeKapCTBeHHbIﬁ npenapart corfnacHo AaHHbIM 006 obbemax npogax Ha d)apMaLl,eBTl/l‘-leCKOM pPbIHKE Poccunckon
Cbep,epau,mw BOCTpe6OBaH cucTtemon 34paBooOXpaHeHna n HaceneHnem B Te4eHmne Bcero KaneHaapHoro roga.

6. ﬂeKapCTBeHHble npenapartbl nognexar UCKNK4YeHUo U3 nepeyHda BaXKHEWNLLNX J1IeKapCTBEHHbIX npenapaTos,
nepeyHa OOpOoroCTtoAlMX JeKapCTBEHHbIX npenapaTtoB, NepeyvyHA JeKapCTBEHHbIX MnpenapatoB OnA obecneyeHus
OTAENbHbIX KaTeropvn7| rpaxaaH (,u,anee - nepeqHM) N MUHUMAIbHOro acCopTUMeEHTa B CrieyrLnx crny4dasax:

a) BKIMIOYEHMEe anbTepHaTMBHbIX fIeKapCTBEHHbIX npenapaTos, obnagarowmx AoKasaHHbIMU KIMHUYECKUMU, U
(MnK) KMMHUKO-3KOHOMUYECKUMW MpeumyLLecTBamu, 1 (Mnm) oCoOBeHHOCTAMM MexaHuama AevcTBus, u (unu) donbluen
0e30nacHOCTbIO MpU  AuarHOCTUKE, NpodunakTuke, neyeHun unu peabunutauumn 3aboneBaHUn, CUHOPOMOB U
COCTOSHWUIA;

6) nosiBrieHWe CBEAEHMI O TOKCUMYHOCTM WM BbICOKOW 4YacToTe HeXemnaTeslbHbIX MOGOYHbIX SIBMEHWUA Mpu
NpUMEHeHUN NeKkapcTBEHHOro npenapara;
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871 K n
KOHCYJIbTAHTINIOC
(pen. ot 20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.11.2019
06 yTBepxaeHuu Mpasun hOpMUPOBaHUS NepeYHEN Nex...

B) NPMOCTaHOBIIEHNE NPUMEHEHMS NeKapCTBEHHOrO npenaparta B Poccuiickon deaepaumny;
) OTMEHa rocyaapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara;

4) npekpalleHne npov3BOACTBa fekapCTBEHHOro npenaparta nubo ero noctaBok B Poccuiickyio degepaumio um
(Mnn) oTCcyTCTBUE NEKapPCTBEHHOro Npenaparta B rpaxkgaHckoM obopoTe B Poccuiickon ®egepaummn B TedeHne nepuoaa,
NpeBbILAKLEro OANH KaneH4apHbIv rof;

6‘) NCKITO4YEeHne nekapcTtBeHHOro npenapara n3 nepeyHd BaXKHEMLLNX JIEKapCTBEHHbIX NpenapaToB - A4 nepeyHd
OOpPOroCToALlKNX JNekapCTBEHHbIX MpenapaTtoB, NepeyHd JeKapCTBEHHbIX MnpenapatoB AnA obecneyeHnss oTaenbHbIX

KaTeropvuZ rpaxgaH n MUHUManbHOro aCcCoOpTUMEHTa;

X) npeacTaeneHne Hay4yHo OOOCHOBaHHOW pPeKOMeHAauuW rMaBHOMO BHeELWITATHOro cneuvanucta MuHuctepcTea
3gpaBooxpaHeHuss Poccuiickon ®epepauun (ganee - rMaBHbIA 3KCNEpT) MO pe3ynbTaTam MNpoOBOAMMBIX B pamKax
aHaToOMO-TepaneBTUYECKO-XMMUYECKOWN rpynnbl aHanu3a nHgopmaumm 0 CpaBHUTENBHOM KIMMHUYECKON 3h(PEKTUBHOCTH
N 6e30nacHOCTU NeKapCTBEHHOro npernapaTa, OLEHKM 3KOHOMWYECKUX MOCMeACTBUMA €ro MPUMEHEHUS U U3ydeHus
OOMNOMNHUTENBHbIX NOCNEACTBUN NPUMEHEHUS NEKApCTBEHHOMO nNpenapaTta (ganee - KOMMeKCHas oueHka).

(nn. "x" BBegeH [NoctaHoBnenunem Mpasutensctea PO ot 29.10.2018 N 1283)

6(1). JlekapcTBeHHbIE NpenapaTbl NoanexaT UCKITIYEHMIO N3 NepevyHen N MMHUMAarnbHOIrO acCopTUMEHTa, ecnn B
TedyeHne 6 MecdaueB MOocCre BKIOYEHUS JEeKapCTBEHHOro npenapata B MepeyvYeHb BakHEMWMX feKkapCTBEHHbIX
npenapaToB He 3aperncTpupoBaHa npegenbHas OTNyCKHas LieHa Npou3BOAUTENS Ha NeKapCTBEHHbIN nNpenapar.

(n. 6(1) BBeaeH [ocTtaHoenexvem lMpasutensctea P® o1 29.10.2018 N 1283)

6(2). B nepeyHn n MUHUMArbHbLIA aCCOPTUMEHT BKIIHOYAKOTCS OQHOKOMMOHEHTHbIE NIeKapCTBEHHbIE Npenaparhbl.
KomBurHUpoBaHHbIE NeKapCTBEHHbIE NpenapaTthl BKKOYATCS B NepeYHn B criydae, ecnm no pesynbrtataM KOMMIEKCHON
OUEeHKM [OO0Ka3aHO WX npeummyuwlectso B NpuMeHeHnun wu CTOMMOCTM NO CpaBHEHU0 C OAHOKOMMNOHEHTHbIMU
nekapcTBeHHbIMY npenapaTtamu.

MMpn BKMAOYEHUN KOMOMHMPOBAHHLIX JIEKAPCTBEHHBIX MpenapaToB B MEpPeYHU U MUHUMAIbHbIA aCCOPTUMEHT
OLHOBPEMEHHO BKIHOYAKOTCH BCE 3aperncTpupoBaHHble B Poccuickon degepaumm OAHOKOMMNOHEHTHbIE NIEKAPCTBEHHbIE
npenapaTbl, U3 KOTOPbIX COCTOUT Takad KoMOMHaLms.

(n. 6(2) BBegeH [NoctaHoBneHveM lNpaButensctea PO o1 29.10.2018 N 1283)

7. [NepeyeHb BaXHEWMLUMX FfEeKapCTBEHHbIX MpenapaTtoB hopMuUpyeTcs exerogHo. [lepeyeHb LOPOroCTOSALLMX
J1IeKapCTBEHHbIX NpenapaTtoB, NepeYvyeHb J1IeKapCTBEHHbIX NMpenapaTtoB And obecneyeHus oTAeNbHbIX KaTeropvuZ rpaxnaH
N MUHUMAanbHbIV aCCOPTUMEHT POPMUPYIOTCH HE pexe OOHOro pasa B 3 roga.

8. ®opmupoBaHue nepeyHert 1 MMHUMAarNbHOrO acCopTUMEHTA OCyLLecTBnseTcss obpaszoBaHHOW MUHUCTEPCTBOM
34paBooxpaHeHnst Poccurickon degepaumm kommccuen no oopMMpoBaHMIO NEPEYHEN NeKapCTBEHHbIX MpenapaToB U
MUWUHMMarbHOro accopTMMeHTa (ganee - KOMUCCUS).

(n. 8 B pea. OoctaHosnenund MNpasutensctea P® ot 12.06.2017 N 700)

9. BHeceHVWe W3MEHEHWI B MEPEYHN U MMHUMASbHbIA aCCOPTMMEHT OCYLLECTBMSAETCHS B COOTBETCTBUM C
NOMNOXeHNsIMU HacTosAwmx MNpasun.
(n. 9 B pea. NoctaHoenexus MNpasutensctea PO ot 12.06.2017 N 700)

9(1). OnepaTvBHOE BHeCeHUE W3MEHEHWA B MNepeyHn UM MUHUMAarnbHbIA aCcCOPTUMEHT OCYLLEeCTBMSETCS B
COOTBETCTBMM C NONOXEHUSIMM HacToAWwmx [NpaBun Ha OCHOBaHWM N B CPOK, KOTOPbIE YCTAHOBMEHbI COOTBETCTBYHOLLNM
nopy4veHuem [llpaButenbctBa Poccunckon degepaumm 0 pacCMOTPEHMM KOMUCCUEN NPEOSIOKEHUA O BKMOYeHUN (00
WCKITHOYEHMM) NEKAPCTBEHHbBIX NPenapaToB B NEPEYHN N MUHUMATbHBIN aCCOPTUMEHT.

(n. 9(1) BBeaeH MNocTtaHoBneHveMm MNpasutensctea P® o1 12.06.2017 N 700)

10. OpraHnsaunoHHO-TEXHUYECKOe obecneyeHne JeAaTenbHOCTM KOMMUCCUMM ocyliecTBnsieT MuHMCTepcTBO
34paBooxpaHeHunst Poccuinckon degepaumn.

11. B coctaB komuccun BxogsT npeactaButenn MuHuctepcTBa 3gpaBooxpaHeHus Poccunckon depepaunn,
MwuHuncTepcTBa NpoMbILLINEHHOCTU 1 ToproeBnu Poccuiickon ®epepaumn, MuHucTepcTBa Tpyaa M coumansHON 3allnThbl
Poccuinckon ®epepaummn, PegepanbHoi cnyx0Obl No Hag3opy B cdepe 3gpaBooxpaHeHus, PenepanbHol cnyxbbl No
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871 K n
KOHCYJIbTAHTINIOC
(pen. ot 20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.11.2019
06 yTBepxaeHuu Mpasun hOpMUPOBaHUS NepeYHEN Nex...

Hag3opy B cdepe 3alumThl NpaB noTpebutenern n 6narononyyus yenoseka, dPegepanbHON aHTUMOHOMOMBHON CIYXObl,
depnepanbHOro Meamko-buonormyeckoro areHTcTBa, MwuHucTepcTBa HaykM M Bbicwero obpasoBaHus Poccuiickon
depepaumn, UWHbIX peaepanbHbIX  OpPraHoB  MCMNOMHWUTENbHOW  Bnactu, defepanbHblX  rOCYyAapCTBEHHbIX
obpasoBaTenbHbIX OpraHn3aLmin BbICLLErO MEeQULIMHCKOrO U chapmMaLeBTMYecKoro obpasoBaHus, a Takke deaepanbHbix
rocyaapCTBEHHbIX MEONLIMHCKMX 1 (hapMaLLeBTUYECKUX HayUYHbIX OpraHn3aLui.

(B pea. NoctaHoBnenun MNpasutensctea PP ot 12.06.2017 N 700, ot 29.10.2018 N_1283)

Ha 3acegaHvnm komMuccuu NpuCyTCTBYIOT NPW Hanuyum npegBapuTenbHOro obpalleHmus B NnucbMeHHon dopme B
agpec KOMMCCUK, MOCTYMUBLLErO He No3aHee YeM 3a 5 pabounx gHen 40 AHS COOTBETCTBYHOLLEro 3aceaHust KOMUCCUN,
npeacrtaBuTens cybbekta obpalleHns nekapCTBeHHbIX CcpeactB UM (unn) obwecTBeHHOro  obbeavHeHus,
OCYLLECTBAOLEro AeATeNbHOCTb B cdepax 34paBooOXpaHeHuns, obpalleHns fekapCTBEeHHbIX CPeACTB U 3aluThl Npas
rpaxgaH B aTux cdpepax (fanee - 3anBuTenb), a TaKkke NPeAcTaBUTENUN UHBIX dheaepanbHbIX OPraHoB UCTONHUTENBHON
BNacTtu.

(B pen. MNocTtaHoBneHus MNMpaeutenscrea P® ot 29.10.2018 N 1283)

12. 3acegaHust KOoMWMCCUWM TpaHCNUPYOTCS Ha odwuumnanbHoM cante MwuHMCTepcTBa 34paBOOXpPaHEHWUs
Poccuiickon degepaumm B MHPOPMaALMOHHO-TENEKOMMYHUKaUMOHHON ceTh "MHTepHeT" (ganee - omumanbHbI canT B
cetun "UHTepHeT").

13. 3aaBuTtenb HanpaBnseT He no3gHee 10-ro 4vMcna nepBoro Mecdua kBapTana B KOMWUCCUIO criegyolime
NPeanoXeHNsi B 3NIEKTPOHHOM BuAe NocpeacTBOM MHPOPMaLNOHHO-KOMMYHUKALNOHHBIX TEXHOSOMIA C MPUITOXEHMEM B
3MEKTPOHHOM BMAE COOTBETCTBYIOLLNX AOKYMEHTOB U CBEAEHUN:

(B peq. MNocTtaHoeneHus MNMpaeutenscrea P® ot 29.10.2018 N 1283)

a) npeannoxeHme o BKIYeHU NnekapCcTBeHHOro npenaparta B nepevyHn no ¢>opme cornacHo npuiioXeHuro N 1;

6) npeanoXxeHne O BKMOYEHMU NEKAPCTBEHHOro npenapaTta B MUHUMANbHbIA acCOPTUMEHT MO hOPMe COrfiacHo
npunoxexHuto N 2;

B) NpeanoXeHne ob MCKIMHOYEHUN NEKapCTBEHHOIO NpenapaTa u3 nepevHen no gopme cornacHo npunoxexuo N
3;

r) npeanoxeHve 06 MWCKNIOYEHUW NEKAPCTBEHHOro npenapata M3 MWHMMAanbHOMO accopTUMeHTa no dopme
cornacHo npunoxexuo N 4.

14. YTpatun cuny. - [loctaHoeneHnue Mpaeutenscrea P® ot 29.10.2018 N 1283.

15. Komuccusa B TedeHue 7 paboumx AHEN CO AHA MOCTYNSEHUS MpensioXeHWN, ykal3aHHbIX B MyHkTe 13
HacTosAwmx [NpaBun (ganee - NpeanoXeHne), opraHM3yeT NPOBEAEHNE UX AOKYMEHTarbHON 3KCNepTu3bl.
(B pea. MNocTtaHoBneHus MNMpaeutenscrea PP ot 29.10.2018 N 1283)

Mpy OOKyMEeHTanbHOW 3KCNepTu3e MpoBepSieTCs Haanexailee odopMreHue NpeanoXeHuss B COOTBETCTBUN C
HacTosawmmMu MNpaBunamu, NoONHOTa U 4OCTOBEPHOCTL NPEACTABEHHON MHpOPMaLUUM O NEKapCTBEHHbIX NpenapaTax, B
TOM 4uCrie ee COOTBETCTBME CBEOEHUSIM, COAEPXALLMMCH B roCyJapCTBEHHOM DPEECTpe JIeKapCTBEHHbIX CPeAcTB, MO
pe3yrnbTataMm KOTopon ocopMisieTcsl 3aknoveHne no cgopme cornacHo npunoxeHuto N 5 (manee - 3aknoyeHue no
pesynbTartaMm JOKYMEHTarnbHOM SKCNepPTU3bl).

16. MNMpepnoxeHne OTKIOHSIETCA OT JaNbHENLLEro pacCCMOTPEHMS B CMEAYIOLNX CIyYasX:

a) HeHagnexallee ocopmneHne NpeanoXeHus U npunaraeMblX K Hemy AOKYMEHTOB W CBEAEHUI, B TOM 4ucre
HEBO3MOXXHOCTb UX OTKPbIT;
(B pea. MNocTtaHoBneHus MNMpaButensctea P® ot 29.10.2018 N 1283)

6) ytpatun cuny. - [loctaHoenenue lMNpasutensctea PP ot 29.10.2018 N 1283;

B) npeacrtaesnieHne JOKYMEHTOB U cBeEeHUIN B HENOJTHOM 0OBbEME;

r) NnpeacTaBrneHne B Te4YeHVWEe OHOro KaneHAapHOro roga AOKYMEHTOB M CBEAEHMWI, MO KOTOpbIM KOMUCCUEW B
TekywieM rogy Obifo BbIHECEHO pelueHne 06 OTKa3e BO BKIHOYEHUWM (UCKMOYEHMM) feKkapCTBEHHOro npenapata B
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
( T20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 o o [ata coxpaHenus: 22.11.2019
06 yTBepxaeHun Mpasun GopMMpoBaHUS NEPEYHEN Nek...

nepeYHn, MWHMMAaIbHbIA aCCOPTUMEHT WM B OTHOLUEHWM KOTOPbIX OCYLLECTBMAETCH KOMIMIEeKCHas OueHKa, 3a
UCKIOYEeHMEeM criyyas, NpeaycMoTpeHHoro nyHkTom 9(1) HacToswwmx MNpasur;
(nn. "r" B pea. OoctaHoenenud MNpasutensctea P® o1 29.10.2018 N 1283)

[) NpeacTaBneHne HegoOCTOBEPHOMN UM UCKaXKeHHOW MHGOpMaLUK.

17. Mpwn OTKNOHEHUW NPEANOXEeHUs OT AarnbHEeNLero pacCMOTPEHUS KOMUCCUMEN 3akrioyeHue Mo pesynbTaram
OOKYMEHTanbHOW 3KCMepTU3bl HanpaBnseTcd 3asiBUTeNnt0  nocpeacTtBOM  MHAOPMALMOHHO-KOMMYHMUKALMOHHBIX
TEXHONOMMIN B CPOK, He MpeBbILWAatoLLmMi 3 pabounx AHeNn co OHS ero BbIHECEHMS.

HopaboTaHHoe 3asBuTenem npeaniokeHne C YCTPaAHEHHbIMW 3aMeYaHUAMW, YKa3aHHbIMW B 3aKMYeHUM Mo
pesynbTataM [OOKYMEHTanbHOW 3JKCMepTu3bl, MOXeT OblTb MNOBTOPHO HamnpaBneHO B KOMWUCCUIO MOCPeacTBOM
NMH(OPMALMOHHO-KOMMYHUKALUMOHHBLIX TEXHOMNOrMN He no3aHee 10 pabounx OHEN COo OHSA MONyYeHUs 3akiioyYeHUs Mo
pesynbTatam JOKYMEeHTarnbHON 9KCNepTUsbl.

(n. 17 B pea. HoctaHoBnenus MNpasutensctea P® ot 29.10.2018 N 1283)

18. MHdopmaumsa o NOCTYNUBLUMX B aApec KOMUCCUN NPeasiokeHUsX, B TOM Y1cne NpoLUIeALnX OKYMEHTanbHyo
3KCnepTunay, pasmMeLlaeTcsa Ha oduLmanbHOM canTe B ceTu "VIHTepHeT".

19. TlpeonoxeHnsi, B OTHOLIEHWA KOTOPbIX BbIHECEHO MOMOXWUTENbHOE 3akiioyeHne Mo pesynbTaram
OOKYMEHTanbHOM 3KCNepTM3bl, Mognexar MpOBeOeHU0 KOMMIIEKCHOW OUEHKM B YCTAHOBIIEHHOM HaCTOSLLUMM
MpaBunamm nopsake.

(B pea. MNocTtaHoBneHus MNMpaButensctea P® ot 29.10.2018 N 1283)

20. Komunceust B CpokK, He npeBbiwaowmin 2 pabovmx gHeEW CO AHSI BbIHECEHMS MONOXUTENBHOIO 3aKMOYEHNs No
pes3ynbTartam qoxymeHTaanon OKCNepTn3bl B OTHOWEHUN JEeKapCTBEHHbIX MnpenapatoB, npegnaraeMblX AOnd
BKIMKOYEHNA (I/ICKJ'IPO‘-IeHVIﬂ) B NepeyvyHu, HanpaendAeT npearoxeHna C npepnocrtaBiieHnemM Ooctyna K UX 3NeKTPOHHbIM
BEpPCUAM C npunaraembiMu JOKYMEHTaMuU W CBeOEeHUAMU MoCpPeacTBOM  UH(OPMALMOHHO-KOMMYHUKALMOHHBIX
TEXHOMNOIUI:

a) B depepanbHOe rocygapcTtBeHHOe OwmkeTHoe ydpexaeHue "LleHTp aKkcnepTmsbl M KOHTPOMsS KavecTBa
MeguumHckon nomowmn" MuHucTepcTBa 3gpasooxpaHeHus Poccuiickon ®epepauun (ganee - LieHTp akcnepTtusbl) Ang
npoBedeHns aHanusa MeTOAONOMMYECKoro KayecTBa KIMHUKO-3KOHOMUYECKUX WUCCNeaoBaHWi  NeKapCTBEHHbIX
npenapaToB M UCCNELOBaHUN C UCMOMNb30BaHWEM aHanu3a BNUsSHUS Ha OloakeTbl GHOOKETHON cucTteMbl Poccuiickom
depepaummn  (ganee - OGwOKeT) B COOTBETCTBMM C  TpeboBaHMAMW K  METOAONOMMYECKOMY  KayecTBy
KINMHMKO-3KOHOMUYECKUX MCCNedoBaHWA NIEKapCTBEHHOrO npenapaTta U WUccnegoBaHWi C UCMONb30BaHMEM aHanuaa
BNUAHMS Ha OrogxeTbl BrogkeTHOM cucteMbl Poccunckon depepauun, Kotopble npueeaeHsl B npunoxeHun N 5(1), a
Takke ANs M3ydYeHus AOMONHUTENbHbLIX NOCNEACTBUN NPUMEHEHMS NEKapCTBEHHOro npenapara Ha OCHOBaHUW LUKarnbl
KONMMYECTBEHHOW OLIEHKW AOMOMHUTENbHBIX AaHHbIX O JleKapCTBEHHOM npenapaTe, NPeayCMOTPEHHOW MHTerpanbHbIMU
LUKanamm KOMMIIeKCHOW OLEHKM NIeKapCTBEHHOIO Npenaparta, KoTopble NpuBeaeHbl B npunoxeHun N 6;

6) B npodunbHylo benepanbHyl0 rocyaapCTBEHHYIO ObOpasoBaTerbHyl0 OpraHusauuio Bbiclwero obpasoBaHus
(MeguumnHckoro u (unun) dapmaueBTUYECKoro) u (Mnn) [ONOMAHUTENBHOTO npodheccuoHansHoOro obpasoBaHus,
OCYLLECTBMAIOLLYI0O B Ka4yeCTBe YCTaBHOrO BMAa AeATENbHOCTU Hay4YHO-MCCreaoBaTeribCKylo OesiTENbHOCTb, NMMbo B
MeaOuUMHCKYD 1 (unu)  dapmMaLeBTUYECKYlD  HayyHylo opraHusauuio, noaseaoMcTBeHHy  MuHucTepcTsy
3gpaBooxpaHeHuss Poccunckon Pepepaummn mnv MuHMCTEPCTBY HaykM W Bbicwero obpasoBaHus Poccuiickon
depepaummn (ganee - aKcnepTHas opraHusauus), AN NPOBEAEHUs aHanu3a MWHgopMauum O CpaBHUTENBHON
KNuHn4eckon adhpekTMBHOCTM 1 6Ee30MacHOCTN NEeKapCTBEHHOIO NpenapaTta, OLEeHKN 3KOHOMUYECKUX MOCNeaCcTBUN ero
NPUMEHEHNSI HA OCHOBE MHTErpanbHbIX LKan, KoTopble NnpuBeaeHbl B npunoxeHun N 6.

(n. 20 B pea. NocTtaHoBneHus MNpasuTtenbctea PO o1 29.10.2018 N 1283)

21. [lepeyeHb aKCMepTHbIX oOpraHuMsaunin ytBepxpaetca MuHMCTepCTBOM 34paBooOXpaHeHns Poccuinckom
depepaumm n pasmelLaeTcs Ha ouumansHOM cante B cetu "MIHTepHeT".

22. KomnnekcHasi oueHka npoBoautcsi LIeHTpoOM aKCnepTu3bl M 3KCNEPTHbIMU opraHu3aumsiMm B TeveHue 30
paboymnx AHeN co AHS NOMyYEeHUst OT KOMUCCUN NPEATTOXKEHUS.
(n. 22 B pea. NoctaHoenexus MNpasutensctea PO o1 29.10.2018 N 1283)

23. [Ona npoBedeHMst KOMMIEKCHOW OLIEHKM 3KCMEepTHasd opraHv3auus co3faeT 3SKCNepTHYH KOMMUCCUIO U3
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( T20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 o o [ata coxpaHenus: 22.11.2019
06 yTBepxaeHun Mpasun GopMMpoBaHUS NEPEYHEN Nek...

crneumanuctoB C  BbICLUMM  MEOUUMHCKMM,  dapmaueBTMyYeckuMm  unm  buonornyeckum  obpasoBaHveM C
NPeNMyLLECTBEHHbLIM Y4acTMeM CMELManMCcToB, UMEHLLNX BbiCLLEE MEAMLIMHCKOE U hapmaLieBTMYecKkoe obpasoBaHme.
(B pen. MNoctaHoBneHus MNMpaeutensctea P® ot 29.10.2018 N 1283)

24. MNpoBefeHWe KOMMIEKCHON OLIEHKU MpeAcTaBfeHHbIX 3asiBUTENEM KITMHUKO-OKOHOMUYECKUX MCCrenoBaHun
neKapcTBEHHOrO npenapata UM OOOCHOBAHHOCTM MOMYYEHHbIX MPU WX MPOBEOEHUN  KIMUHWUKO-3KOHOMUYECKUX
XapakTepucTuk, o0yCnoBnNmMBalOLWUX LEenecoobpasHOCTb BKOYEHUSA (MCKINIOYEHUS) IeKapCTBEHHOro mnpenapata B
nepeyHun, oCyLecTBnAaAeTca B TOM YUCre Ha OCHOBaHUM pacyeTa CTOMMOCTU rogoBOro Kypca tepanmn npeanaraemMbiMm
nekapCTBEHHbLIM MpenapaTom MO CPaBHEHUIO C flekapCTBEHHbLIMKU MpenapaTamu, BKIOYEHHBIMU B NEpPeYHUn, ncxoas m3
pacyeTHON LieHbl, NPEACTaBsOLWEN CTAaTUCTUYECKYHO MeAMaHy 3aperMcTpupoBaHHbIX B YCTaHOBIEHHOM Mopsiake LeH
COOTBETCTBYHLLUMX JIEKAPCTBEHHbLIX NPenapaToB (Npy HanM4mu).

[Mpn oOTCYTCTBUM 3aPErMcTPUpPOBAHHLIX B YCTAHOBIMIEHHOM MoOpsgke LeH Ha NekapcTBeHHble mnpenapaThbl
CpaBHEHME N OLUEeHKa OCYLLECTBMAIOTCH B OTHOLIEHWM pacyeTHbIX LieH Ha 3akyrnaemble NekapCcTBeHHble npenaparbl B
COOTBETCTBMU C OAHHBbIMW 3MNEKTPOHHbIX NMOWAA0K, Ha KOTOPbIX MPOBOASATCA 3MEKTPOHHbIE ayKUMOHbI MO 3aKymnke
neKkapCTBEHHbIX MNpenapaTtoB ANA rocy4apCTBEHHbIX M MyHUMUMNanbHbIX Hyx4d. [lpu 3TOM pacyeTHas ueHa Ha
neKkapcTBeHHble npenapatbl  MNpefAcTaBnseT  CTaTUCTMYECKYld  MeauaHy LUeH  pakTMYeckmx  3aKynok Ha
BOCMpPOu3BeAEHHbIE NTeKapCTBEHHbIE Npenaparthl (Mpy Hanu4uum).

Mpy oueHKe AOMOSNHUTENbHBIX MOCNEACTBUIA NPUMEHEHMS! NEKapCTBEHHOMO NperapaTta Takke OCYLecTBrsieTcs
aHanuW3 gaHHblX O roCcydapCTBEHHOW perMcTpaumn, aHanus obpallleHnsl NiekapCTBEHHOrO NpenapaTa, npeafiaraemoro
AN BKIOYEHUsST (MICKIMIOYEHUs) B MEPEYHM, a TakKe JIeKapCTBEHHbIX NMPenapaToB, BKIOYEHHbIX B MEPEYHM 1 UMEIOLLIMX
aHanorMyHble BHOCUMbIM FleKapCTBEHHbIM MNpenapataM MokasaHUs K Has3HayeHulo B pamMkaxX COOTBETCTBYHOLLMX
aHaTOMO-TepaneBTUYECKO-XUMUYECKMX Fpyn.

B uenax nonyyeHus HeobGXoOAMMOW OOMNOMHUTENbHOW WHGOPMaUMM W YTOYHEHUS MpeAcTaBfieHHbIX B
npeasiokeHMn CBedeHun npu  MpoBedEeHUM KOMMIIEKCHOW OLEHKM OCYLUEeCTBASEeTCA MOWCK WHdopmauun o
nekapCTBEHHOM npenapate, B TOM YMCME€ O KIMHUYECKUX W (MNn) KIMHMKO-SKOHOMMWYECKUX MWCCeaoBaHMsaX
nekapcTBeHHOro npenapara. [Npu 3TOM K 3aknYeHusaM, ykasaHHbIM B NyHKTe 25 Hactoswmx lMpasun, npunaratTcs
MONHOTEKCTOBbIE NyOnMKauum Takux nccnegoBaHuin.

(n. 24 B pepn. NocTtaHosnexus MNpasutensctea PO o1 29.10.2018 N 1283)

25. Tlo pesynbTataMm KOMMMEKCHOM OLEHKN 3KCnepTHas opraHmsaumst u LleHTp 3KcnepTusbl COCTaBMsHOT
COOTBETCTBEHHO 3aKkMiOYeHne No pesynbTaTam aHanusa MHgopmMauum o cpaBHUTENbHOW KIMHUYECKOW 3(hdEeKTUBHOCTH
n 6e30nacHOCTM feKapCTBEHHOro npenapaTa, OLUEHKUM 3KOHOMMYECKUX MOCMNEeACTBMI €ro npumeHeHus no dopme
cornacHo npunoxeHuntoo N 7 ©n  3aknveHMe MO pesynbTatam aHanuMsa MeToOOoNiIorM4yeckoro KayecTtsa
KIMUHUKO-3KOHOMMNYECKMUX UCCNeoBaHUM NekapCTBEHHOro npenaparta U uccrnegoBaHUn C MCNONb3oBaHWEM aHanusa
BNUSAHMS Ha OrompkeTbl OlomkeTHOM cucteMbl Poccuiickon ®degepaumn, a Takke U3ydeHUst LOMOSTHUTENbHbIX
nocneacTBUn NpUMEHeHNs NekapcTBEHHOro npenapaTa no dopme cornacHo npunoxexuio N 8 (ganee - 3aknio4veHns no
pesynbTatam KOMMNIEKCHON OLIEHKM) " npeacTaBnsoT nx B KOMUCCUIo nocpeacTBoM
NHOPMALMOHHO-KOMMYHUKALMOHHbBIX TEXHONOMMN.

(n. 25 B pea. NoctaHonexus MNpasutensctea PO o1 29.10.2018 N 1283)

26. lMpepnoxeHve, B TOM 4ucre npunaraemble K HEMy OOKYMEHTbl U CBEAEHWs, a TakkKe 3akioyeHus no
pesynbTataM KOMMIIEKCHON OLEHKM B TeyeHue 2 paboumx AHEen CO OHSA UX MOSlyYeHMs HanpaBnslTcs KOMMUCCUEWN
NoCpeacTBOM  MH(POPMALMOHHO-KOMMYHUKALMOHHBIX TEXHOMOMMIN rnaBHOMY 3KCMepTy C ydeTom npodunsa ero
OeATenbHOCTM ANS NOATOTOBKWA MO 3TOMY MPEeArioKeHWI0 NpedyCMOTPEeHHOW MNOANYHKTOM "X" MyHKTa 6 HacToswux
MNpaBun Hay4HO 06OCHOBAHHOW PEKOMEHAALMM O BKIIOYEHMN (06 UCKITIOYEHMI, OTKase BO BKITHOYEHMN) NTeKapCTBEHHOro
npenaparta B MepeYyHn feKapCTBEHHbIX NpenapatoB Aff MeOUUMHCKOTO NMPUMEHEHWUS Y MUHMMAasbHbIN acCOPTUMEHT
nekapCTBEHHbIX NpenapaToB, HEOOXOAMMbIX A58 OKa3aHUs MeaULMHCKOM NOMOoLLM, MO hopMe cornacHo npunoxexuo N
9 (nanee - Hay4yHO 060CHOBaHHasi pekoMeHaaums).

(n. 26 B pea. NoctaHoBneHus MNpasutenbctea PO o1 29.10.2018 N 1283)

26(1). Mpu bopMMpOBaHNN MUHMMANBHOTO aCCOPTMMEHTA KOMUCCUS B CPOK, HE NMPEBbILAaLWnN 2 pabounx gHewn
CO [OHSA BbIHECEHUS MONOXUTENbHOIO 3aKMiYeHUss No pesynbTaTtamM AOKyMEHTanbHOW 3KCnepTusbl, NMOCPeaCcTBOM
WMHOPMALMOHHO-KOMMYHUKALMOHHbBIX TEXHOMNOMMIN HanpasnseT NpearnoxeHne He MeHee 4YeM 2 rmaBHbIM 3KcnepTam ¢
y4eToM npouns nx geaTensHOCTU.
(n. 26(1) BBegeH [ocTtaHoBneHveM NpasutensctBa PO ot 29.10.2018 N 1283)
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27. 'maBHbIA 3kcnepT B TeveHue 10 paboumx OHEW CO OHS NONyYeHUst AOKYMEHTOB, YKa3aHHbIX B MyHKTax 26 u
26(1) HacTosawwmx NMpaBun, NpeacTaBNAeT B KOMUCCUIO B 3NEKTPOHHOM BuAe Hay4HO 060CHOBaHHYIO pekoMeHgauuio.
(8 pea. OocraHoBnenusd MNpasutensctea P® o1 29.10.2018 N 1283)

Mpy NOAroToBKe TaKUX PeKOMEHAaLUi rMaBHble 3KCNepThl B LEensx Nnony4yeHust AoMNoNHUTENbHON MHGopMaunm o
Ge3onacHoCTH, kayectTBe U 3MEKTUBHOCTU, a TakkKe O KIIMHUKO-3KOHOMUYECKMX XapaKTepUCTUKax feKapCTBEHHOro
npenapata MOryT HanpasnsATb 3anpockl B NpodeccuoHarnbHblie MeauLUuHCcKue U dapmalesTudeckme coobliectsa u
KOMMETEHTHBLIM creuuanucTam.

28. MNpw Hecornacum NONHOCTBIO UMM YACTUYHO C 3aKIIOYEHMAMM MO pe3ynbTatam KOMMNIEKCHON OLEHKM rMaBHbIN
3KCNepT roToBUT Hay4yHO OBOCHOBAHHYIO peKOMeHAaumio, B KOTOPOW yKasblBaeT 3aMevaHus C AeTanv3vpoBaHHbIM
060CHOBaHMEM 1 CCbINkaMu Ha Nybnvkaumm 0 aHHbIX KNMHUYECKUX UCCregoBaHni nekapCTBEHHOMo npenaparta u (Mnm)
OaHHbIX MOHUTOpWHra ero adpdekTmBHoCTM M BesonacHocTM Ha Tepputopum Poccuinckon Pepepaummn n (unu) 3a
pybexom, a Takke AaHHbIX KIMMHUKO-9KOHOMUYECKUX WMCCNefoBaHWn M pac4eToB, 0OOCHOBbLIBAOLWMX €ro BbiBOAbI, C
NPUNOXeHeM 3Tnx nybnukaumn.

(n. 28 B pea. [ocTaHoBneHus MNpasutensctea P® ot 29.10.2018 N 1283)

29 - 30. YTpatunu cuny. - [loctaHosnenue MNpasutensctea P® o1 29.10.2018 N 1283.

31. 3acemaHusa komuccumn npoeoaaTcs Ao 10-ro yncna BTOPOro Mecsla KeapTana, Criefytolero 3a Ksaptanom, B
KOTOPOM MpeacTaBfeHo npeanoxexue. Mpy 3TOM Ha OQHOM 3acedaHMM KOMWUCCUM paccMaTtpusaeTtcs He Gonee 15
feKapcTBEHHbIX MpenapaTos.

PelleHns no npeanoxeHUsaM NpUHMMAlOTCA Ha 3acedaHusix KOMUCCUW B COOTBETCTBUM C NIUCTaMU roylocoBaHUSA
YrIEHOB KOMWCCUM, COAEPXaLLMMKN pe3ynbTaTbl KOMMIIEKCHOW OLEHKM, C Y4eTOM Hay4yHO OOOCHOBaHHOW pekoMeHaauum
rmaeHoro akcnepra. [py 3ToM Hay4yHO OBOCHOBaHHas pekoMeHpauws rMaBHOro JKcrnepTa NpPeAcTaBnsAeTcd YneHamu
KOMUCCUN.

(n. 31 B pea. HocraHoBnenusa MNpasutensctea P® ot 29.10.2018 N 1283)

32. Ha 3acepaHvne KomucCcMM npuvrnawarTca npeacrtaButeny LleHTpa akcneptv3bl M B UENsX HAy4yHOro
ONMOHNPOBaHMWSA NpeacTaBUTENN KCMEPTHON OpraHn3auum.
(n. 32 B pea. NoctaHonexus MNpasutensctea PO o1 29.10.2018 N 1283)

33. Hopmauua o xode M pesynbTaTax PacCMOTPEHUS NPEANOXKEHUS, a Takke O MecTe, AaTe U BpemMeHu
3acejaHus KOMUCCUMM pa3MellaeTcs 3a 7 paboymx OHEeW OO COOTBETCTBYHOLLEIO 3acefaHnst Ha ouuUManbsHOM CanTe B
cetn "HtepHeT".

MHdopmaumss 0 NpuHATBLIX Ha 3acedaHun KOMUCCUM peLleHusX pasMellaeTcs Ha oduumanbHOM canTe B CeTu
"MIHTepHeT" B TedeHne 5 pabounx AHe nocrne NpoBeAeHns 3acegaHnst KOMUCCUW.
(n. 33 B pea. [ocraHoBneHus MNpasutensctea P® ot 29.10.2018 N 1283)

34. Mpun BO3HUKHOBEHMWN KOHMINKTA UHTEPECOB COOTBETCTBYHIOLLME YNEHbI KOMUCCUMU HE Y4aCcTBYIOT B npoLeaypax
NPUHATUA PeLUeHNIA N0 KOHKPETHOMY NPEATIOXKEHUIO.

Cneumannctbl 3KCMEepTHOM opraHusaumMn u LleHTpa akcnepTtusbl, ydacTBylOWME B NMOArOTOBKE 3aKMOYEHUS Mo
pesynbTataM KOMMMEKCHOW OLEHKW, [MaBHble 3KCNepTbl W YfeHbl KOMWUCCUM, NPEeAcTaBMBLUME HEOOCTOBEPHYHO
WHOPMaUMIO UNN He npeacTaBuBLUME (HECBOEBPEMEHHO MpPEeACTaBMBLUME) B KOMWCCUIO MHEOPMaLUio O Hanuyinm
06CTOATENBLCTB, CNOCOOHBIX MPUBECTM K KOHMIUKTY MHTEPECOB NPWM PacCMOTPEHUU MPEANioKEHUN, MO peLUeHnto
KOMUCCUWM OTCTPaHAIOTCS OT AanbHeWnlero yyactus B AeATeNbHOCTM Mo (hOPMMPOBAHMUIO NepeyHen U MUHUMarbHOro
accopTUMEHTa, a peLleHre Mo NPeanoKeHNI0, NPUHATOE KOMUCCHEN NPU NX y4acTuK, NOANEXUT NepecmMoTpy.

(B pea. MNocTtaHoeneHus MNMpaeutenscrea PP ot 29.10.2018 N 1283)

35. MNMoaroToBneHHble No pesynbTataMm 3aceaHnii KOMUCCUKN NPOEKTbI NepeYHen 1 MUHUMAarnbHOro acCoOpTUMEHTA,
CcOPMUPOBaAHHBbIE MO MEXOYHApPOAHbIM HEeMaTeHTOBaHHbIM HaUMEHOBaHWUAM JIEKapCTBEHHbIX MNpenapaTtoB (Mmpu
OTCYTCTBMM TakMX HaMMEHOBAHWA - MO [PYMNMMPOBOYHLIM WM XUMUYECKUM HAUMEHOBAHMAM) C YKa3aHUeM
nekapcTBeHHbIX hopM, pasMeLlarTcs Ha oduumanbHOM canTe B ceTh "MIHTepHeT" Ha cpok He MeHee 10 pabounx gHen.
(B pen. MNocTtaHoeneHus MNMpaeutenscrea P® ot 29.10.2018 N 1283)

36. npoeKTbI nepequVl n  MUHUMANbHOINoO acCcopTUMEHTa noanexart cornacoBaHUw C MI/IHI/ICTepCTBOM
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871 K n
KOHCYJIbTAHTIINIIOC
(pen. ot 20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.11.2019
06 yTBepxaeHuu Mpasun hOpMUPOBaHUS NepeYHEN Nex...

NPOMBILLIIEHHOCTN U ToproBnun Poccuinckon Pepepaumn, MwuHuctepctBoM duHaHcoB Poccuiickon dPepepaumum,
MwuHucTepcTBOM Tpyda v coumanbHoW 3awmtbl Poccuiickon ®egepauun, MMHUCTEPCTBOM 3KOHOMWYECKOrO Pa3BUTUSA
Poccunckon ®epepaumnun, degepansHon aHTUMOHONONBHOW cnyxbon, PefepanbHon crnyxbon no Hagsopy B cdepe
3aWmnTbl npaB notpebutenen u 6Gnarononyyns yenoseka M MWHMCTEPCTBOM Haykum M Bbicliero obpasoBaHusA
Poccuiickon ®enepaumn.

(8 pea. NoctaHoBnenun MNpaeutensctea PP ot 12.06.2017 N 700, ot 29.10.2018 N_1283)

Mpunoxexne N 1

K MpaBunam hopmMupoBaHus nepedHein
nekapCcTBEHHbIX NpenapaToB

458 MegMLMHCKOro NPpMMEHEHUS

N MUHUMArbHOrO acCopTUMEHTA
nekapCTBEHHbIX NpenapaTos,
HeoOXOAMMbIX AN Oka3aHus
MeONLIMHCKOW MOMOLLM

CnncoK U3MEHSIOLLNX JOKYMEHTOB
(B pen. MNMoctaHoeneHun MNpasutenbctBa PO o1 12.06.2017 N 700,
ot 29.10.2018 N 1283, o1 20.11.2018 N_1390)

(dpopma)

B xoMmmccuio MMHMCTEpPCTBa
3IpaBooOxpaHeHus Poccuiickon denepaumnm
no QOPMMPOBAHMI MNepPedHel JIeKapCTBEHHBIX
NpenapaTos OJjs MeOULMHCKOI'O
IPUMEHEeHMSI M MUHMMAJIbHOT'O aCCOPTMMEeHTa
JIeKapPCTBEHHHX [IpenapaTos,
HeOOXOOMMBIX IJIs OKaszaHUusa
MEeIMUMHCKOM I1OMOLM

IIPEIJIOXEHVE
O BKJIOUEHUM JIEKAPCTBEHHOTO MNpelnapaTa B IepeuHy JieKapCTBEeHHHX
IpenapaToB IJig MEeIMLUVHCKOTO IIPUMEeHeHMs <*>

1. HacTosdumee MNpenjioOXeHME KacaeTCs BKJIOUEHMUS JIeKaPCTBEHHOT'O IpernapaTa B
IepeyuHy JIeKAPCTBEHHEX [IpernapaToB:

1.1. nepeydeHb XM3HEHHO He 0B X0 OMMBIX 128 BaXHEMIMX JIeKapCTBEHHBIX
npenapaTos;

1.2. mepedeHb IOPOTOCTOSMWMX JIEKAPCTBEHHBX IPENapaToB;

1.3. oepedyeHb JIEKAPCTBEHHHIX IpelapaToB nOJjg obecHnedYeHMs OTIEeJIbHBIX
KaTeTopuil TpaxiaH.

2. Uudpopmauus O 3asgBUTEJIE:

2.1. HauMeHOBaHMEe opTaHM3auuM uin odamMwmiamsa, ¥Ms, OTUYeCTBO (IpM HaJIWIUM)
TpaxIaHuHA ;

2.2. OTBETCTBEHHOE JIMIO, IOJIXHOCTH ;

2.3. ampec (MeCTO HAXOXIEHMUs) WM MECTO XUTEeJILCTBa ;

Tesebon (baxc) ;

BJIEKTPOHHAS IIOYTa

3. MVubopmMaumsa O JIeKaPCTBEHHOM IIpelaparTe:

3.1. HauMeHOBaHMe JIeKapCTBEHHOTO IpelapaTa:

3.1.1. MexOyHapOIHOE HENATEHTOBAHHOE HaMMEeHOBaHUe ;

3.1.2. B criyuae OTCYTCTBUS MeXIOyHapOIHOT'O HEenaTeHTOBAaHHOTO
HaMMEHOBAHUSA — TPYNNIMPOBOYHOE HaMMEeHOBaHUE ;

3.1.3. B cry4yae OTCYTCTBUSA MEeXIOYyHapPOIHOT'O HENaTEeHTOBAHHOTO U
TPYNNMPOBOUYHOT'O HAMMEHOBAHUM - XMMMUECKOE HaMMeHOBaHUE ;
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(pen. ot 20.11.2018) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[aTta coxpaHeHus: 22.11.2019

3.1.4. B ciyyae OTCYTCTBMS MHEIX HAaMMEHOBAHMI — TOPTOBOE HaMMEHOBAaHME

7

3.2. KOI aHaTOMO-TepaleBTUYEeCKO~XMNUIECKOM KJIacCcudmKaumm
JIEKAPCTBEHHOTO IpelnapaTa ;
3.3. 3asaBJIEHHEIE IoKa3aHusa K [IPUMMEHEeHMI0 JIEKapCTBEHHOTO IpenapaTta
COTJIaCHO VMHCTPYKUUN o IPMMEHEHMI0 C YyKal3aHMeM KoIa MexnyHapOIOHOM

CTaTUCTUUECKOM KIaccuburauuy Gosyie3HEeM M npobjieM, CBS3aHHEIX CO BIO0POBLEM
(mepeumcinTs)

’

3.4. rocymapcCTBeHHas pPeTruCTpalMus JIEKapCTBEHHOTO IpenapaTa B Poccuiickoi
denmepalnm:

naTa (J4u.MM.T'TTT) ;

HOMEP PermMCTPalMOHHOTO yINOCTOBEPEHUS ;

nara IONTBEPXISHUS TOCYyIapCTBEHHOM perucTpaummn JIEKaPCTBEHHOTO
npenapara (npu HamuMuuy) (4u.MM.ITTIT) ;

3.5. HauMeHOBaHMEe U alpec (MecTo HaxOXIeHMd) OPUINYUEeCKOIT'O JMila, Ha MMS

KOTOPOT'O BBEINAHO PEeIMCTPALMOHHOE YyIOCTOBEpPeHMe JIeKapCTBEHHOT'O Ipenapara,
JMICIIOJIE3yEeMOT'O B KadeCTBe IpelapaTa CPpaBHEeHUs (IpM HaJWdMM)

’

NPOU3BOINTEIb JIEKaPCTBEHHOTO npenapaTa, MCIOJIb3yeMOTO B KadecTbe
npenapaTra CpaBHeHUA (IIpM HaJIMUMM) ;

3.6. @maHHElE O IIPOM3BOICTBEe JIEKAPCTBEHHOT'O IIpenapaTa B Poccuyckoin
demepauuy (Npy HaJIUUUM) ;

3.7. mnpepjaraeMsle K BKJIOYEHMIO JIEKAPCTBEHHEE QOPMEl 3apeIMCTPMPOBAHHOTIO
JIEKapCTBEHHOTO npemnapara, nIpenyCMOTPEeHHbEe [lepeuHeM HaMMEHOBaHUN
JIeKapCTBEHHHX (QOPpM JIEKAPCTBEHHEIX [pelapaToB OJS MEeOMUMHCKOTO NPMMEHEHUS,
YTBePXIeHHEM MUHMCTEpPCTBOM 30PaBOOXpPaHeHmnsa Poccuimckomn denepaunm
(mepeuncauTs)

’

3.8. CBeIeHUs o BOCHPOM3BENEHHBIX JIEKAPCTBEHHBIX I[Ipenaparax (npm
HaJIMUUU) ;

4. CeBemeHMsa U IOaHHBE O JIEKApCTBEHHOM IIpelapaTe, IpeljlaraeMoM IJig
BKJIOUEHMS B I[I€PEeYHM JIEKAPCTBEHHBIX [PENapaToB:

4.1. HayuyHO OOOCHOBAHHBEIE JaHHHEE O HeOoOXOOMMOCTM ¥ ODOCHOBAHHOCTU
NPMMEHEHUS JIeKapCTBEHHOT'O IpelapaTa Ijisg IMAarHOCTUKM, NPOQUIIaKTUKM, JedeHUSd
unm peabunurauum  3aboJieBaHUM, CUHIOPOMOB WM COCTOSHMUM, npeobjamamoumx B
CTpykType 3afojleBaeMOCTM M CMEepPTHOCTM TpaxzaH Poccudickoy Odenmepaluum Ha
OCHOBAHMM IAHHHX TI'OCYHAaPCTBEHHOT'O CTATUCTMUECKOI'O HabJoImeHMs (NpM HaJIUUUU
TaKMX CTATUCTUUECKUX HNAHHBIX) ;

4.2. HaJudme HAy4HO 0OOCHOBAHHEBIX IIaHHBIX e} KJIMHUAUE CKUX u
bapMaKO3KOHOMMUECKMX I[PEeUMylleCTBax [IPMMEeHEeHUS JIeKAPCTBEHHOT'O IpelapaTa IJjdg
JeyeHus  JIniI, OOJIbHEIX TIeMoQuImelr, MyKOBUCLMIOOSZ0M, I'MIOPM3aPHBEIM HAHU3MOM,
Bosie3HbI0 I'olmle, 3JIOKAUEeCTBEHHHMM HOBOOOPa30BaHMAMM JIMMPOMUIHOM, KPOBETBOPHOM
" POIOCTBEHHEX UM TKaHeM, pPacCCesaHHEM CKJIEPO30M, I'eéMOJIMTUKO-ypeMUueCKUM
CUMHIOPOMOM, IOHOWECKUM apTPUTOM C CHMCTEMHBIM HadaJIOM, MyKOIOJIMCaxapunos3oM I,
IT wnu VI TUIIOB, JIML, TIIOCJIe TPaHCIIJIaHTauMyM OPIT'aHOB U (115111) TKaHeN, 1o
CPaBHEHUIO C npenapaTamMy, yxe BKJIOUEHHEIMM B I[I€PEeUYHM JIeKapCTBEHHBIX
npenapaTros;

4.3. HalmMuMe HaydHO OODOCHOBAHHOM MHOOPMALMM O HNpeuMmylecTBax U (uiam) o6

OCOBOEHHOCTAX MexaHusMa JeNCTBUA JIEKapPCTBEHHOTO MpelnapaTa IO CPaBHEHUIO C
a”HajioraMy, B TOM UYMCJI€e BXOOSUMMM B II€PEYHM JIEKAPCTBEHHBIX [PENnapaToB IOJid
MeIOMLVHCKOTO IpVIMEeHEeHUs, npu IMaTHOCTMKE, MNPOOMUIaKTMKE WM JIeUeHUM
3aboyiepaHmMii, CUHIPOMOB M COCTOAHMM C Y4YeTOM CTaTUCTMYECKMX HaHHBIX O
CTPpykType 3abojieBaeMOCTM M CMEPTHOCTM B Poccuiickom denmepaumu;

4.4. BoCcTpebOBaAaHHOCTBL (CouMajlbHaA 3HAYMMOCTL) JIeKapCTBEHHOTO IpernapaTa
CHCTEMOM 3IpaBOOXPaHeHMsa U HacCeJIeHMeM C Y4YeTOM HajludMsa JIEKapCTBEHHOTO
npernapara B [EepedHAX JIEKAaPCTBEHHHX [IPenapaTos, OMHAHCUPYEMHIX 3a CUYeT
cpencTe OoOOXeTOB CyOBEeKTOB Poccumickomn dermepaumu;

4.5. Haluume JIEKAPCTBEHHOTO IIpelnapaTa B IepedHe CTPaTeTrMYeCKM SHAUMMBIX
JIEKAPCTBEHHEX CPEeNCcTB, I[POM3BOACTBO KOTOPHIX MOOJIKHO OBITH OOecledueHO Ha

TeppuUTOpUM Poccurickol demepaluyu, YTBEPXIEHHOM PAaCIOPSXeHMeM l[IpaBUTEJIbCTBA
Poccuiickon demepauum oT 6 miong 2010 . N 1141-p;

4.6. HaJMuue (JJoxanms3almsa) NPpOM3BONCTBA JIEKAPCTBEHHOI'O IIpenapaTra B
Poccwuiickoi dPemepalum.
5. OBocHOBaHMA IOJId BKJIOUEHMS JIEKAPCTBEHHOT'O IIpernapaTa B I[IepedHU

www.consultant.ru
HafeXXHaa npaBoBas noaAepXXkKa

Crpanuua 10 3 44


consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FBDA086423F4EC8786840649FD9CBB00525B73BB9642BBA6AE86063MFJ9K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FBDA086423F4EC8786840649FD9CBB00525B73BB9642BBA6AE86063MFJ9K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FBFAE88413D13C270314C6698D694B50234B738BB7A2ABB7CE13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
consultantplus://offline/ref=917B1740A62B1505F950BF838BC7BD7FBFAE88413D13C270314C6698D694B50234B738BB7A2ABB7CE13433B4F5FC81ABBC7C9E0C0BE1F3MFJ7K
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871

KOHCY/ILTAHTI /TIOC
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[aTta coxpaHeHus: 22.11.2019

JIeKapCTBEHHEX I[IpelapaToB:

5.1. SOMIEMMOJIOTUYECKIUE HOaHHEBIE (nmpm HaJIM4UM) - OaHHEE o
3ab0JIeBaeMOCTH, CMEPTHOCTM, MHBAJMIOHOCTM B OTHOWEHUM 3abojieBaHudA, CHUHIPOMAa
MM COCTOSHMSA, IJid IMATHOCTMKM, NPOPUIIAKTUKM, JeUeHMd UIM peabuamraunumn
KOTOPHIX nokasaH JIeKapPCTBEHHHM IHpenapaT (IpencTaBJIAlTCS Ha OCHOBAHMUU
pPesysibTaTOB T'OCYHapPCTBEHHOTO CTATUCTUYUECKOT'O HaBOIOIeHMA, IOPYyTIUxX OQMIIMaJbHEIX
MCTOYHUKOB n SIUIEMMOJIOTUUECKUR MCCIenoBaHUM PacIpPOCTPaHEeHHOCTHU
3abo0JyIeBaHMUAg) ;

5.2. KJIMHUYE CKMEe HOaHHEIE — TIOJIHOTEKCTOBHE BEPCUM KIIMHUUYECKUX
MCCcenoBaHuy (craTbM, OTUETH Ha PYCCKOM fA3bBIKE UM [epeBelleHHEEe Ha PYyCCKUM
A3HK, 3aBEPEeHHHEe 3afABUTEJIEM) (yxas3elBaloTCs aBTOPE, HaMMeHOBaHMue, IM3alH
MCCJIefOBaHMs, KOJMYECTBO IAalLMEeHTOB, BKJIOYEHHEIX B MCCJIeOOBaHMEe, Nepuon
HaOJoOeHs, IIOoKa3aHMe K MeIMLUMHCKOMY I[IPMMEHEHMIO JIEKapCTBEHHOT'O IIpenaparTa,
KOTOpoOe n3y4ajyoch B MCCJIefOBaHuM, KpUTEepUn OLI€HKM 30PeKTUBHOCTHU
(BbezonacHocTH) , JIeKapPCTBEHHLE npenapatsl, c KOTOPEIMU CpaBHMBAJICH
npenjiaraeMelll JIEKAPCTBEHHBM INpenapaT (OIpM HadMuuy) , [1J1auebo-KOHTPOJIb MUJIIM
OTCYTCTBME JI€UEHMS, pPe3yJbTaThH MCCJEOOBaHMSA C YyKa3aHMEM KOJIMYeCTBEHHBIX
OaHHEIX, 3aKJIDUeHre, CHOMCOK JIMTepaTypel IO CXeMe: abTOp, HaMMeHOBaHue
uccienoBaHus, BEIXOJIHBEIE maHHele. Ilo kaxOooMy KJIMHMUYECKOMY MCCJIeNOBaHMIO
YKas3EBaeTCsa YPOBEHb JOkKaszaTeNbHOCTM 5OPeKTMBHOCTM JIEKAPCTBEHHOTO IIpenapaTa
corylacHO npuioxeHmMo N 6 k [IpaBuiaM QOPMMPOBaHMSA [epPEeYHEM JIeKapPCTBEHHBIX
pernapaTos ons MEeIMLIMHCKOTO NPMMEHEHMS ¥ MMUHMMAJIBHOTO aCCOpPTMMeHTa
JIeKaPCTBEHHHX IIpelnapaToB, HEOOXOIMMEIX HJA OKasaHMA MEeIMLMHCKOM IOMOWM,
YTBePXIeHHEM [IOCTAaHOBJIEHMEM [IpaBuTenscrBa Poccurickon demepaumm oT 28
aBrycTa 2014 . N 871);

5.3. @maHHEE O TepalneBTUUECKOM SKBUBAJIEHTHOCTM (NIPM HEOOXOOMMOCTM) -
IIOJIHOTEKCTOBEIE BEPCHUM CPAaBHUTEJIBHEIX KJIMHUYECKMX MCCJIeOOBaHMM (CcTaTeM,
OTUEeTH Ha PYCCKOM f3bBIKe UM CTaTbM, OTUETH, [IepeBelleHHHE Ha PYCCKUM A3HK,
3aBEepPEeHHEEe 3asaBUTEJIEM) (yxas3elBanTCcs aBTOPHI, HaMeHOBaHMEe, ons3anHa
MCCJIeOBaHMs, KOJMYECTBO IAlLMEeHTOB, BKJIOYEHHEIX B MCCJIeOOBaHMEe, Nepuon
HaOJoOeHs, IIOoKa3aHMe K MeIMLMHCKOMY IIPMMEHEHMIO JIEKapCTBEHHOT'O IIpernaparTa,
pes3yJbTaTEH MCCJeNOBaHMsa C yKas3aHMeM KOJIMUECTBEHHHIX NIaHHEX, 3akKJIo4YeHUue,
CHMCOK JIMTEpaType IO CXeMe: aBTOp, HaMMeHOBAaHME MCCJIeOOBAaHMA, BHXOIHBEIE
IaHHBE) ;

5.4. HOaHHEIE [} KJIMHMKO—~3KOHOMMYE CKMX (bapMakKO3KOHOMMUECKHUXK)
XapaKTepucTrKax JIEKQPCTBEHHOT'O npenapara - IIOJIHOTEKCTOBEIE BEPCUM
KIIMHMKO-2DKOHOMUYECKMX MCCJIeINOBaHMM (CTaTbM, OTUYETHl Ha PYCCKOM s3HKE MM
CTaTbM, OTUYETEH, I[epeBeleHHEEe Ha pPYCCKUM A3BK, 3aBepPeHHHE 3asgBUTEJIEM)
(yxaselaTcsa CcbeneHusa o060 abBToOpax, HaMMEHOBaHME MCCJIeHOBaHMsA, CCBUIKM Ha
uccienopaHue, oms3amHa MCCcile[OBaHuUsa (peTpocCnexkTUBHOE, [IPOCIEeKTUBHOE,
MoOenMpoBaHMe <**>), BuI aHaaM3a, CBeIeHMA O JIeKapCTBEHHHX Ipelaparax,
KOTOPHE MCIOJIb30BaJIMCh 01 CpaBHEHNSA c npenjiaraeMelM JIeKapCTBEHHBM
npenapaToM, 3aTpaTH, KOTOPhHEe YUMUTHBAJIMCH B MCCJEeIOBaHMM, U KOJMUECTBEHHHE
3HAdYeHMsa 3aTparT B pyonax, 50OeKTMBHOCTE CpPaBHMBAEMBEIX JI€eKAPCTBEHHEIX
npenapaTos (Kpurepmm OLeHKM 3QPEeKTUMBHOCTM U  KOJIMUECTBEHHHE 3HAUYeHusd) ,
pesynbTaTH MCCJIeOoOBaHUsd, CIIMICOK IMTEepaTypPH - aBTop, HaMeHOBaHME
MCCJIEOOBAHMS, BBIXONOHBIE IaHHBEIE) <***>;

5.5. HDaHHBEE O CTOMMOCTM M LI€HE JIEKAapPCTBEHHOTI'O Ipernapara:

1. cToMMOCTb OIHOTO KypCa JIedeHMs JIeKapCTBEHHEM [IpelapaToM ;
.5.2. CTOMMOCTBL JieyeHMS JIEKAPCTBEHHEM [pelNapaToM B TedUeHMe ONHOTIO
rona ;

5.5.3. pmaTa npoBemeHMA pacyeTOB lieHH Ha JIEKapCTBEHHHI IIpenapar

7
5.5.4. LeHa, KOTOPY I[NPOMBBOIOUTEJIb [JIaHMPpYyEeT 3aperucTpupoBaTh B
COOTBETCTBUM C TpeboBaHMAMM 3akKOHOIATEJIbCTBa Poccurickoy demepaumm <HFF**>

’

5.6. mauHoe o OdakTMueckyx oOBeMax NPOoIax JIEKAPCTBEHHOI'O IIpernapara B
Poccwuiickoi demepauun 3a Ton, NpenuecTBYONMM [onade MNPenjIoXeHus, B
HaTypaJlbHEX nokasaTesax o JIeKapCTBEHHEM bopmMaM BaperUCTPUPOBAHHBIX

JIEKAPCTBEHHEIX IIperapaTos

’

5.7. IOaHHEBE OTUEeTOB o pesyJbTaTrax MOHUTOPUHTA 0es30nacHoOCTU
JIEKAPCTBEHHOT'O INpenapaTa (B Poccuiickoy denmepaumy u (miam) 3a pybexowm)

5.8. HaHHBIE, IIPelnCTaBJIEHHBEIE 3adAdBUTEJIEM B MHUMIMATVMBHOM IIOPAIOKE
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
( T20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 o o [ata coxpaHenus: 22.11.2019
06 yTBepxaeHun Mpasun GopMMpoBaHUS NEPEYHEN Nek...

6. Ofmee KOJMUYECTBO MNPEICTAaBJIEHHEIX IOKYMEHTOB

Ha JMcTax.

[Homonmuce =BasaBUTENT / /

DaTa

<*> BanonHeHne BCEX MyHKTOB NpeanoxeHuns obs3artensHo. MNMpu oTCyTCTBMM CBEAEHMIM MO COOTBETCTBYOLLEMY
NYHKTY YyKasblBaeTca "cBedeHus OTCYTCTBYHT". [JOKYMEHTbl U MaTepuansl npeacTaBnaAlTCs Ha PYCCKOM A3blke, B
cnyyae npefocTtaBneHust nyonukauun, OKYMEHTOB M CTaTel Ha MHOCTPaHHbIX A3blKax AOMOMHUTENbHO npunaraeTca
nepeBefeHHOE Ha PYCCKUIN A3bIK pe3toMe yKa3aHHbIX MaTepunanos, 3aBepeHHOe 3asBUTENEM.

<**> [lpu WUCMNONb30BAHUM MaTEMaTUYECKOTO MOAENUPOBAHUS MPEACTABMSIOTCS B IMEKTPOHHOM BUOE BCe
pa3paboTaHHble MOAEnu, a Takke AONyLEeHWUs Ana pa3paGoTKM COOTBETCTBYHOLLMX Mogenei u hopMynbl pacyeTos,
MCMonb3oBaHHble B MOAensiX.

<***> C yyeTOM nonoxeHun 4actu 6 ctatbu 18 degepanbHoro 3akoHa "O6 obpalleHun nekapcTBEHHbIX cpeacTs”
n vactn 3 ctatbu 13 depepanbHoro 3akoHa "O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon degepaumn’.

<****> [MnaHupyemas K rocyaapCTBEHHOW perucrtpauuu LeHa Ha fnekapcTBEHHbIN mnpenapaT paccyuTbiBaeTcsa C
y4yeToM nonoxeHun dactnm 3 cratbu 61 PepepanbHoro 3akoHa "O6 obpalleHun nekapCTBEHHBLIX CpeacTB” U npu
rocyJapCTBEHHOWM PeErMcTpaunm He MOXeT NPeBbIAaTh Takyto LIEHY.

Mpunoxexne N 2

K MpaBunam hopmMupoBaHus nepedHein
NekapCcTBEHHbIX NpenapaToB

458 MeMLMHCKOro NPpMMEHEHUS

N MUHUMArbHOrO acCopTUMEHTA
nekapCTBEHHbIX NpenapaTos,
HeoOXOAMMbIX A1 Oka3aHus
MeONLIMHCKOW MOMOLLM

Cnncok N3MeHSILLNX JOKYMEHTOB
(B peq. MNoctaHoBneHus Mpasutensctea PO ot 29.10.2018 N 1283)

(¢popma)

B xoMmmccuio MuMHMCTEpPCTBa
30paBooxpaHeHus Poccuiickolr derepaliuu
1o QOpPMMPOBAHMIO NepPedHel JIEKapCTBEHHBIX
NpenapaTos OJA MEIMLMHCKOTO
IPUMEHEeHMS M MUHMMAJIbHOI'O aCCOpPTMMeHTa
JIeKapPCTBEHHHX [IpelnapaTos,
HeOOXOOMMBIX OJIA OKa3aHUA
MEeIMLMHCKOM I1OMOLM

[IPEIJIOXEHUE
O BKJIOUEHMM JIEKAPCTBEHHOTO IpelnapaTa
B MMHYMAJILHEIN aCCOPTMMEHT JIeKAPCTBEHHEIX NPEenapaTos,
HEeOOXOIMMEIX IOJIS OKa3aHMsd MEeIMUMHCKOM I1OMOUM

1. Mudopmauma O 3asgBUTEJE:
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871 K n
KOHCYJIbTAHTIINIIOC
(pen. ot 20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.11.2019
06 yTBepxaeHuu Mpasun hOpMUPOBaHUS NepeYHEN Nex...

1.1. HauMeHOBaHMe opraHuz3auuy uin GamMmunms, ¥MsS, OTUEeCTBO (NpM HaJIWUMM)

TpaxIaHuHa ;
1.2. OTBETCTBEHHOE JIMIIO, HOOJIXHOCTDb ;
1.3. ampec (MecTO HaxXOXIeHMSI MM MECTO XMUTeJILCTBA) ;
Tejiebon (baxc) ;
3JIEKTPOHHAS IIoYTa

2. VHbopMalusa O JIeKapCTBEHHOM IpernaparTe:
2.1. HauUMeHOBAHME:
2.1.1. MexOyHapOIHOEe HEelaTEHTOBAHHOE HaMMEHOBAaHME ;
2.1.2. B crnyuae OTCYTCTBUS MeXIyHapOoIHOTO HEenaTeHTOBAaHHOTO
HaVMEHOBaAHMS — TPYINMPOBOUYHOE HAMMEHOBAHME ;
2.1.3. B ciyuyae OTCYTCTBUS MEeXIOYyHaPOIHOT'O HEeMaTeHTOBAHHOTO U
TPYNNMPOBOYHOT'O HAaMMEHOBaHUM - XMMMUECKOE HaMMeHOBaHUe ;
2.1.4. B ciyyae OTCYTCTBUS MHHX HaMMEHOBAHMI - TOPIOBOE HAaMMEHOBAaHUE
7
2.2. KO aHaTOMO-TepalleBTUYEeCKO-XMMUUECKOM KJIaccubmralmum
JIEKAPCTBEHHOT'O IIpelapaTa ;
2.3. 3a9BJIEHHBIE IOKa3aHMsa K I[IPMMEHEHMIO JIEKapCTBEHHOT'O Ipernapara
COTJIacCHO MHCTPYKLUUM jate} IPUMEHEHMI0 C YyKas3aHMeM KoIa MexIoyHapOIOHOM
CTAaTUCTUUECKON KJaccubpmkaumum oOoJjiesHeM U npobjeM, CBS3aHHBIX CO 3I0POBbEM
(mepeuncanTsb)
7
2.4. ToOCymapCTBEeHHAas pPermMcTpalus JIEKapCTBEHHOTO IpelnapaTa B Poccuimickomn
denepaunm:

mara (Ydu.MM.TTTT) ;
HOMEPp PEeIMCTPaLUMOHHOTO YyIOCTOBEPEeHUS ;
maTa IOOTBEPXISHMSI TOCYyIapCTBEHHOM perucTpaumnumn JIEKAPCTBEHHOT'O

npenapaTa (Opy Haauumym) (4u.MM.IDTTT) ;
2.5. @HaHHEIE O TIIPOMBBOICTEBE JIeKAPCTBEHHOTO IIpenapaTta B Poccumickon
demepauuy (Npy HaJIUUMM) ;
2.6. npenmaraeMsele K BKIIOUEHMIO JIeKapCTBEHHHE (QOPMEl 3apeTlMCTPMPOBaHHOTO
JIEKAPCTBEHHOTO npenapara, npenyCMOTPEHHBIE [lepeuHeM HaMMEeHOBAaHUM
JIEKAPCTBEHHEIX GQOPM JIEKAPCTBEHHEIX IIpenapaToB OJjsg MEeOULMHCKOT'O [IPMMEHEHUd,
YTBEePXIeHHEM MyHMCTEPCTBOM 3OpaBOOXPaHeHUA Poccumckomn demepauun
(mepeumcinTs) ;
7

2.7. cBemeHusa O BOCIIPOU3BENEeHHEIX JIeKapCTBEHHEIX npernapaTax (mpm
HaJINUUIM) .
3. CepemeHus ¥ HaHHEIE O JIeEKAaPCTBEHHOM IIpelnapaTe, IpemjaraeMoM Ijisg

BKJIOUEHMS B MUHYMAJILHBN aCCOPTUMEHT JIEKAPCTBEHHBIX IPEeNnapaToB, HeOOXOIMMBIX
OJig OKas3aHMA MeOUUMHCKOM IIOMOLIM :

3.1. JIexkapCTBEHHB IpenapaT BXOIOUT B [epedYeHb XU3HEHHO HEOOXOIMMEIX U
BaXXHEeMIMX JIEKaPCTBEHHHX IIpernapaToB;

3.2. JIeKkapCTBEHHB IpenapaT COIJIACHO MHCTPYKLMM [0 NPMMEHEHMIO MOXET
IPVMEHATBCS MNPYM OKa3aHMUMM MEIMUMHCKOM IOMOWM B aMOyJIaTOPHBEIX YCJIOBMSIX IIPU
IOMaTrHOCTUKE, npoduaxkTuke, JIeYeHUNn W peabunmuTaumum HauboJee
pacrnpoCTpaHeHHBX 3a00JIeBaHMMi, CUHIPOMOB M COCTOSHUM;

3.3. HaJmmume TOCYyHOapCTBEHHOM permucTpaumum B Poccurickor denmepaumm
COOTBETCTBYIMUX IO MEeXIyHapOoIHOMYy HellaTeHTOBaHHOMY HaMMEHOBaHMIO, JubO
3aMeHanleMy ero TPYyNNMPOBOYHOMY bZR)iZs XYMUYE CKOMY HalMEHOBAaHMIO
BOCIIPOM3BENEHHEIX JIEKAPCTBEHHEIX CPEACTB B AaHAaJIOTMYHBIX JIEKAPCTBEHHEIX dopMax u
0O3UPOBKAxX HOBYyX U 0oJjlee MpOoM3BOIMTENEeM (3a MCKIIOUYEHMEM JieKapCTBEHHHX
npenapaToB, NPOM3BOIMMEIX E€IOMHCTBEHHBM OTEUYECTBEHHHBIM IIPOM3BOIUTEJIEM) ;

3.4. BOCTPeDODOBAHHOCTH JIEKAPCTBEHHOTO npenapara CUCTEMOM
3IPpaBOOXPaHeHMss M HacCeJIeHMeM Ha OCHOBAaHMM HOAaHHEIX OPTAaHOB MCIIOJIHUTEJIbHOM
BJIACTU CyDOBEKTOB Poccumckomn denmepauunm B cdepe OXpaHH 3OOPOBbA U
MapKETMHIOBEIX MCCJIEIOBaHMM O MNpohaxax JIEKapCTBEHHOI'O IpenapaTa B Poccumckon
denepalluy NPM OKa3aHUM MEeIOMIMHCKOM IIoMomlM B aMOyJIATOPHEIX YCJIOBMSAX B TeUeHUE

KaJIEeHIapHOTO Toja (BXOXIeHMe B COTHO HamboJjiee NpoIaBaeMEIX JIeKapCTBEHHBIX
npenapaTos Ha PeEHKe Poccurickoy dermepaluy 3a KaJIeHOAPHEM I'On) .
4. IaHHEle, OOOCHOBHBAMME NPENJIOKEHMS O BKJIOUEHMM JIEKaPCTBEHHOI'O

npenapaTa B 2 MUHUMMAJILHBEY AaCCOPTUMEHT JIEKAPCTBEHHHX [IPEenapaToB, HEOOXOIMMEIX
IOJIS OKa3aHMsg MEeIMUMHCKOM ITOMOIM :

4.1. SIINMIOEMMOJIOTMUE CKIUE IOAaHHEIE (HpM HaJ‘IM‘:U/IM) - IOaHHBIE O
BaGOﬂeBaeMOCTVI, CMEPTHOCTNM, MHBAJMIOHOCTM B OTHOIEHMN BaGOﬂeBaHVIH, CrMHIOpOMa
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
(peg. ot 20.11.2018)
"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

WM COCTOSHMS, IJisS IOMATHOCTUKM, [NPOOMIIaKTUKM, JIeYeHMd UM peaduamTaluu
KOTOPHIX noKasaH JIeKaPCTBEHHHM »penapaTr (IpencTaBJIsglTCS Ha OCHOBAHUU
pPesysIbTaTOB T'OCYHAaPCTBEHHOTO CTATUCTUYUECKOT'O HABIOIEHMS, OPYIMUX OQMLIMAJIbHBEIX
MCTOYHUKOB " SNUOEMMUOJIOTUUE CKUX MCCJeooBaHuMn pacnpocTpaHeHHOCTHU
3abo0JyIeBaHMUAg) ;

4.2. pmaHHEIE O CTOMMOCTM M LIeHe JIEKapCTBEHHOI'O IIpernapara:

4.2.1. CTOMMOCTbH OIOHOTO Kypca JIeueHus (omHOTO Mecdlla JeueHud
JIeKaPCTBEHHEM I[IpernapaToM) ;

4.2.2. maTa IIpOBeIeHMS pPacdeToB 3aTpaT Ha JiedeHMe JIeKapCTBEHHEM
npenapaToMm ;

4.3. mauHee O GakTMueckux oOBbeMax MNPOoJax JIEKAaPCTBEHHOTO IIpernapara B
Poccurickon demepauun 3a Tom, NpefeCcTByoLMY [Iodade IPpenJjiOXeHUHd, B
HaTypaJlbHBIX nokasaTesiax o JIEKapPCTBEHHEM bopmam PETUCTPUPYEMBIX
JIeKaPCTBEHHHX I[IpernapaToB

4.4, IODaHHBIE, I[IPEeIOCTAaBJIEHHBIE 3adABUTEJIEM B MHUIMATVBHOM IIOPAIKE

5. Ofbumee KOJIMUECTBO MNPENCTABJIEHHBIX IOOKYMEHTOB
Ha JIUCTax.

[Homonmuce BasaBUTENI / /

IDaTa

Mpunoxexne N 3

Kk MNpasunam popmupoBaHus nepevHen
nekapcTBeHHbIX NpenapaTos

ANst MEANLMHCKOTO NPUMEHEHNS

1 MUHMMarbHOro acCopTUMEHTa
rnieKkapCTBEHHbIX NpenapaTos,
HeobXoAMMbIX AN OkaszaHus
MeOULIMHCKOWM NOMOLLIN

Cnuncok n3MeHsLWNX JOKYMEHTOB
(B pea. OocTtaHoenenuns Npasutensctea P® o1 29.10.2018 N 1283)

(dpopma)

B xommccuio MuMHMCTEpCTBa
30paBooxpaHeHus Poccuiickor denepaumnm
o QOPMUPOBAHMIO IIE€PEUHEN JI€KapCTBEHHBIX
IpenapaToB Ijsd MeIMLUMHCKOI'O
IPMMEHEHMS M MUHMMAJIBHOT'O aCCOPTMMEHTa
JIeKapPCTBEHHHX [IpenapaTros,
HEOOXOIMMBEIX IJIg OKa3aHUuS
MeIMLMHCKOM ITOMOM

IIPEJIOXEHVE
00 MCKJIOUEeHMM JIEKAPCTBEHHOI'O MpelapaTa U3 [NepedHen
JIEKAPCTBEHHHX IIpernapaToB s MEIMUMHCKOI'O IIPVMEHEHMUs

1. Hacrosumee MNpeljIOXEeHME KacCaeTCsa MCKJIOYEHMUS JIEKapCTBEHHOT'O Ipernaparta
13 [epedHel JIEKAPCTBEHHHX IpernapaToB IJIsS MEIMUMHCKOTO IPMMEHEHUS :

1.1. DepeuHs XM3HEHHO HEOOXOIMMBIX M BaXHeNIMX JIEKAPCTBEHHHIX I[IPerlapaToB;

1.2. HepeyHs OOPOTOCTOANMX JIEKAPCTBEHHEIX [IpPenapaTos;

1.3. nepeyHs JIEKAPCTBEHHHIX [IPENnapaToe mOjsd oOOecCledeHUs OTIEeJIbHBIX
KaTeropuyl I'paxnaH.
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871 K n
KOHCYJIbTAHTIINIIOC
(pen. ot 20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.11.2019
06 yTBepxaeHuu Mpasun hOpMUPOBaHUS NepeYHEN Nex...

2. Vudpopmaluusa O BadBUTeJE:

2.1. HavMeHOBaHMEe OpTaHM3aUUU UK GaMuiamus, MMs, OTUYECTBO (IPpY HAJMUUUM)
TpaxnaHuHa ;

2.2. OTBETCTBEHHOE JIMIO, IOJIXHOCTH ;

2.3. ampec (MeCcTO HAXOXIEHMUs) WIM MECTO XUTEJLCTBAa ;

TesedoH/bakc ;

3JIEKTPOHHAS MOoYTa

3. VHbopMaums O JIEKAPCTBEHHOM Iperapare:

3.1. HaMMeHOBAaHME:

3.1.1. MexIOyHapoOHOEe HENAaTeHTOBAaHHOE HaMMeHOBaHUe

’

3.1.2. B ciyuyae OTCYyTCTBUS MEeXIOYyHapOIHOTO HernaTeHTOBAaHHOTO
HaVMEHOBaHMS — I'PYNIUMPOBOUYHOE HaMMeHOBAaHUE ;
3.1.3. B cayyae OTCYTCTBUS MEeXIOYyHapOOHOTO HENaTeHTOBAHHOTO U
TPYNNMPOBOYHOT'O HAMMEHOBAHUM - XMMMUECKOE HaMMEeHOBAaHUE ;
3.1.4. B ciyyae OTCYTCTBMSA MHBIX HaMMEHOBAHUM - TOPITOBOE HaMMEHOBAaHME

7

3.2. KOI aHaTOMO-TepaleBTUYEeCKO~XVMNUIECKOM KJIaccudmraumm
JIEKAPCTBEHHOTO IpelnapaTa ;
3.3. 3asABJIEHHEIE IoKas3aHusa K [IPUMMEHEeHMI0 JIEKapCTBEHHOTO Ipenaparta
COTJIACHO MHCTPYKUMM II10 IPMMEHEeHMIO C YyKasaHMEM Koma MexnyHapOIOHOM

CTAaTUCTUUECKOM KJjaccubmuxkaluum OoJie3Her ¥ NpobJieM, CBS3aHHEIX CO 3I0POBLEM
(mepeumcinTs)

;

3.4. TroCyIapCTBeHHas perucTpalusa JIEKapCTBEHHOI'O INpelapaTra B Poccuyckoin
demepaumn:

mara (Yu.MM.IDTTT) ;

HOMEP PEeTMUCTPAalMOHHOTO YyIOOCTOBEPEHUS ;

mara NOOTBEPXISHMUA TOCYyIOapCTBEHHOM perucTpauumn JIEKaPCTBEHHOT'O
npenapara (Opu HamuMuuy) (4u.MM.TTIT) ;
3.5. mOpexnsnaraeMsle K MCKJIIOYEHMIO JIeKapCTBEeHHEE QOPMEl 3apeTMCTPMPOBaHHOTO

JIeKapCTBEHHOTO IpenapaTa (IepeducimnTh)

’

3.6. cBemeHus O BOCINPOM3BEOEHHEIX JIeKapCTBEHHHIX npernapaTax (mpm
HaJINUUIM) .

4. CepemeHMs ¥ HAHHEIE O JIeKAaPCTBEHHOM IIpelnaparTe, IpemjaraeMoM Ijisg
VCKJIIOYEeHM A ns nepeuHeMn JIeKapCTBEHHLBIX IpenapaTos OJi  MEeOULMHCKOT'O
NIPYMEHEHUS

4.1. Haduume HaydyHO OOOCHOBAaHHOM MHOOpMaLMM O MHNpeMMyllecTBax ¥ (MUim)
OCODEHHOCTAX MexXaHM3Ma »OelcTBMA, OoJbliel ©Oes30MNacHOCTM ajlbTEPHAaTMBHOTO
JIEKAPCTBEHHOT'O npenapara, BKJIOYAEMOT'O B I[epedeHb, IIpU IOUMATHOCTUKE,

npodurakTmke, JI€YEeHUM MM peabuamTauuy 3ab0JIeBaHMM, CUHIPOMOB UM COCTOSHUM C
ydeToM CTaTUCTMUYECKUX JaHHBIX O CTPpykType 3abfojleBaeMOCTM UM CMEePTHOCTU B
Poccuiickon denepalumu;

4.2. BHOBb IIOABMBIIMECsS CBEeIEHMS O TOKCHMYHOCTM MJIM BBICOKOM YacCTOTE
HexXeJlaTeJIbHEIX [IOOOUHHIX SBJIEHUM NPM NPMMEHEHUM JIeKapCTBEHHOTO Ipenapara;

4.3. IPMOCTAHOBJIEHME IPMMEHEeHMs JIEKaPpCTBEHHOTO IpernapaTa B Poccuiickoin
denepaunm;

4.4. oTMeHa TOCYyHapCTBEHHOM peIrucTpaluM JIekapCTBEHHOTO IpelnaparTa;

4.5. npeKpaleHre NpoM3BOACTBa JIEKAPCTBEHHOTO IpenapaTa Jmbo ero
IOCTaBOK B Poccuiickyn derlepalMio M (MiIM) OTCYTCTBME JIEKAPCTBEHHOTI'O IpelnapaTa
B TpaxIaHCKOM oBbopoTe B Poccuiickoly Odemepaluy B TeueHMe Iepuona,
NPEBHMAKNETO OOMH KaJIeHOAPHEM TOX.

5. O6ocHOBaHMA OJI8 MCKJIOUEHMS JIEKAPCTBEHHOT'O IIpernapaTa M3 [IepedHeln
JIeKapPCTBEHHHX [IpelapaToB IJjig MEeIOUUMHCKOT'O IPMMEHEHMS:

5.1. KJIMHUYE CKMEe HOaHHEIE - IIOJIHOTEKCTOBEIE BEPCUM CPAaBHUTEJIbHHX
KIIMHUYECKMX MCCJIeOOBaHMM (CTaTbM, OTYETH Ha PYCCKOM S3BIKE UJIM [IepeBeIeHHHE
Ha PYCCKMM S3BIK, 3aBepeHHbBEe 3asBUTesieM) (yKashHBalTCA aBTOPH, HaMMeHOBaHUE,
ou3aliH  MCCJeNOoBaHMs, KOJMYECTBO IMalMEeHTOB, BKJIOYEHHEIX B MCCJIeOOBaHUE,
nepmon HabIoOeHMs, IOKa3aHME K MEIMUMHCKOMY IPMMEHEHMUIO JI€eKapCTBEHHOTO
npenapaTa, pPe3yJbTaThH MCCIEeNOBaHMS C YyKa3aHMEeM KOJIMUECTBEeHHBIX IaHHHX,
3aKJI0UeHre, CIOMCOK JIMTepaTypsH - aBTOpP, HAMMEHOBAHME MCCJIeOOBaHMSA, BHXOIHEE
IaHHEE) ;

5.2. IaHHBE o KIIMHUKO-3KOHOMUYE CKMX (bapMaKO3KOHOMMUECKHUXK )
XapaKTepUCcTrKax JIEKaPCTBEHHOT'O npenaparta - IIOJIHOTEKCTOBEIE BEpPCUMN
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871

(peg. ot 20.11.2018)

"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

KJIMHUKO-3KOHOMUUECKUX MCCIJIeIOBaHUMN
cTaTb¥, OTUETH, I[epeBeIeHHbEe
(yxaseBawTCa CBeneHusa o060

(CTaTbM, OTUeThEI Ha PYCCKOM HA3EBEIKE WM

pyccxmﬁ A3BIK, 3aBEpPEeHHEIE BaHBMTeﬂeM)

HarMMeHOBaHme muccJyienopaHmMsa, CCBUIKM Ha

ncciiegoBaHue, omsamH MCCIle[OBaHuUsa (peTpoCnexkTUBHOE, [IPOCIEeKTUBHOE,
MomenupoBaHue <*>), BUI cCBeIeHMsa O JIeKapCTBEHHEIX IpelapaTax,
KOTOPEHIE MICIIOJIB30BaJIUCh CpaBHEeHUA C TnpemylaraeMelM JIeKapCTBEHHEM
npenapaToM, 3aTpPaTH, KOTOPHE YUMTHBAJIMCH B MCCJEeOOBaHUM, M KOJMUECTBEHHHE
3HAYEeHMNS 3aTpaT B pybnax, 5S0PeKTMBHOCTbE CPAaBHMBAaEMEIX JIeKapPCTBEHHHX
npenapaTor (kpuTepum oOuLUeHKM 5OPeKTMBHOCTM M KOJMUECTBEHHBIE 3HA4YEeHMd),
pes3ysbTaTH MCCIenoBaHus, JINTepaTypPH - aBTOpP, HaMMeHOBaHUEe
MCCJIEOOBAHMSA, BBIXOIOHEIE IaHHBEE) <**>;

5.3. nmausHpe o OdaxTMueckyx oOBbeMax NPOoIax JIEKAPCTBEHHOI'O IIpernapara B
Poccuiickom denepaumnn NpenmecTByLIMY Iolade [IPenjIoXeHMUs, B
HaTypaJlbHEX nokasaTesax JIeKapCTBEHHEM bopmMaM BaperUMCTPUPOBAHHBIX
JIEKQPCTBEHHEIX IIpenapaToB (IpM HalWuuM) ;

5.4. IOaHHBIE U IOOKYMEHTH,
JIEKAPCTBEHHOTO IIpenaparTa
OTCYTCTBME JIEKAPCTBEHHOTO
demepauru B TeuyeHMe [Iepuona,

HaJIMUUN) ;

5.5. IaHHBIE OTUEeTOB

JIEKapCTBEHHOT'O IIpeliapaTa

nonTBepXIapilye IIpeKpalleHre I[IPOoU3BOIACTBA
IuboO ero IoCTaBOK B Poccuiickyio denepalmio U (Mim)

B TI'paxiaHCkoM obopoTe B PoccuycCKOM

IIpeBHIIanIero OIMH KaﬂeHﬂapHMﬁ rono (HpM

pesyJbTarax MOHUTOPMHTA 0e30MacHOCTH
(B Poccurickoy demepauuy M (Mam) 3a pyoOexoMm) ;

5.6. maHHbEE, NPEenOCTaBJIEHHHE BasgBUTEJIEM B MHULMATMUBHOM MOPSOKE.
6. Ofmee KOJMUECTBO MNPEICTABJIEHHEX IOKYMEHTOB

Ha JMCcTax.

Ilognuce =BagBUTEId

HaTa

<*> [lpy WUCMONb30BaHUM MaTEMATUYECKOrO MOZENMPOBaHUA MNPEeACTaBMsAlTCA B 3MEKTPOHHOM BUAe Bce
pa3paboTaHHble MOAEnu, a Takke AONyLEHWUs Ana pa3pabGoTKM COOTBETCTBYHOLLMX Mogenei u hopMynbl pacyeTos,

MCNoyb30BaHHbIE B MoAenax.

<**> C y4yeToM nonoxeHun Yyaciu 6 ctatbu 18 PegepansHoro 3akoHa "O6 obpalleHnn nekapcTBeHHbIX cpeacTs”
n vactn 3 ctatbu 13 depepanbHoro 3akoHa "O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon degepaumn’.

Mpunoxexne N 4

K MNMpaBunam dopmMnpoBaHusa nepeyHemn
nekapcTBeHHbIX npenapaTos

ANA MeANLMHCKOro NpUMeEHEeHUs

N MUHUMAarbHOrO acCopTUMEHTa
nekapcTBeHHbIX NpenapaTos,
HeoOXOAMMbIX A1 OKka3aHus
MeONLNHCKON NOMOLLN

(cpopma)

B xommccumo MuMHMCTEpCTBa
30paBooxpaHeHus Poccuiickor denepaumm
10 QOPMUPOBAHMIO [EPEUHEN JI€KapCTBEHHEBIX
npernapaTos Ojid MeOULUMHCKOT'O
IPVMMEHEHMS VM MMHMMAaJIbHOT'O aCCOPTMMEHTAa
JIEKaPCTBEHHEIX I[IpenapaToBs,
HeOOXOOUMBIX IJIA OKasaHMuA
MEeIVLMHCKOM IIOMOIIN

HafeXXHaa npaBoBas noaAepXXkKa
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871 K n
KOHCYJIbTAHTIINIIOC
(pen. ot 20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.11.2019
06 yTBepxaeHuu Mpasun hOpMUPOBaHUS NepeYHEN Nex...

IIPEIJIOXEHVE
00 MCKIIOUEHMM JIEKAPCTBEHHOT'O IIpelapara
M3 MMHYMMAJBHOTO ACCOPTUMEHTA JIEKAPCTBEHHHIX [IPENapaTos,
HEOOXOIOMMEIX NJI OKas3aHMs MEeIMUMHCKOM 1OMOLM

1. Vudopmaumsa o 3asaBUTEJIE:

1.1. HaMMeHOBaHMEe opTaHM3aUUM MM daMuiams, UMa, OTUEeCTBO (IpM HaJWUunM)
TpaxIaHVHa ;

1.2. OTBETCTBEHHOE JIMIIO, IOJDKHOCTH ;

1.3. ampec (MecTO HaxXOXIEHMS) MM MEeCTO XUTEJILCTBAa ;

Tesiebon (dbaxc) ;

3JIEKTPOHHAaA IodTa

2. VHbopMalus O JIeKAPCTBEHHOM IpernaparTe:

2.1. HauMeHOBAaHME:

2.1.1. MexODyHapoIHOe HelaTEeHTOBaAHHOE HaMMeHOBaHME

7

2.1.2. B ciyuyae OTCYyTCTBUS MEeXIOYyHapOIHOTO HernaTeHTOBAaHHOTO
HaMMEHOBaHMSA — TIPYNNMPOBOYHOE HaMMeHOBaHUE ;

2.1.3. B cryuyae OTCYTCTBUSA MEXIYHapPOIHOT'O HEeNaTEeHTOBAHHOTO U
TPYNNMPOBOYHOT'O HAMMEHOBAHUM - XMMMUECKOE HaMMEeHOBAaHUE ;

2.1.4. B crydae OTCYTCTBUSA MHBIX HaMMeHOBAaHUM - TOPIOBOE
HaMMeHOBaHMue ;

2.2. KOI aHaTOMO-TepaleBTUYEeCKO~XVMNUIECKOM KJIaccudmKaumm
JIeKkapCTBEHHOTO IIpelapaTa ;

2.3. ToCcymapCTBEeHHAas perucTpalus JIEKapCTBEHHOTO IpelapaTa B Poccuimickomn
denepaunm:

mara (Yu.MM.TTTT) ;
HOMEPp PEeIrMCTPaUMOHHOTO YyIOCTOBEPEeHUS ;
maTa IOOTBEPXISHMSI TOCYyIapCTBEHHOM perucTpaumnumn JIEKAPCTBEHHOT'O

npenapaTa (Opy Haauumym) (4u.MM.IDTTT) ;
2.4. @maHHEIE O TIIPOMBBOICTEBE JIeKAPCTBEHHOTO IIpenapaTta B Poccuiickon

demepauuy (Npy HaJIUUUM)

’

2.5. rnpenjaraeMse nis VICKJIOUEeHU S JIeKapCTBEHHHE bopmer
3apPEeTVCTPUPOBAHHOTO JIEKAPCTBEHHOTO Ipenapara ([epeurcIInThb)

’

2.6. cCcBemeHus O BOCIPOM3BEIEHHEIX JIEeKapPCTBEHHEIX npenaparax (npn
HaJIMUUM) .
3. OcHOBaHMA mOJd MUCKJIOUEHMS JIEKapCTBEHHOT'O IIpenapaTa M3 MUHMMAJIbLHOI'O

ACCOPTMMEHTAd JIEKAPCTBEHHBIX IIpellapaToB, HeOOXOOMMEIX IJIS OKa3aHMS MEeOULIMHCKOM
IrmoMoumm :

3.1. JexapCTBEHHHM IpenapaT He BXOIUT B HepedeHb XMBHEHHO HeOOXOOMMBIX
Y BaxXHeMIMX JIEKaPCTBEHHEIX I[IpelapaToB;

3.2. IpVIMEHEHME JIEKAPCTBEHHOT'O IpenapaTa B Poccuiickoy denmepaummu
IPMOCTAaHOBJIEHO;

3.3. TocCymapCTBeHHas perucTpalus JIEKapCTBEHHOTO Npenaparta B PoCCcuUMCKOM
denepaumm OTMEHEHA;

3.4. IpekpalleH TpaxIaHCKUMI oBbopoT JIeKapCTBEHHOTO npenapaTta B
Poccuiickor denmepaumyu, B TOM UMUCIIE NpPeKpalleHO eI'0 MNPOM3BOICTEO.

4. JOKyMEeHTHE U JaHHBE, OOOCHOBEBaIME MNPEeNJIOXeHVe 00 MCKIIOUYEHUN
JIeKapCTBEHHOTO npenapara u3 MMHMMAJIEHOTO aCCOPTUMEHTA JleKapCTBEHHHX
npenapaToB, HEOOXOOMMHEIX IJIS OKaBaHMA MeIMUMHCKOM ITOMOLIM :

4.1. IOOKYMEHTHE M IHaHHBE, [Oo4TBepXlallMe NpeKpalleHye I'PpaxIaHCKOI'O
obopoTa JIeKapCTBEHHOT'O IpenapaTa B Poccurckon denepauuy, B TOM UYMCIE

InpexKpaleHrMe ero IIpoM3BOLCTRBA

4.2. IODaHHBIE, I[IPEeINCTAaBJICHHBIE 3adABUTEJIEM B MHMIMATVBHOM IIOPAIKE

5. Ofbmee KOJIMUECTBO MNPENCTABJIEHHBIX IOOKYMEHTOB
Ha JIUCTax.

[Homonmuce BasaBUTENI / /

HaTa
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
( T20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 o o [ata coxpaHenus: 22.11.2019
06 yTBepxaeHun Mpasun GopMMpoBaHUS NEPEYHEN Nek...

MpunoxeHne N 5

K MpaBunam bopmnpoBaHus nepedHein
rnekapCTBEHHbIX NpenapaToB

AN MeAMLMHCKOro MpUMEHEHMs

N MUHUMAIbHOrO acCopTUMEHTA
NeKkapCTBEHHbIX NpenapaTos,
HeOOXOAMMbIX A1 OKka3aHUs
MEeOMLIMHCKOWM MOMOLLM

Cnncok N3MeHsILWNX JOKYMEHTOB
(B pea. NocTaHoBneHus MNMpasutenbctea PP ot 29.10.2018 N 1283)

(popma)

3AKJIIOUEHVE
[0 pesyJsibTaTaM [NPOBEeNeHMs OOKYyMEHTAaJIbHOM
SKCIEPTU3H [PEOJIOKEHMS O BKJIOUEHUM (MCKJIIOUEHUN)
JIEKAPCTBEHHOT'O MpelnapaTa B [epedHM JIeKapCTBEHHEIX [IpenapaToB
Y MMHVMAJIBHEIM aCCOPTMMEHT JIEKaPCTBEHHBIX [PENapaTos,
HeOOXOIMMEIX IJIs OKaBaHMs MEeOMUMHCKOM IIOMOUM

HacTosmee 3akJIOUeHVE KaCaeTCsa MATEepMaliOB, NPEICTAaBJIEHHBIX IJIA:

1. BKJIOUEHMS JIEKAaPCTBEHHOT'O IIpernapaTa B:

1.1, oepedeHb XMBHEHHO HeOOXOIMMBIX ¥ BaXHEMUMX JIeKapCTBEHHBIX
aTos;

.1.2. DepedeHb HOOPOTOCTOAWMX JIeKaPCTBEHHHEIX IIPenapaToB;

.1.3. ©ODepeueHb JIEKAPCTBEHHBIX IIpenapaToB mijs obecledueHrs OTIEeJIbHBIX
pUM IpaxnaH;
1.4, MyMHMMAIBHEM 3ACCOPTMMEHT JIEKAPCTBEHHEIX [pelnapaToB, HeOOXONMMEBIX
KaszaHMsa MeOULMHCKOM [IOMOWM (MMHMMAJIbHEIM aCCOPTUMEHT) ;
2
2.
a
2.
2.
P
2.

VCKJIOUEHMS JIeKAPCTBEHHOTO Ipernapara Mu3:

1. nepeyHs KUBHEHHO He0OXOOVMEBIX ¥ BaXHEMMX JleKapCTBEHHHX
TOB;
2. HepeyHs OOPOTOCTOANMX JIEKAPCTBEHHEIX IIpenapaTos;
3. [OepeuHd JIeKAapCTBEHHHX [penapaTok mOjd ob0eclHedeHUs OTIeJIbHBIX
WM TpaxnaH;

4. MMHMMAJILHOTO AaCCOPTMMEHTA .

NHbopMaLMsT O JIEKAPCTBEHHOM IIpenaparTe:

.1l. HamMMeHOBaHME:
.1.1. MexOyHapOoIHOE HeNaTEeHTOBAHHOE HaMMeHOBaHUE ;
1.2 B cryuae OTCYTCTBUS MeXIyHapOoIHOTO HenaTeHTOBAaHHOTO
HaVMMEHOBaAHMS — TPYINMPOBOUYHOE HAMMEHOBAHME ;
1.3 B ciyuyae OTCYTCTBUS MEeXIOYyHapPOIHOT'O HEeNaTeHTOBAHHOTO U
TPYNNMPOBOYHOT'O HAMMEHOBaHUM - XMMMUECKOE HaMMeHOBaHUe ;
2.1.4. B cJaydyae OTCYTCTBUS MHHX HaMMEHOBAHMIM - TOPIOBOE HAaMMEHOBAHUE
7
2.2. KOI aHaTOMO-TepalleBTUYeCKO-XMMUUIECKOM KJIaccubmralmum
JIEKAPCTBEHHOT'O IIpelapaTa ;
2.3. mnpemjaraeMebe K BKJIOUYEHMIO JIeKAPCTBEHHHE (QOPMEL 3apeIMCTPUMPOBAHHOTO

JIeKapCTBEHHOTO Npenapara (IepedrCiMnThb) :

2
2.4. npenjaraeMele K MCKJIOUEHMIO JIEKAPCTBEHHEE (QOPMEI 3apeIMCTPUPOBAHHOTO
JIEKQPCTBEHHOT'O Ipenapara ([IepedncIIUTh) :

3. Cpoxmu HnpoBeneHMs IOOKYMEHTAJIbHOM SKCIEPTUSH:
o
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871

(peg. ot 20.11.2018)

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.11.2019

"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

4. JoxyMeHTaJbHas SKCIepTMU3a IpenIoXeHns (B COOTBETCTBUU c
IPUIIOXEHU MM 1 n 2 x IllpaBusaM QOpPMMPOBAHMUSA II€pPeyHelr JieKapCTBEHHBIX
rnpenapaTos OJs MEeIMUMHCKOTO NpVMEHEeHMs U MUHMMAaJIbHOT'O aCCOPTMMEHTa

JIEKapCTBEHHBIX npenapaTos, HEeO0OXOOMMBIX OJId OKa3aHMAa MeOUILIMHCKOM rmomMmomu,

YTBEepPXIeHHEM [IOCTAHOBJIEHUEM
aBrycra 2014 . N 871):

[lpaBuTenbcTBa Poccumiickoir demepaumm oT 28

Tpebyemble cBefeHUst

WHdbopmaums o npeactaBneHnm Tpebyembix cBeaeHuin
3aaBuUTENEM

1 2

3

1 | MHdopmauusn o 3aasutene

1.1 npeacTaeneHa B NosIHOM 00beme
1.2 npegctaBneHa He B NOMTHOM obbeme (nepeyuncnnThb):

1.3 He npeacTaBneHa

2 | MHdopmauus o
nekapcTBeHHOM npenapare

2.1 npegcrtaeneHa B NosIHOM ob6beme
2.2 npegcTaBneHa He B MONIHOM o6beme (NepevncnuTb):

2.3 He npeacTaBneHa

3 | CBeaeHunst o nekapcTBEHHOM
npenapare Ans BKIOYeHUs
(nckntoveHus) B nepeyHn
rniekapCTBEHHbIX NpenapaTos 1
MWHUManbHbIA aCCOPTUMEHT

3.1 npeacTaBneHbl B MOSTHOM o6beme
3.2 npencTaBneHbl He B MONIHOM 06bemMe (NepevuncnnTb):

3.3 He npeacTaBneHbl

4 | NaHHble, 000OCHOBbLIBalOLLINE
npeanoXeHve 0 BKMIOYEHUN
(ncknoYeHnn) NekapcTBEHHOIO
npenaparta B NepeyHm
nekapcTBEHHbIX NpenapaTos U
MWHUManbHbIA aCCOPTUMEHT

4.1 npepcTtaeneHbl B NOfIHOM obbemMe
4.2 npepcTtaBneHbl He B MOSIHOM 00beMe (NepevncnmTb):

4.3 He npeacTaBneHbl

5. 3BaMeuaHusd [0 pes3yJbTaTaM IOKYMEHTAJIbHOM BSKCIEPTMU3BE NPEeNJIOXEHMUS (Ipu

HaJInmdmm HYXHOe OTMETUTH) :

5.1. HeHazJexalee obopmMmIieHUE NpenjioXeHmsa U OpujlalaeMeX K HeMy
IOOKYMEHTOB UM CBEIEeHMI, B TOM UMCJIE HEBO3MOXHOCTbL MX OTKPHITH;

5.2. yTpaTuil cuiy;

5.3. mpencTaBJieHME NOKYMEHTOB UM CBEIEeHUM B HEINOJIHOM oOOBeMe;

5.4. npexncTaBJIeHME B TEUEHMEe OINHOTO Tola IOKYMEHTOB U CBeIeHUM, 1o
KOTOPHIM KOMMUCCHEM B TeKylleM T'OoIy OBJIO BEIHECEHO pelleHre 00 OTKaze BKJIIOUeHMSI
(MCKJIIOUEHMS) B II€peudHM, MUHMMAJIbHEI aCCOPTUMMEHT WM B OTHOWEHUM KOTOPBIX
OCYWEeCTBJIIETCSA KOMIIJIEKCHAs OLEeHKAa, 3a MUCKIIOUeHMEM CJydas, [IPenyCMOTPEeHHOI'O
nyuxkToM 9 (1) IIpaBuil QOpMMPOBaHMS IepeudHelM JIeKapCTBEHHEIX [IpelapaToB IJis

MeIVMLIVMHCKOI'O IIPMMEHEHMA n

MVHVIMAJIBHOTI'O ACCOpTMMEHTAa JIEKAPCTBEHHBIX

npenapaTos, HeOOXONMMBIX HJIA OKa3aHMA MeIMUMHCKOM I[IOMOWM, YTBEePXIEeHHBIX
nocraHobJleHMeM IIpaBuTenbCcTBa Poccuiickoy depmepaumm oT 28 asrycTa 2014 r.

N 871;

5.5. mnpexncTaBJIeHME HEINOCTOBEPHOM MM MCKaXEHHOM MHOOpMaLMM;
5.6. mOpencTaBJjieHMEe JOKYMEHTOB I CBEIEHMM, I[I0 KOTOPHIM KOMMUCCHEN OBLIO

BEIHECEHO peumeHne [e]e} OoTKaszse BO

BKJIOYCSHUNA (MCKHDHGHMM) JIEKapCTBEHHOT'O

npernapaTra B [NePeYHM JIEKaPCTBEHHEIX [IPenapaToB, MMHMMAJIbHEM aCCOPTUMEHT.

KOHerTHHe 3aMedYaHur4dg:

PesyneTar:

6.
6.1. HanpaBUTH OPEeNJIOXKEHME Ha KOMIIJIEKCHYI OLEHKY;
6.2

HalnpaBUTb B anpec

3adBUTEIIA 3aKJInYeHne C 3aMedYaHMAMN O
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HeCOOTBeTCTBUM YCTaHOBJIEHHBIM Tpe@OBaHMHM,‘

6.3. HaIpaBUThH npenjoxeHme BHEITAaTHOMY creuranaucTy MuHMCTEepCcTBa
30paBooxpaHeHus Poccwuiickon dermepalum s IOOTOTOBKU pexoMeHImauum o
BKJIOUEHUU (MCKIIIYESHUN) JIEKAPCTBEHHOTO npenapara B MMHMMAaJIb HBI
ACCOPTUMEHT .

I[lpencenaTesyib KOMUCCUN
MuHMCTEepCTBa 3OPAaBOOXPaHEHMUA
Poccurickoy denepaumum
no GopMMPOBAHMIO IIepeUHeM
JIEKaPCTBEHHEIX [IpernapaTos
OJ1 MEIMLMHCKOI'O [NPUMMEHEHMA
¥ MMHMMAJIbHOT'O aCCOPTMMEHTAa
JIEKapPCTBEHHEIX [IpenapaTos,
HeOOXOOMMBIX OJIA OKa3aHUA
MEeIMLMHCKOM I1OMOLM

/

(mara) (mopnmce, pacumdpoBKa MNOANMCHK)

Mpunoxenune N 5(1)

K MpaBunam hopmMupoBaHusa nepedHein
nekapCcTBEHHbIX NpenapaToB

458 MegMLMHCKOro NpMMEHEHUS

N MUHUMArbHOrO acCopTUMEHTA
nekapCTBEHHbIX NpenapaTos,
HeoOXOAMMbIX A1 Oka3aHus
MeaNLIMHCKOW MOMOLLM

TPEBOBAHUA
K METOOOJIOTMYECKOMY KAYECTBY KNMHNKO-3KOHOMNYECKUX
WCCNEOOBAHUMN NNEKAPCTBEHHOIO MPEMAPATA U UCCIIEAOBAHUN
C UCNOJIb3OBAHNEM AHAJTU3A BJITMAHUA HA BIOOXKETbI
BIOAXETHOU CUCTEMbI POCCUNCKOUN ®ENEPALINA

Cn1coK N3MeHsLWNX JOKYMEHTOB
(BBeaeHo [NocTtaHoenexvem lMpasutensctea P® ot 29.10.2018 N 1283)

1. MeTogonornyeckoe Ka4ecTBO KIMHUKO-3KOHOMUYECKNX UCCIIefOBaHUM NIEKAapCTBEHHbIX NMpenapaTtoB U aHanmaa
BNUAHMS Ha OlogkeTbl OrompkeTHoOM cuctembl  Poccunckon ®depepaunm  (ganee -  OLOOXKeT) nNpusHaeTcs
yOOBETBOPUTENBHBIM NPU COBMIOAEHNM OOHOBPEMEHHO TpeboBaHMIA:

a) yKa3aHHbIX B NMyHKTe 2, - AN KITMHUKO-3KOHOMUYECKMX MCCNEeAOBaHMIM U aHannsa BNusiHUS Ha BoaxeT;

0) ykasaHHbIX B NyHKTE 3, - ANs KITMHUKO-9KOHOMUYECKUX UCCIEeA0BaHNUI;

B) YKa3aHHbIX B MYHKTE 4, - pns aHanu3a BIMSIHUA Ha BOLXKeT.

2. B uenax ocyuiecTBlieHus Tpe6OBaHI/IIZ K KITMHUKO-3KOHOMUYECKMM UccnenoBaHnAaAM U aHanmidy BITUAHUA Ha
6roaxeT Heobxoammo cobniogeHne creayoLwwmnx YyCrnoBui:

a) NpeacTaBneHne pesynbTaToB OTEYECTBEHHBIX NCCIEA0BaHMWIA;
6) coOTBETCTBME MOoKasaHWii K MpPUMEHeHWIo npearnaraemoro fekapcTBEeHHOro npenaparta, Mo  KOTOpbIM

npoeoaunacb KIMMHUKO-BKOHOMUYECKada OuUeHKa W aHaln3d BITUMAHUA Ha OloaKeT, MoKasaHusIM, coaepxawmmca B
MHCTPYKUMN NO MEOUUMNHCKOMY MNPUMEHEHUK J1IeKapCTBEHHOro npenapara, a Takke B Cllydae Hallmuina HEeCKOJIbKUX
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nokasaHuin K NPUMEHEHUIO - NPEACTaBMNEHNE Pe3yNbTaToB KIIMHUKO-3KOHOMUYECKUX CCNEAOBaHNIA 1 aHanm3a BrusiHUA
Ha GlomKeT Mo BCEM MoKasaHWsM NMBo Mo MokasaHusM Mpu 3aboneBaHusiX, XapakTepusylowwmxcs HaubonbLuen
3a60NeBaeMoCTblo, CMEPTHOCTbIO U UHBaNMAM3aUMen;

B) NpeAcTaBreHue pacyeTa 3aTpaT Ha OCHOBaHWM LiEHbl HE HWXE LieHbl, MAaHWPYeMOl K rocynapCTBEHHOW
peructpaummM, a B Clyvae ecnv LeHa Ha npeafiaraeMblil NEKapCTBEHHbIN npenapaT yKe 3aperncrpypoBaHa - Ha
OCHOBaHuUn npep,eanoﬂ 0TI'IyCKHOI7I LUeHbl npounsBoanTena Cc y4eTom Hap,6a30|<, YCTAHOBJIEHHbLIX 3aKOHOOAATENIbCTBOM
Poccuiickon ®epepauuu;

r) ocyllecTBNeHME pacyeTa NpsAMbIX MEOMLUHCKMX 3aTpaT UCXOAA M3 CPeAHMX HOpMaTUBOB (OMHAHCOBLIX 3aTpat
Ha eauHuUy obbema MeOULMHCKOM MOMOLUM, YCTAHOBIEHHbLIX MPOrpaMMon rocyaapCTBEHHbIX rapaHTum GecnnaTtHoro
OKasaHus rpaxgaHam MeguLMHCKOW NOMOLLM Ha odepeaHOM rof U niaHoBbLIN nepuog;

) ykasaHue B oT4yeTe (cTaTbe), MPeaCTaBlEeHHOM B COOTBETCTBMM C MoAnyHKTOM 5.2 npunoxernus N 1 K
MNpaBunam opMnpoBaHNa NepeyHen nekapcTBEHHbIX NpenapaToB ANs MEAWULUMHCKOro NMPUMEHEHUS U MUHMMarbHOro
accopTUMeHTa feKapCTBEHHbIX npenapaTtoB, HEOOXOAUMbIX ANA OKasaHWs MEeAMUMHCKON MOMOLLM, YTBEPXAEHHbIM
noctaHoeneHmem lNpasutensctBa Poccuiickon Pepepaumm ot 28 asrycta 2014 r. N 871 (ganee - NpaBuna), CCbINOK Ha
NCMNOMb30BaHHbIE WCTOYHUKM MHAOPMAaLMU ONS KaXXAOro 3HaYeHUs nokasaTenen, a Takke npuBedeHue MeTOAMKU
pacyeTa;

€) npeacTaeneHne npy NpoBeaeHnn KIMHUKO-3KOHOMUYECKUX UCCIEAOBaHUA U aHanu3a BNUSHUS Ha OlaXeT ¢
NCNonb30BaHMEM METOAO0B MaTeMaTU4eCcKOro MOOEenvMpoBaHUs B COCTaBe OTveTa (CTaTbM), NpeacTaBfieHHOro B
cootBeTcTBMM C npunoxeHnem N 1 k [lpaBunam, unu B NPUNOXKEHUN K HEMY MaTemMaTMyeckon Mopenw,
aganTMpoBaHHOM K CUCTEME OTEYEeCTBEHHOrO 34paBOOXPaHEHUsl, C OonucaHnem MeTOAUKM MOAENUpPoBaHUS,
BKITIOYAIOLLEN ONUcCaHWe CTPYKTYpbl MOAENM, OCHOBHbIX [OOMYLEHUA Mogenn C ux OOOCHOBaHWEM, KIHYEBbIX
napameTpoB A5l pacyeToB, MICTOMHUKOB MHpOpMaLIMM O 3HAYEHMSAX KITHOUYEBLIX NapamMeTpoB Uy NPUBEAEHNE METOANKM
pacuyerta.

3. B uensx ocyliecTBneHns Tpe6oBaHnii K KNMMHUKO-9KOHOMUYECKUM UCCreaoBaHuAM Heobxoanmo cobnogeHne
creayoLLmnX YCroBMuii:

a) nNpy HanMuMM NO pes3ynbTaTtam KIMHWYECKUX WCCRefoBaHUM CTaTUCTUYECKM 3HaYMMbIX pPasnnyuuin no
apdekTuBHOCTU M (MNKN) Be3onacHOCTU Mexay npeanaraeMbIM NieKapCTBEHHbIM NpenapaToM M npenapaTtomM cpaBHEHUS
NCNonb3yloTCAd MeToAbl COOTHOWEHMSA 3aTpaT M 3PQEKTUBHOCTM UMM COOTHOLLUEHWS 3aTpaT WM NonesHoctn (npu
OTCYTCTBMM MO pes3ynbTaTaM KIUMHWYECKUX WCCNEeLOBaHWA CTaTUCTUYECKM 3HAYUMbIX pPasnuyunii no acpdekTMBHOCTU U
(unun) GesonacHocTM Mexady npeanaraeMbiM fieKapCTBEHHbIM MpenapaToM M npenapaTtomM CPaBHEHWS UCMONb3yeTcs
MeTo4 MUHUMMU3aLMK 3aTparT);

6) B kayecTBe npenapaTa CPaBHEHWS UCMONb3yeTCsl NeKapCTBEHHbIA npenapat (npenapatbl), BKIOYEHHbIA B
nepeyeHb >XU3HEHHO HEOOXOOMMBbIX W BaXKHEMWLIMX NeKapCTBEHHbIX npenapaTtoB Ans MeAULMHCKOrO NpUMeHeHUs
(manee - nepeyeHb) N NPUMEHSAIOLLMINCA B TEKYLLEN NpakTUKe NleYeHUss NauMeHTOB NO TeM XXe MOKa3aHWsAM U B TaKon Xe
KMWHWYECKOW CuUTyauumn, YTO W MpeanaraemMbli  MeKapCTBEHHbIM npenapaTt (CpaBHEHWe C  feKapCTBEHHbIMM
npenapaTamu, He BKMIOYEHHbIMWU B NepeyeHb, 4ONycKaeTcs Npu OTCYTCTBUM B NepedHe anbTepHaTuB AN CpaBHEHWS).
OnTumanbHOW anbTepHaTMBOW ANS CPaBHEHUS ABnsieTcs Hanbornee adpPeKTMBHBLIN U3 NeKapCTBEHHbIX MpenapaTos,
BKITIOMEHHBIX B MepeyeHb M UCMONb3YIOLWNXCA N0 TEM Xe MOoKasaHWsIM M B TaKOW Xe KIUMHWYECKOW CuUTyauuu, 4To ”
npegnaraemMblii nekapcTBeHHbI npenapat. [pyM HanMuMu HEeCKONMbKUX NEKapCTBEHHbIX MpenapaTtoB C OA4MHAKOBOW
3(PPEKTMBHOCTLIO ONTUMAanbHOW anbTepHaTMBON ANS CPaBHEHWUS SBMASETCA TOT M3 HWUX, KOTOPbIA XapakTepusyeTcs
HaMMmeHbLUe CTOMMOCTbIO 3a Nepuoj feyYeHns;

B) MPOU3BOAMTCS BLIGOP KPpUTEPUEB OLIEHKM 3(DDEKTUBHOCTU JIEKAPCTBEHHOIO MNpenapaTta, UCMONb30BaHHbIX MpU
NpoOBEAEHUN KITMHMKO-3KOHOMUYECKOTO MWCCIeAoBaHUs Ha OCHOBaHWM pe3ynbTaToB KIMHWYECKUX WCCNedoBaHuiA,
NpeacTaBlieHHbIX B COOTBETCTBYIOLEM NPEanoXeHUm, ykasaHHoM B nyHkTe 13 Mpasun;

r) Npu onucaHum pe3ynbTaToB UCCNEefOBaHNS OTAENBHO YKa3biBaOTCS:

3aTpaThbl Ha NpeaniaraemMblil NekapCcTBEHHbIN NpenapaT v Npenapar (NpenapaTbl) CpaBHEeHWUS;

Apyrue npsimble MeAMUMHCKNE 3aTpaThbl (ECMW paccynTbIBanmCh);
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npsiMble HeMeAMLUMHCKME 3aTpaThl (ECNK paccyMTbIBanmCh);
HenpsMble (KOCBEHHbIe) 3aTpaThbl (ECNM pacCYNTbIBaNm1Ch);

[) pe3ynbTaT aHanMsa MUHMMKU3aUUKM 3aTpaT NpeacTaBnsieTcs B BUAE pasHULbl B 3aTpaTtax, 00yCrioBreHHbIX
npUMeHeHeM npeanaraemoro fnekapcTBEeHHOro npenapara v npenapara cpaBHeHus;

e) pes3ynbTaTt aHanm3a COOTHOLWEHUA 3aTpaThbl U 3¢)(beKTI/|BHOCTVI npencraBndAeTCAd B Cliydasdx:

ecnn npegnaraembli NEKapCTBEHHbIA MpenapaTt XapaktepudyeTcsi Gonblien 3deEKTMBHOCTBIO 1 GonbLuen
CTOMMOCTbIO, YeM MpenapaT CpaBHeHUs (B BMAE COOTHOLLEHWN "3aTpaTtbl UnuM addeKkTMBHOCTL" Ana npegnaraemMoro
nekapCcTBEHHOro npenapata W npenapata CpaBHEHUA W MokasaTens npupaweHus 3SddeKkTMBHOCTM 3aTpaT
(MHKpeMeHTHOro nokasarens "3atpatbl N aEKTUBHOCTL");

ecnn npeanaraembli NIEKApPCTBEHHbIA NpenapaTt xapaktepusyetcs OGonbluen 3¢PEKTUBHOCTBIO U MEHbLUEN
CTOMMOCTbIO, YeM npenapaT cpaBHeHWs (B BMAE pasHUUbl B 3aTpaTtax U pasHuubl B 3(EEKTMBHOCTU TaKMX
nekapcTBEHHbIX NpenapaToB);

)K) npoBoauUTCA aHann3 4yBCTBUTEJIbHOCTU pe3ysibTaTtoB pacy4eToB K W3MEHEeHUAM OCHOBHbIX WCXOAHbIX
napamMmeTpoB MoAernun, TakMM Kak LeHbl Ha NekapCTBeHHbIe npenapaTtbl U Noka3aTenun KITMHUYeCKomn 3(*)@6KTVIBHOCTI/I.

4. B uensax ocyllecTBneHns TpeboBaHWi K aHanu3y BNusHUA Ha GomxkeT HeobxoamMMo cobniogeHne cneayloLmx
ycrnosun:

a) pacyeTbl He Y4MTbIBAIOT MNPsIMble HEMEAMUMHCKME U HenpsiMble (KOCBEHHbIE) 3aTpatbl (Mpu onucaHuu
pe3ynbTaToB OTAENbHO YKa3blBaOTCA 3aTpaTbl HA NIEKAPCTBEHHYIO Tepanuio);

0) onTumanbHbI BPEMEHHOW MEpUoA aHanusa BnNuaHWUs Ha OGrogkeT cocTaBnsieT He Oonee 5 meT, npu 3TOM
OTAENbHO yKa3blBaOTCA pe3yrnbTaTbl pacyeToB 3a 1-1 ro NpMMEHEHUS NeKapCTBEHHOIrO Npenapara;

B) XapakKTepuctmkm m 4YUCneHHoCTb Luenesomn nonynauMn nauneHToB, KOTOPbIM MnpegnonaraeTtca npuMmeHeHue
npeagnaraemMoro fiekapCTtBeHHOro npenaparta onpenerieHbl;

r) pesynbTaT aHanv3a BnusiHUS Ha GlOMKeT NpeAcTaBnseTcs B BUAe pasHuLbl B NPsIMbIX MEAMLMHCKUX 3aTpaTax
MeXay TeKylle npakTMKOW NekapcTBeHHOW Tepanuu (6e3 ydveTa BKIIOYEHWS B MepedveHb npeanaraemoro
NeKkapcTBEHHOro Mpenaparta) U OXWAAeMOW MPaKTUKOW (C Y4EeTOM BKMIOYEHUSI B MepeyveHb npeanaraemoro
nekapcTBEHHOro npenapaTta) 3a yka3aHHbIi BpEMEHHON NepUos;

D,) aHanm3 4yBCTBUTEINTBHOCTU pPe3ynbTaToOB pacyeToB K USMEHEHUAM OCHOBHbIX UCXOAHbIX NapamMeTpoB MoAesn,
TakKMM KakK LieHbl Ha JileKapCTBEHHbIE npenapaTtbl N YNCITEHHOCTb LueneBou nonynaunn nauneHToB, NnpoBeeH.

MpunoxeHue N 6

K MpaBunam hbopmnpoBaHus nepedHein
nekapCTBEHHbIX NpenapaToB

AN MeAMLMHCKOro NpUMEHEHMs

N MUHUMAIbHOrO acCopTUMEHTA
NeKkapCTBEHHbIX NpenapaTos,
HeOOXOAMMbIX A1 OKa3aHUs
MEeOMLIMHCKOWM MOMOLLM

_ MHTEIrPAJIbHbIE WWKATbI
KOMMNEKCHOW OLIEHKW NEKAPCTBEHHOI'O MPEMAPATA

www.consultant.ru CrpaHvua 22 u3 44
HafeXXHaa npaBoBas noaAepXXkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871

(peg. ot 20.11.2018)

"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[oKyMeHT npegocTaseH

KoHcynbraHnTlnoc

[aTta coxpaHeHus: 22.11.2019

Cnuncok N3MeHsIIoLLMX JOKYMEHTOB
(B pea. NoctanoBnenus MNMpasutensctea P® ot 29.10.2018 N 1283)

Lkana oueHkn ypOBHeﬁ AoKa3aTeNibHOCTU pe3ynbTaToB
KNMMHUYECKUX UccrneaoBaHum JNNeKapCTBeHHbIX npenapatoB <1>

XapakTepucTtumka uccrneaoBaHumi YpoBeHb LLkana ougHku
[0Ka3aTenbHOCTK (6annos.)
pesynbLTaTtoB

CuctemaTtudeckme 0630pbl U MeTa-aHanNU3bl I 10
PaHaomuanpoBaHHble crnenble KNMHUYecKkne nccnegosaHus Il 9
PaHaomMun3nMpoBaHHbIE OTKPbIThIE KIMHUYECKNE ] 8
nccnegoBaHus

CeTteBol MeTa-aHanus (B TOM YMCHEe HENpPsAMble CpaBHEHUS ] 7

N CMellaHHble CpaBHeHVIFI)

KoropTHble uccnegoBaHus v 6
WcecnepgosaHus "cnyyan-koHTpons" \% 5
OnwucaHune criyyaeB 1 cepum criyyaes VI 4
MHeHune akcnepToB VIl 3

Lkana oueHkun ypOBHeﬁ yﬁeAMTe.ﬂbHOCTM AOoKa3aTenbCTB
KNMMHUYECKUX UccrneaoBaHuUm JNNeKapCTBeHHbIX npenapatoB <2>

YpoBeHb XapakTepucTtumka nokasaTens LWkana
ybeanTensHocTH OLEHKM
[oKas3aTenbCTB (6annos)
A pokasatenbcTBa yoeanTenbHbl: 3
NUMEITCS BECKME J0oKa3aTenbCTBa nNpeaiaraeMmoro
yTBEpPXAEHUS
B OTHOCUTENbHas y6eanTenbHOCTb A0Ka3aTeNnbCTB: 2
NMEITCst JOCTaTOYHbIE AOKa3aTeNnbCTBa B Nofb3y TOro,
YTOObI pEKOMEHAOBATL MPEASIOKEHHbIV NTEKAPCTBEHHbIN
npenapat 4ns BKIMOYEHUS (MCKIIOYEHNS) B COOTBETCTBYHOLLMIA
nepeyveHb NekapCTBEHHbIX NpenapaToB (M3 NepeyHs)
C OOCTaTOYHbIX JOKA3aTENbCTB HET: 1

NUMEILLNXCSA [oKa3aTeNbCTB HEAOCTAaTOYHO AN BbIHECEHMS
pekomMeHZaLummn, Ho pekoMeHaaumm MoryT BbiTb AaHbl C
Y4ETOM MHbIX 0OCTOATENLCTB

MHTerpaanaﬂ KoninyecTBeHHasa OoLleHKa Ka4yecTBa KITMHUYECKOro
nccnengoBaHusd nekKapCTBeHHOro npenapara
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871

(peg. ot 20.11.2018)

"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

XapakTepucTuka nccnegoBaHus YpoBeHb YpoBeHb O6wwasn oueHka
Jokasarte | ybeguTenbH nccnegoBaHns
NbHOCTU ocTu (6annos.)
OaHHbIX | AoKasaTenbC
TB
CuctemaTtuyeckmii 0630p paHAOMU3NPOBAHHbIX I A onpegensieTcsa Kak
KIMUHNYECKUX MccnegoBaHuin U MeTa-aHanms npounsseaeHne OLEHKN
HU3KOW <3> nnu cpegHen <4> BepoATHOCTbIO nccrnegoBaHmng
ownbok (6annoB) ypoBHs
[oKasaTenbHOCTHU
PaHaomun3nMpoBaHHbIe KITMHUYECKNE ] A OaHHbIX N OLEHKN
nccnegoBaHns ¢ HU3KoOM <5> nnun cpegHen <4> ucecrnegoBaHus
BEPOSATHOCTBIO OLLUMBOK (6annoB) ypoBHs
3 ybeanTensHocTH
CeTeBol MeTa-aHanus (B TOM Yucne HenpsiMble 1l A [0Ka3aTenbCTB
CPaBHEHUS N CMELLaHHbIE CPaBHEHWS) C HU3KON
<6> nnu cpeaHen <4> BepOATHOCTbLIO OLIMOOK
KoropTHble nccnenoBaHns ¢ HU3KON <7> unu v B
cpeaHen <4> BeposATHOCTbIO OLLIMOOK
VMccnepoBaHua "cnyyan-KoHTpOmnb" ¢ HU3KOM \ B
<8> unu cpeaHen <4> BepOSATHOCTbLIO OLLIMOOK
OnucaHue criyvaes, cepui criyqyaeB \ C
MHeHune akcnepToB VIl C
McecnepoBaHuna noboro gusanHa ¢ BLICOKOMN | C
BEPOSATHOCTBIO OLLIMBOK <9> (HM3KOro
METOMYECKOro KayecTsa) I C
1] C
v C
\ C
VI C
VIl C

Utorosas MHTErpanbHaa Konn4dyecTtBeHHasa OueHKa KadecTBa KIMMHWUYEeCKOro wuccrnenoBaHua JieKapCTBEHHOIO

npenapara:

He MeHee 18 - 4ns pekoMeH4aUmMmM K BKIOYEHMWIO NIEKApPCTBEHHOro npenapaTa;

He meHee 12 - ans pekoMmeHaauunn K BKIO4YeHNo and Op(baHHOI'O JIeKapCTBEHHOIO nNpenapara.

KonunyectBeHHas oueHka 3¢p(peKTUBHOCTU NPUMEHEHNA
nekapcTBEHHOro npenaparta B paMKax KNMHUYECKUX nccrnenoBaHum

HaunmeHoBaHue OueHKa cTeneHn AoCTUXeHus
KpUTEPUS OLEHKN Lenesoro pesynbTaTa C y4eToM
apheKkTUBHOCTH NpenMMyLLeCcTBa No CPaBHEHUIO C

Tepanuen npenapaTamu
CcpaBHEeHMs!

JocTwkeHne Lenesoro LWkana
pesynbTarta ¢ y4eToM OLIEHKM
npevmMyllecTsa nepen (6annos)

Tepanuen npenapaTamu
CpaBHeHMs (NPOLIEHTOB)
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871

(peg. ot 20.11.2018)

"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.11.2019

Hanpumep, Kputepuin:  NOMHOCTBLIO AOCTUTHYT LIeNeBon 100 10
CHWXEHWE YPOBHS pesynbTaT (BblcOKas
apTepuanbHoro 3(pPEeKTUBHOCTL)
OaBreHvst 4O UeneBoro
3HayeHus YaCTUYHO OOCTUTHYT LIeNeBon = 90 9
pesynbTaT (cpeaHss
3 PEKTUBHOCTD) = 80 8
=70 7
= 60 6
> 50 5
> 40 4
= 30 3
= 20 2
=10 1
He JOCTUTHYT uenesown pesynbTtaT 0 0
(HM3kasa adhPEKTUBHOCTb UINK
oTcyTcTBME 9PPEKTUBHOCTM)
Wtoro cpefHsst oueHka apEeKTMBHOCTU (OTHOLLEHME CyMMbl 6anmnoBs no Kaxaomy

KpUTEpPUIO 3PPEKTUBHOCTU K KONMYECTBY KPUTEPUEB)

KonuuyecTBeHHas oueHka 6€30MacHOCTY NPUMEHEHUsA
nekapcTBeHHOro npenapara B paMKax KNMHMYECKMX uccrnenoBaHum

OueHka ypoBHsi 6e3onacHoCTU Yucno crniyvyaeB NOBOYHbIX OueHka BecoBow
nekapcTBeHHOro npenapaTa OencTeui (NPOLIEHTOB) (6annos) KoadhpmumeHT

Mobo4yHble 4ENCTBUSA OTCYTCTBYHOT 0 0 0
Mo6oyHble fencTBUs Nerkom =10 -1 0,25
cTeneHu

=20 -1

= 30 -1

= 40 -2

= 50 -2

= 60 -3

=70 -3

= 80 -3

=90 -4
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871 K n
KOHCYJIbTAHTINIOC
(pen. ot 20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.11.2019
06 yTBepxaeHuu Mpasun hOpMUPOBaHUS NepeYHEN Nex...

100 -4
MobouyHble aencTBusA cpegHen =10 -2 0,5
cTeneHu
=20 -2
= 30 -3
= 40 -3
= 50 -4
= 60 -4
=70 -5
= 80 -5
=90 -6
100 -6
[Nobo4Hble OeNCTBUSA TSXKENOon =10 -4 1
CTeneHn - COCTOSAHUS,
npoaneBaroLLme HaxoxaeHve = 20 4
nauueHTa B cTaumMoHape unm
npeacTaBnsiioLLmMe Yrpo3y ANs XKU3HM > 30 5
> 40 -5
= 50 -6
= 60 -6
=70 -7
= 80 -8
=90 -9
100 -10
WToro OLleHKa YpoBHs 6e30nacHOCTU (CyMMa NpousBeneHni

cpeaHux 6annoB No KaXgoMy ypPOBHKO ©6e30nacHOCTU
neKapCTBEHHOrO npenapara 1 COOTBETCTBYHLLIErO BECOBOIO
KoapdpuumeHTa)

KonnuyecTtBeHHas oueHKa AONONHUTENbHOMN TepaneBTqucxoﬁ
LHEeHHOCTU NNeKapCTBEHHOro npenapara
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
(peg. ot 20.11.2018)
"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

HanmeHoBaHue kputepus PesynbTat oueHku Llkana oueHkn
[AOMNOMHUTENBLHOW (6ann)
TepaneBTUYECKOM LLEHHOCTM
1. KpaTtHocTb npuema COKpaLLlieHne KpaTHOCTW npuema +2
COXpaHeHne KpaTHOCTU npuemMa 0
yBenuyeHune KpaTHOCTU npuema -2
2. HoBbIn MexaH1M3M OencTBuUS UMeeT KIMHUYEeCKne npenmyLlecrsea +2
He MMeeT KIMMHUYECKNX NPeMMyLLIECTB 0
LLikana oueHKN CTOMMOCTHU Kypca (roga) neyeHus
fieKapCTBEHHbIM NpenapaTtom
PeaynbTaT OLEeHKn MpoueHT Lkana
OTKIMOHEHUS OLIEHKM
(6ann)
1. CToMMOCTb Kypca Uiy rogoBoro fieyeHus npegnaraeMbiv oonee 20 +2
NneKapCTBEHHbIM NpenapaTtoM HuXe, Y4eM CTOMMOCTb fle4eHns
npenapaTom CpaBHEHUSI ot 10 go 20 +1
2. CToMMOCTb Kypca Wiy rogoBoro fieyeHus npegnaraeMbiv go 10 0
neKkapcTBEHHbIM NpenapaTtoM conocTaBMma cO CTOMMOCTbIO
nevyeHus npenapaTom CpaBHEHUS
3. CToMMOCTb Kypca Wiy rogoBoro fieyeHuns npegnaraeMbiv o1 10 mo 20 -1
NeKapcTBEHHbLIM NMpenapaToMm Bbille, YeM CTOMMOCTb
6onee 20 -2

nevyeHnda npenapaTtomMm cpaBHEHUA

LLikana KNMHMKO-3KOHOMUYECKOW OLIEHKU JIeKapCTBeHHOro

npenaparta <14>

PesynbTaTt oueHku MpoueHT Lkana
OTKINOHEHUS OLLEeHKM
(6ann)
1.  KnuHudeckas acpdekTMBHOCTL Npeanaraemoro 6onee 60 +10
NeKapCTBEHHOro npenapara CTaTUCTUYECKN 3HaYNMMO BbilLe
<10> knuHU4eckomn achbdPeKTUBHOCTU NpenapaTa CpaBHEHUS, ot 40 po 60 +9
npu 9TOM NPUMEHEHME NEKapCTBEHHOIO Npenapara
XapaKTepusyeTcsi MeHbLUMMI 3aTpaTamm, YeM NpUMEHeHVe ot 20 po 40 +8
npenapaTa cpaBHeHUS
ot 10 no 20 +7
2.  KnuHuyeckas appekTMBHOCTb NpeanaraeMoro no 10 +6

nekapcTBeHHOro rnpenapaTa CTaTUCTUYECKU 3HAYNMO BblLLe
<10> KnnMHU4eckomn 3pPEKTUBHOCTU NpenapaTa cpaBHEHUS,
npv 3TOM NpPUMEHeHWe fekapcTBEHHOro npenapaTa
XapakTepusyeTcs HeCyLLEeCTBEHHbLIMU Pa3nnUInsaMn ¢
3aTpaTamu Ha NpUMEHEeHWe npenaparta cpaBHeHUS
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[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

3.1

3.2.

3.3.

4.1.

4.2.

4.3.

KnuHnyeckas adppeKkTMBHOCTL NpeanaraeMoro
nekapcTBEHHOro rnpenapaTa conocraBuma KnMHNUYeCcKomn
3peKTMBHOCTM NpenapaTta cpaBHEHMS (CTaTUCTUYECKN
3HaYVMble pasnuunsa oTCyTCTBYIOT <11>)

npnmMmeHeHne NneKkapCTBeHHOro npenapara XxapakrepmnsyeTca
MEHbLUMMW 3aTpaTtamMun, 4emM nNpuMeHeHune npenaparta
CpaBHEHUA

npYMeHeHne NekapcTBEHHOro npenaparta xapakrepusyeTcs
HECYLLLECTBEHHbIMMW Pa3NUUYNaAMU C 3aTpaTamu Ha
npyMeHeHVe npenapaTa CpaBHEHUs

npYMeHeHne NekapcTBEHHOro npenaparta xapakrepuayeTcs
GonbLIMMK 3aTpaTamMu, Yem NpMMeHeHue npenapara
cpaBHeHus!

KnuHnyeckas apeKkTMBHOCTb NpeanaraemMoro fekapCTBEHHOMO Npenaparta CTaTucTUYecku
3Ha4YMMO Bblwe <10> KNUHUYeckon appeKkTMBHOCTM NpenapaTa CpaBHEHUS, NPU 3TOM

6onee 60
o1 40 po 60
ot 20 go 40
ot 10 go 20

no 10

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

6onee 60

+6
+4
+2

NpMMeHeHWe NekapcTBEHHOro npenapaTa xapakTepuayeTcst 6onbuMMn 3aTpaTtamu, Yem

NpYMeEHeHWe NpenapaTa cpaBHeHUs <12>

WHKpPEeMEHTHbIN nokasaTesnb "3aTtpaTbl unu apgekTMeHocTb"
ONS npeanaraemoro fiekapCTBEHHOTO npenapara HUXe, Yem
WMHKPEMEHTHbIN NnokasaTens "3atpaTtbl unn apekTMBHOCTL"
npenapaTa cpaBHeHUs

WHKPEMEHTHbLIN NokasaTenb "3aTtpaTbl unu acpdekTMBHoCcTL"
npegraraemoro NiekapCcTBEHHOro npenapara ConocTaBuM C
WHKpPEMEHTHbLIM MoKasaTtenem "3aTpaTbl Unm
abdhekTUBHOCTL" NpenapaTa cpaBHeHUs

WHKPEMEHTHLIN NnokasaTesnb "3aTtpaTbl unu acpgekTMeHocTb"
npegnaraemoro NekapcTBEHHOro npenapaTta Bbile
WMHKPEMEHTHOrO nokasarens "3aTpatbl Unm 3a{eKTBHOCTL'
npenapaTa cpaBHeHUs

KnuHuyeckas achdeKkTMBHOCTb NpeanaraemMoro
NeKapCTBEHHOrO NpenapaTa CTaTUCTUYECKM 3HAYNMO HMXKE
<10> KnNuHn4eckon appekTMBHOCTN NpenapaTa CpaBHEHUS,
npW 9TOM NPMMEHEHME NeKapCTBEHHOrO npenapara
XapakTepusyeTcs MeHbLUMMM 3aTpaTtaMu, YemM NPUMEHeHNe
npenapaTa cpaBHeHUs

Honee 60
o1 40 go 60
oT 20 fo 40
ot 10 no 20

o 10

6onee 60
o1 40 po 60
o1 20 no 40
ot 10 go 20

6onee 60
o1 40 no 60
ot 20 go 40
ot 10 go 20

+9
+8
+7
+6
+5

+1
+2
+3
+4

+1
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"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.11.2019

KnuHnyeckas adppeKkTMBHOCTL NpeanaraeMoro
nekapcTBEHHOro rnpenapaTa CTaTUCTUYECKU 3HAYNMMO HUXKE
<10> KnNuHM4eckon appeKTMBHOCTN NpenapaTa CpaBHEHWS,
npv 9TOM 3aTpaTbl HA MPUMEHEHUE NEKapPCTBEHHOIO
npenapaTa xapakTepuaylTCs HECYLLECTBEHHbIMU
pasnuyMaMmn No CpaBHEHMIO C 3aTpaTamu Ha npenapar
CpaBHeHUs

KnnHnyeckasa agdekTMBHOCTL Npeaniaraemoro
nekapCcTBEHHOro npenapaTa CTaTUCTUYECKM 3HAYNMO HIMXKE
<10> knuHU4Yeckon apheKTUBHOCTY NpenapaTa CpaBHEHNS,
npu 9TOM NPUMEHEHWE NeKapcTBEHHOro npenapara
XapakTepuayeTcs 6onbLUMMKU 3aTpaTaMu N0 CPABHEHMIO C
3aTpaTtamu Ha npenapaT CpaBHEeHUs

no 10

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

oonee 60

LLikana oueHKU BNUAHUA NeKapCTBEHHOro NpenapaTa Ha 6roaxeTbl

6romxeTHOM cuctembl Poccumnckon ®enepaunmn <14>

PesynbTaTt oueHku MpoueHT Lkana
OTKINOHEHUS OLIEHKM
(6ann)
MpumeHeHne npeanaraeMoro fekapcTBEHHOro npenapaTa bonee 60 +8
NPUBOAMT K CHVXKEHUIO MPAMbIX MEAULIMHCKMX 3aTpaT <13>
o1 40 go 60 +6
ot 20 o 40 +4
ot 10 no 20 +2
MpumeHeHne npeanaraeMoro fekapcTBEHHOro npenapara no 10 +1
NMPVBOAMWT K HECYLLECTBEHHOMY U3MEHEHMIO NMPAMbIX
MeAMUUHCKMX 3aTpaTt <13>
MpumeHeHne npeanaraeMoro fekapcTBEHHOro npenapara ot 10 go 20 0
NMPMBOAMUT K YBEJTUYEHMIO NPSAMbIX MEOULMHCKMX 3aTpaT
<13> ot 20 go 40 -1
o1 40 po 60 -2
6onee 60 -4

LLikana KonM4yecTBeHHOW OLEeHKU AONONTHUTENbHbIX AaHHbIX

O NeKapCcTBeHHOM npenaparte

KpuTepuu oueHku

Peayn bTaT OLUEHKN

Lkana
OLIeHKM
(6ann)

HeobxoanmocTb NPpUMEHEHNA NeEKapCTBEHHOIo na
npenaparta gna gqnarH0oCTuKu, I'IpO(*)VIJ'IaKTVIKI/I,
ledeHna nnun pea6VIJ'IVITaLI,VIVI npun oKka3aHun HeT

MeAMLMHCKON NOMOLLM B criydae 3abonesaHuii 1
COCTOsIHMI, NpeobnaatoLLmx B CTPYKType
3aboneBaemMoCTV U CMEPTHOCTM rpaxaaH
Poccuiickon ®egepaumm, Ha OCHOBaHUM AaHHbIX

+2
0

www.consultant.ru

HafeXXHaa npaBoBas noaAepXXkKa

CrpaHvua 29 us 44


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
(peg. ot 20.11.2018)

"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

rocy4apcTBEHHOrO CTaTUCTUYECKOro HabnioaeHus

Hanuune 3apernctpmpoBaHHbiX B Poccuinckon aa +1
depepaLmm BOCNpom3BeEHHbIX NEKAaPCTBEHHbIX
npenapaTos HeT 0
Hanu4dne nekapcTBeHHOro npenapara B NepeyHe HeT 0
cTpaTernyeckn 3HauYMMbIX NIEKAPCTBEHHbIX
CpeAcTB, NPOU3BOACTBO KOTOPbIX AOSMKHO BbiTb aa +1
obecneyeHo Ha Tepputopumn Poccuinckon
depepaumu, yTBEPXKOEHHOM pacrnopsiKeHNEM
Mpasutensctea Poccuiickon ®egepaunm oT 6
nionsa 2010 r. N 1141-p
Hanuume nekapcTBeHHOro npenapara B nepeyvHsax HeT 0
nekapCTBEHHbIX NpenapaToB, PUHAHCUPYEMBIX
3a cyeT cpencTB GHOLKETOB CyOHLEKTOB na +1
Poccwuiickon depepaumm
Hanuume npoussoacTtea (Nokanusaums) HeT 0
rfiekapCTBEHHOro npenaparta Ha TeppuTopun
Poccunckon ®egepaumu BTOPWYHAs ynakoBka v (unwu) +1
BbIMyCKaloLLMIA KOHTPOSb KayecTBa -
aa
BTOPWYHAs ynakoBka v (unwu) +2
BbINyCKaKOLLMIA KOHTPOSb KayecTBa
NPV HaNMYUK 3aKINYEHHOTO
crneunanbHOro MHBECTULIMOHHOTO
KOHTpakTa, npegnonaratoLlero
cosgaHue B Poccuiickon
denepaumm Npon3BoaCTBa FOTOBON
nekapcTBeHHON hopMbl, BKIItOYas
NpPOM3BOACTBO (hapMaLlEBTNHECKON
cybecTaHumu, - ga
nepBMYHasi U BTOPMYHAs ynakoBka, +2
BbIMyCKaloLLMIA KOHTPOSb Ka4yecTBa -
aa
nepBMYHasi U BTOPMYHAsA ynakoBka, +3
BbIMyCKaKLLMIA KOHTPOSb KayecTBa
NPV HaNMYUM 3aKIOYEHHOTO
cneumanbHOro MHBECTULMOHHOTO
KOHTpakTa, npegnonaratoLlero
cospaHue B Poccuiickon
depepaumm NpoM3BOACTBA FOTOBON
nekapcTBeHHON hopMbl, BKIIHOYas
nNpou3BoACTBO (hapmaLeBTUYECKON
cybeTaHumu, - ga
BCE CTagMu Npou3BoaCTBa, +4
BKITHOYasi Mpou3BOACTBO rOTOBOW
nekapcTBeHHon opmbl (6e3
Npon3BOACTBa hapmaLeBTUHECKON
cybcTtaHuun), - ga
BCe CTaguu Npou3BOACTBA, +5

BKITlOYas Npon3BogCcTBO rOTOBOW
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nekapcTBeHHon opMbl (6e3
npon3BoACTBa hapmaLeBTUYECKON
cybcTaHumm), Npy Hanu4um
3aKIMYEHHOTO crneunansHOro
WHBECTULIMOHHOIO KOHTPakKTa,
npegnonararLero cosgaHve B
Poccuitckon ®egepauun
Npon3BOACTBa rOTOBOW
nekapcTBeHHON hopMbl, BKIIOYas
NPOM3BOACTBO (hapmaLleBTUHECKON
cybeTaHumu, - ga

BCe CTaguu Npou3BOaCTBa, +7
BKITHOYas MpoOU3BOACTBO rOTOBOW
nexkapcTBeHHon hopMbl U
nNpon3BoACTBO hapmaLeBTUYECKON
cybeTaHumy, - pa

VToroBas oueHka NpoYmx AaHHbIX MO NPeasioKEHWI0 (He MeHee +2 AN pekoMeH4auun K BKITKOYEHUIO
AN opdaHHOro NekapcTBEHHOro npenapara; He MeHee +4 Ans pekoMeHAaLMN K BKIOYEHWIO
OCTanbHbIX NeKapCTBEHHbIX NpenapaToB ¢ y4eToM BansnoB, BbICTABMNEHHbIX MMaBHbIM BHELLTATHLIM
cneumanuctom MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®epepauuu B nyHkTe 10 HayyHo
060CHOBaHHbLIX pekOMeHAaLUmMIn, NpMBeAeHHbIX B npurnoxernun N 9 k MNpasunam popmupoBaHus
nepeyvHen nekapcTBeHHbIX NpenapaToB ANS MeAULMHCKOrO NPUMEHEHNST U MUHUMarTbHOTO
accopTUMeEHTa NeKapCTBEHHbIX NpenapaToB, HEOBX0ANMbIX AMS OKa3aHWUS MEAULIMHCKOW NOMOLLM,
YTBEPXXAEHHbIM NocTaHoBneHmeM [NpasutensctBa Poccuiickon ®epepauun ot 28 asrycta 2014 r. N
871).

<1> YPOBeHb OOKa3aTeJibHOCTU pe3yNbTaTOB KITMHNYECKUX nccnegoBaHuin npuMeHdeTCcAa aOnd q)opmaanoM
OLEHKM Ka4vecCcTBa OTAEJIbHOIo KIMHUYeCKoro nccrieqoBaHuda nekapCTtBeHHOro npenaparta. KnnHnyecknx nccnegoBaHum
OQHOro NekapCTBeHHOIro npenaparta MoXxeT ObITb HECKOILKO, U YPOBHU X AOKa3aTesIbHOCTU B 3aBUCUMOCTU OT aunsanHa
KINMMHNYEeCKOoro nccnenoBaHmna MoryT ObITb pas3nn4yHbI.

<2> YpoBeHb ybeauTenbHOCTM AoKasaTenbCTB 3h(EKTMBHOCTN JIEKAPCTBEHHbIX MpenapaToB NpUMEHSETCs nNpu
OLEHKe COBOKYMHOCTU WCCregoBaHWA OOQHOMO M TOro Xe rekapcTBeHHoro npenapata. OcyuiectBnserca obobuieHne
AaHHbIX ob YPOBHAX O0Ka3aTellbHOCTU OTAEeSIbHbIX I/ICCJ'Ie,lJ.OBaHI/II7I pa3nn4yHoro Ka4vecrtesa n npucesamBaeTcda oaAunH U3 3
ypoBHeNn ybeanTenbHOCTH.

<3> Hwuskaa BepoATHOCTb OLIMBOK MpuUcBaMBaeTCA cUCTeMaTUYeckum ob3opam UMM MeTa-aHanuaam npu
COGNAEeHNM OHOBPEMEHHO CrieyoLNX YCIOBUIA:

MoucK 1 oTGop paboT BbINOMHEH ABYMS UNK Gornee uccregosaTtenamu;
AnNs NoMcKa NMTepaTypbl MCMOMb30BanMCb kKak MUHUMYM 2 351eKTPOHHbIe Gubnuorpaduyeckme 6asbl 4aHHbIX;

npencraBneHa I/IH(bOpMaLI,VIﬂ O Konwn4yecTtBe BKIMHOYEHHbIX W UCKIMKOYEHHbIX pa60T C YKasaHmemMm npuymH
NCKITHIOYEeHUA;

npeacTaBrneHa XxapakTepmucTuka BKIMIOYEHHbIX UCCNeaoBaHUN.

<4> CpefHsasi BEpOATHOCTb OLWIMGOK MpucBaMBaeTcsl MccrenoBaHusiM Noboro AusaiHa B criydae OTCYTCTBUS
WHdopMaUMM UMM HEAOCTATOYHOCTM WHGOPMaUMM MO OAHOMY WM Gonee YCroOBUSIM OLIEHKM BEPOSTHOCTU
BO3HWKHOBEHWS OLLMOOK.

<5> Huskas BepoOATHOCTb OLIMOOK PaHAOMU3UPOBAHHBLIM KIUMHUYECKUM WCCNEdoBaHUSAM MNpUCBanBaeTca npu
cobntoeHN 0gHOBPEMEHHO CreayoLLIMX YCIOBWIA:
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paHAOMM3aLMS MPOBOAMIIACh HAa OCHOBE CIyYaiHOW NOCeaoBaTeNlbHOCTM YUCES, FEHEPUPYEMON KOMMbIOTEPOM;

"ocnenneHune" ObINo 3asBNeHO UM OTCYTCTBME "ocnennenns” He MOrno NoBnuATb Ha 3dhekT BMeluaTenscTea
(ecnu n3y4aembivi B ccrie[oBaHNM NEPBUYHBIVA KpUTepUii 3EKTUBHOCTY MM 6e30NacHOCTM ABMANCA OO LEKTUBHBLIMY);

O0Msi NauneHToB, BblObIBLLMX M3 UCCregoBaHus, coctaBuna MeHee 20 NpoLEeHTOB UNn n3yyarncsa aHanus BpemMeHm
00 cobbiTns (Hanpumep, obLas BbIXXMBAEMOCTb, BbIXMBAEMOCTb 6e3 nporpeccupoBaHis n ap.);

npeacTaBneHbl pesynbTaTbl MO BCEM 3aNnfiaHUPOBaHHLIM - AOfst U3YYeHUs KpuTepusiM  3PMEKTUBHOCTM
6e3onacHocTu.

<6> Huskas BEpPOATHOCTb ownboK ceTeBbIX MeTa-aHann3oB (B TOM 4ucrie HenpAambIX CpaBHeHI/lﬁ 1N CMeLUaHHbIX
CpaBHeHl/IIZ) npuceBanBaeTCcd npu cobntogeHnn OHOBPEMEHHO creayrwnx yCﬂOBVIVIZ

B CEeTeBOM MeTa-aHanm3 (B TOM YMCMEe HenpsiMoe CpaBHEHME WM CMELLaHHOE CpaBHEHME) BKITHOYEHbI TOJbKO
paHOOMU3NPOBAHHbIE KITMHU4eckune nccnengoBaHnA nnn MeTa-aHannm3bl pPaHAOMU3NPOBAHHbLIX KITMHUYeCKnx
nccnenoBaHui,

XapaKTepucTunkm I'IOI'ij'IFIU,VIVI, BMeLLaTENbLCTB 1 0bLiero KOHTPOJ14 CONoCTaBUMbl;
npeancraesneHo Fpad)W—IeCKOG nnun TabnuyHoe onucaHne ceTn 4oKa3aTenbCTB;

npmeedeHbl pesynbTaTbl OTAENIbHbIX nccrnegoBaHnii, BKITIOYEHHBLIX B CETEBOW MeTa-aHanua (B TOM 4ucne
HenpsamMmoe cpaBHEeHUe U cMellaHHoe cpaBHeHme).

<7> Hu3kas BepOATHOCTb OLLIMBOK KOrOPTHLIM UCCreAoBaHUsaM npuceansaeTcs npu cobniogeHn ogqHOBPeMEHHO
CrieayoLLmnX YCroBuii:

KOropTa aABndeTcd pel'lpe3eHTaTI/IBHOI7I MO OTHOLLUEHUIO K msyqaemoﬁ nonynauunu;
n3yvyaemblie KOropTbl 0T06paHbI 13 O4AHOW N TOW e nonynauunn;

NoaoTBEPXAEHO OTCYTCTBME UWHTEpecylowero kputepust adpekTuBHocTM unm  BGesonacHocTM B Hadvane
nccneaoBaHus;

Kputepun adpeKkTMBHOCTM unn 6e3onacHOCTV OLEHMBaNUCh C MOMOLLbIO HE3aBUCHMOWN OLIEHKM (B TOM yuche ¢
ocrnennieHMemM) Unm UCnornb3oBanucb CBeaeHns O nauneHTax us 6as gaHHbIX (PErncTpoB).

<8> Huskass BepoATHOCTb OWMOOK WCCrnegoBaHWsIM "cryYan-KOHTPOrb" npucBavMBaeTcs Npy  COOMAeHUN
OJHOBPEMEHHO CrieayLNX YCITOBUIA:

rpynna "crny4aeB" ABNSeTCS penpe3eHTaTUBHOW;
rpynna "koHTponen" otbmupanack 13 TOM e NonynsAumu, YTo 1 rpynna "crnyyaes”;

NoaoTBEPXAEHO OTCYTCTBME UWHTEpecylowero kputepust adekTuBHocTM unm  6GesonacHocTM B Hadvane
nccneaoBaHus;

Kputepun adpeKkTmBHOCTM unn 6e3onacHOCTV OLEHMBaNUCh C MOMOLLbI0O HE3aBUCKHMOWN OLIEHKM (B TOM yuche ¢
ocrnenfnieHMemM) Unm UCnornb3oBanucb CBeaeHns O nauneHTax us 6as gaHHbIX (PErncTpos).

<9> BeblIcokas BEPOATHOCTb owmnbok nccnegoBaHMaM nodoro gusanHa npuceanmBaeTCca B Criydae HecobntoaeHus
ofHoro unu bonee ycn03M|7| OLUEHKN BEPOATHOCTN BO3HUKHOBEHUA OLUNBOK.

<10> lpu oueHKe CTaTUCTUYECKON 3HAYMMOCTU pasnuyunii B 3P(PEKTUBHOCTM OOBEPUTENbHBIN WHTEpBan He
BkrtovaeT 1 (4NA OTHOCMTENBHOMO pUCKa, OTHOLLEHUS LLIAHCOB, OTHOLLEHWS Yrpo3) U (Mnun) nokasaTtenb CTaTUCTUYECKOM
3HaymmocTu P < 0,05.

<11> Tlpn OUEHKE CTaTUCTUYECKON 3HAYMMOCTM pas3nuumii B 3(EEKTUBHOCTU [OBEPUTENBHLIA MHTEpBan
BKrtovaeT 1 (4NA OTHOCMTENBHOMO pUCKa, OTHOLUEHUS LLIAHCOB, OTHOLLEHWS Yrpo3) U (Mnun) nokasaTtenb CTaTUCTUYECKOW
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3HaymmocTn P = 0,05.

<12> B cnyyae ecnu npegnaraemMbiii NEKapCTBEHHbLIN Mpenapat He WMEeeT aHasiorMyHbIX NeKapCTBEHHbIX
npenapaTtoB B nepeyHsix (MpegcraenseTr cobon HOBbIN MOAXOA K MEYEHUI0), UHKPEMEHTHbIW NokasaTtenb "3atpaTtbl unu
a(pdheKkTMBHOCTL" ANS HEro CcpaBHUBAETCA C MHKPEMEHTHbLIM fokadaternem "satpaTbl MnuM addekTuBHOCTE" Ans
NeKapCTBEHHbIX MpenapaToB, BKIOYEHHbIX B MEPeYHM U NpUMEHSIIOWMXCA npu 3aboneBaHWsX M3 TOro Xe Krnacca
Me>xayHapogHoW cTaTUcTUYeckon knaccudukaumm 6onesHen n npobnem, CBA3aHHbIX CO 300POBLEM.

CpaBHMBalOTCA MHKPEMEHTHble MokasaTtenu "3atpaTbl MM 3dEKTUBHOCTL", pacCyMTaHHble Ha OOUHAKOBbLIV
KNUHUYeCKUn 3PdeKT (QOCTUXKEHME BbISAOPOBMEHUSA, PEMWCCUN, TOL COXPAHEHHOW >KW3HW, [Of COXpPaHEHHOW
KauyeCTBEHHOM XWU3HU 1 ap.).

<13> 3aTtpaTbl, CBA3aHHbIE C TMPOLECCOM OKa3aHWs MEQMUMHCKOW MNOMOLWM (3aTpaTbl Ha JEKapCTBEHHbIE
npenapatbl, MeOWLMHCK/E WU3Oenus, MeauUMHCKME YCnyru, nabopaTopHble W WHCTPYMEHTarnbHble MeTofpbl
nccnenoBaHns, pacxogHble MaTepuarnsl, CoAepXaHue nauueHTa B MEAMLMHCKOW OpraHu3auuMum Unuv MeauuUuHCKue
YCNyrn Ha oMy, TPaHCNOPTMPOBKY CaHUTapHbLIM TPaHCMNOPTOM U Ap.).

<14> WtoroBas oueHKa MO pe3ynbTatamM OLEHKM 3KOHOMUYECKUX MOCMEACTBUN MPUMEHEHUS NeKapCTBEHHOIo
npenapaTta (He MeHee 6 6annoB xoTa 6bl MO OQHOMY M3 3aSBMEHHBLIX MOKa3aHWI) ANS PEKOMEHAALMM K BKITHOUYEHMIO, MpK
3ToM Oannbl MO LwWKane KINNHUKO-9KOHOMWYECKOMN OLEeHKM TIeKapCTBEHHOro npenaparta W LwWKane OuUeHKN BITUAHUA
nekapCTBEHHOro npenapata Ha OwgkeTbl OtomkeTHoW cuctembl Poccuickon ®epepauunm (ganee - 6Grogxer)
cymmupytotcst. OueHka CTOMMOCTM Kypca (roga) neyYeHusi NeKapCTBEHHbIM MpPenapaTtoM He BIIUSET Ha MTOrOBYHO
OLEHKY.

B cnyyae npeacTtaBneHuss 3asBUTENEM pe3ynbTaToOB HECKOSbKUX KIMMHUKO-3KOHOMUYECKUX WCCIedOoBaHWUA B
pamkax OAHOro rnokasaHus Ansi onpeaeneHnst UTOroBOM OLEHKM BblOMpaeTcs uccrnegoBaHne, Habpasllee HanbonbLLWIA
G6ann.

B cnyyae npeacraBneHvs 3asBuTenem pesyrbTaTOB HECKOMNbKUX UCCregoBaHUi BNUAHMS Ha GrogkeT B pamkax
OQHOro NnokasaHusa Ans onpeaerneHns NToroBomn oueHkn BbibupaeTcs uccnegosaHune, Habpasluee HavbonbLnin 6ann.

B Cny4vyae npencraelieHUA 3adaBUTeNleM pedyribTaTOB HECKOJIbKUX KITMHUKO-3KOHOMWYECKUX nccrnegoBaHuii Nno
Pa3HbIM MOKa3aHNAM UTOroBas oLleHKa OCYLLECTBIIAETCA Mo KaXaoMy 3adaABJ1IEHHOMY NMOKa3aHUI0.

B cny4dae npencraBneHna 3asasuternieM pe3dyrnbTaToB HECKONbKUX nccneaoBaHWi BRIMSIHUA Ha BlooKeT no pa3HbIM
NoKasaHnAM UToroeas oueHkKa OCyLeCTBIIAETCA NO KaXXaoMy 3aABIIEHHOMY NMOKa3aHUI0.

MpunoxexHne N 7

K MpaBunam hopmMnpoBaHus nepedHein
nekapCTBEHHbIX NpenapaToB

O5S MeQMLMHCKOro NPUMEHEHUS

N MUHUMAbHOrO acCopTUMEHTA
nekapCcTBEHHbIX NpenapaTos,
HeOOXOAMMbIX AN Oka3aHUs
MEeOMLIMHCKOWM MOMOLLM

CnrcoK N3MeHSLWNX JOKYMEHTOB
(B peq. MNocTaHoBneHus MNMpaeutenbctea PO ot 29.10.2018 N 1283)

(¢popma)
B kxommccuio MuHMCTEepCTBa
30paBooxpaHeHmnsa Poccurickoy dernepalmm
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o @OpMMpOBaHMEO nepequ]?I JIEKapCTBEHHBIX
nperapaTop IOJj4d MeOMUIMHCKOI'O
IIPVMMEHEHNMA ¥ MMHJMAaJIbHOT'O aCCOpPTMMEHTA
JIEKapCTBEHHEIX IIpelapaToB,
HEeOOXOOMMEBIX IJIS OKa3aHMS MEeOMUMHCKOM ITOMOIIM

3AKIIIOUEHVE
IO pes3yJibTaTaM aHajrsa MHOoOpMaUMM O CPAaBHUTEJILHOM
KJIMHNUYECKON 3PPeKTUMBHOCTM U OEe30MNaCHOCTU JIEKaPCTBEHHOT'O
penapaTa, OlLEHKM BDKOHOMMUECKMX I[IOCJIENCTBUM €TI0 IPMMEHEHUS

1. HacrTosmee 3akJIOUYEeHVE KaCaeTCsa MATEPpMaJIOB, MNPEICTABJIEHHBIX IJIA:

1.1. BKJINYEHMUS JIEKAPCTBEHHOTO IpenapaTa B:

1.1.1. oepedeHb XKMBHEHHO HeOOXOIMMBIX M BaXHEMUMX JI€KapCTBEHHBIX
IpernapaTos;

1.1.2. pDepedeHb OOPOTOCTOSAMMX JIeKAPCTBEHHEIX IIPenapaToB;

1.1.3. onepedeHb JIeKAaPCTBEHHEIX [IpenapaToB IJisg oOecledeHMsa OTIeJIbHBIX
KaTeropuM IpaxiaH;
1.2. JckioueHUs JIeKapPCTBEHHOTO MpenapaTa uU3:

1.2.1. nepeuHg XKU3HEHHO HEOBXOOUMBIX Y BaXHEMIMX JieKapCTBEHHEIX
IpenapaTos;

1.2.2. gepeuHs OOPOTOCTOSIMKX JIEKAPCTBEHHEIXK [IPEnapaToB;

1.2.3. o[OepeuHd JIeKAPCTBEHHHX [penapaToB n0Jjs ofecrnedeHus OTIeJIbHEX

KaTeropuM I'paxIaH.
2. VHQopMauusa o0 DKCIEPTHOM KOMMCCUM:
2.1. HauMeHOBaHME OSKCIEPTHOM OpTaHM3aLum

;

2.2. cocTaB SKCIEPTHOM KOMMUC CUM (bammnms, uUMH, OTUeCTBO,

IOJIXHOCTE ) ;

2.3. ampec (MeCTO HAXOXIEHMs) BKCIEPTHOM OpTaHM3aluu ;

TesiedoH (dakc) ;
BJIEKTPOHHAS IOoUTa

3. VHbopmMaums O JIEKAPCTBEHHOM IIperapare:
3.1. HauMeHOBaHUE: ;
3.1.1. MexODyHapOoIHOE HENaTEeHTOBAaHHOE HaMMeHOBAaHUe ;
3.1.2. B ciydae OTCYTCTBUSA MEXIYyHapOOHOT'O HEeNaTEeHTOBAHHOTO
HaVMEHOBaHMS — I'PYNIMPOBOUYHOE HaMMEeHOBAaHUE ;
3.1.3. B craydae OTCYTCTBUS MeXIOyHapOOHOTO HEMATEHTOBAHHOTO U
TPYNNMPOBOYHOTO HAMMEHOBAHMI — XMMMYECKOE HaMMEeHOBAaHUS ;
3.1.4. B criydae OTCYTCTBUS VIHEIX HaVMeHOBaHUM - TOPTOBOE
HayMeHOBaHMe ;
3.2. Kox aHaTOMO-TepaleBTUYeCKO~XUMNYIECKOM KJlaccupmurauum
JIEKApPCTBEHHOTO IpelnapaTa ;
3.3. mnpemysaraeMsle K BKIOUYEHMIO WM MCKJIOUEHMIO JIeKapCTBEHHEE (GOPMEL
3apPeTrMCTPYPOBAHHOTO JIEKAaPCTBEHHOTO Ipelnapara (IepeducIIMTh) ;
3.4. nubopMaluMss O BOCIPOM3BEINEHHEIX JIEKAPCTBEHHEIX Opelaparax (npu
HaJIMUUM) :

4. Cpoku HpoBeIeHMS BKCIEPTUS3LI:

c o .

5. Pes3yJsbTaTH KJIMHMYECKOM OLIE€HKM [IPenJIOXEHMS (B COOTBETCTBMU C
npunoxeHrueM N 6 k [lpaBuiaM QopMMPOBaHMA II€pedHel JIeKapCTBEHHHIX IIpelapaToB
0Jig MeIMLMHCKOIO IMPMMEeHeHMS U MMHMMaJIbHOTO aCCOPTMMEHTA JIeKapCTBEHHHX
pernaparTrosB, HEOOXOOMMBIX IJIS OKas3aHMs MeOMUMHCKOM I[IOMOWM, YTBEPXIEHHEM
nocraHobyieHMeM I[IlpaBuTenbCTBa Poccuiickoy demepaumm oT 28 asrycTa 2014 r.
N 871):

5.1. PesybTaTH OLIeHKM KauecTBa KJIMHUUE CKMX MCCJIeJIOBaHUM
JIeKapCTBEHHOTO IIpelnapaTa, [IPpeICcTaBJIeHHHX 3asgBuTejeM ¥ (MiIM) HaWIOeHHBEIX
CaMOCTOSATEJIBHO SKCIEPTHOM KOMMCCHEN

XapaktepucTtuka YpoBeHb YpoBeHb OO6wasn oueHka
npeacTaBneHHoro ybeanTensHocTu ybeguTtensHocTH nccrnenoBaHus B
KNMHUYECKOTO OaHHbIX [okasaTenbCTB 6annax
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
(peg. ot 20.11.2018)
"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.11.2019

nccnegoBaHus

5

nap.

WToro: cpeaHee 3HayeHne (OTHOLLEHME CYMMbl OLIEHOK UCCIEAOBaHUSA K WX
KONnn4yecTBy)

5.2. PesyJbTaTh KOJIMUECTBEHHOM OLIeHKM sbbexTrBHOCTHU

JIEUEeHMA

JIEeKapCTBEHHBIM npernapaToM B paMKax KIIMHUYECKUX MCCJIenOBaHMM, npencrapJI€HHBIX

3aaBUTeJIeM M (MiIM) HaMUIEeHHHX CaMOCTOSTEJIbHO OSKCIEPTHOM KOMMCCHeN

HaumeHoBaHue OueHKa cTeneHn OOCTMXXEHUS LIeNeBOro HocTtuxeHne OueHka B
KpUTEPUS OLIEHKU pesynbTata uenesoro Gannax
adphbekTnBHOCTM pesynbTtata (B

npoueHTax)
LerneBow pesynbTaT NOMHOCTbIO AOCTUMHYT
(BbIcOKast achphEKTUBHOCTDL)
ueneBon pesyrnbTaT YaCTUYHO JOCTUTHYT
(cpenHas acppekTNBHOCTDL)
LeneBow pesynbTaT He JOCTUTHYT (HM3Kas
3dhPEeKTUBHOCTb, OTCYTCTBUE
adhpekTUBHOCTH)
Wtoro: cpenHsas oueHka 3EKTUBHOCTI (OTHOLLIEHME CYMMbI 6anioB No KaxkgoMy
KpuTeputo 3P dEeKTUBHOCTM K KONMYECTBY KPUTEPUEB)
5.3. PesyanaTm KOJIMYEeCTBEHHOM OLLEHKU 6e30IacHOCTHU JIeUueHNd

JIEeKapCTBEHHBIM npernapaToM B paMKaX KIIMHUYECKUX VCCJIenoOBaHuM, IpencrapBJI€HHBIX

3agBuUTEJIEM U (MIIM) HaWOeHHEX CaMOCTOSATEJIbHO BKCIEPTHOM KOMUCCUEN

OueHka ypoBHsi 6€30nMacHOCTU NIeKapCTBEHHOTO Yumcno criyyaeB NOBGOYHbIX
npenapara AevictBui (B npoueHTax)

OueHka B
Oannax

Mo6o4HblE 4ENCTBMSA OTCYTCTBYHOT

MobouYHble OeCTBUS NErKon CTeneHn

[MoOoYHbIE AENCTBUS CPEOHEN TSHKECTU

MoboYHble AENCTBUS TAXKENOWN CTENEHU

www.consultant.ru
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[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

WTorosas oueHka ypoBHSA Be3onacHoCcTv (CyMma NpounsBedeHnn cpegHmx 6annos No kaxkgomy
YypOBHIO 6e30MacHOCTV NekapcTBEHHOrO Npenaparta U COOTBETCTBYIOLLEro BECOBOIo

KoadhpuumeHTa)
5.4. PesynbTaTH OLIEHKM IOMIOJIHUTEJIbHOM TepaneBTUUYECKOM 1LIeHHOCTU
JIEKAPCTBEHHOT'O IpelnapaTa, [IPpelCcTaBJIEHHOM 3agaBuUTeJleM U (MjIM) HaMIeHHOM

CaMOCTOSATEJIBHO 3KCIEPTHOM KOMUCCUEN

HanmeHoBaHune Kputepuna PesyanaT OLEeHKHn OueHka B 6annax
ﬂOﬂOﬂHMTeﬂbHOﬁTepaﬂeBTMHeCKOM
LEHHOCT!U

1. KpaTtHoCTb npuema

2. HoBbIn MexaHn3m gencreaus

5.5. NToroBas OlleHKa KJIMHUUECKOM OLIeHKM [PpemJIOXeHMsa (CyMMa MTOTOBBIX
3HaveHun Tabmsmi 5.1. - 5.4.).
6. PesysbTaTh OLIEHKM 3KOHOMUUECKUX [IOCJIeNCTBUMA IPYIMEHEHU

JIeKapCTBEHHOTO Ipenapara:

6.1. pacueT CTOMMOCTM Kypca (Troma) JiedeHMs NpenjlaraeMbM JIeKapCTBEHHEM
npernapaToM o CPaBHEHMIO C JIEKAPCTBEHHEIMM IIpenapaTaMy, BKJIIOUEHHBEIMM B
InepedHm, YKa3aHHEE B IIYHKTeEe 1.1 HacCcTodAmero IOOKYMEeHTa, UM INIPUMMEHAKRIMMMCA I10
TeM Xe IOKas3aHMAM, YTO M INpeljlaraeMel JIeKAaPCTBEHHBI Ipernapar:

MexayHap |Jlekap MokasaHwue (kog CtommocTb CtonmocTb OueHka
OfHOe |CTBEHH MexayHapogHou rogoBoro rogoBoro (6annos) ons
HermaTeHTo | as CTaTUCTUYECKON Kypca, Kypca, npegnaraemoro
BaHHoe |dopma Knaccudukaumm yKka3aHHad B | paccumTaHHasi | NekapCTBEHHOrO
HanMeHoB bonesHen n Nnpobnem, npeanoxeHnn 3KCnepTHON npenapaTta
aHue CBSI3@HHbIX CO 3asiBATENIEM | opraHu3auuen
3[0pPOBbLEM, (pybnen) (pybnen)
pacwmdgpoBka)
6.2. pPe3yJibTaTheL KJIIMHVUKO—-2KOHOMUYECKOM OLIEHKM )28 OLIEHKM BIIMAHWMA Ha
OI0IXe TEL BI0IXe THOM CUICTEMEL Poccumckomn denmepauum (namee - OwomxeT)

JIEKAPCTBEHHOTO npenapara o  KaxXIgomy NOKa3aHUI c YyKas3aHueM KozIa
MexnyHapOOHOM CTAaTUCTUYECKON KJaccubuxauuy OoJjie3HeM M NpobjieM, CBAS3AaHHEIX CO
3I0POBbEM, pacHMPPOBKA:

KrnHuKo-skoHOMMYeECKOe nccreqoBaHne (aHanus PesynbTaTt oueHku OueHka (6annos)
BNUSAHMSA Ha BrogKeT)

KnnHuko-akoHoMU4Yeckoe nuccriegosaHne
AHann3 BnNusHUS Ha OoaKeT

MToroBas oLeHka no pes3ysibTatamM OLEeHKN S3KOHOMUNYECKNX nocneacTemmn
NnpMMeHeHUA NeKkapCTBeHHOro npenaparta rno nokasaHuo

7. VICKJIOUEH.
8. Tororasa CcyMMa OLIEHKWM IIPEenJIOXEHVA ¥ BHEBOIEBL SKCHepTHOﬁ KOMMCCUM O
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"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[aTta coxpaHeHus: 22.11.2019

L1eJIeCcooODpPasHOCTHU VI HelleJleCooOpasHOCTHU BKJIOYEHMA (MCKIIIOUEeHMS)
JIeKaPCTBEHHOTO IIpelapaTa B [IepeuYHM JIeKAapPCTBEHHEIX NpenapaTos:

Homnucu m pacumdpoBka NONONMCEN BSKCIEPTOB:

(0.m.0. pykOBOOMUTEJIS BKCIEPTHOM OpraHM3auum (sKcrnepra))
lMomnuck M pacumdppoBKa MNOANNCU

ODaTa

MpunoxeHne N 8

K MpaBunam hopmupoBaHus nepeydHein

JIeKapCTBEHHbIX NpenapaTtoB

ONs MEAULMHCKOTO NPUMEHEHUS!
1N MUHUMaIbHOrO accopTUMEHTa
nekapcTBeHHbIX NpenapaTos,

CnncoK N3MeHSIIoLWNX JOKYMEHTOB

(BBegeHo [NocTtaHoBnenunem lMpasutenscrea PP ot 29.10.2018 N 1283)

B Kommccuo MmHMCTEepCTBa 300aBOOXPaHEeHUA
Poccurickon denmepaumm

SAKJIOUEHUE
10 pel3yJbTaTaM aHaJM3a MEeTONOJIOTMYUECKOI'O KadecTBa
KIIMHUKO-9KOHOMUYECKMX MCCIEeINOBaHMM JIeKapCTBEHHOT'O IIperapaTa
M MCCJIeIOBAaHMM C MCIOJIb30BAHMEM aHaliM3a BJMSAHMUSA Ha OIXETH
OIIXEeTHOM CMCTEME PoccuMckol demepauny, a TaKXe M3YyUEHUST
IOOIMIOJIHUTEJIbHEIX I[IOCJIENCTBUM IPMMEHEHUS
JIEKapPCTBEHHOT'O IpernapaTa

1. HacrTosmee 3akiodyeHMEe KacaeTCs MaTepMralloB, NPelCTaBJIEHHEBIX:

a) IJsa BKJIOYEHMs JIEKAPCTBEHHOTO IpernapaTa B clenyolle NepeudHN:

[IepeUYeHb XM3HEHHO HEOOXOIMMEIX M BaXHEMIMX JIEKaPCTBEHHEIX IIpelnapaToB oy
MeOMUMHCKOTO I[IPpMMEHEeHUs (Iajlee — IepedeHb XM3HEHHO HeOOXOIOMMEIX M BaXHeNIMX
JIEKAPCTBEHHEIX IIpernapaTos) ;

[IepedYeHb JIEKAaPCTBEHHBEIX [penapaToB, NpelHas3HAUEeHHBIX OJig oDecCledeHMs Jiul,
OOJIbHEIX T'eModuImey, MyKOBUCLMIOZ0M, I'MNOOM3apHEIM HaHM3MOM, Ooje3Hb I'olme,
3JI0KAUEeCTBEHHEIMM HOBOOOpaszoBaHMAMM JUMOOMIHOM, KPOBETBOPHOM M POINCTBEHHEIX
VM TKaHeM, PpacCCesdaHHBEM CKJIEPO30M, a TakxXe JIMl, [IOCJe TPaHCIJIaHTaluuy OPTaHOB U
() TKaHeM (majlee - IepeudeHb IOPOTOCTOAIMX JIEKAPCTBEHHBIX IIPEeNnapaToB) ;

epedeHb JIEKAPCTBEHHEIX [pernapaToB OIS MeOMUMHCKOIT'O NPMMEHEHMUS, B TOM
4yciie JIEKAPCTBEHHBIX [IpPenapaToB IOJIS MEOMUMHCKOIT'O IPMMEHEHMS, Ha3HadaeMHX I10

pemeHrn BpaueOHBIX KOMMCCHUM MEOMUMHCKMX opTaHuM3aumii (majlee - [epeueHb
JIEKAPCTBEHHEX IperapaToB IJisg oOecCledUeHMs OTIEeJIbHHX KaTeTropuy I'paxnaH);
6) OJs MICKJIIOYEHMS JIEKAPCTBEHHOI'O IIpenapaTa M3 I[epedHs XU3HEeHHO

HEOOXOOMMEIX ¥ BaxXHEeNmMX JIEKAPCTBEHHEIX [pelapaToB, IIepedHs OOPOTOCTOSIMX
JIEKAaPCTBEHHEX IIPENapaToB U IePeuHs JIEKAaPCTBEHHHX IpenapaToB Ojsa o0ecCledeHMs
OTHEJNbHEX KaTeTOpMil I'PaxOaH.

2. JVubopMmaums 0O OCYMECTBIAKIMKX pPaACCMOTPEHME MaTEepMalioB COTPYIHMKAX

HeoBXOoAMMbIX OJ19 OKa3aHUs
MeONLMHCKON NOMOLLM

(popma)
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KOHCY/ILTaHTIIIOC
(pen. ot 20.11.2018) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[aTta coxpaHeHus: 22.11.2019

benepasIbHOTO TOCYIapCTBEHHOTO OIXeTHOTO yupexleHusa "IeHTp SKCIEPTU3H U
KOHTPOJIA KayuecTBa MEeIULMHCKOMN nomomm" MyHMCTEpCTBa 3OPaBOOXPaHEeHUS
Poccurickoy denmepaumm (masiee - LeHTP SKCIEPTMU3BI) BKJOUYaeT B cebg:

a) bammnmio, MMsa, OTYECTBO COTPYHOHMKA, €TI0 IOOJIKHOCTD;

©) azmpec leHTpa »kcHepTuss, TejedoH (dakc), BIEKTPOHHYK IIOUTY.

3. MubopmMaums O JIEKAPCTBEHHOM IIperapaTe BKJIOUYaeT B cebda:

a) HauMeHOBaHMe, B TOM UMCJIE:

MEXIYHApPOIHOE HEelaTeHTOBaHHOEe HaMMEHOBAHUE;

B CJlyYae OTCYTCTBMS MEXOYHAPOOHOT'O HENATEHTOBAHHOT'O HAMMEHOBAaHUA —
TPYNNMPOBOYHOE HaMMeHOBaHMUE;

B CJlydae OTCYTCTBUSA MEXIYHapPOILHOT'O HENATEHTOBAHHOIT'O MJM I'PYIINMPOBOUYHOI'O
HAVMEHOBAHUN — XVMMUECKOEe HAaMMEHOBAHUE;

B CJlydae OTCYTCTBMS yKas3aHHEIX HaMMEHOBaHMUM - TOPIOBOE HaMMEeHOBaHUE;

©) KOI aHaTOMO-TepaleBTUUECKO-XMMUUECKON KJjaccupmkaumm JIeKAPCTBEHHOT'O
npenapara;

B) npenjaraeMse K BKJIOUEHMIO MJIM MCKIIOUEHMIO JieKapCTBEeHHHEe (QOPME
3apPeIUCTPUPOBAHHOTO JIEKAPCTBEHHOT'O Ipernapara (HeoOXOOMMO INepPeudMuCIIUTh) ;

™) nHOOPMAaLIMIO [} BOCHPOM3BENEHHBIX JIEKAPCTBEHHBIX I[Ipenaparax (npm
HaJIMuumM) ;

o) nHopMaLMI O JIEKAPCTBEHHBIX I[pelapaTax, BKJIOUEHHEIX B I[IepeudeHb
XVBHEHHO HeOOXOIVMMEIX M BaXHEMIIMX JIEKAPCTBEHHBIX IPEenapaToB, B paMkKax
COOTBETCTBYOUMX aHaTOMO-TepalleBTUUEeCKO~XMUIE CKIUX TPy, a Takxe o
JIEKAPCTBEHHEIX IIpernapaTax C aHaJIOTMUHBIMM [IOKa3aHMAMU K I[IPVMEHEHUD.

4. PesysbTaTH OLEHKM METOIOJIOIMUECKOT'O KaudueCTBa KIMHMKO-3KOHOMMUUECKMX
MUCCJIENOBAHUM UM MCCJIENOBaHMM C MCIOJIb30BAaHMEM aHaliM3a BJIMSHMS Ha O0IKeTH
OmKeTHOM cucTeMu Poccuyckor Odemepaumm (majiee — OOIKET) BKJIOUAIT:

a) pesyJsIbTaTH OLEHKM METONOJIOTMUECKOI'O KauecCTBa KJIIMHUKO-ZKOHOMUUECKOTO
MCCJIeNOBaHMs, KOTOPEE 3alOJIHAITCH IO cJledyplell dopMe Ha Kaxnoe IokaszsaHue K
NIPYIMEHEHUIO ¢

Kputepui OueHka cooTBeTCTBMUSA ObocHoBaHue
TpeboBaHMAM pe3ynbTaToB OLEHKM
(cooTBETCTBYET UMK HE MEeTOA0MNOrMYeCcKoro
COOTBETCTBYET) kayecTBa

1. TNpeacTaBneHbl pe3ynbTaThbl
OTEYeCTBEHHOro UccrneaoBaHus
(aBTOpP, Ha3BaHWeE, UCTOUHWUK
nybnukauum, rog)

2. PaccmatpuBaeMble nokasaHus K
NPUMEHEHMIO

3. Bblbop npenapaTta cpaBHeHWs

4.  MeTog KNNHUKO-3KOHOMUYECKOTO
nccrefoBaHns - COOTHOLLEHUA 3aTpat
N 3PPEKTUBHOCTN, COOTHOLLEHUS
3aTpaT U NONes3HOCTH, MUHUMU3aLUNS
3aTpart

5. Bblbop KpuTEPUEB OLIEHKM
a(pheKTUBHOCTH

6. LleHa Ha nekapcTBeHHbIN npenapaT
7.  PacyeT npsiMbiX MEOULMHCKUX 3aTpaT

8. OnucaHne maTemaTM4eckon Moaenu
(npw Hann4mm)

HaaeXXHasf npaBoBasi NnoaAepXXKa V\w
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9. T[peacraBneHue 3atpaTt Npu onucaHum
pe3ynbTaTtoB

10. TlpencrtaBnexue pesynbTaToB

11.  AHanms 4yBCTBUTENbLHOCTU

12. CcbIfnKKM Ha UCNONb3oBaHHbIe

WCTOYHMKM MHDOopMaLIK

BbiBOA (MeTOOOMNOrM4YEeCKoe Ka4ecTBO
KNMUHUKO-9KOHOMUYECKNX NCCreoBaHnii 1
aHanusa BnusAHUS Ha GroaxeT
yAOBMNETBOPUTENBHOE MK
HeyOoBNeTBOPUTENTbHOE)

0) pes3yJbTaTs
MCIIOJIb 30BaHMEM
dopMe Ha KkaxImoe IIOKa3aHMEe K IIPUMEHEHMIO:

OLIEHKU

MEeTOOOJIOTMUECKOT'O
aHaMsa BJIMAHMA Ha Oo0OXeT,

KadvecTBa MCCJIeNOBaHUM C
KOTOPEIE 3allOJIHAKTCHA II0 crenyomen

Kputepui

OueHka cooTBETCTBUSA O6ocHoBaHVe
TpeboBaHMAM pe3ynbTaToB OLEHKM
(COOTBETCTBYET UMK HE MeTOA0MI0rM4YeCKoro
COOTBETCTBYET) KayecTBa

1. TlpeacTtaBneHbl pe3ynbTaThl
OTEYEeCTBEHHOIO UCCrnefoBaHus
(aBTOp, Ha3BaHWe, UCTOYHNKK
nyénvkauum, rog)

2. PaccmaTtprBaemble nokasaHuns K
NPUMEHEHMIO

3. LUeHa Ha nekapcTBeHHbIN Npenapat
4.  PacyeT npsiMblX MEOULNHCKNX 3aTpaT

5.  OnucaHve matemaTuyeckon mogenu
(Npn Hannuun)

6. [lpeacrtaBneHne NpsiMbIX
MeOULMHCKUX 3aTpaTt Npu onucaHum
pes3ynbTaToB

7. BpemeHHOI ropn3oHT

8.  XapaKkTepuCTuKuM U YNCNEHHOCTb
Leneson NonynsauMm naumeHToB

9. [lpeacTtaBneHune pesynbLTaToB
10. AHanus 4yBCTBUTEMbHOCTU

11.  CcblNKK Ha UCMONb30OBaHHbIE
NCTOYHMKN MHbopMaumm

HafeXXHaa npaBoBas noaAepXXkKa
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KOHCY/ILTAHTI /TIOC
(pen. ot 20.11.2018) [okyMeHT npepoctasneH KoHcynbraHTlntoc

"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[aTta coxpaHeHus: 22.11.2019

BbiBoA (MeTOOOMNOrM4eCckoe kKa4ecTBo
KNMUHUKO-9KOHOMUYECKNX NCCreoBaHni 1
aHanusa BnusaHUS Ha GroaxeT
yAOBMNETBOPUTENBHOE MK
HeyOoBNEeTBOPUTENTbHOE)

5. Pe3yJibTaTH U3yUeHUs IOMOJIHUTEJIb HEIX IOCJIeICTBUM IPUMEHEeHMI
JIEKAPCTBEHHOT'O IIpelapaTa BKJoUalT B cebsg:
a) cBeneHusd o) TOCyOapCTBEHHOM perucTpauum, obpalleHUM, obbeMax

TOCYIAapCTBEHHHX SBaKyNOoK [peljlaraeMoTo JIEKapCTBEHHOTO I[IpenapaTa, a TakKxe
JIEKAPCTBEHHEX I[IpPEenapaToB, BKJIOUYEHHHEX B IIepedeHb XMB3HEHHO HeOOXOIOMMEIX U
BaXHEMIMX JIEKapCTBEHHEIX npenapaTos, B pamMkax COOTBETCTBYRIMUX
aHATOMO-TepaneBTUUECKO-XUMUUYECKUX TPYIN, MMEOIMX aHaJIOTMUHEE [IOKa3aHMd, 10
crenywmen dpopme :

MexpgyHapo | JlekapcT Homep Cpok O6paLeHune Ob6bembl
AHoe BEHHas perncTpaumoHHoro aevicteu | (ynakoBku) 3a rocyaapCTBEHHbIX
HenaTeHTOB | hopma yaocTtoBepeHus (ans o nepuog He 3aKynok 3a
aHHoe BKIH04@EMOro unu perucTp | MeHee OQHOro | NpeaLecTBYHOLLMIA
HammeHoBa NCKITro4aemoro AauUMOHH | KameHgapHoro | kaneHgapHbIv roa
Hue neKapCcTBEHHOro oro roga,
npenapara) unm yAOCTOB | NpeALlecTBYOLL | yNakoBOK | pybnen
KONN4YeCcTBO epeHus ero nogave
perucTpaumoHHbIX npeanoxeHus
YAOCTOBEPEHMI Ans
neKapCTBEHHbIX
npenaparos,
BKJTIHOYEHHBIX B NEpeYyeHb
XXM3HEHHO
HeobX0aAMMBIX U1
BaXKHeMLLNX
neKapCTBEHHbIX
npenapaTtoB

6) pes3yJabTaTh BKCHIEePTM3H NPOUMX IAHHEIX IO JIEKAPCTBEHHOMY IIpelapary o
crenyoumer dopme :

Kputepun oueHku OueHka

(6annos)

HeobxoanmocTb NpMMEHEeHWs NeKapCTBEHHOIO nNpenapaTa aAns AMarHoCTUKN,
NpoUNaKTUKKL, NEYEHNS UNN peabunuTauumn Npu okasaHUn MeNLMHCKOM MOMOLLM
B cnyyae 3aboneBaHun u COCTOSIHUI, Npeobnagarwmx B CTPYKType
3aboneBaemMoCTn U CMepPTHOCTM rpaxaaH Poccuiickon degepaumm, Ha OCHOBaHUK
OaHHbIX rocyaapCTBEeHHOro CTatucTtn4ecKkoro Ha6mop,eHv|;|

Hannuue 3apeructpmpoBaHHbix B Poccuiickorn ®Pepepaumm BOCNpOM3BeaEHHbIX
NeKapCTBEHHbIX NpenapaToB
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
( T20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pe,u,. 0 o o [ata coxpaHenus: 22.11.2019
06 yTBepxaeHun Mpasun GopMMpoBaHUS NEPEYHEN Nek...

Hannyue nekapCTBeHHOro npenapara B NepeyHe cTpaTernyeckn 3HaunuMbIxX
nekapCTBEHHbIX CPEACTB, NMPOM3BOACTBO KOTOPbIX AOMMKHO ObiTb 06ecneyeHo Ha
TeppuTtopun Poccunckon ®efepaunn, yTBEpKAEHHOM pacrnopsKeHnem
MpasutenscteBa Poccurckon ®egepaumm ot 6 nions 2010 r. N 1141-p

Hanuune nekapcTBeHHOro npenapara B NepeyHsax fIekapCTBEHHbIX NpenapaTos,
dmHaHcupyembix 3a c4eT cpeacTB OrompkeToB cydbekToB Poccuickon ®enepavumm

Hannyue nponsBoacTBa (Nokanusauumn) nekapcTBEHHOro npenapara Ha
TeppuTtopun Poccunckon ®enepavinm

WNToroeas OLleHKa NpoYnx AaHHbIX Mo NpeanoXXeHuo

B) CBeOeHMsa O PeKOMEeHIaluMaxX MHOCTPAHHEIX AaTeHTCTB IO OLEeHKEe MeOUUMHCKUX
TEXHOJIOTUM O LeJIeCOOOPas3HOCTM I'OCYIapCTBEHHOTO QOMHAHCHMPOBaHMS B MHOCTPAHHOM
rocymapCcTBe IpenjlaraeMoro JIEKapCTBEHHOTO MpenapaTa [0 clenyolein dopMme:

lNoka3aHue K PekomeHpauum WHOCTpPAHHbIX areHTCTB Mo OueHKe MegULIMHCKNX
NPUMEHEHNIO TexXHoMornm
6. CrenmeHus 1 HOOTOTOBKM MNPEIJIOKEHMNM IO MCKIIOUEHU JIeKAPCTBEHHBIX
npenapaTos M3 YKaszaHHEX B [IOANYyHKTe "O" nyHkTa 1 HaCcTOAWETO 3akKJIUeHUSI
IepeyvHel B paMKaxX COOTBETCTBYWIMX aHaTOMO-TEPAleBTUUECKO-XVMUUECKUX TPYIIN U
JIeKapCTBEHHEIX npenapaTos, VIMEIMX aHaJIOTUYHBIE noxkasaHusg, a Takxe
IpenJIoXeHN S o KOpPpPeKLUN HaVMEeHOBAaHUM JIeKapCTBEHHEX npenapaToB u

HAVMMEHOBAHMM JIEKAPCTBEHHEIX GOPM JIEKAPCTBEHHBEIX [PENapaToB B COOTBETCTBMUU C
TOCYHapCTBEHHEIM DPEEeCTPOM JIEKaPCTBEHHEIX CPEeNCTB IO cJenyomer dopwme:

MexgyHapogHoe | JlekapcTs OTteuecTBEHHbIN CseaeHusa ons nogroToBKuM NpeanoXeHumn
HenaTeHTOBaHHOE €eHHasi UIIM UHOCTPAHHbIN MO NCKIMIOYEHUIO NeKapCTBEHHbIX
HauMeHoBaHue dopma npon3soauTenb npenapaToB, a Takke npeanoXxeHus no

KOppeKUMn HanMeHOBaHMii NekapCTBEHHbIX
npenapaToB ¥ HaMMeHOBaHWI
rieKapCTBEHHbIX (POPM JIeKapCTBEHHbIX

npenapaTtoB
7. THomnmucu ¥ pacumbpoBKa MNOAONMCEN COTPYOHMKOB ILleHTpa SKCIEPTU3H,
OCylleC TBIISOLNX OLIEHKY METONOJIOTMYECKOT'O0 KadeCTBa KJIMHUKO-3KOHOMMYECKUXK

MCCJIEOOBAHMUM ¥ MCCJIEINOBAHUM C MCIIOJIb3OBAHMEM aHaliM3a BJIMAHMS Ha OIXET:

(.m.0. corpynHuka lleHTpa BKCIEPTU3Bl, IOIANMUCEH)

(pyxoBonouTesib lleHTpa »KCHepTM3b, ®.M.O0., NOOMNMUCH)

DaTa
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06 yTBepxaeHun Mpasun GopMMpoBaHUS NEPEYHEN Nek...

Mpunoxexne N 9

Kk MpaBunam chopmMnpoBaHus nepeyHemn
nekapCTBEHHbIX NpenapaToB

ONA MeAMLMHCKOro MPpUMEHEHMS

1N MMHMMAaITbHOIO acCoOpTUMEHTa
nekapCcTBeHHbIX NpenapaTos,
HeobXxo4MMbIX AN OKa3aHUS
MeAMLMHCKON NOMOLLM

Cnuncok N3MeHsIIoLLMX JOKYMEHTOB
(BBegeHo [octaHoBnexnuwem lNpasutenscrea P® ot 29.10.2018 N 1283)

(popma)
HayuyHo oOoCHOBaHHas pPeKOMEHIalMs O BKJIIOUYEHUM
(06 MCKIIOUeHMM, OTKas3e BO BKJIOYEHMM) JIeKapPCTBEHHOTO IpenaparTa
B II€PeuYHM JIEKAPCTBEHHHX IIPEerNapaToB Ojid MEIULMHCKOI'O
IPMMEHEHMS VM MMHUMAJIbHBIM aCCOPTUMEHT JIeKapCTBEHHBIX
IpenapaTob, HeOOXOIMMBIX OJIS OKaBaHMUA
MeIMLMHCKOM rnoMomy <*>

1. HammeHOBaHME JIEKaPCTBEHHOTO npenapara (MexOyHapoOHOe
HEIlaTEeHTOBAHHOE, TIPYNNMPOBOUYHOE WMJIIM XMMMUUECKOE)

2. JlexapcTBeHHas QopMa JIEKapCTBEHHOI'O MNpelnapaTa

3. HacTosumy HOOKYMEHT KacCaeTCs MaTepMraljyioB, NpPenCTaBJIeHHEIX :

a) IJs BKIOUYEHMUs JIeKAPCTBEHHOT'O Ipernapara:

B IepedYeHb XM3HEHHO HEeOOXOIMMBIX M BaXHEMIMX JIeKapCTBEHHHX IIpelapaToB
0Jig MeIMLMHCKOIO IMpPMMeHeHusa (Jajlee - IepedeHb BaXHEMMX JIeKapCTBEHHHX
npenapaTos) ;

B IepedeHb JIEKAPCTBEHHEIX [pelapaToB, NpelHasHAaUYeHHEIX IJig oOecledeHUs
JILL, OONBHEX TeMobpuImer, MyKOBUCLMIOO30M, I'MIOQM3aPHEIM HAHMU3MOM, OOJIE€3HBIO
T'oume, 3JI0KaYeCTBEHHBIMU HOBOOOpPa30BaHUAMU IMPOMOHOVM, KPOBETBOPHOM U
POOCTBEHHEIX UM TKaHel, paccesHHEM CKJIEpO30M, a Takxe JuMl IOocJe
TPaHCIJIAHTaAUuUM OPITAaHOB U (1) TKaHEM (majnee - nepedeHb OOPOTOCTOSWMX
JIeKapPCTBEHHHX I[IpelapaToB) ;

B IepedeHb JIEKAPCTBEHHBIX IIpPEeNapaToB IJIsg MeIMLMHCKOI'O NPMMEeHeHMSI, B TOM
4yciye JIeKAPCTBEHHEIX [IpenapaToB IOJid MEeOMUMHCKOTO MNPMMEHEHMs, HasHadaeMEX 10
peleHMi0 BpadeOHBIX KOMUCCMM MEOMUMHCKMX OpraHmu3auui (majee - I[epedeHb
JIeKapCTBEHHEX [pelapaToB IJig oOecHedeHMs OTHEJIBHEIX KaTeropui TIpaxiaH) ;

B MMHMMAJIBHEIM ACCOPTMMEHT JI€EKAPCTBEHHEIX [IpenapaToB, HEOOXOOMMEIX IJIiS
OKaszaHMsa MEeIOMLMHCKOM IoMouM (Hajiee — MMHMMAJIbHEIM aCCOPTUMEHT) ;

0) I8 MCKIIYEHMs JIeKapCTBEHHOTO Ipelnapara:

13 NepedHs XMBHEeHHO HeOOXOIMMBEIX M BaXHEMIMX JIEKaPCTBEHHBIX [IPEeNapaToB;

13 IepedHs IOPOTOCTOAIMX JIEKAPCTBEHHEIX [IpenapaToB;

13 IepedHs JIeKapPCTBEHHEIX MNpenapaToB IOJisa obecledeHMs OTIEeJIbHEIX KaTeTopun
TpaxiaH;

¥3 MMHMMAaJIbBHOTO aCCOPTHUMEHTA.

4. 3BagpyieHHBHE [OKas3aHMsa IOJig NPMMEHEHUs JIeKapCTBEHHOTO IpelnaparTa.

5. OOpameHue JIeKAPCTBEHHOTO IpellapaTa Ha pPhHKE UM Hajnuye [NPOM3BOICTBA
(ToxanmmszaumyM) JIeKapCTBEHHOT'O Ipernapata B Poccuiyickom demepaumn, BKIOUALA:

a) BpeMsa BHIBOIA JIEKAPCTBEHHOTO IpellapaTa Ha PHHOK B MUpPE;

0) TOCyIapCTBEHHYK permucTpauuio B Poccumickon denepalnu;

B) HaJMuMe IIPOM3BOIACTBA BOCHIPOMSBBEINEHHEIX JIEKAPCTBEHHEIX [IPelnapaToB.

6. AHaJIOTUYHEE JIeKapCTBEHHLE npenapaTs B paMKax
aHAaTOMO-TepaleBTUYEeCKO-XUMUYECKMX TpPyNHd, a TakXe Ha OCHOBAHMM I[NOKa3aHMM K
IPUMEHEHMIO, CTAaHIAPTOB MEIMUMHCKOM IIOMOWM ¥ KIMHUYECKMX PEeKOMEeHIALNN
(IPOTOKOJIOB JIeUeHMs) M HaJlMuMe BOCHPOM3BEIEeHHEIX JIeKapPCTBEHHEIX NpelapaToB (B
TOM UMCJIE POCCUMCKUX) .
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871
(peg. ot 20.11.2018)
"O6 yTBepxaeHuu Mpaun HopMMPOBaHUS NepeYHelt Nex...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.11.2019

7. KpaTkas CcpaBHMTeJNbHas xapakTepucTuka s0beKTMBHOCTM M O€30MNaACHOCTU
JIeKapCTBEHHOTO IIpenapaTa, a TaKXe OCOOeHHOCTM KJIMHMYECKOTO I[IPMMEHEHUs
JIEKapCTBEHHOTO IIpenapaTa B CpaBHEHMM C aHajioramMu (KJIMHMYECKME I'PYIIIIE
naluMeHTOB, BKJOYas BO3PAaCTHHEHE OCOOEHHOCTM M Npoduib Oe30MNacHOCTM M Ip.) C
yKasaHMeM MTOT'OBOM OLEeHKM I10 pesyJjibTaTaM KOMIIJIEKCHOM OLeHKM (0aJijios) .

8. KpaTkoe KJIMHMKO-3KOHOMUYECKOE CPpaBHEHME [penjiaraeMoro JIEKapCTBEHHOTO
npenapaTa C aHajJoraMM (CTOMMOCTL JIeKapCTBEHHOTO IpelapaTa M kypca JIedeHUs

IO BasgBJIEHHHIM I[IOKa3aHMAM, CPaBHEHME 3aTpaT CUCTEMH 3IPaBOOXPAaHEHUT UM Ip.) C
yKas3aHMeM MTOT'OBOM OLEHKM [0 pe3yJibTaTaM KOMIIJIEKCHOM OLEeHKM (Dajjos) .
9. Pe3yJibTaTH METOLNOJIOTUYECKOTO KauecTBa KJIMHUKO—-23KOHOMUUE CKUX

MCCJIEOOBAHUM WM MCCJIeOOBaHMM C MCIIOJIb30BAHMEM aHalu3a BJIMSHMS Ha OIXETH
OIXEeTHOM CMCTEeME PoccuMckoym demepaumumy C yKasz3aHMEM UTOT'OBOM OLIEHKM I1O
pesynbTaTaM KOMIIJIEKCHOM OLieHkM (0ajijios) .

10. Iesecoobpas’HOCTb BKJIOYEHMS B yKas3aHHEIE B I[YHKTe 3 HACTOAWEIO
IOOKyMeHTa rnepeyHn JIEKQPCTBEHHOTO npenapata (B CBA3M C HaJlMuMEM B
KJIMHMYECKMX pPeKOMeHIalUMsax (MPOTOoKOoJlax JeudeHMs) U CTaHIapTax MeOMUMHCKON
IoMomy IO COOTBETCTBYIOUWMM IOKa3aHMAM) C YyYeTOM pPEeKOMEeHIyeMOM uYaCTOTH

IpenocTaBJIEHMS IO clenyomer dopMme:

Kputepumn oueHku Pesynbtar Wkana
OLIEHKM OLIEHKM
(6annos.)
LlenecoobpasHoCTb BKMOYEHMS (Hannyne nekapCTBeHHOro 0,8 n BbIWe +3
npenapaTa B cTaHA4apTax MeguLMHCKON MOMOLLM) C Y4ETOM
peKoMeHOyeMOW YacTOTbl MPeaoCTaBneHns 0,6-0,8 +2
0,4-0,6 +1
0,2-04 +0,5
Huxe 0,2 +0,2
Llenecoobpa3HoCTb BKMOYEHMS (HAnNn4ne nekapCTBEHHOMO na +2
npenapaTa B KNMHWYECKUX PEKOMEHAAUMAX (MPOTOKOMNax feyeHmns)
HeT 0
11. 3aMeuaHusda T'JIaBHOTIT'O BHeEWLITATHOTO CclIienumaljincTa MMHMCTepCTBa

30paBooxpaHeHusa PoccuiickoM demepaumm K pesysbTaTaM KOMIIJIEKCHOM OLEHKM (Ipu
HaJIM4uumM) .

12. MWToroBHE Oajjel C YYeTOM PpPesyJbTaTOB KOMIIJIEKCHOM OLEeHKM U B
coorBeTCcTBUM C nyHkTamm 10 m 11 HacTOAmWEero IOOKYyMeHTa.
13. KpaTxum BEIBOII o ejecoobpasHOCTHU BKJIIOUEHU S (MCKJIIOUEHMST)

JIEKapPCTBEHHOTO [penapaTa B [IePeuHM UM MUHUMAJIBHEI aCCOPTMMEHT, yKa3aHHEE B
NnyHkTe 3 HACTOAWETO OOKYMEHTa.

14. TlpenJjioxeHMs IO 1eJIeCOOOPasHOCTM MCKINOYEHMS JIEKapCTBEHHOT'O IIpernaparta
13 I[epeuyHel ¥ MMUHMMAJIBHOTO aCCOPTMMEHTAa, YKa3aHHBX B IIyHKTe 3 HaCcTOSWeIo
OOKYyMEHTa, B paMKax COOTBETCTBYWOIMX aHaTOMO-TepaleBTUYECKO-XUMUYUECKUX
Tpynil, B TOM YMCJIe JIEKAPCTBEHHEIX INPEeNnapaToB, MMEKOUMVX aHaJOTMYHHE [10Ka3aHMA
K I[PMMEHEHUD.

IIOOINMCh " paCHH/I(l)pOBKa IIoOnmMcCum naTa

<*> PekomMeHOauuMm OPMUPYIOTCA C Y4EeTOM 3aKkIlueHWA Mo pesynbTaTaM aHanmusa MeTOAONOrMYeckoro
KayecTBa KMMHUKO-OKOHOMWYECKMX WUCCRedoBaHW U aHanu3a WHopMaumm O CpPaBHUTENBHOW  KITMHUYECKOM
adhpekTMBHOCTM N 6€30NacHOCTM NEKAPCTBEHHONO nNpenapaTa, OLEHKN 3KOHOMUYECKUX MOCNEeaCTBUN €ro NpUMMeEHEHMs,
N3y4eHust AOMONTHUTENbHBIX NOCNEACTBUA NPUMEHEHUS NIeKapCTBEHHOMO npenapaTta, NnpuBeaeHHbIX B npunoxeHuax N 7
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MoctaHoBneHue lMpasuTenbctea PO ot 28.08.2014 N 871 K n
KOHCYJIbTAHTINIOC
(pen. ot 20.11.2018) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" u [aTta coxpaHeHus: 22.11.2019
06 yTBepxaeHuu Mpasun hOpMUPOBaHUS NepeYHEN Nex...

n 8 k [lMpaBunam oOpMUPOBaHUA MEepeyHEN JieKapCTBEHHbLIX npenapaToB ANs MeOUUMHCKOTO MPUMEHEHUs U
MUHUMarnbHOrO acCoOpTUMEHTa feKapCTBEHHbIX NpenapaTtoB, HeOOXOAMMbIX ANs OKas3aHUs MeOWUMHCKOW MOMOLLW,
yTBepXaeHHbIM noctaHoBneHvem lMpasutenscTBa Poccuiickon ®eaepauum ot 28 asrycta 2014 r. N 871.
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