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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun Mpasmn hopMUPOBaHUSI NEpPEYHEN [JokymeHT npepocTtaeneH KoncynbtauTtintoc
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017

NPABUTENbCTBO POCCUNCKOW ®EOEPALIUU

NOCTAHOBIEHUE
ot 28 aBrycta 2014 r. N 871

Ob YTBEPXOEHWUN NPABUIJI
®OPMUPOBAHUA NEPEYHEN NEKAPCTBEHHbIX MPENAPATOB
ana MEAUMUNHCKOro NPUMEHEHUA U MUHUMATIBHOIO ACCOPTUMEHTA
JIEKAPCTBEHHbIX MPEMAPATOB, HEOBXOAOUMbIX ANA OKA3AHUA
MEOULMHCKOM NOMOLLMU

KoHcynbTaHTlnoCc: npumeyaHue.

depepanbHbiM 3akoHOM 0T 26.04.2016 N 112-d3 B cTtatbio 15 deagepanbHoro 3akoHa oT 21.11.2011 N 323-03
BHeCeHbl n3mMeHeHud. O npegocTaBneHMM roCyAapCTBEHHbIX rapaHTui B Buae obecneyeHns rnekapcTBEHHbIMU
npenapatamu cM. Yactn 7 - 10 ctaTbn 44 HOBOW pegakumm 3akoHa.

B cootBeTcTBUM cO cTatbammn 55 n 60 ®egepansHoro 3akoHa "O6 obpalleHnn nekapcTBEHHbIX CpeacTB”, CTaTben
15 ®depepanbHoro 3akoHa "O6 ocHoBax OxpaHbl 340poBbs rpaxaaH B Poccunckon ®Pepepauun” un cratben 6.2
depepanbHoro 3akoHa "O rocygapcTBeHHoM coumansHonm nomown” [lpaButenbctBo Poccuiickon ®epepauun
NMOCTaHOBISAET:

1. YtBepauTe npunaraemble [lpaBuna OPMMPOBaHUS MNepeYHEen feKkapCTBEHHbIX npenapaToB  Ans
MEOULMHCKOTO MPUMEHEHNS U  MWHMMAarbHOMO acCOpTUMEHTa JleKapCTBEHHbIX NpenapaToB, Heobxoaumbix Ans
oKa3aHuUs MEAMLIMHCKON NMOMOLLIN.

2. MvnHucTepcTBy 3apaBooxpaHeHns Poccuickon Pefepaumm yTBepAMTb NoNoxeHne o kommceun MuHuctepcrea
3apaBooxpaHeHns Poccuitickon depepaumm no  (pOpMUPOBaHMIO MEpedHer NeKkapCTBEHHbIX MpenapaToB  Ans
MEOULMHCKOTO MPUMEHEHUST U  MWHMMArbHOrO acCOPTMMEHTa JleKapCTBEHHbIX NpenapaToB, HeobxoauMbiX Ans
OKasaHunsi MegULMHCKON MOMOLLM, U COCTaB yKa3aHHOW KOMUCCUN.

3. YctaHoBuTb, 4TO B 2014 rogy npeanoxeHus no opMmMpoBaHMIoO NepeyHen nekapCTBEHHbIX npenapaTtoB And
MEAVLMHCKOTO MNMPUMEHEHNST U MUHMMArbHOIO acCOPTUMEHTA JIEeKApCTBEHHbIX MpenapaToB, HeoOXOoAMMbIX Arfis
OoKasaHWs MegUUMHCKOW MnoMoLlM, HanpasnsawTcsa B MuHMCTepcTBO 3apaBooxpaHeHus Poccuiickon depepaumm B
nopsiake, NpegycMoTpeHHoM MNpaBunamm, yTBepXAEHHbIMW HACTOALLMM NocTaHOBNEHMEM, 0o 15 ceHTs6psa 2014 T.

4. MyHkT 4 noctaHoBneHus MNpasutenoctBa Poccunckon ®epepaumm ot 29 oktabpa 2010 r. N 865 "O
rocyJapCTBEHHOM pErynMpoBaHMM LEH Ha JeKkapCTBEHHble Npenapatbl, BKMOYEHHble B MEepeYeHb KU3HEHHO
HeobXxo4MMbIX U BaKHEWLLMX fekapcTBeHHbIX npenapatoB” (CobpaHue 3akoHopatenbctBa Poccunckon depepaumn,
2010, N 45, cT. 5851; 2012, N 37, c1. 5002) nocne crnoB "MMHUCTEPCTBOM 3KOHOMMWYECKOro pasBuTus Poccuiickon
degepaumn” gononHuTb cnosamm ", MuHUCTepCcTBOM Tpyda W couumanbHow 3awmTbl Poccunckon ®egepauun,
MwuHucTEepCTBOM pervMoHanbHoro passutusi Poccuiickon ®Pepepaumun, depepanbHOW aHTUMOHOMOMBHOM  CRyx6oN,
depepanbHoi cnyxboi no Hagsopy B cchepe 3awuTel NpaB NoTpebuTenen n 6narononyynsa yenoeeka, PenepanbHbIM
areHTCTBOM Hay4HbIX opraHusaumin”.

5. MuHncTepcTtBy 3apaBooxpaHeHust Poccuiickon ®Pepepauumn gaBaTbh pasbsCHEHUS O MOpsAKe MPUMEHEHMS
MpaBun, yTBEPXXOEHHbBIX HACTOSALLNM NOCTAHOBMEHMEM.

Mpencepatens MNpaButenbcTea
Poccuiickon denepaunn
O0.MEOBEOEB

YTBEpPXKOEHbI

noctaHoBrieHnem lNpaBuTenbcTea
Poccuiickon depepanmm

ot 28 aBrycta 2014 r. N 871

NMPABUIIA
®OPMUPOBAHUA NEPEYHEN NEKAPCTBEHHbIX NMPEMNAPATOB
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun Mpasmn hopMUPOBaHUSI NEpPEYHEN JokyMeHT npepoctasneH KoHcynbTaHTlnoC
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017

anAa MEQUUUHCKOIo NPMMEHEHUA U MUHUMATIbBHOITO ACCOPTUMEHTA
NEKAPCTBEHHbIX MPEMNAPATOB, HEOEXOOUMbIX AJ14 OKA3SAHUA
MEOWLUMHCKOU NOMOLLIN

1. Hactosiwwme MNpaBuna yctaHaBnmMBatoT NOPSAOK POPMUPOBAHUS:

a) NEPEYHs XU3HEHHO HEODXOAUMbIX U BaXXHENLLMX NeKapCTBEHHbIX NpenapaToB Ans MeAULUHCKOro NPpUMeEHeHUs
(manee - nepeyeHb BaXXHENLLMX NEKAPCTBEHHbIX MpenapaToB);

6) mepeyHa nekapCTBEHHbIX npenapaToB, NpegHasHayeHHblX Ans obecneveHns nuu, G0MbHbIX remodunmen,
MYKOBMCLMOO30M, MNodun3apHeiM HaHu3MoM, 6onesHblo [owe, 3nokavyecTBeHHbIMM  HOBOOOpa3oBaHUSMU
nMMONOHON, KPOBETBOPHOW W POACTBEHHbIX MM TKaHeW, pacCesHHbIM CKNepo3oM, a Takke nuy  nocne
TpaHcnnaHTauum opraHoB U (Mnn) TKaHen (Janee - nepeyeHb AOPOroCTOSALWNX NEKapCTBEHHbIX NpenapaTos);

B) NepeyYHs NekapCTBEHHbIX NpenapatoB AN MEeOULMHCKOTO NPUMEHEHWs, B TOM YUCre NeKapCTBEHHbLIX
npenapaToB ANs MEOULMHCKOTO MPUMEHEHWsl, Ha3Ha4YaeMblX MO peLleHUI0 BpayvyebHbIX KOMWCCUA  MEAMLMHCKMX
opraHu3auui (ganee - nepeyeHb fiekapCTBEHHbIX NpenapaToB Anis obecnevyeHns oTAeNbHbIX KAaTeropui rpaxaaH);

r) MMHUManbHOrO  aCCOPTUMEHTa JIEKAapPCTBEHHbIX NpenapaToB, HEOOXOAUMbIX AMsi OKas3aHus MeOULMHCKOW
nomoLu (ganee - MUHUMarnbHbIN aCCOPTUMEHT).

2. [lepeyeHb BaxKHENLINX NEKapCTBEHHbIX MpenapaTtoB dopMupyeTcs Mo MexAyHapoAHbIM HenaTeHTOBaHHbIM
HanMeHOBaHUAM 3TUX NEeKapCTBEHHbIX NpenapaToB (NpyY OTCYTCTBUM TaKUX HAUMEHOBAHUA - MO rPYNNMPOBOYHLIM UMN
XUMWYECKMM HAMMEHOBaHUSM), B TOM 4uCMe C Y4eTOM CTaHOapTOB MEOMUMHCKOA MOMOLM U KIMHUYECKUX
pekomeHAaumin (MPOTOKOMOB NIEYEHUS) MO BOMpOCcaM OKa3aHus MeOULMHCKON MOMOLLM, U3 NTEKapCTBEHHbIX MpenapaToB
O5s MegMLUMHCKOro NpUMMEHEHUSA (aanee - nekapCTBEHHbIE Npenaparbl), OTBEYAOLMX CNeayLWwmuM KpUTEPUSIM:

a) nekapCTBEHHbIN NpenapaT 3aperMcTpupoBaH B yCTaHOBNEHHOM nopsagke B Poccuiickon ®eaepaunu;

6) NnekapCTBEHHbIV NpenapaTt NPUMEHSIETCS C LeNblo ANArHoCTUKK, MPOUnakTukn, fedeHns u peabunutaumm
3aboneBaHnii, CMHOPOMOB U COCTOSIHUI, B TOM YuMcrie npeobnagatwmx B CTpykType 3aboneBaemMocTu B Poccuiickon
denepaumu;

B) NIEKAPCTBEHHBIN NpenapaT MMeeT NPEUMYLLECTBO MO CPaBHEHWIO C OPYIMMMW NEKapCTBEHHbIMW Npenapatamu
npuv nevyeHnn onpeaeneHHoro 3abonesaHns UM COCTOAHMS;

r) nekapCTBEHHbIN npenapaT TepaneBTUYECKU OSKBMBANEHTEH JIeKapCTBEHHbIM MpenapaTtaMm CO  CXOXUM
MexaHM3MOM (bapMaKkonorM4eckoro 4ENCTBUS.

3. [epeyeHb  [OOPOrocTosLMX  NeKapCTBEHHbIX  MpenapatoB  dopMupyeTca  No  MeXAyHapOoAHbIM
HenaTeHTOBaHHbIM HAMMEHOBAHUAM 3TUX NEKAPCTBEHHbIX MpenapaTtoB (Mpu OTCYTCTBUM TakMX HauUMEHOBAHWM - MO
rPyNMUPOBOYHBIM UM XMMWYECKMM  HauMMEHOBaHWsM) C  y4eToM OObeMoB  OOMKETHbIX  aCCUrHOBaHWUW,
npeaycMoOTpPeHHbIX B heaepanbHOM OlOOKETE Ha CrneayrlmMi KaneH4apHbI rog M COOTBETCTBYHOLUMA  MiAaHOBbLIN
nepuoa, N3 NekapcTBEHHbIX NpenapaToB, OTBEYAIOLLMX CNeayLMM KPUTEPUSIM:

a) NekapCTBEHHbIV NpenapaT 3aperncTpupoBaH B yCTaHOBMNEHHOM nopsiake B Poccuickon depepaumu;

6) nekapCcTBEHHbIN NpenapaT BXOAWT B NepeYeHb BaXXHENLLUMX NEeKapCTBEHHbIX NpenapaTos;

B) NIEKAPCTBEHHbIN NpenapaT MMeeT NPEUMYLLECTBO MO CPaBHEHWIO C OPYMMMW NEKapCTBEHHbIMWM NpenapaTtamu
npu nevyeHun nuuy, OOonbHbIX remodunmen, MyKOBMCLUMAO30M, Mnodmn3apHbiM  HaHU3MOM, OGonesHblo [ouwe,
3r10Ka4eCTBEHHLIMX HOBOOOPa30BaHMAMU NUMAONOHON, KPOBETBOPHOW M POACTBEHHbLIX WM TKaHeW, pacCesiHHbIM
CKIepo3oM, a Takxke nuL, nocne TpaHcnnaHTauum opraHoB 1 (Mnn) TKaHen.

4. MNepeyeHb nNekapCTBEHHbIX NpenapaToB Ansi obecneyeHns OTAENbHbIX KaTeropuin rpaxgaH dopmMupyeTcs Mo
MeXayHapOoAHbIM HenaTeHTOBaHHbIM HauMEHOBaHUSIM 3TUX NEeKapCTBEHHbIX npenapaTtoB (MpUM OTCYTCTBUMM TaKuX
HaVMEHOBaHUM - MO TPYMMUPOBOYHBIM WM XUMUYECKMM HaUMEHOBaHMWAM) W3 JIEKApCTBEHHbIX MpenapaTos,
OTBeYalLNX cneayroLmnm KpUTepusam:

a) NeKapCTBEHHbIV Npenapar 3aperncTpupoBaH B yCTaHOBINEHHOM nopsigke B Poccunckon depepaumy;

6) NekapCTBEHHbIVN NpenapaTt BXOAUT B NepeYeHb BaXXHENLLNX NeKapCTBEHHbIX NpenapaTos;

B) NEeKapCTBEHHbIN NpenapaT MeeT NPEUMYLLECTBO MO CPaBHEHUIO C OPYrMMWU NeKapCTBEHHbIMW npenapatamu
Npuv NeYeHnn NnL, UMEKLLMX NPaBo Ha NoNy4YeHUe rocyaAapCTBEHHOW coLmarnbHON NOMOLM B BUuae Habopa coumnanbHbIX
ycnyr.

5. MnHMManbHbIN acCOpPTUMEHT dopMUpyeTCa ANs  pasfnyHbiX  BUMAOB anTeYHbIX OpraHuMsauum wu
UHOVBMAYaAnbHbIX MPEeAnpuUHUMATENen No MeXAyHapoAHbIM HenaTeHTOBaHHbIM HaVMMEHOBAHUSIM  JTIEKAPCTBEHHbIX
npenapaTtoB (Npv OTCYTCTBUM TakKMX HAMMEHOBAHWA - MO TFPYMNMMPOBOYHBIM UM XUMWYECKUM HaUMEHOBAHUAM) U3
nekapcTBEHHbIX NpenapaToB Ansi MeAULMHCKOro NPUMEHEHWs, OTBEYaIOLWNX CrEeaYOLWLNM KpUTEPUAM:

a) NekapCTBEHHbIV Npenapar 3aperncTpupoBaH B yCTaHOBMNEHHOM nopsiake B Poccuinckon denepaumu;

6) nekapCTBEHHbIN NpenapaT BXOAWT B NEpeYEHb BaXHENLUMX NEKapCTBEHHbIX MPenapaTos;

B) NleKapCTBEHHbIN NpenaparT, HaxoasLwmincs B obpalleHnm Ha Tepputopumn Poccuiickon degepaumm, MMeeT He
MeHee 2 COOTBETCTBYIOLLUNX eMy MO MeXAYHapOAHOMY HeNaTeHTOBaHHOMY HaVMeHOBaHWUio MO0 3ameHsLWeMy Takoe
HanMeHoBaHWe rpynnMpoOBOYHOMY MMM XMMUYECKOMY HAUMEHOBAHMIO BOCNPON3BELAEHHbIX NTEKAPCTBEHHbLIX MpenapaToB
B aHasnorMyHbIX JEeKapCTBEHHbIX POpMax M LO3NPOBKaX, NMPOM3BOAMMbIX OABYMS M Oonee npousBoguTensmu (3a
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WCKIIOYEHMEM JTEKapCTBEHHbIX MpenapaToB, MPON3BOANMbIX €4UHCTBEHHBIM OTEYECTBEHHBLIM NPOU3BOAMTENEM);

r) NekapCTBEHHbIN NpenapaT cornacHo AaHHbIM 06 o6bemax npogax Ha papmaueBTUYECKOM pbiHke Poccuiickon
®enepaummn BoctpeboBaH CUCTEMON 30paBOOXPaHEHNS U HaceneHnemM B TeYeHne BCEero KaneHgapHoro roga.

6. JlekapcTBeHHble NpenapaTbl NoAanexaT WMCKMIYEHUIO N3 MepEeYHs BaXHENLUMX feKkapCTBEHHbIX Npenaparos,
NnepeyHsl LOPOroCTOSALMX NEKAPCTBEHHbIX MNpenapaTtoB, MepevHsl NeKapCcTBEHHbIX MpenapaTtoB Ansi obecneveHus
OTAEeNbHbIX KaTeropuin rpaxaaH (ganee - nepevyHn) 1 MMHUMarbHOro acCoOpTUMEHTA B CrieyoLLmMX criyvasx:

a) BKIIOYEHVE anbTEepPHaTUBHbIX JIEKAPCTBEHHbIX NpenapaToB, oOnafarolmMx AoKa3aHHbIMU KIMHUYECKUMU, Y
(Mnn) KITMHUKO-3KOHOMUYECKMMUN MPEUMYLLIECTBAMU, U (M) OCOBEHHOCTSIMN MeXaHu3ama OencTeus, n (Mnu) Gornbluen
0e30nacHOCTbIO MpU  AMarHoctuke, nNpodunakTuke, nedyeHun wunu peabunutauum 3abonesaHui, CUHAPOMOB U
COCTOSHWUIA;

6) nosiBneHve CBEAEHUN O TOKCMYHOCTU WM BbICOKOW YacToTe HeXenaTeNbHbIX MOOOYHbIX SBMEHUA npwu
NpUMeHeHU NekapcTBEHHOro nNpenaparTa;

B) MpMOCTaHOBMNEHME NPUMEHEHUS NlekapCTBEHHOMO Npenapata B Poccuiickon ®eagepaunu;

r) oTMeHa rocygapCTBEHHON perMcTpaunm ieKapCTBEHHOTO Npenapara;

4) NnpekpalleHe NpoM3BOACTBA fekapCTBEHHOro npenapata nMbo ero nocrtaBok B Poccuiickyto ®egepauuio u
(Mnn) oTcyTCTBUE NEKAPCTBEHHOrO Npenapara B rpaxxgaHckom obopoTe B Poccuiickon ®egepauun B TedeHne nepunoaa,
npeBbILLaLWEero OAnH KaneHaapHbIv rog;

€) UCKIMYeHne fekKapCTBEHHOrO npenapaTta U3 NepeyHs BaKHENLNX NeKapCTBEHHbIX MpenapaTos - AN NepeyHs
AOPOroCTOSALUMX JeKapCTBEHHbIX MNpenapaToB, NEepeyvHs fekapCTBEHHbIX MnpenapaTtoB And obecneyveHus oTAerbHbIX
KaTteropun rpaxgaH 1 MMHUManbHOro accopTMMEHTA.

7. [NepeyeHb BaXHeWLNX FeKapCTBEHHbLIX NpenapaToB opmupyeTca exerogHo. [lepevyeHb [OpPOrocTosALMX
nekapCTBEHHbIX NpenapaToB, NepeYeHb NekapCTBEHHbIX NpenapaToB Ans obecnevyeHns oTaenbHbIX KaTeropun rpaxaaH
W MUHUMAarbHbIA aCCOPTUMEHT POPMUPYIOTCH HE pexe OOHOro pasa B 3 roaa.

8. BHeceHue n3MeHeHW B NEpPeYHUn U MUHUMArbHbIA aCCOPTUMEHT OCYLIECTBMNSETCA B COOTBETCTBUU C
TpeboBaHNsIMM, YCTAHOBIEHHLIMKU HacTosAWwMMK MpaBunamum.

9. dopmupoBaHME NepevHen N MUMHUMAITbHOrO aCCOPTUMEHTa OCYLLECTBMsIETCs1 obpa3oBaHHON MWHUCTEPCTBOM
3gpaBooxpaHeHus Poccuickon degepaumm Kommcenern no (oopmMupoBaHno nepedHen NekapcTBEHHbIX npenapatoB U
MWHUManbHOrO acCcopTUMEHTA (Janee - KoMuccus).

10. OpraHusaumnoHHO-TeXHNYeckoe obecneyeHne [EeATENbHOCTU KOMMUCCUMM ocyluecTBnsieT MuHuUCTepcTBO
3apaBooxpaHeHunst Poccuiickon ®epgepaunn.

11. B coctaB komuccum BXogaT npeacrtaButenu MuHuCTepcTBa 3gpaBooxpaHeHus Poccuiickon depepauun,
MwuHMCTEpCTBa NPOMBILLNIEHHOCTM U ToproeBnu Poccuiickon Pepepaumm, MuHucTepctBa duHaHCOB Poccuickom
depepaumm, MuHucTepcTBa Tpyga U coumanbHon 3awmtbl Poccuinckon depepaumn, MunHMCTEPCTBA pPErMoHanbHOro
passutusa Poccuickon ®egepauun, PegepanbHon cnyxbbl N0 Haasopy B cdepe 3gpasooxpaHeHus, PedeparnsHoOn
cnyx6bl MO Hagsopy B cdepe 3awuTbl npaB notpebutenenm wu  Gnarononydus denoseka, ®PeaepanbHoi
aHTMMOHOMNONbLHOM cnyXbbl, PefepanbHOro Meanko-OMonornyeckoro areHTcTea, degepanbHOro areHTCTBa HayYHbIX
opraHusauui, UWHbIX edepanbHblX OpraHoB — UCMOMHUTENbHOW  Bracty, defepanbHbiX  FoCy4apCTBEHHbIX
obpaszoBaTenibHbIX OpraHn3aumin BbiCLLEr0 MEAMLMHCKOrO U hapMaueBTU4eckoro obpasoBaHus, a Takke degepanbHbix
rocyaapCTBEHHbIX MEAULIMHCKUX U hapMaLEeBTUYECKMX HAYYHbIX OpraHn3aumi.

Ha 3acepaHuns komuccum MoryT ObiTb nNpurnalleHbl npeactaBUTeENM  WHbIX  bedepanbHbIX  OpraHoB
WCMNOMHWTENBHOW BNacTW, a Takke OOLIECTBEHHbIX OObEAMHEHWIA, OCYLLECTBISOWMNX AesTeNnbHOCTb B cdepax
3[paBOOXpaHeHUsl, 06paLLeHNst TeKapCTBEHHbIX CPEACTB M 3aLLMTbI MpaB rpaxaaH B aTux cdepax.

12. 3acepaHns KOMMCCMM TpaHCIMpylOTCA Ha oduuymnaneHoMm canTe MuHUCTepcTBa  34paBOOXPaHEHUS
Poccuiickon depepaumm B MHpOPMaLMOHHO-TENIEKOMMYHUKALUMOHHON ceTu "VIHTepHeT" (ganee - ouumanbHbIn CanT B
cetun "UHTepHeT").

13. CybbekTbl obpalleHns nekapcTBeHHbIX CpeacTB M (Mnu) oblecTBeHHble 06beanHEHNs, OCYLLEeCTBSoWme
OesTenbHOCTb B cchepax 3apaBooxXpaHeHust, obpalleHns nekapCTBEHHbLIX CPeACTB M 3aluTbl NpaB rpaxgaH B 3TUX
chepax (Qanee - 3agBUTENN), HaNPaBNAT exerogHo B MMHUCTEPCTBO 3apaBooxpaHeHus Poccuinickon depepaumn He
nosgHee 31 mapTta BKHOYMTENBHO Ha OyMaKHOM HOCUTENE U B 3MEKTPOHHOM Buae No ¢opme, YCTAHOBIIEHHON
yKkasaHHbIM MnHUCTEpPCTBOM, cnegytowue npeanoXeHnsi ¢ NpunoXXeHnemM COOTBETCTBYIOLLNX JOKYMEHTOB U CBEAEHUN:

a) npeanoXxeHne O BKIOYEHMUN NEKAPCTBEHHOro npenapaTa B nepeyvHu no chopme cornacHo npunoxeHuto N 1;

0) NpeanoxxeHne o BKIMNIOYEHUN NTEKAPCTBEHHOMO Npenapata B MUHUMAasbHbLIN aCCOPTUMEHT Nno ¢bopMe cornacHo
npunoxexHuo N 2;

B) NpeanoxeHne o6 UCKMIOYEHMM NTIEKapCTBEHHOIO Npenaparta u3 nepeyHer no popme cornacHo npunoxeHuto N

3

r) npeanoxeHne 06 WCKNIOYEHUM MEeKapCTBEHHOro mpenapaTta M3 MWHUManbHOrO accopTUMmeHTa no dopme
cornacHo npunoxexuto N 4.

14. lMpn HanpaBneHWyn Kaxgoro u3 npeanoXeHun, ykadaHHbIX B MyHKTe 13 Hactoswwmx [pasun (ganee -
npeanoxeHve), No novte gHem obpalleHns 3asBUTENs B KOMUCCUIO CUYMTAEeTCA [faTta, YykasaHHas Ha Mo4YTOBOM
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WTemMnene opraHn3aumm degepanbHoOn NOYTOBOW CBS3N MO MECTY OTMPABNEHUSA NPEANOXKEHUS.

15. Komuncens B TeyeHue 15 gHen co OHSA MOCTYNAEHUS MPeasioKeHUs OpraHusyeT npoBefeHne ero
[OKYMeHTanbHOW SKCrnepTussbl.

Mpu gOKyMeHTanbHOW 3KCNepTn3e npoBepseTcs Haanexawee odopMreHue npeanoXeHus B COOTBETCTBUM C
HacToswmmMu NpasBunamm, NONHOTa U JOCTOBEPHOCTL NpeAcTaBneHHoN HopMaLMM O NieKapCTBEHHbIX Npenapartax, B
TOM uUMCIle ee COOTBETCTBME CBeOEHUSAM, COoAepXXallumcs B rocyapCTBEHHOM peecTpe feKapCTBEHHbIX cpeacTB, Mo
pesynbTataM KOTOpoW OdopMIseTca 3aknioveHne no dopme cornacHo npunoxeHuto N 5 (ganee - 3aknioveHue no
pesynbTataM SJOKYMEHTanbHOW 9KCNepPTU3bl).

16. MNpennoxeHne OTKIOHSAETCA OT JaNbHENLWero pacCMOTPEHMS B CAEAYIOLWNX CryyasX:

a) HeHagnexatlee ohopMreHne nNpeanoXeHns u npunaraembix K HeMy JOKYMEHTOB 1 CBEAEHUN;

6) oTCyTCTBME NPEANOXEHNS U NpunaraeMbix K HEMy JOKYMEHTOB M CBEEHUI B 3NEKTPOHHOM BUAE;

B) NpeAcTaBneHne JOKYMEHTOB U CBEAEHWI B HEMOTHOM 0ObEME;

r) BbISIBIIEHNE HECOOTBETCTBUSA MEXAY AOKYMEHTAMN U CBEAEHMAMMU, NPeACTaBEHHbIMU Ha DyMaXHOM HocuTene
N B 9NIEKTPOHHOM BUAE;

4) NpeactaBneHne He4OCTOBEPHOW UMM UCKaXXEHHOW MHbopmaLnn.

17. lMpn OTKNOHEHUWN NPEeAnoXeHUs OT AarbHenLero pacCMOTPEHWs KOMUCCUEN HanpasnseTcs 3asBuTento
COOTBETCTBYIOLLEE 3aKNoYeHre No pesynbTaTtamM JOKYMEHTaNbHOW 3KCNepTusbl B CPOK, HE MpPEBbIAOWMIN 7 OHEW co
OHs1 ero BblHECEHWs, MpU 3TOM MNpeacTaBrneHHble B MwuHMCTEpCTBO 3apaBooxpaHeHust Poccuinckon ®epepauun
OOKYMEHTBI U CBEAEHUSA 3a8BUTENIO HE BO3BpaLLaloTCS.

HopaboTaHHoe 3asBUTENEM MNPEANOXEeHWe C YCTPaAHEHHbIMW 3aMeyYaHWsiMM, yKa3aHHbIMU B 3aKIIOYeHWn Mo
pesynbTataM OKYMEHTanbHON 9KCNepTn3bl, MOXeT OblTb NOBTOPHO HanpasfeHO B KOMUCCUMIO He no3gHee 1 uioHSA
TekyLlero roga.

18. MiHdopmaumsa o NOCTYNUBLUMX B aApec KOMUCCUW NPeaNoXeHUsX, B TOM Yucne npoweawmnx 4oKyMeHTarnbHyo
3KCnepTuay, pasMeLtaeTcsa Ha oduLmanbHOM canTe B ceTu "MIHTepHeT".

19. TlpennoxeHusi, B OTHOLUIEHMM KOTOPbIX BbLIHECEHO MOJIOXUTENbHOE 3aKMlYeHne Mo pesynbratam
OOKYMEHTanbHOW 3KCNepTu3bl, Noanexar ganbHenwemMy pacCMOTPEHUID KOMWCCUEW B YCTAHOBIIEHHOM HacCTOSALLMMMU
MpaBunamu nopsiake.

20. Komucenst B CpoK, He MpeBbllaowmin 7 AHEN CO [HA BblHECEHUS MOJIOKUTENbBHOrO 3akiioyeHus Mo
pesynbTataM JOKYMEHTarnbHON 3KCnepTusbl, HanpasnseT NPeanoXeHne B OTHOLUEHUW NeKapCTBEHHLIX npenapaTos,
npegnaraembiX Ans BKIHOYEHWUS] (MCKITIOYEHUS) B MepevHu, Ha 3KcnepTudy B npodwnbHyl  denepanbHyto
rocygapcTBeHHylo  obpasoBaTenbHyl0  OpraHuM3aumilo  Bbicwero  obpasoBaHus  (MeguuuHckoro  u  (Mnw)
drapmMaueBTNYECKOro) 1 (Mnn) LONOMHUTENBHOTO NPodEeCcCnoHanbHOro 0bpa3oBaHMs, OCYLLECTBISIIOLLYI B KayecTBe
YCTaBHOrO BMAA [EATENbHOCTM HAyYHO-UCCNEenoBaTerNbCKyld AEeATENbHOCTb, NMMOO B MeAUMUMHCKYD U (uUnu)
hapMaLEeBTUYECKYID HAYyYHYH) OpraHuM3auuvio, noaBedoMCTBEHHYO MuHUCTepCTBY 3apaBooxpaHeHus Poccuiickon
degepaummn unn HaxoasLwycs B BefeHun PefepanbHOro areHTCTBa HaydHbIX OpraHusauun (ganee - akcnepTHas
opraHusauus), ¢ NnpegocTaBeHMeM OOCTYNA K SNEeKTPOHHBIM BEPCUAM MPEACTABMNEHHbIX 3asBUTENSIMA LOKYMEHTOB M
CBeEeHWI, B TOM 4uCre [OKYMEHTOB PErncTpauMoOHHOIO AOChbE Ha JIEeKapCTBEHHbIM MpenapaT, pa3MelleHHbIM B
YCTaHOBMEHHOM nopsake Ha oduumansHoMm canTte B cet "MHTepHeT".

21. [epeyeHb 3KCMEPTHbLIX OpraHMsauun yTeBepxgaetca MuHUCTepCcTBOM 34paBooxpaHeHus  Poccuinckon
depepaumm n pasmelLaetcsa Ha ouumansHOM cante B cetu "MHTepHeT".

22. 3kcnepTusa NpeanoxeHns (ganee - akCnepTusa) BKIYAET KIMHUYECKYIO U KITMHUKO-OKOHOMUYECKYIO OLEHKY
nekapCTBEHHOrO npenapaTta M NPOBOAUTCS 3KCMNEPTHOW opraHusaumen B TedeHuwe 30 OHEN CO OHSI MONyYeHUs OT
KOMUCCUW NPEANOXEHNS.

23. [ina npoBegeHns aKcnepTusbl IKCNepTHasi opraHn3aums co3gaeT 9KCNEPTHY0 KOMUCCUIO U3 CNEeLManmcToB C
BbICLUMM MeAULMHCKMM, (hapMaueBTUYeckuM unu buonornyecknm obpasoBaHMeM C NPevMMyLLEeCTBEHHbIM Yy4YacTueM
crneuman1cToB, UMEKLLUX BbiCLLEe MeanUMHCKoe U dhapmaueBTmyeckoe obpasoBaHue.

24. OueHka UHdopmaLnn 3asBuTens o 6e3onacHoCTH, kadecTBe U 3PPEKTUBHOCTM NEKAPCTBEHHOrO npenapara
OCYLLECTBMNAETCA HAa OCHOBE WMHTErpanbHbiX LUKAI OLEHKU NEKapCTBEHHOro npenapaTa, KoTopble MpuBedeHbl B
npunoxexHun N 6.

[MpoBegeHne  KNMHMKO-IKOHOMMUYECKOW OLUEHKM  MNPEACTaBMEHHbIX  3adBUTENEM  KIMHUKO-3KOHOMUYECKUX
nUccrnegoBaHUn - NekapCcTBEHHOro  npenapata M 0BOCHOBAHHOCTM — MOMYYEHHbIX  NpPWM UX  NPOBeAEeHUM
KNMVHUKO-9KOHOMUYECKUX  XapaKTepucTuk, obycrnoBnuBalowux  LenecoobpasHOCTb  BKMAYEHUA  (MCKYeHUs)
nekapCTBEHHOro npenapaTta B NepeYvHu, OCYLLIECTBNAETCA B TOM YMCIE HA OCHOBaHMU pacyeTa CTOMMOCTH Kypca (roaa)
Tepanuu npegnaraeMbiM  JIEKAPCTBEHHBIM  MpenapaTtoM MO CPaBHEHWIO C  JIEKAPCTBEHHBIMW  MpenapaTtamu,
BKITHOYEHHBIMM B AEWCTBYIOLLME NEPEYHM, UCXOOA M3 pacHETHOW LEHbl, NPeACTaBNALWEA CTaTUCTUYECKYID MeanaHy
3aperucTpMpoBaHHbIX B YCTAHOBMEHHOM MOPSAKe LIEH COOTBETCTBYIOLLMX BOCMNPOM3BEAEHHbIX JIEKAaPCTBEHHbIX
npenapaToB (Mpu HanMynm).

[Mpn OTCYTCTBUM 3apErucTpupoOBaHHbIX B YCTAHOBIIEHHOM MOPSAKe LUeH Ha NekapcTBEeHHble mnpenapaThbl
CpaBHEHME 1 OLEHKa OCYLLLECTBNAOTCA B OTHOLLEHWUM pacyeTHbIX LeH Ha 3akynaemble NekapcTBEHHble npenapaTbl No
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OaHHBbIM 3MEKTPOHHbLIX MMOWAA0K, HAa KOTOPbIX MPOBOASATCA SMEKTPOHHbIE AyKLMOHbI MO 3aKynke JEeKapCTBEHHbIX
npenapaTtoB ANs roCy4apCTBEHHbIX U MyHULMMANbHbIX HYyX4. [pn 3TOM pacyeTHas LeHa Ha NeKapCTBEHHbIA npenapart
npeactaBnseT CTaTUCTUYECKYID MedumaHy UuUeH (akKTU4eCcKnx 3akyrnok Ha BOCMPOU3BEAEHHble JleKapCTBEHHbIE
npenapatsbl (MpK HanNu4un).

B uenax nonyyeHuss HeoOXOOUMOW LOMOSHWUTENBHOW WHOpPMaUUMM W YTOYHEHUS MNPEACTaBfIEHHbIX B
NpeanoXeHn CBeAEHWIN IKCNEPTHAs OpraHn3aLms Npu NpoBeAEHNN SKCNEPTM3bl OCYLLECTBNSET MOUCK MHopMauun o
KNMHUYECKUX W (MK)  KITMHWKO-3KOHOMWYECKMX WCCNEeOOBaHUSAX JeKkapCTBEHHOro npenapata  (NMOfHOTEKCTOBLIE
nyGnvKauumn NpunaralTcs K 3aKTYeHnto).

25. Mo pesynbTataMm 3KCMEpPTM3bl IKCMEPTHas OpraHm3auus COCTaBNAeT 3aknveHune Mo ¢opme COornacHo
npunoxexuto N 7 (ganee - 3aknoyeHne No pesynbtatam 3KCnepTu3bl) N NpeacTaBnseT ero B KOMUCCUI0 Ha BymaxHoM
HocuTene n B aNeKTPOHHOM Buae.

26. 3aknoyeHne No pesynbTaTam 3KCNepPTU3bl C NPUITOXEHNEM K HEMY MPEaSioKeEHNS B TeYeHne 7 OHeW CO OHSA
€ro NonyyYeHns HanpaBnsaeTCa KOMUCCUMEN 3KCMepTy (BHewTaTHOMY cneumanucty) MuHucTepcTBa 34paBOOXpPaHEHMS
Poccuiickon ®epepauum (ganee - rmaBHbIA 3KCNEPT) C y4eToM npoduns ero OesATenbHOCTM Ansl NOArOTOBKUM HaydHO
060CHOBaHHON peKkoMeHAaLMN O BKMOYEHUN (00 UCKMIOYEHMN, OTKase BO BKITHOMEHWUW) NEKapCTBEHHOro npenapaTa B
nepeyHn Nno aToMy NpeanoXeHUIo C NpeaoCcTaBneHneM A0CTyNa K ANEKTPOHHbIM BEPCUAM OOKYMEHTOB U CBEAEHWNA, B
TOM Ymncre AOKYMEHTOB PEermcTpaumoHHOro 0OCbe Ha NeKapCTBEHHbIM npenapart, pasMeLleHHbIM B YCTaHOBMEHHOM
nopsigke Ha oguumansHom cante B cet "MIHTepHeT".

27. maBHble 3KcnepTbl B TeyeHwe 15 OHel co OHA NOMNydYeHUs 3akmnioveHus No pesynbTaTtaM  3KCNepTu3bl
NpeacTaBnslT B KOMUCCUIO HA ByMaXkHOM HOCUTENe MU B 3MEKTPOHHOM BuAe MOATOTOBMIEHHbIE HA OCHOBE aHanu3a
3aKMYeHns Mo pesynbTataM 3KCMepTM3bl HayyHO OBOCHOBaHHbIE pPEeKOMeHAauun O BKYEHUM (06 MCKNoYeHuM,
OTKa3e BO BKITOYEHUN) NTIEKAPCTBEHHOMO Npenaparta B NepeyHu.

Mpy noaroToBke TakMx peKkOMeHaaLM rnaBHble 3KCNepThl B LensxX NofyYyeHns AoNOonHUTENbHOW MHopMaumm o
BesonacHocTn, kadyecTBe U 3P(PEKTUBHOCTM, a TakkKe O KIMHUKO-IKOHOMUYECKUX XapaKTEPUCTUKax neKapCTBEHHOMO
npenapaTta MOryT HanpaensATb 3anpockbl B NpodeccuoHanbHble MeauuMHcKkne U dapmaleBTuyeckme coobliectsa
KOMMETEHTHbIM CreuuanncTam.

28. lNpu Hecornacum rmaBHOro aKcnepTa MNOMHOCTLIO UMK YaCTUYHO C 3aKMYeHneM No pesynbTataM dKCnepTusbl
UM rOTOBUTCH PEKOMEHAALMS, B KOTOPOW yKa3biBalOTCA 3amMevaHns ¢ AeTann3vpoBaHHbIM Hay4HbIM ODOCHOBaHWEM U
ccbinkamMy Ha nybnukaumMm O AaHHbIX KIMHWYECKMX WCCREeLOBaHUIM fiekapCTBEHHOro npenapata u (M) AaHHbIX
MOHUTOPUHIra ero GesonacHocTM Ha TeppuTopum Poccunckonn ®epepauumn n (Mnu) 3a pybexom, a Takke AaHHbIX
KINMHWKO-39KOHOMUYECKUX UCCIEeNOBaHUM 1 pacyeToB, OOOCHOBLIBAKOLLMX BbIBOAbI, WU3MNOXEHHbIE B pPeKOMeHauuu, c
NPUNOXEHNEM 3TUX NyGNMKaLmn.

29. MNpwu bopMMpPOBaHNN MUHUMATTBHOIO aCCOPTUMEHTA KOMMUCCUS B CPOK, HE MpeBblalWmMA 7 OHEW CO OHSA
BbIHECEHUS NOMNOXUTENBHOMO 3aKMOYEHNs Mo pesynbTataM JOKYMEHTanbHOM 3KCNepTU3bl, HanpaBnsieT npeasiokeHue
He MeHee YeM 2 rmaBHbIM 3KCNepTam C y4eTOM Npounst UX OesTENbHOCTU ANst MONyYeHWst Hay4yHO OBOCHOBAHHLIX
pekomMeHAaumi o BKNoYeHNM (00 UCKIIOYEHUN, OTKa3e BO BKITKOYEHWM) NEKAPCTBEHHOrO npenapata B MUHWMarbHbIN
acCoOpTUMEHT C NpeAocTaBneHMeM [OCTyna K 3MeKTPOHHbIM BEPCUSAM LOKYMEHTOB U CBEOEHWI, pas3MeLleHHbIM B
YCTaHOBMEHHOM nopsake Ha oduumansHoMm canTte B cet "MHTepHeT".

30. MNaBHble aKkcnepThl B TeyeHne 15 gHen co OHSA NOMyveHust NPeanoXeHust npencTaBnsioT B KOMUCCUIO Ha
BymaxHOM HocuTene M B 3NEKTPOHHOM BuAe HayyHO OOOCHOBaHHbIE pekoMeHAauuu, yKasaHHble B nyHkTe 29
HacToswwmx MNMpasun.

Mpu NoaroToBKe TakMx peKoOMeHA AU rMaBHble 3KCMepPTbl MOTYT HanpaBnAaTb 3anpocbl B NpodeccUoHarbHble
MeguumMHCKue 1 dpapmaleBTMYeckme coobLecTBa U KOMNETEHTHLIM CneunanmcTam.

31. PeweHns no npegnoxeHWsiM NPUHMMAKOTCA Ha 3acedaHusix KOMUCCWMM, Ha KOTOPbIX paccMaTpyBaroTCs
3aKrYeHns Mo pesynbTataM 3KCNepTM3bl, NPY 3TOM [MaBHbIE 3KCMEPThl NepCOHanNbHO NPeacTaBnsaloT NOArOTOBNEHHbIE
UMK Hay4HO 060CHOBaHHbIE peKoMeHAauun, ykasaHHble B NyHKTax 27 n 29 Hactosawwmx MNpasun.

32. MNpw HanuuMn 3aMeyaHMn rMaBHOro 9KCMepTa K 3aKkMioYeHWo No pesynbTaTaM 3KCMNepTu3bl Ha 3acefaHue
KOMMCCUM NpurnallanTcsa npeacTaBuTeNy SKCNEePTHON opraHM3aunn.

33. NHhbopmaumst 0 NpUHATBLIX HA 3aCefaHUsIX KOMUCCUUN PELLEHMSX MO NPEANOKEHUAM, pedynbTaTax 3KCnepTus u
Hay4HO OOOCHOBaHHbIX PEKOMeHAAUMsIX, yKasaHHbIX B MNyHKTax 27 u 29 Hactoswwmx [MpaBun, pasmellaeTcss Ha
oduuymnansHom cante B cetn "MHTepHeT".

34. Mpn BO3HNKHOBEHMM KOH(PNNKTA MHTEPECOB COOTBETCTBYHOLLME YNEHbI KOMUCCUMM HE Y4aCTBYIOT B npoueaypax
NPUHATUSA PELLEHN NO KOHKPETHOMY MPEeanOXeHMIO.

CreuunanncTbl 3KCNepTHOW OpraHM3aLmm, y4acTBYIOLWME B MOATOTOBKE 3aKMOYEHUs MO pe3ynbTataM 3KCnepTuabl,
rMaBHbIE 3KCNEPTbl M YNeHbl KOMUCCUMW, MpeacTaBMBLUME HEOOCTOBEPHYIO MHGOpPMauuio UM He npeacTaBuBLUNE
(HecBOEBpPEMEHHO NMpeaCcTaBUBLUME) B KOMUCCUIO MHAOPMALUIO O Hanmnyium ob6CTOATENbCTB, CMOCOOHBLIX MPUBECTU K
KOH(OMMKTY MHTEPECOB NPU PACCMOTPEHUN MPEANOXEHUNA, MO PELUEHUIO KOMWUCCUMM OTCTPAHSATCS OT OalbHEWLIero
y4yacTus B 4eATENbHOCTU N0 (POPMUPOBAHMIO NEPEYHEN 1 MUHMMAarnbHOIO aCCOPTUMEHTA, a pPeLUEHME Mo NPeaIoKEHNI0,
NPUHATOE KOMUCCUEN NPU NX y4aCTUN, NOANEXUT NEPECMOTPY.
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35. NoaroToBneHHbIe NO pe3ynbTaTam 3acefaHnii KOMUCCUN MPOEKTbI NEPEYHEN U MUHMMAITbHOTO aCCOPTUMEHTA,
chopMMpOBaHHbIE MO MeEXOYHapOOHbIM HEMaTEeHTOBaHHbIM HaMMEHOBAHUSAM JIEKAapCTBEHHbIX MpenapaToB (rpu
OTCYTCTBMM TaKMX HAWMMEHOBAHUMN - MO T[PYNMNUPOBOYHBIM WAN XUMUYECKMM HAMMEHOBAHUSAM) C  yKaszaHWEM
nekapcTBeHHbIX (hopM, pasmMeLlarTcsa Ha odumLmanbHOM canTe B ceTh "VIHTepHeT" Ha CpoK He MeHee 15 aHen.

36. [lpoekTbl NepevyHen N MUHMMAnNbHOIO acCopTUMEHTa mnoanexar cornacoBaHn ¢ MuHUCTepCTBOM
npoMbIWIEHHOCTN U ToproBnu Poccuickon depepaumn, MuHuctepctBom duHaHcoB Poccunckon depepaunn,
MwuHncTepcTBOM Tpyaa u coumanbHon 3awmTel Poccuiickon ®depepaumm, MUHUCTEPCTBOM pernoHanbHOro pasBuTUS
Poccuinickon depepaummn, MUHUCTEPCTBOM 3KOHOMMYECKOro pas3sutust Poccuiickon Pepepaumun, depepanbHoin
aHTMMOHOMOMNbHOM cnyxbon, PegepanbHoW cnyxbonm Mo Hag3opy B cdepe 3awmTbl npas noTpebutenen u
Bnarononyyunsa yenoseka n PegepanbHbIM areHTCTBOM HayYHbIX OpraHu3auuii.

Mpunoxexne N 1

Kk MpaBunam chopmMupoBaHusa nepeyHemn
nekapCTBEHHbIX NpenapaToB

AN MeAMLMHCKOro NPUMEHEHMS

1N MMHMMAITbHOIO acCoOpTUMEHTa
nekapCcTBEHHbIX NpenapaTos,
HeobXo4MMbIX AN OKa3aHUS
MEeLMLMHCKON NOMOLLM

(¢popma)

B xommccuio MmHMCTEpCTBa
3OpaBooxpaHeHmusa Poccurickom demepaumm
no GopMMPOBAHUIO IIepedHeN JieKapCTBEHHBIX
npenapaToB OJid MEeIOMLMHCKOI'O
IIPYMEHEHMA M MMHMMAaJIbHOT'O aCCOPTMMEHTa
JIEeKAapPCTBEHHEIX IIpernapaTos,
HeOOXOOMMEIX IJIS OKa3aHMA
MEOMLVMHCKOM [1OMOIM

[IPEIJIOXEHUE
O BKJIOUEHMM JIEKQPCTBEHHOTO IpelapaTa B IePeyYHM JIEKapPCTBEHHBIX
npernapaTos I0Jsg MEIMLUMHCKOT'O NPMMEeHeHmus <*>

1. HacTosmee npenjioxeHMe KacaeTCs BKJIIUEHMSI JIEKAPCTBEHHOTO IperapaTa B
IepeyuHy JIeKAPCTBEHHLIX [IpernapaToB:
1.1. repeuveHb XMIHEHHO HeOoBOXOIOMMBIX u BaxXHEMIMKX JieKapCTBEHHHX
IpenapaTos;
1.2. mepedveHb OOPOTOCTOSAMMX JIEKAPCTBEHHBX IIPENapaToB;
1.3. IepedyeHb JIEKAPCTBEHHEIX IIpernapaToB mJjisa ofecrnedeHus OTOeJIbHEBIX
KaTeropum IpaxiaH.
2. VHQopMauMsa O BadgBUTEJIE:
2.1. HavMeHOBaHME oOpTraHM3auuM MM GaMmuams, ¥Ms, OTUEeCTBO (IpM HaJIUUIUM)
TpaxIaHVHAa ;
2.2. OTBETCTBEHHOE JMIO, IOJIKHOCTBH ;
2.3. ampec (MecTo HaxXOXIEHMS) MM MEeCTO XUTEJILCTBA ;
TeyiedoH (dakc) ;
3JIEKTPOHHASA IOouTa
VHbopMalMsa O JIEKAPCTBEHHOM IIperaparTe:
HaMMEHOBAHME JIEKAPCTBEHHOT'O IpernaparTa:
1. MexmyHapoIHOe HEeNaTeHTOBAHHOE HaVMeHOBAaHMe ;
2 B Cciiyuae OTCYyTCTBUA MEXOYHapPOIOHOIT'O HEellaTeHTOBAHHOTI'O
BaHMA — TPYINMPOBOYHOE HaAMMEHOBaAHUE ;
3 B caydae OTCYTCTBUSA MEeXIOYyHapOOHOTO HEIaTEeHTOBAHHOTO U
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TPYyHnInMpOBOYHOT'O HauMMEeHOBAHUM — XVMMUECKOE HaMMeHOBaHUe ;
3.1.4. B ciyyae OTCYTCTBMSA MHBEIX HAWMMEHOBAHMUNM — TOPIOBOE HaVMMeHOBAaHME
;
3.2. KOOI aHaTOMO-TepaleBTUYeCKO—XMMMUUECKOM KJlaccudmraumm
JIeKapCTBEHHOTO MpernapaTa ;
3.3. 3agBJICHHLIE rnokaszaHMsa K I[IPMMEHEeHMIO JIEKAPCTBEHHOTO IIpernapara

COTJIACHO MHCTPYKLUUM IO IIPMMEHEHMUD ([IE€PeUYMCIIUTE)

;
3.4. rocCcymapCTBEHHAas pPerucTpaumsa JIeKapCTBEHHOT'O IpernapaTa B PoCCUMCKOM
denepaunm:
maTa (4u.MMm.IDT'I'T)
HOMEP PEeIUCTPALUMOHHOTO yIOCTOBEPEHUSA

r
’

maTa [IOOTBEPXIESHM S TOCYyIapCTBEHHOM perucTpauumu JIEKAPCTBEHHOTO
npenapaTa (npM HammMuum) (YU.MM.DTTT) ;
3.5. HauMeHOBaHME ¥ aIpec (MECTO HAXOXOEHMs) BPUIMUYECKOTO JIMila, Ha MMSA

KOTOpPOTIO BEIIIAHO permcrpalMOHHOE YOOCTOBEPEHNUE JIEKAPCTBEHHOI'O IIpeliapaTa,
VICIIOJIB3YEMOT'O B KadWeCTBe IIpellapaTa CpaBHEHNMA (HpM Haauumm)

’
IIPOM3BOONTEIIb JIEKAPCTBEHHOTO nperiapaTa, VCIIOJIB3YyEMOTI'O B KayecTBe

npenapaTa CpaBHeHMS (MIPpM HAJIUUUM) ;
3.6. @maHHHE O IIPOMBBOICTBE JIEKAPCTBEHHOTO IIpernapaTta B Poccuiickoin
denmepauumy (OpM HAJIMUMUN) ;
3.7. nmnpepnjaraeMble K BKJIOYEHMUIO JIeKapCTBEHHHE (QOPMH 3apeIMCTPMPOBAHHOTIO

JIeKaPCTBEHHOTO IpenapaTra (NepedrciUTh)

’

3.8. CBeIeHUd [} BOCIHPOMB3BENEHHHX JI€EKAPCTBEHHEIX IIpernapaTax (npu
HaJIMUMN) ;

4., CpenmeHmMsa M IaHHBIE O JIEKAPCTBEHHOM IIpellapaTe, IIpeljlaraeMOM OJid
BKJIIOUEHMSA B I[IE€PEeUYHM JIEKAPCTBEHHEIX [IPenapaToB:

4.1. HayuyHO OOOCHOBAaHHBIE MOaHHEHE O HeOoDXOIMMOCTM U ODOCHOBAHHOCTU

IIPMMEHEHMS JIEKapCTBEHHOTO IpellapaTa Ojsa IMaTHOCTUKM, OPOOMIAKTUKM, JIeUeHUS
nnm  peadbunmuraumy  3aboJeBaHMM, CUMHIPOMOB M COCTOSAHMM, IHOpeobjamaluyux B
CTPYKType 3ab0JieBaeMOCTM M CMEPTHOCTM TIpaxnaH Poccurickon Odenepaumm Ha
OCHOBaAHMMN IJAaHHBIX I'OCYyIOapCTBEHHOI'O CTaATUCTUUECKOI'O HaGHDHeHMH (HpM HaJInm4aymm
TaKMX CTATUCTUUECKMX IaHHBIX) ;

4.2. HaJmdame Hay4HO OOOCHOBAaHHHIX IOAaHHEIX o KJIMHNYE CKUX n
bapMaKO3KOHOMUUECKUX IIpeMMylleCTBax IPMMEHEHMS JIEKapCTBEHHOTO IpellapaTa ojsg
JledyeHmMsa Jiul, OOJIbHBIX TIeMOoduiIMer, MyKOBMCLMIOOS30M, I'MIOQM3apPHEIM HAHMU3MOM,
fomnesHp I'Oolle, BJIOKAaYECTBEHHBIMM HOBOOOPA30BaHMAMM JMMOOMOHOM, KPOBETBOPHOM
¥ POOCTBEHHBIX MM TKAaHElM, PpPaCCeSaHHEM CKJIEPO30M, JIML, [IOCJe TPaHCIJIaHTaluuu

OpT'aHOB M (MJM) TKaHey, IO CPaBHEHMIO C [IOpelapaTaMu, yXe BKJIOUEeHHBIMU B
[IepeuHN JIEKAPCTBEHHEIX IIpelapaToB;
4.3. HadMuMe HaydyHO OOOCHOBAHHOM MHQOPMalMM O IpeuMmylmecTBax M (miam) o0

OCOOEHHOCTAX MexaHmu3Ma OeMCTBMSA JIeKAPCTBEHHOTO IIpenapaTa [NO CPaBHEHMDO C
aHaJjloramMmm, B TOM yrcriie BXOOAIVMMMM B II€PEUYHM JIEKAPCTBEHHEX IIpellapaToB IOJid
MeIOIMLIMHCKOI'O IIPMMEHEHMA, npn IVMaT'HOCTUKE, HpO@MHaKTMKe Wi JIeUYeHN
3aboJieBaHMUM, CMHMHIOPOMOB M COCTOSHUM C YYeTOM CTAaTUCTMUECKMX HOaHHBIX O
CTPpykType 3ab0JiIeBaeMOCTM M CMEPTHOCTM B Poccuiickolr demepaumu;

4.4. BOCTPpeODOBAHHOCTL (ColMajibHad 3HAUMMOCTL) JIEKAPCTBEHHOTO IIpenapaTa
CUCTEMOM 3OPAaBOOXPAaHEHMS M HacCeJIeHMEeM C YUYeTOM HaJlMuudgd JIEKapCTBEHHOTO
npenapaTra B 2 IIepeduHAaxX JIEKapCTBEHHEIX I[IpernapaTos, brHaHCHUpPYEMBIX 3a CYeT
CpencTB OKOXeTOB CyOBeKTOB Poccumckom demepaumu;

4.5. HamuuMe JIEKAPCTBEHHOTO MpenapaTa B [IepedHe CTpaTeIrMdyeCKM SBHaUMMEIX
JIeKAPCTBEHHBIX CPEeNCTB, MNPOM3BOICTBO KOTOPHIX MHOJDKHO OBTH ODECHIeYeHO Ha
TeppuTopun Poccurickor demepalumy, YTBEPXIEHHOM paclopsxXeHMeM [lpaBUTeJIbCTBa
Poccurickon Pemepaumm oT 6 wmiojas 2010 r. N 1141-p;

4.6. Hamuuue (JIoKalIM3auMs) NIPOMBBOLCTBA JIEKAPCTBEHHOI'O IIpernapaTa B
Poccurickonm denmepaumn.
5. OBocHOBaHMSA IJid BKJIOUEHMS JIEKaPCTBEHHOTO IpelapaTa B I[IePeuHM
KoHcynbTaHTIINIOC
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JIEKAPCTBEHHEIX I[IPernapaToB:

5.1. SIUOEMUOJIOTUUE CKUE IaHHBEE (mpm HaJIVNUMM) - IaHHBEE 1o
3ab0JIeBaeEMOCTHM, CMEPTHOCTM, MHBAJIMIOHOCTM B OTHOWEHMM 3adojieBaHMs, CUHIPOMA
JZNpeZs COCTOAHUA, OJida IVMaT'HOCTUKNA, HpO@MHaKTMKM, JIeyeHnd WMJIn peaGMHMTaHMM

KOTOPEIX IoKasaH JIeKapCTBEHHBI IpenapaT (NIpelcTaBJANTCA Ha OCHOBaHMU
pPesybTaTOB I'OCYIapCTBEHHOI'O CTATUCTMUECKOI'O HabJIoIeHUd, OPYyIUX OPULMAJIbHEIX
MCTOYHUKOB u SOUOEMUOJIOTHYE CKMX MCCIenoBaHUM PacCIpOCTPaHEeHHOCTHI
3abosieBaHmudg) ;

5.2. KJIMHMYECKME IOaHHBE — IOJIHOTEKCTOBHE BEPCUM KIMHUYUECKUX
MCCJIeNoBaHUM (CTaTby, OTUETH Ha PYCCKOM SA3HKE MM [NepeBeleHHBE Ha PYyCCKUM
A3BIK, 3aBepeHHBe 3adBUTEJIEM) (yxas3elBaloTCsa aBTOPH, HaMMeHOBaHMe, IOM3alH

nccJjiegOBaHMUA, KOJIMYEeCTBO IIaluMeHTOB, BKJIIOYEHHEBIX B muccijiegoOBaHMe, nepmnon
HabOJoOeH"s, IIOKa3aHume K MEIMUIVMHCKOMY IIPMMEHEHMIO JIEKAPCTBEHHOTI'O IIpeliaparTa,

KOTOpoOe n3ydajoch B uccyenoBaHun, KPUTEPUN OLIEHKU 50PEeKTMBHOCTM
(besonacHoOCTH) , JIeKapCTBEHHBIE npenapatsl, c KOTOPEMI CpaBHMBAJICH
npenjaraeMell JIEKAPCTBEHHBM HOpenapaT (OpM HaIMuuMmM) , [IJIaLebO—-KOHTPOJIb WMJIM
OTCYyTCTBME JI€UYEeHMA, pPes3yJbTaThH MUCCJIeIOBaHMa C yKa3aHMeM KOJIMYeCTBEHHBIX
IOaHHEIX, 3aKJIUeHre, CIMCOK JIMTepaTypsl IO CXeMe: aBTOp, HauMeHOBaHUe
uccienoeaHus, BEIXOIHEIE OaHHBEle. II0 KaxOoMy KJIMHMYECKOMY MCCJeOOBaHMD

YKasBEBaeTCs YPOBEHbB OOKA3aTeJbLHOCTU 2hOeKTMBHOCTM JIEKAPCTBEHHOTO IpernapaTa
corylacHO npwuiioxeHmio N 6 Kk I[IpaBuiaM GOPMMPOBAHMUS [epPeUYHEeN JIeKapCTBEHHBIX
npenapaTOB OJida MeIMIIMHCKOI'O HpMMeHeHMH n MVHVMaJIBHOI'O aCCOpTMMeHTa
JIeKapCTBEHHBIX I[pelapaToB, HeOOXOOMMEIX mOJId OKaskaHMa MeIMUMHCKOM [IOMOUM,
YTBEPXIEHHEM IOCTAaHOBJIEHUEM [lpaBUTEeNbCTBaA Poccurickoy Odenmepauunm oT 28
aBrycra 2014 . N 871);

5.3. [@maHHBIE O TepalneBTUUECKOM BKBUBAJIEHTHOCTM (NIPM HEOOXOOVMMOCTM) -
IIOJIHOTEKCTOBEIE BepCMM CpaBHMTeanHX KIJIIMHNUYEeCKMUX MCCHeﬂOBaHMﬁ (CTaTbM,
OTUEeTEL Ha pyCCKOM A3bBIKEe WJIM CTaTbM, OTUYETEHI, HepeBeneHHHe Ha pyCCKMﬁ A3EBIK,
3aBepeHHbe 3agBUTEJIEM) (YyKaseBanTCH aBTOPHL, HaVMMeHOBaHUe, oMsamH
MCCJIeNOBaHMA, KOJIMYUECTBO I[AllMEeHTOB, BKJIOUEHHEIX B MCCJIeIOBaHMe, Iepuon
HabJOOeHMs, [OKakaHMe K MEeOMUMHCKOMY I[IPMMEHEHMI JIEKaPCTBEHHOTO Ipelapara,
pPesysbTaATH MCCJENOBAHMSA C YyKazaHMeM KOJMUECTBEHHBX JaHHBIX, 3akKJIoueHUe,
CIIMICOK nMTepaTypm 1o cxXxemMe: aBTOp, HaVMMEeHOBaHMe MCCJIeOBaHMAa, BBEIXOIHEIE
IaHHEE) ;

5.4. IOaHHEE o KJIMHUKO—-2KOHOMUUE CKMUX (bapMakKO®KOHOMUUECKUXK )
XapaKTepUCTUKax JIEKapPCTBEHHOTO npenapara - IIOJIHOTEKCTOBEIE BepCcUM
KJIMHMKO-3KOHOMMUECKMX MCCJIeOOBaHMi (CTaTbM, OTUETH Ha PYCCKOM S3BIKEe MU
cCTaTb¥, OTUYETH, I[epeBEeeHHBE Ha PYCCKMUM S3HK, 23aBEepPEeHHBEe 3asgBUTEJIEM)
(yKaSHBaDTCH CBeIOeHMA 06 aBTOan, HaVIMeEHOBaAHUE rccjienooepaHMAa, CCBUIJIKM Ha

MCCJIeOBaHUE, OM3aMH MCCJIe0OBaHMA (peTpoCneKTUBHOE, IIPOCIEKTUBHOE,
MOOeNMpoBaHMe <**>), BuI aHaJlMsza, CBeIeHMsS O JIEKapCTBEHHEIX IIpenaparax,
KOTOPEE MCIIOJIb30BAJIUCh oJis CPaBHEHUA C npenjiaraeMeM JIeKapCTBEHHBIM
penapaToM, 3aTpaTh, KOTOPHE YUMTHBAJIMCL B MCCJIEOOBAaHUM, UM KOJMUECTBEHHLE
3HaUeHud 3aTpaT B pyonax, 350PeKTUMBHOCTE CpaBHUBAEMHEIX JIEKAPCTBEHHEIX
npernapaToB (KpUTepMu OLeHKM DHSOPeKTUMBHOCTM UM  KOJIMUYECTBEHHHE 3HAYEeHud) ,
pes3yabTaTE MCCJeOOBaHUA, CIIMCOK JIMTepaTypPH - aBToOpP, HaMeHOBaHMe

VCCJIeNOBaHUA, BHEIXOIOHEE IaHHBE) <*¥**>;
5.5. HmaHHHE O CTOMMOCTM MU ll€He JIEKapCTBEHHOTO [pelapara:
1. cToMMOCTB OOHOTO KypCa JIedeHMs JIEKAPCTBEHHBIM IIpelapaToM ;
.2. CTOMMOCTBL JI€UeHMs JIEKapCTBEHHBM I[IpelapaToM B TeUeHMe OIHOTO
rona ’
5.5.3. mara npoBemeHMsa pacyeTOB LEHHE Ha JIEKAPCTBEHHHM IpernapaT

5.5.
5.5

5.5.4. eHa, KOTOPY MNPOM3BOIAMTEJb IIJIAHMPYEeT 3aperuMcTpUpOBaTh B
COOTBETCTBUM C TpebOOBaHMAMM BaKOHOZATEJIbCTBAa Poccuyckoy demepalun
7
5.6. @maHHHe O OGakTMueckmux oOOBEMax MNpPOoIax JIeKAPCTBEHHOI'O IIperapaTra B
Poccumckon denepauum 3a Ton, IHOpeluecTBYOLMNM [IoJade MNPenJIOXEeHMUSA, B
HaTypaJlbHEIX rnokaszaTessax 1o JIEKapPCTBEHHEM bopmMamM BapeTrnCTPUPOBaHHBIX
KoHcynbTaHTINOC
www.consultant.ru CrpaHuua 8 ns 29

HaeXHas npaBoBas noaaepXxkKa


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

MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun MpaBun hopMUPOBaHNUS NepeyHei JokyMeHT npepoctasneH KoHcynbTaHTlAoC
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017

JIEKAPCTBEHHLEIX IpernapaTos

7
5.7. IOaHHHBE OTUETOB o pes3yJbTaTax MOHMUTOPUHTA 0es30nacHOCTHU
JIEeKapCTBEHHOTO npenaparta (B Poccumckom demepaumm m (mam) 3a pybOexom)

5.8. IOaHHEBEIEe, IIpelCTaBJIEHHBIE 3aAdBUTEeJIEeM B MHUMIIMATVBHOM IIOpPAIIKe

6. Ofmee KOJIMUECTBO MNPEOCTABJIEHHHX INOKYMEHTOB

Ha JIMCcTax.

[Nognuce 3adBUTENIS / /

IaTa

<*> 3anonHeHne Bcex NyHKTOB NPeAnoXeHns obs3aTtensHo. MNpu OTCYTCTBUM CBEOEHMI MO COOTBETCTBYHOLLEMY
NyHKTY yKasbiBaeTcsa "cBeAeHus OTcyTCTBYOT'. [JOKyMeHTbl U MaTtepuanbl NPeacTaBhAslOTCA Ha PYCCKOM s3blke, B
crny4yae npegocTaBneHnst NyonuKaLmn, JOKYMEHTOB U CTaTEN Ha WMHOCTPAaHHbIX S3blkaxX OOMOMHUTENBHO MpunaraeTcs
nepeBefeHHOE Ha PYCCKUI A3bIK Pe3OMe YKa3aHHbIX MaTepunarnoB, 3aBepeHHOE 3asBUTENEM.

<**> [lpn Mcnonb3oBaHUM MaTEMATUYECKOTO MOLENMPOBAHWS NPEeaCTaBnsAlOTCA B 3MEKTPOHHOM BuAe Bce
pa3paboTaHHble MOAENM, a TaKkKe AoNyLeHna ansa pa3paboTkym COOTBETCTBYHOLUMX Moaenen u hopmyrbl pacyeTos,
MCNONb30BaHHLIE B MOAENSAX.

<***> C y4yeTOM NONOXeHUn Yactun 6 ctatbn 18 PepepanbHoro 3akoHa "O6 obpalleHun nekapcTBEHHbIX cpeacTs”
n vactn 3 ctatbn 13 deaepanbHoro 3akoHa "O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon degepaumn’.

Mpunoxexne N 2

K MpaBunam hopmMupoBaHus nepedHein
nekapcTBEHHbIX NpenapaToB

O5Ns MeQMLMHCKOro NPUMEHEHUS

N MUHUMAarbHOrO acCopTUMEHTA
nekapCcTBEHHbIX NpenapaTos,
HeoOXOAMMbIX A1 Oka3aHus
MeONLIMHCKOW MOMOLLM

(dpopma)
B xkomMmmccumio MmHMCTEpCTBAa
30paBoOXpaHeHus Poccurickoy demepauun
no GOpPMMPOBAHMUIO [IepPeuHeM JIeKapCTBEHHBIX
npernapaToB IOJid MEIIMIMHCKOI'O
IIPMMEHEHMA VI MMHVMAaJIbBHOI'O aCCOPTMMEHTAa
JIeKapCTBEHHBIX IIpernapaTos,
HeOOXOIMMEIX IJIS OKazaHMS
MEOULMHCKOM ITOMOIIM
[IPEIJIOXEHNVE
O BKJIOUEHMM JIEKAPCTBEHHOT'O IIpernapaTa
B MMHMMAJILHEM aCCOPTUMEHT JIEKAPCTBEHHHEIX [IPelapaToB,
HeOOXOIOMMBIX IJIS OKa3aHMa MeIUUMHCKOM IOMOUM
1. VubopmMaumsa o 3adgBUTEJIE:
1.1. HamMeHOBaHMe oOpTraHM3auUMM MM GaMuamsa, MMsa, OTUEeCTBO (IpM HAJIWUYUMM)
IpPaxIaHMHAa ’
1.2. OTBeTCTBEHHOE JIMIIO, IOJIKHOCTDL ;
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1.3. ampec (MeCTO HaAXOXIEHMS MM MECTO XUTeJILCTBA)
TeyedpoH (dakc)
BJIEKTPOHHAS II0oYTa

~e N

2. VHbopmaumsa O JIEKAPCTBEHHOM IIperaparTe:
2.1. HauMeHOBAHUE:
2.1.1. MexODyHapoIHOe HelaTeHTOBAaHHOE HaMMeHOBaHUEe ;
2.1.2. B ciydae OTCYTCTBUSA MEeXIYHaApPOIHOTO HEeIaTEeHTOBAHHOTO
HaVMEeHOBAHMSA - TPYINIMPOBOUHOE HAMMEHOBAHUE ;
2.1.3. B criyuae OTCYTCTBUSA MEXIYHapPOIHOTO HEeNnaTeHTOBAHHOTO U
IPYyHNInMpOBOYHOTI'O HAVMMEHOBAHUM - XMMMUECKOEe HaMMEeHOBaHMue ;
2.1.4. B ciydyae OTCYTCTBMSA MHEIX HAaMMEHOBAHUNM - TOPI'OBOe HaMMeHOBaHUE
’
2.2. KOZX aHATOMO-TEepaleBTUUECKO~XUMUUIECKOM KJlaccudmuraumm
JIEKaPCTBEHHOTO IMpernapaTa ;
2.3. 3aaBJIEHHEIE nokasaHmsa K I[IPpMMEHEHMI JIEKapCTBEHHOI'O IIpelnapaTa

COTJIaCHO MHCTPYKLMM I10 IIPUMEHEHMI ([IepeuYMuCIIUTh)

;
2.4. rTocCcymapCTBeHHas perucTpaluMsa JIeKapCTBEHHOT'O IIpellapaTa B Poccuickom
demepaumn:
maTa (4u.MM.ITTIT) ;
HOMEP PeTrMCTPAalMOHHOTO yINOCTOBEPEeHMS ;
oaTa IIoOgTBEPXOEHNA POCyHapCTBeHHOﬁ perucrpaunmn JIEKAPCTBEHHOTI'O
npenapatra (npM Haamuum) (dU.MM.DIDIT)
2.5. @maHHBIE O IPOMBBOICTBE JIEKAPCTBEHHOT'O IIpenapaTta B Poccumckom
demepauuy (IpM HAJIUUUN) ;
2.6. T1mpenjaraeMele K BKJIOUEHUI JIEKAPCTBEHHBE GQOPMB 3apeTMUCTPUPOBAHHOTO
JIEKAPCTBEHHOTO IpernapaTa (IepeuucCiiuTh) ;

N,

I3

2.7. cBemeHusa O BOCIIPOU3BEOEeHHEIX JleKapCTBEHHBIX npenaparax (mpm
HAJIMUML) .
3. CBemeHMsa ¥ HaHHBEIE O JIEKAPCTBEHHOM I[IpenapaTe, IpenjaraeMOM IJid

BKJIOUEHMS B MMHMMAJIbHBIM aCCOPTMMEHT JIEKAPCTBEHHEIX [IPEernapaToB, HEOOXOIOMMEIX
IOJI9d OKasaHMSa MEeIMULUMHCKOM ITOMOIIN :

3.1. JexapCTBEeHHB IpelapaT BXOIOUT B INepedeHb XMBHEeHHO HeOOXONOMMBIX U
BaXHeMIMX JIeKapCTBEHHLIX [IpernapaToB;

3.2. JexapCTBEHHBM IpenapaT COIJIaCHO MHCTPYKUMM IO IPMMEHEHMIO MOXET
NPYIMEHATHCH I[IPM OKa3aHUM MEeOMUMHCKOM I[IOMOIM B aMOyJIaTOPHEIX YCJOBMSAX IIPU
IVaTHOCTUKE, npopmuaxkTuxe, JIeYeHUN UM peadbunmTaummn HauboJee
pacnpoCTPaHeHHBX 3aboJjieBaHUM, CHUHIOPOMOB M COCTOSHUM;

3.3. Haluuyue TOCyIapCTBEHHOM perucTpaumMm B Poccuiickon denepauumn
COOTBETCTBYIIIMX 10 MeXIyHapOoIHOMY HellaTeHTOBAaHHOMY HaMMeHOBaHUuio, Jubo
3aMeHALeEMY ero TPYyNNMPOBOYHOMY nnm XUMMUYE CKOMY HalMeHOBaHUIO
BOCIIPOMBBENEHHEIX JIEKQPCTBEHHEX CPEICTB B aHaJIOTMUYHBIX JIEKAPCTBEHHEIX dopMax u
DO3MPOBKAX IByxX M 0oJiee MNPOM3BOIMTEJNIEM (3a MCKJIIOUEHMEM JeKapCTBEHHHIX
npernapaTop, IITPOM3BOIOVMMEIX €IOMHCTBEHHEBIM OTEUYEeCTBEHHEM HpOMSBOﬂMTeneM);

3.4. BOCTPeDOBAHHOCTD JIEKaPCTBEHHOTO npenapara CUCTEMOM
30paBOOXPaHEHMs M HaceJIeHMeM Ha OCHOBaHUM IOaHHHEX OPTAaHOB MCIOJIHUTEJbLHOM
BJIaCTHU CyOBEKTOB Poccumckon depmepauun B chepe OxXpaHH B3O0POBbA U
MapKEeTMHITOBEX MCCJEHNOBAHUM O Npolaxax JIEKAPCTBEHHOTO IpenapaTa B PoCCHMCKOMU
demepauuy IpM OKa3aHMM MEIMIMHCKOM IOMOWM B aMOyJIaTOPHBIX YCJIOBUAX B TeUeHUe

KaJIEHOApPHOTO Tona (BXOXOeHMEe B COTHI HamboJiee NpOoOaBaeMbX JIeKapCTBEHHEX
npernapaToB Ha pHHKe Poccuiickoi demepaumm 3a KaJIeHIAPHHM TOI) .
4. IOauurle, OOOCHOBHBAKIME MNIPEIOJIOXKEHMS O BKJIOUYEHUUM JIEKapPCTBEHHOTO

npernapaTa B MMHMMAJIbHBY aCCOPTMMEHT JIeKapPCTBEHHBEIX [IpelapaToB, HeOOXOIMMEIX
IOJI9 OKaBaHMda MeOMLMHCKOM ITOMOIIM :

4.1. SIUOEMUOJIOTUUE CKUE IaHHEE (mpm HaJIVNUMM) - IaHHBEE o)
3ab0JIeBaEMOCTHM, CMEPTHOCTM, MHBAJMIOHOCTM B OTHOWEHMM 3adojieBaHMs, CUHIPOMA
i COCTOAHUA, OJida IVMaT'HOCTUKNA, HpO@MHaKTMKM, JIeyeHnd WJIn peaGMHMTaHMM
KOTOPEIX IoKaz3aH JIeKapCTBEHHHM IpenapartT (IpencTaBglTCS Ha OCHOBaAHUU
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PesyJIbTaTOB I'OCYHAapPCTBEHHOTO CTATUCTUUECKOTO HAOJOOeHMS, OPYIMUX ObMUMAaJlbHEIX

MICTOYHMKOB n SOUOEMUOJIOTHNYUE CKMUX MCCJIenOBaHUM PaCIpPOCTPaHEHHOCTH
3abosieBaHMuAg) ;

4.2. pmaHHBIE O CTOMMOCTM M lieHe JIeKapCTBEHHOT'O IIpelrapara:

4.2.1. CTOMMOCTb OOHOTO Kypca JledeHMsa (OOHOTO Mecsla JIeUYeHUs
JIeKapCTBEHHEIM IIpernapaToM) ;

4.2.2. oaTa I[IpOoBeIeHMS pacyeToB 3aTpaT Ha JiedeHHue JIeKapCTBEHHBEM
npenapaToM ;

4.3. maHHBEE O ObakTrueckmx oOBEeMax MNPOHaX JIEKAPCTBEHHOTO IpernapaTa B
Poccumckon denepauun 3a Ton, IHOpeluecTBYOLMNM [IoJade MNPenJIOXEeHMUSa, B
HaTypaJlbHEIX rnokasaTenax 1o JleKapCTBEHHBIM bopmam PETUCTPUPYEMBIX

JIEKAPCTBEHHEIX IIpellapaToB

4.4. IOaHHEBIE, MNPpelCTaBJIEHHBEIE 3adBUTEJIEM B MHUMIMATVMBHOM IIOpPAIKE

5. Ofumee KOMMYUECTBO IPEenNCTaBJIEHHBIX INOKYMEHTOB
Ha JMcTax.

[HoOnmMch 3agBUTENA / /

IaTa

Mpunoxexne N 3

Kk MNpasunam popmuposaHus nepevHen
nekapcTBeHHbIX NpenapaTos

ANst MEANLMHCKOTO NPUMeEHEHNS

1 MUHMMarbHOro acCopTUMEHTa
rieKkapCTBEHHbIX NpenapaTos,
HeobXoAMMbIX NS OkazaHus
MeOULIMHCKOWN NOMOLLIN

(cbopma)
B xommccuwo MmHMCTEpCTBa
3OpaBoOxXpaHeHMsa Poccurickom demepalumm
1o GOPMMPOBAHMI I[IepeudHel JIeKapCTBEHHEX
npernapaToB OJjsd MEeOULMHCKOIO
IIPMMEeHEHMS ¥ MUHMMAJIBHOT'O aCCOPTMMEHTAa
JIeKapCTBEHHBIX [IpernapaTos,
HeOOXOIOMMBIX IJIS OKa3aHMUI
MEeIOMLVHCKOM IIOMOIUIM
[IPEIJIOXEHUE
00 MCKJIOUEHMM JIeKapPCTBEHHOTO IpelapaTa M3 IepedHeMr
JIEKaPCTBEHHBIX [IpPEelapaToB OJji8g MEeIOULMHCKOTO IPUMEHEHUS
1. HacTosmee NpeIJIOXEeHUE KaCAETCS MCKIIOUEHMs JIEKAPCTBEHHOTO IIperapaTa
nus HepequIZ JIEKAPCTBEHHEIX IIpeliapaToB IOJid MEOIMUMHCKOI'O IIPVMMEHEHMA:
1.1. nepeuHs XMBHEHHO HEOOXOOMMEIX M BaXHEMIMX JIEKAPCTBEHHHIX IIpPelapaToB;
1.2. nepeduHs OOPOTOCTOSAWMX JIEKAPCTBEHHEIX IIpelapaToB;
1.3. nepeuHd JIEKapCTBEHHBIX I[pelapaToB g ofOecnedeHMs OTOEeJIbHEIX
KaTeropuM I'paxIaH.
2. VHQopMauMsa O BagBUTEJIE:
2.1. HamMMeHOBAaHME OpTaHM3AUUM MM QaMUIMs, UMS, OTUECTBO (IpM HaJIMUUUM)
IpaxIaHMHa ;
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2.2. OTBETCTBEHHOE JIMIIO, IOOJIXKHOCTb

2.3. ampec (MecTo HaxXOXIEHMS) WM MEeCTO XUTEJILCTBA
TesedoH/pakc

3JIEKTPOHHASA IouTa .

Ne Ne N.

3. VHbOopMaluMsa O JIEKAPCTBEHHOM IpernaparTe:
3.1. HauMeHOBaHME:
3.1.1. MexOyHapOIHOEe HEeIlaTeHTOBaHHOE HaMMeHOBaHME
7
3.1.2. B criyuae OTCYTCTBUSA MEXIYHapPOIHOTO HEeNaTEeHTOBAHHOTO
HaMMEHOBaHMA — TPYIINMPOBOYHOE HAaMMEHOBAHNME ;
3.1.3. B ciyuae OTCYTCTBUSA MeXIYHapOIHOT'O HEIaTEeHTOBAHHOTO U
TPYNNVMPOBOUYHOTO HAMMEHOBAHUN — XUMMUECKOE HAaVMEeHOBaHME ;
3.1.4. B ciydae OTCYTCTBMSA MHEIX HAMMEHOBAHMM — TOPIOBOE HaMMEeHOBaHUE
7
3.2. KOX aHaATOMO-TEpPAaleBTUUECKO—XVMUUECKOM KJIaccubmMraumm
JIEKAPCTBEHHOT'O Mpernapara ;
3.3. 3asBJIEHHLIE nokasaHus K I[IPYMEeHEeHMI JIeKapCTBEHHOTO IpernaparTa

COIJIaCHO MHCTPYKUMM II1O IIPVIMEHEHNIO (nepeqmchTb)

;
3.4. rTocCcymapCTBEHHAas pPerucTpalmMd JIeKapCTBEHHOTO MpernapaTa B POCCUMCKOM
denmepaumnm:
maTa (44u.MMmM.IDT'I'T)
HOMEp PEeIMCTPalMOHHOTO YyIOOCTOBEPEeHUS

~e Ne

maTa NOOTBEPXIESHNUSA TOCyOapCTBEHHOM perucTpauun JIEKAPCTBEHHOTO
npenapara (Opu HamIuuuM) (Y4d4.MM.ITTT) ;
3.5. nmnpenjaraeMsle K MCKJIOUEHMIO JIeKapCTBeHHBHE QOPMb 3apeIMCTPMPOBAHHOTO

JIEKaPCTBEHHOT'O MpenapaTa (IepeducianTh)

I3

3.6. cBemeHusa O BOCIIPOU3BEOEeHHEIX JleKapCTBEHHBIX npenaparax (mpm
HAJIMUML) .

4. CepemeHus ¥ IJIaHHBE O JIEKAPCTBEHHOM IIpenapate, IIpenjaraeMoM IJisg
VCKJIIOUEHU S us3 epeuHen JIEKaPCTBEHHBIX IpenapaTos oJsa MeIOUIIMHCKOTO
HpMMeHeHMH:

4.1. HaJMuye Hay4dHO OOOCHOBAHHOM MHOOpMaLMM O IpeMMylmecTBax U (uUin)
0CODOEHHOCTHAX MexaHusMa OelCTBUSA, fosbmer ©0es30MNaCHOCTU aJlbTEPHATUBHOTIO
JIEKAPCTBEHHOTO npenapara, BKJIOUAEMOT'O B I[epedeHb, IIpM IUATHOCTHUKE,

npoduiakTuke, JIeUeHUM WMIM peabunuTaumuy s3abdojieBaHul, CUHIPOMOB UM COCTOSHUNM C
y4eToOM CTaTUCTUYECKMX JaHHHX O CTPYyKType 3aboJjleBaeMOCTM M CMEPTHOCTM B
Poccumickon Odenmepauum;

4.2. BHOBbBb I10ABMBIIMIECHA CBeIeHNA O TOKCUMYHOCTU MJIM BREHICOKOM UYacToTe
HexXeJIaTeJIbHEX MNOOOUHHIX SBJIEHMM NPM IPMMEHEHMUM JIEKapCTBEHHOTO Ipelnapara;

4.3. NOpMOCTaHOBJIEHME MPMMEHEHMS JIeKapCTBEHHOT'O IpernapaTa B POCCHUMCKOM
demepaumm;

4.4. oTMeHa TOCYyIapCTBEHHOM perucTpaluM JIeKapCTBEHHOTI'O IpernaparTa;

4.5. npekKpaleHue NPOM3BOACTBa JIEKAPCTBEHHOI'O Ipenaparta Jambo ero
rnocrTaBok B Poccuyckyio demepaumio M (MJIM) OTCYTCTBME JIeKAPCTBEHHOT'O IIperapara
B TpaxIaHCKOM oBbopoTe B Poccurckoy demepalumy B TedeHUEe [epuoIa,
MNPEBHIAKIETO OOMH KaJIeHOAaPHBI I'Ofn.

5. O6OocCHOBaHMA OJiA MCKJIOYEHMA JIEKapCTBEHHOTO IIpenapaTta M3 [epedHeln
JIEKAPCTBEHHEIX NpenapaToB IOJIA MEeIMLMHCKOTO MNPVMEeHEeHMA:

5.1. KIIMMHNYEe CKIMEe IOAaHHEBIE - IIOJIHOTEKCTOBEIE BepCuUum CPaBHUTEJIbHEIX
KIIMHNYEe CKUX MCCH@HOBaHMﬁ (CTaTbM, OTYETEl Ha PYCCKOM A3bBIKE WM IIePeBEICHHEBIE
Ha PYCCKMM A3HK, BaBepeHHbHe 3adaBuTesieM) (yKas3HEBalTCs aBTOPH, HaMMeHOBaHME,

OM3amH nccJjiegOBaHMUA, KOJIMYEeCTBO IIaluMeHTOB, BKJIIOYEHHEBIX B muccijiegoOBaHMe,
nepmon HabJoOeHm"s, IIOKa3aHue K MeIMUIVMHCKOMY IIPVIMEHEHUIO JIEKAPCTBEHHOTO
npernapaTa, Pre3yJjibTaTE MCCJIeJOBaHMA C YKa3aHeM KOJIMUECTBEHHEIX IJAaHHBEIX,

3akKJInUeHne, CIIMCOK JIMTEPAaTYPE — aBTOpP, HaAMMEHOBAHME MCCJIEOOBAHMSA, BEIXOIOHEIE
IaHHEE) ;
5.2. IOAaHHBIE O KIIMMHVMKO—5KOHOMMUE CKMUX (@apMaKOBKOHOMquCKMX)
KoHcynbTaHTINIOC
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun Mpasmn hopMUPOBaHUSI NEpPEYHEN [JokymeHT npepocTtaeneH KoncynbtauTtintoc

NEKAPCTBEHHbIX NMPENapaToB...

[ata coxpaHeHnus: 20.01.2017

XapakTepnucTruKax JIEKAPCTBEHHOTO
MCCJIenOBaHUM
craTrTemn, OTUeTHI, nepeBeneHHme

KIJIIMHVKO—-35KOHOMNUECKIMX

(ykaselBalwTCa CBeIeHUsd

uccJjenopaHue, OM3amH

MoIenupoBaHue <*>),

KOTOPEIE VICIIOJIBE30BaJIMChb

npenapaToM, 3aTpaTsl,
3HaYEeHUH 3aTparT B
IpenapaTos (KpUTepUmn

pes3yJibTaTH uccyenoBaHus,
MCCJIeIOBaHMs, BHXOIHLEE IaHHLE)
5.3. @maHHBEIE O O(QaKTUUECKUX

Poccumckom denepauum

HaTypPaJlbHEIX rnokKaszaTessax
JIEKAPCTBEHHEX IpernapaTosB
IOOKYMEHTHL,

5.4. IOaHHEIE U

JIEKaApPCTBEHHOTI'O nperiapaTa
OTCyTCTBUE JIEKAPCTBEHHOTO

deepaumm B TedUeHUE
HaIuumm) ;

5.5. IaHHEE OTUEeTOB
JIeKapCTBEHHOT'O IpelapaTa

npenapara - [IOJIHOTEKCTOBHE BepCuUn

(CTaTbM, OTUYETEI Ha PYCCKOM HA3EBIKE WJIN

PYCCKMM  A3BIK, 3aBEpPEHHEE 3asBUTEJIEM)

HaVMMeHOBaHMue nccijienoOBaHMA, CCBIJIKM Ha

MCCJIenOBaHMA (peTpOCHeKTMBHoe, IIPOCIIEKTMBHOE,

CBeIeHnA O JIEKAPCTBEHHEIX IIpellapaTax,

CpPaBHEHMA C npenjaraeMeM JIEKaPCTBEHHEM
KOTOPHE YUMTHBAJMCh B MCCJIEOOBAHMUM, U KOJIMUECTBEHHHE

50PeKTMBHOCTE CpPaBHUBAEMHEIX JIEKAPCTBEHHEIX
20OEKTUMBHOCTM UM KOJIMUECTBEHHBIE 3HAUEHUHA),

JIMTepaTyprl - aBTop, HaVMeHOBaHMe

oBbpemMax MNpoIax JIEKAPCTBEHHOT'O IpernapaTa B
NpenuecTBYOIMY Iomade [IPemOjIOXeHMd, B

JIeKapCTBEHHBM bopMaM BapermuCcTPMPOBaHHBIX

(mpm HaAIM4YMU) ;

IIOOTBEepPXIaKlMe IIpekpalleHye I[IPOM3BOINCTBA

IMBO ero NOoCTaBOK B Pocculickyiow Oemepauuio u (mim)
npenapaTra B I'paXIaHCKOM oOOopoTe B Poccumckomn

IpeBbIIAKIIETO OIMH KaJIeHIOApHBM Ton (nopu

pesyibTaTax MOHMTOPMHTA Bes0onacHOCTHU
(B PoccurickolM demepaumm 1 (Mam) 3a pyOexoM) ;

5.6. HDaHHBE, NPEenCTaBJIEHHEE 3asgBUTEJIEM B MHMLMATMBHOM MNOPAOKE.
6. Ofmee KOIMUECTBO INPEACTAaBJIEHHHX INOKYMEHTOB

Ha JmcTrax.

[logonmce 3asgBUTEIIS

DaTa

<*> [pu UCMOMb30BaHUM MaTeMaTUYeckoro MOAENUPOBaHWUS NPeACTaBnsAlTCA B OMEKTPOHHOM Buae Bce
pa3paboTaHHble MOZENM, a Takke AONyLWeHNUs Ana pa3pabGoTku COOTBETCTBYIOLIMX Mogenein U opMyrbl pacyeTos,

MCnosyib3oBaHHbIE B MOoAeNnaAx.

<**> C y4yeTOM NonoxeHui Yactn 6 ctatbk 18 ®egepanbHoro 3akoHa "O6 obpalleHun nekapcTBEHHbIX cpeacTs”
n vactn 3 ctatbn 13 deaepanbHoro 3akoHa "O6 ocHoBax oxpaHbl 300poBbs rpaxaaH B Poccuickon degepaumn’.

Mpunoxexne N 4

K MpaBunam hopmMupoBaHus nepedHein
nekapcTBEHHbIX NpenapaToB

O5S MeQMLMHCKOro NPpMMEHEHUS

N MUHUMArbHOrO acCopTUMEHTA
nekapCTBEHHbIX NpenapaTos,
HeoOXOAMMbIX A1 Oka3aHus
MeaNLIMHCKOW MOMOLLM

(dpopma)

B xommccumio MmHMCTEpCTBAa
30paBoOXpaHeHus Poccurickoy demepauun
no GOpPMMPOBAHMUIO [IepPeuHeM JIeKapCTBEHHBIX
npernapaToB IOJid MEIIMIMHCKOI'O
IIPMMEHEHMA ¥V MMHVMAaJIbBHOI'O aCCOPTMMEHTAa
JIekapCTBEHHEIX IIpelapaTos,
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun MpaBun hopMUPOBaHNUS NepeyHei JokyMeHT npepoctasneH KoHcynbTaHTlAoC
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017

HeOOXOOMMEIX IJIS OKas3aHUS
MEeIVNLIMHCKOM IIOMOIIN

NPEIJIOXEHNE
00 MCKJIOUEHMUM JIEKAPCTBEHHOT'O Ipenapara
V3 MMHMMAaJIbHOTO ACCOPTMMEHTAa JIEKAPCTBEHHBEIX MNpenapaTos,
HeOOXOIMMEIX IJIA OKa3aHMA MEeIMLMHCKOM NOMOWM

1. VubopmMaumsa O 3adgBuUTETIE:

1.1. HamMeHOBaHMe oOpraHMU3auMM MM OGamMmiamsa, MMsa, OTUeCTBO (IpM HAJIWUYMM)
IpaxIaHMHa

1.2. OTBEeTCTBEHHOE JIMIIO, IOJIXKHOCTL

1.3. ampec (MeCcTO HaxXOXIEHMS) WMIM MECTO XUTeJILCTBa

TeyedoH (dakc)

BJIEKTPOHHAS I0oYTa .
2. VHbGopmMauMsa O JIEKAPCTBEHHOM IIperaparTe:
2.1. HavMeHOBAaHUE:
2.1.1. MexODyHapoIHOe HelaTeHTOBaHHOE HaMMeHOBaHUEe

Ne Ne Ne N

’

2.1.2. B cryuae OTCYTCTBUSA MEXIYHapPOIHOTO HenaTeHTOBAHHOTO
HAVMMEHOBAHMUSA — TPYHNIMPOBOUYHOE HAMMEHOBAaHME ;

2.1.3. B criayuyae OTCYTCTBUSA MEXIYHapPOIHOT'O HEIaTEeHTOBAHHOTO U
TPYNNIMPOBOUHOT'O HAMMEHOBAHUM — XMMUUECKOEe HaMMeHOBaHUEe ;

2.1.4. B ciaydae OTCYyTCTBUSA MHEBIX HaVMMeHOBAHUMN - TOPTOBOE
HaMMeHOBaHUe ;

2.2. KOI aHATOMO-TEePAarNeBTUUECKO—XUMUUECKOM KJIaCCUbMKALIUM
JIEKaPCTBEHHOT'O IpernapaTa ;

2.3. TocCymapCTBEHHAas perucTpalmsa JIeKapCTBEHHOI'O IpelnapaTa B PocCcuMckoM
denepaumnm:

maTa (J4u.MM.TTTT) ;
HOMEP PEeTUCTPALUMOHHOTO YyOOCTOBEPEHUS ;

naTa NOOTBEPXISHUS TOCynapCTBEHHOM perucrpaumumn JIEKAPCTBEHHOTO
npenapaTa (OIpu HaaMuuM) (Yd.MM.I'T'I'T) ;
2.4. [1maHHBHle O IIPOMBBOICTBE JIEKAPCTBEHHOTO IpernapaTa B Poccuiickon

denepauunm (OIpu HaJIUUUMN)

’

2.5. npenjiaraeMee s UCKJIIIOUEHU S JIEKAaPCTBEHHLE bopmer
3apEeTMCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara (IepeurcyiUTh)

’

2.6. cCBemeHMS O BOCIIPOU3BEIEHHEX JIeKapCTBEHHBIX npenapaTax (mpm
HaJIUUUU) .
3. OcHOBaHMSA IJig MUCKJIOUYEHMS JIEKAaPCTBEHHOTO IIpernapaTa M3 MUHMMAaJIbHOTO

aCCOETMMeHTa JIEKAPCTBEHHEIX IIpernapaTos, HeOOXOOMMEIX IJIS OKa3aHMS MeIMLMHCKOM
IIOMOIIN 2

3.1. JlexapCTBEHHB IIpelapaT He BXOIOUT B [NepedeHb XMBHEeHHO HeOOXONMMBIX
Y BaXHeMIMX JIEKAPCTBEHHEIX [IPeNnapaToB;

3.2. IpUMEHEHNEe JlekapCTBEHHOTO IIpenapaTa B Poccurckon demepalum
IPMOCTaHOBJIEHO;

3.3. TocymapCTBEeHHas perucTpaluMsa JIeKapCTBEHHOT'O IpelapaTa B Poccumckom
demepaun OTMEHEHA;

3.4. npekpaleH TPaXOaHCKUN obopoT JIEKAPCTBEHHOTO npenapaTa B
Poccunickoy depmepalmy, B TOM UMCIIEe NPEeKpalleHO eI'o IIPOM3BOLNCTEO.

4. JOKYMEHTEl I »OaHHEEe, OOOCHOBHBAaKIMEe [IPenjioXeHMre 00 UCKIIUYEeHUNU
JIEKAPCTBEHHOTO npenapara ns3 MMHMMAaJIbHOTO aCCOPTUMMEHTAa JieKapCTBEHHBIX
npernapaTos, HEOOXOIMMEIX IJiS OKas3aHMs MEIMIMHCKOM I1OMOLIM :

4.1. OOKYMEHTH M JaHHBEE, [OIATBepXIaplMe IIpekKpalleHre T'PaxIaHCKOTIO

obopoTa JIeKapCTBEHHOTO Ipenapata B Poccumckom demepaumm, B TOM UMUCIIe
npekpaleHrue ero NpPoM3BOLCTBA
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"06 yTBepxaeHun MpaBun hopMUPOBaHNUS NepeyHei JokyMeHT npepoctasneH KoHcynbTaHTlAoC

JNIEKApCTBEHHbIX NPENApaToB... [ata coxpaHenus: 20.01.2017

4.2. IOaHHBIE, IIPeICTaBJIEHHBEIE 3adBUTEJIEM B MHMIMATMBHOM IIOpPAIKE

5. Ofumee KOMMUECTBO IIPenCTaBJIEHHBIX INOKYMEHTOB
Ha JucTax.

[Nognuce 3adBUTENIS / /

IaTa

MpunoxeHne N 5

K MNMpaBunam dopmMnpoBaHua nepeyHemn
nekapcTBeHHbIX npenapaTos

ANA MeANLMHCKOro NpUMeEHEHUsA

N MMHMMAarbLHOIo acCopTUMEHTa
nekapcTBeHHbIX NpenapaTos,
HeobXxoAMMbIX AN OKasaHus
MEeONLNHCKON NOMOLLN

(dbopma)
SAKJIIOUYEHUE
10 pes3yJlbTaTaM IPOBeIeHMS IOKYMEeHTaJlbHOM
OKCIIEPTU3El MIPENJIOXEHMA O BKJIIOYEHUN (MCKJ’HOLIGHMM)
JIEKAPCTBEHHOT'O IpelapaTa B I[IepPeuYHM JIEKapCTBEHHEIX [IPENapaToB
Y MMHUMAJILHEIM aCCOPTMMEHT JIeKapCTBEHHHX IIpelapaToB,
HeOOXOIOMMBIX IJIS OKa3aHMa MeIULMHCKOM IOMOUM
1. HacTosmee 3akjOUeHME KacaeTCsa MaTepuasioB, NPEeOCTAaBJIEHHBIX IJIS:
1.1. BkJIOUEeHMSA JIEKAPCTBEHHOTI'O IIpernapaTra B:
1.1.1. epedYeHb XKUBHEHHO HEeOOXOIOMMBIX M BaXHEMIMX JI€KAPCTBEHHHIX
pernapaTos;
1.1.2. mepedeHb IOPOTOCTOAUMX JIEKAPCTBEHHBIX IIpPelapaToB;
1.1.3. mOepeueHb JIEKAPCTBEHHEIX [PENapaToB mAjda ofecCnedeHrsa OTIEJbHHX
KaTeropuM I'paxIaH;
1.1.4 MMHMMAJIbHEM aCCOPTMMEHT JIEKAPCTBEHHEIX [IPenapaToB, HEeOOXOIMMEBIX
OJI19 OKasaHMA MeOMUMHCKOM IOMOWM (MMHMMAJIBHEIM aCCOPTUMEHT) ;
1.2. UCKJIOUEHMS JIEKAaPpCTBEHHOTO IpelapaTa u3:
1.2.1. IepeuHsd XMBHEHHO HeOOXOOVMMEIX M BaXHeMIMX JIeKapCTBEHHEIX
npenapaTOB,
.2.2. IepeuHs IOPOTOCTOAIMX JIEKAPCTBEHHHX IIPENapaToB;
.2.3. IepeuHsa JIeKapCTBEHHHX I[penapaToB nOJa obecrneueHMs OTIOEeJIbHEX
KaTeropum IrpaxiaH;
1.2.4. MMHUMAaJIbHOTO aCCOPTMMEHTAa.
2. Vubpopmaumsa O JIeKapCTBEHHOM IIpelaparTe:
2.1. HauMeHOBAHUE:
2.1.1. MexOyHapoIHOEe HENaTeHTOBAHHOE HaMMeHOBAaHMe ;
2.1.2. B ciydyae OTCYyTCTBUA MeXIOyHapOIOHOT'O HENaTEeHTOBAHHOTI'O
HaVMMeHOBaHM’ — TPYHIMPOBOYHOE HAaAMMEHOBAHNME ;
2.1.3. B cllyudae OTCYyTCTBUS MeXIYHapOIHOT'O HEIaTeHTOBAHHOTO U
TPYHIOVMPOBOUHOT'O HAMMEHOBAHUM - XMMMUECKOEe HaMMeHOBaHMEe ;
2.1.4. B cJoydYae OTCYTCTBMS MHBIX HAMMEHOBAHUIM — TOPIOBOE HaMMEeHOBaHUE
7
2.2. KOI aHaTOMO-TepaleBTUYeCKO—XMMUUECKOMN KJlaccudmraumm
JIeKapCTBEHHOT'O IIperapara ;
2.3. npemjaraeMele K BKJIIOUEHUIO JIeKAPCTBEHHEE QOPMEl 3apeIlMCTPUPOBAHHOTO
KOHCYHbTaHTnnI-OC www.consultant.ru Crpanuua 15 u3 29
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun MpaBun hopMUPOBaHNUS NepeyHei JokyMeHT npepoctasneH KoHcynbTaHTlAoC
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017

JIEKaPCTBEHHOT'O IpelapaTa (IepeducCiuThb) :

7
2.4. npemjaraeMele K MCKJIOUEHUIO JIEKAPCTBEHHBE QOPME 3apeTMCTPUPOBAHHOTO
JIEKAPCTBEHHOTO IpenapaTa ([IepedmncinTh) :

3. Cpokxu IpoBemeHMS HOOKYMEHTAJIbHOM B3KCIIEPTU3H:

c o .
4. IJoxyMeHTanbHasd 5KCHEePTHU3a npenJjoXeHU (B COOTBETCTBUM c
[IPUIIOXKE HUAMMN 1 n 2 k IlpaBunamMm QOpMMPOBAHMS IIepeudHel JIeKapCTBEHHHX
IpenapaTob oA MeIULMHCKOT'O IPMMEHEHMSA M MMHMMAJIBHOTO AaCCOPTUMMEHTA
JIeKapCTBEHHBIX IIpelapaToB, HeOOXOIMMHIX MOJig OkaszaHMA MeOUUMHCKOM IIOMOIM,
YTBEPXIOEHHEM [IOCTAaHOBJIEHMEM [lpaBuTenbCcTBa Poccurickon demepauum oOT 28

aBrycra 2014 . N 871):

Tpebyemble cBeaeHUS WNHdbopmauus o npeactasneHn TpebyeMbix cBegeHNi
3asBuUTENEM
1 2 3
1 |WHdopmauusa o 3assutene 1.1 npegcrtaBneHa B NOsIHOM 06beme

1.2 npegcTtaBneHa He B NOSTHOM o6beme (nepedncnuTsb):

1.3 He NpeacTaBneHa

2 | Wndopmaumsa o nekapCTBEHHOM 2.1 npegcTasrneHa B NofHOM obbeme
npenaparte 2.2 npefcTaBreHa He B NOSIHOM 06beMe (MepeyvmncrnnTb):

2.3 He NpeacTaBneHa

3 |CeeneHusi 0 nekapCTBEHHOM 3.1 npeacTaBneHsbl B NONHOM 06beme
npenapare Ans BKINoYeHNs 3.2 npeacTaBneHbl He B NOMHOM 06beMe (MepeuncnuTb):
(nckntoveHus) B nepeyHun
nekapCTBEHHbIX NpenapaToB U 3.3 He npeacTaBneHsbl

MMHMMaHbeWﬁaCCOpTMMeHT

4 | NaHHble, 060CHOBbLIBAIOLLINE 4.1 npencTtaBneHbl B NofiHOM obbeme
npeasiokeHne O BKIHYEHWM 4.2 npencTtaBneHbl He B NOMTHOM o6beMe (NepeyncnmThb):
(ncknoYeHnn) nekapcTBEHHOro
npenapara B nepeyvHu 4.3 He npeacTaBreHbl

JNIEKapCTBEHHbIX NMpenapaTtoB U
MUHNManbHbIN aCCoOpPTUMEHT

5. B3BaMeuaHMsa IO pel’yJbTaTaM HOKYMEHTAaJIbHOM B3KCIEPTMU3B NPenJIOXeHUs (Ipu
HaJMUMUYM HYXHOE OTMETUTH) :
5.1. HeHajexalee odpopmIIeHME NpemJIoXeHNs ¥ [OpujlaraeMblXx K HEMY

IOOKYMEHTOB U CBEeIEHWUMN;

5.2. oTCyTCTBME DJIEKTPOHHOM QOPMEI MNPENJIOXEeHMS U [IpujlaraeMblXx K HeMy
IOKYMEHTORB U CBEIeHUN;

5.3. mpencrapJleHMe OOKYMEHTOB U CBEIEHUM B HEINOJHOM obbeMe;

5.4. BHSBJIEHME HECOOTBETCTBUA MexIy OOKYyMEeHTaMMU n CBeIOeHusaMHM,
IpeOCTaBJIEHHEMM Ha OyMaXHOM HOCUTEJIE M B BJIEKTPOHHOM BUIE;

5.5. mpencrTaBJieHME HEeIOOCTOBEPHOM MM MCKAXEeHHOM MHOOpMaLMUM;

5.6. mpencraBJjieHME IOKYMEHTOB U CBEIOEHUH, 10 KOTOPEIM KOMMCCHEN OBLIO
BEIHECEHO peleHue 00 OoTKa3e BO BKJIOUEHUM  (MCKJIOYEHUM) JIEKapCTBEHHOTO
npernapaTa B [IE€PeUYHM JIEKAPCTBEHHHX IIpelapaToB, MUHMMAJIbHEIL aCCOPTMMEHT.

KoHkpeTHBEE 3aMeuaHud:

KoHcynbTaHTINOC
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871

"06 yTBepxaeHun Mpasmn hopMUPOBaHUSI NEpPEYHEN [JokymeHT npepocTtaeneH KoncynbtauTtintoc
JIeEKapCTBEHHbIX NPenaparos... fata coxpaHerus: 20.01.2017
6. PesymnbTaT:
6.1. HanpaBUTL NPEenJIOXEeHMEe Ha DKCIepTU3y;
6.2. HaIpaBUTH B ampec 3a9BUTEII 3aKJIOUEHME C 3aMedaHUMaIMM O
HECOOTBETCTBMM YCTAHOBJIEHHEIM TpeOOBaHUAM;
6.3. HanpaBUTbH npenjoxeHne BHEITaTHOMY creuMajancTy MuHMCTEpCTBa
30paBooOxpaHeHusa Poccurickon demepaluu oJis IIOOTOTOBKU pexoMeHmauum O
BKJIIOUEHUMU (MCKITIOUEeHUN) JIEKAPCTBEHHOTO npenapara B MMHMMAaJIb HEIN
ACCOPTYMMEHT .

llpencenmaTesyib KOMMCCUN
MyHMCTepCTBa 3IOPaBOOXPAaHEHUS
Poccurickon demepalum
no GoOpMMPOBAHMIO MIepeuHen
JIEKAPCTBEHHEIX IIPENapaToB
OJid MeIVMUIVMHCKOI'O IIPpVMIMEHEHNMA
Y MMHUMAJIbBHOT'O aCCOPTMMeHTa
JIeKapCTBEHHBIX [IpelapaTos,
HeOOXOIMMEIX IJIS OKa3aHMUI
MEeIMUMHCKOM [IOMOWM

/
(marTa) (moonmce, pacumdpoBka IOIONUCHK)
MpunoxeHue N 6
K MpaBunam opmupoBaHusa nepedHein
rneKkapCTBEHHbIX NpenapaToB
ON9 MeAMLMHCKOro MpUMEHEHMS
N MUHUMAIbHOrO acCopTUMEHTA
NeKkapCTBEHHbIX NpenapaTos,
HeOOXOAMMbIX AN Oka3aHUs
MEeOMLIMHCKOWM MOMOLLM
5 NHTEMPAJTbHBIE LUKAITbI
KNMMHNYECKOWU N KIMTMHMKO-3KOHOMWYECKOW OLEHKN NEKAPCTBEHHOIO
MPENMAPATA MNMPU NPOBEOEHNN OSKCMNEPTUSbI
LLikana oLeHKM YpOBHEN 40KA3aTENbHOCTN pe3yrbTaToB
KMMHUYECKNX NCCNeaoBaHN NeKapCTBEHHbIX NpenapaToB <*>
XapakTepucTtuka nccrnegoBaHuim YpoBHU LLikana oueHku
[oKasaTenbHOCTH (6annbl)
pes3ynbTaTtoB

Cuctematudeckme 0630pbl N MeTa-aHanNU3bl I 10

PangomMunanpoBaHHble crienble KIMHUYEeCKMe ncenenoBaHnst 1] 9

PaHaomun3nMpoBaHHbIe OTKPbIThIE KIMMHUYECKNE NCCNefoBaHMUs ] 8

KBasnakcnepumeHTanbHble NCCreL0BaHNS 1l 7

KoropTHble nccnegosaHus v 6

WccnepoBaHua "cnyyam-KoHTponb" \% 5

KoHcynbTaHTINOC
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871

"06 yTBepxaeHun MpaBun hopMUPOBaHNUS NepeyHei JokyMeHT npepoctasneH KoHcynbTaHTlAoC
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017
OnucaHue cny4aes n cepun criyvyaes VI 4
MHeHune akcnepToB Vi 3

LLikana oueHKu ypoBHel yoeanTenbHOCTM 4oKa3aTenbCT
KIMUHWUYECKUX UCCIEAOBaHUIA NTEKapCTBEHHbIX NpenapaToB <**>

YpoBeHb XapakTepucTtuka nokasaTesns LWkana
yb6eouTenbHoCTn OLIeHKM
[oKasaTernbCTB (6annbl)
A JokasaTtenbcTBa yoeanTernbHbI: 3

MMEITCA BECKMe AoKaldaTes1bCTBa rnpeafiaraemMoro yreepxXageHua

B OTHOCUTENbHas yoeanTenbHOCTb JOKa3aTeNbCTB: UMEKOTCS 2
[0CTaToYHble JloKa3aTenbCTBa B NOMb3y TOro, YTOObI
peKoMeHO0BaTb NPEASIOKEHHbIN NeKapCTBEHHbIN Npenapat Ans
BKITHOYEHUS (MCKITIOYEHNS) B COOTBETCTBYIOLLMI NEepeYeHb
NeKapCTBEHHbIX NpenapaTos

C JOCTaTO4YHbIX JOoKa3aTernbCTB HET: 1
MMelLMXCca JoKkas3aTenbCTB HeA0CTaTOYHO ANst BbIHECEHUS
pekoMeHaaunn, HoO pekoMeHZaunm MoryT ObITb JaHbl C y4ETOM
MHbIX 0OCTOATENBLCTB

MHTeraﬂbHaﬂ KoJim4yeCTBeHHasa oueHKa
KayecCTBa KIMMHUYeCKOoro nccrieqoBaHmna nekapCTtBeHHOro npenaparta
ana MmeanumMHCKOro npuMeHeHuna

XapakTepucTrka nccnegoBsaHus YpoBeHb YpoBeHb Obwas oueHka
AokasaTenbHo | ydoeoutenbHOC |  MccrnegoBaHust
CTW OAHHbIX ™ (6annbr)
JokasaTenbCcT
B
CuctemaTtudeckmin 0630p paHAOMU3NPOBAHHbIX | A onpenensieTcs Kak
KNMHWUYECKUX NCCneaoBaHuiA Unn meTa-aHanumsa nponseeneHne
oueHku B bannax
MacLTtabHble paHOOMU3MPOBAaHHbIE KNMMHUYECKue YPOBHS
uccrieoBaHns ¢ 04HO3HaYHbLIMK pesyribTaTaMmu U Il A [oKasaTenibHOCTH
HN3KOI BEPOSITHOCTBLIO OLLIMOOK [aHHbIX 1 OLIEHKN B
H6annax ypoBHs
MacwTtabHble paHOOMU3NPOBAHHbIE KITMHMUYECKNE ybeauTensHocTH
nuccrnegoBaHns ¢ Heo4HO3HaYHbIMU pesyribTaTamu, 1] B [oKasaTenbCcTB

HU3KOWN Unun cpe,u,Heﬁ BE€POATHOCTbIO owmnbok

Hebonbline paHOoMn3npoBaHHbIE KITMHNYECKNEe

nccecnepgoBaHMA I B
KBa3I/I3KCﬂepVIMeHTaJ'IbHOG nccnegoBaHume C m B
Xopouwio I'IO/J,06paHHbIMI/I rpynnamm cpaBHEHUA
KOFOpTHbIe nccnegosaHMa ¢ ogHO3HaA4YHbIMU v B
pe3ynbTatamMun 1 HU3KOM BE€POATHOCTbIO oLmnook
KoHcynbTaHTINIOC
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun MpaBun hopMUPOBaHNUS NepeyHei JokyMeHT npepoctasneH KoHcynbTaHTlAoC
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017

VccnenosaHua "cnyyam-KOHTponb" ¢
O[HO3HA4YHbIMM pe3yrbTaTaMmm N HU3KOWN \Y B
BEPOSITHOCTbIO OLIMBOK

OnucaHue criyvaes, cepuii criyqyaeB W C

MHeHune akcnepToB Vi C

WccneposaHua noboro ansariHa HU3KOro I C
MEeTOANYECKOro KayecTsa

Il C

11 C

\Y, C

Y C

\ C

VI C

WNTorosas MHTerpanbHas KonmyecTBeHHas OLleHKa KayecTBa KNMHUYECKOro UccreaoBaHus
NekapcTBEHHOro npenapara:

He MeHee 18 Ans pekoMeHaaLUMm K BKIIOYEHUIO NeKapCTBEHHOro npenapara;

He MeHee 12 AN pekoMeHOauMK K BKMHYEHWIo Ans opdaHHOro NekapcTBeHHOro npenapara

KonunyecTtBeHHas oueHka adheKTUBHOCTN NPUMEHEHUS
nekapCTBEHHOro npenapaTta B paMkax KNMHUYECKNX nccregoBaHuni

HanmeHoBaHne OueHKka cTeneHn 4OCTMKEHNS HocTmxkeHne Lenesoro LWkana
KpUTEPUS OLLEHKN LeneBoro pesynbtaTa c y4eToMm pesyrnbTarta C y4eToMm OLLEHKM
achdekTMBHOCTH NpeMMyLLEeCTBa Mo CPaBHEHUIO C npemmyLlecTsa nepeg (6annbl)

Tepanuen npenapaTaMmy CpaBHEHUS Tepanven npenapaTamu
CpaBHeHUs (B NpoLeHTax)

Hanpumep kputepuit: NOMHOCTBLIO AOCTUMHYT LieneBom 100 10

CHWXEHME YPOBHS pe3ynbTat (Bblicokas aPEeKTUBHOCTb)

apTepuanbsHoro

JaBneHns 40 LerneBoro |4acTU4HO SOCTUTHYT LieNeBon 90 9

3HayeHus pesynbTat (cpeaHss apeKTUBHOCTL)
80 8
70 7
60 6
50 5
40 4
30 3
20 2
10 1

He OOCTUrHYT LieneBon pesynbtar 0 0
KOHCYH bTaHTInroC www.consultant.ru Crpanuua 19 u3 29
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun MpaBun hopMUPOBaHNUS NepeyHei JokyMeHT npepoctasneH KoHcynbTaHTlAoC
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017

(HM3Kkasa adhPeKTUBHOCTb UMK
oTcyTcTBME 9PPEKTUBHOCTM)

WToro CpeaHsia oLeHka 3EKTMBHOCTU (OTHOLLEHNE CYyMMbI BassoB Nno Kaxaomy
Kputepuio 3 PEKTUBHOCTU K KONTMYECTBY KPUTEPUEB)

KonunyecTtBeHHas oueHka Ge3onacHocTn NnpUMEeHeHnsA
JIEKapCTBEHHOIO npenaparta B paMKax KITMHNYEeCKNX nccrnegoBaHui

OueHka ypoBHs1 6e30nacHOCTU Yucno cnyyaes OueHka B 6annax Becosowm
nekapcTBEHHOro npenapaTta No6OYHbLIX 4ENCTBUN KoahpMUMEHT
(B npoueHTax)

MoBo4yHble 4ENCTBUA OTCYTCTBYHOT 0 0 0
[NoboyHble gencTBUS nerkomn 10 -1 0,25
cTeneHu

20 -1

30 -1

40 -2

50 -2

60 -3

70 -3

80 -3

90 -4

100 -4
MobouyHble aencTBusA cpegHen 10 -2 0,5
TSKECTU

20 -2

30 -3

40 -3

50 -4

60 -4

70 -5

80 -5

90 -6
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871

"O6 yTtBepxaeHun Mpasun dop
NIEKAPCTBEHHbIX MPenapaTos...

MNPOBaAHUA nepequﬁ

[JokymeHT npegoctasneH KoHcynbTaHTINOC

[ata coxpaHeHnus: 20.01.2017

100 -6
[Nobo4Hble eNCTBUS TSXKEMNON 0 -4 1
CTENEHN - COCTOSIHUSA,
npoasieBaroLlme HaxoxgeHne 20 -4
nauveHTa B cTalMoHape unm
npeacTasnaoLLme yrposy ans 30 -5
XKU3HK
40 -5
50 -6
60 -6
70 -7
80 -8
90 -9
100 -10
NToro OLEeHKa ypoBHSA 6e3onacHOCTU (CyMMa NPON3BEOEHUIN CPEOHMUX
6annoB No kaxxgomy ypoBHIO 6e30MacHOCTM JIEKapCTBEHHOMO
npenapaTa 1 COOTBETCTBYHLLEIO BECOBOIO koachduumeHTa)

KonnyecTtBeHHas oueHKa OONOMHUTENBHOMN TepaﬂeBTI/I‘-IeCKOVI
LEHHOCTW NNEKapCTBEHHOIo npenaparta

HanmeHoBaHue kputepus PesynbTat OLeHKn LLikana ougHku
OOMOSTHUTENBHON (6annbl)
TepaneBTMYECKOM LIEHHOCTM
1. KpaTtHocTb npuema COKpaLleHne KpaTHOCTM Npuema +2
COXpaHeHue KpaTHOCTU npuema 0
yBENUYEeHne KpaTHoOCTU Npuema -2
2. HoBbIt MexaHu3m UMeeT CyLLeCTBEHHbIE KIMHNYECKNe NpenmyLlecTsa +2
nencTeus
NMEET He3HaYUTENbHbIE KITMHMYECKME NMPenMyLLecTBa +1
He MMeeT KIMMHMYECKNX NPENMYLLLECTB 0

KonnyecTtBeHHas OLeHKa KIMHUKO-9KOHOMUYECKoN a¢ppekTMBHOCTH
nekapCTBEHHOro npenapaTta

Kputepum oueHku PesynbTat oueHku MpoueHT LLikana ougeHkn
OTKITOHEHUSA (6annbl)

1. MNpeacTtaBneHHas BblLLE€ CTOMMOCTM JIe4YEeHMUs 100 n 6onee -10
CTOMMOCTb Kypca unm npenapaTom CpaBHEHWUSI

rogoBOro fnevyeHunst 80 -100 -8
neKapCTBEHHbIM

npenapaTom 60 - 80 -6

KoHcynbTaHTINIOC
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun Mpasmn hopMUPOBaHUSI NEpPEYHEN

NEKAPCTBEHHbIX NMPENapaToB...

[JokymeHT npegoctasneH KoHcynbTaHTINOC

[ata coxpaHeHnus: 20.01.2017

40 - 60 -4
20-40 -2
10-20 -1
COOTBETCTBYET CTOMMOCTM He 6onee 10 0
neveHuns npenapaTom CpaBHEHWS
HUXE CTOMMOCTU NleYeHus 10-20 +1
npenapaTom CpaBHEHWS
20-40 +2
40 - 60 +4
60 - 80 +6
80 n bornee +8
WTtoroBas oLeHka no LiKkane OLUeHK1 NpeacTaBneHHbIX 3aTpat
2. Npeumyectsa no npUMeHeHWe NekapCTBEHHOIo no 20 +2
KINMHWKO-3KOHOMMNYECKOWN npenapaTa NpuBOAMT K
ahdekTMBHOCTH CHWKEHMIo obLwmx 3aTpat 20-40 +4
nekapcTBeHHOro npenapata |(ykasaTb OTAENbHO NPsAMbIE U
C npenapataMy cpaBHEHUS | HEMpsIMble 3aTpaThl) Ha okaszaHue 40 -60 +6
(no kaxxgomy u3 MEeOULMHCKOW MOMOLLM B pamMKax
npeacTaBneHHbIX 1N nporpamMmMbl rocygapcTBEHHbIX 60 - 80 +8
HaNOEeHHbIX rapaHTui 6ecnnaTtHoro okasaHus
CaMOCTOATENBHO MeLMLMHCKON NomoLLM (BNUAHME 6onee 80 +10
nccrnenoBaHuin) Ha BropxeT)
NMPMMEHeHNE NEKAapPCTBEHHOIO 0
npenapaTa He TpebyeT
yBenuyeHuns obumx satpat
(ykasaTb OTAENBLHO NpSAMbIE U
HenpsiMble 3aTpaTbl) Ha okaszaHue
MEeOULMHCKOW MOMOLLM B pamMKax
nporpaMmbl rocyapCTBEHHbIX
rapaHTui 6ecnnaTtHoro okasaHusi
MeLMLMHCKON NomoLLn (BNUAHME
Ha BroaxeT)
npuMeHeHne nekapCcTBEHHOro no 20 -2
npenapaTa TpebyeT yBenuyeHuns
obuwmx 3aTpaT (ykasaTb OTAENbHO 20-40 -4
npsiMble U HEMpsIMble 3aTpaTbl)
Ha OKa3aHwWe MeaULUHCKOW 40 -60 -6
NMOMOLLM B paMKax nporpammbl
rocyaapCTBEHHbIX rapaHTuin 60 - 80 -8
GecnnatHoro okasaHusi
MEeLMLMHCKON NomoLLn (BNusaHmMe oonee 80 -10
Ha BroaxeT)
OLleHKa 3aTpaT N 3EeKTUBHOCTH CHWXeHne +1
(oTHOLWeHne nokasaTtens nokasarens
NeKapCTBEHHOro npenapara u
npenapaToB CpaBHEHUS) noBbILIEHnE -1
KoHcynbTaHTINOC
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun MpaBun hopMUPOBaHNUS NepeyHei JokyMeHT npepoctasneH KoHcynbTaHTlAoC
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017

noKkasarend

VToroBas oLeHka no LuKarne OueHKM NPenMyLLeCcTB fiekapCTBEHHOrO npenapaTta no
KITMHNKO-3KOHOMMNYECKON 3EKTUBHOCTU (OTHOLLIEHME CYMMbI 6annoB No KaxxgoMy
nccneaoBaHuUIo K KONMYECTBY UCCNeaoBaHUN)

WToroBas oueHka KIMHUKO-3KOHOMUYECKON 3hDEKTUBHOCTH NEKAPCTBEHHOTO
npenapara (Cymma 6annoB OLEeHKM NpeAcTaBMNeHHbIX 3aTpaT U MTOrOBOW OLLEHKM MO
LUKarne OLEeHKN NperMMyLLECTB NeKapCTBEHHOIO npenapaTa no KIMHUKO-3KOHOMUYECKOW
apdekTMBHOCTH)

WMToroeasi oueHka KNMHUKO-3KOHOMMUYECKOWM SKCNepTU3bl NPeanoxeHust (He MeHee + 4) aAns pekoMeHgaumm
K BKJTIOYEHMIO FTIEKapCTBEHHOIO NnpenapaTta B nepeyvHu

KonuyecTBeHHas OLEHKa OONOMHUTENbHBLIX OaHHbIX
0 NeKapcTBEHHOM Mnpenapare

Kputepum oueHku PesynbTat OLeHKn LWkana
OLIEHKMN
(6annbl)
HeobxoanmocTb NpMMEHEHUS NEKAapCTBEHHOIO na +2
npenapaTa Ans guarHoCTUKK, NPOUNakTUKN, nevyeHuns
unu peabunutauumn 3aboneBaHun, CUHOPOMOB UMK HeT 0

COCTOsIHMI, NpeobnaatoLLmx B CTPYKType
3aboneBaemMocTu U CMepTHOCTM rpaxaaH Poccuiickon
depepaumm, Ha OCHOBaHWUW AaHHbIX rOCY4apCTBEHHOIO
CTaTUCTMYECKOro HabnoaeHms

LlenecoobpasHoCTb BKOYEHUSA NeKapCTBEHHOMO 0,8 u BbIWwe +3
npenapaTa B CTaHAapT MeAULMHCKOM NOMOLLU C Y4EeTOM
pekoMeHAyeMONn YacToThbl NpeaocTaBneHus 0,6-0,8 +2
04-0,6 +1
0,2-04 +0,5
Hwxe 0,2 0
Llenecoobpa3HocTb BKINOYEHMS B KITMHUYECKME na +2
pekoMeHZaunn (NPOTOKOSbI NeYeHUs)
HeT 0
Hannuue 3apermuctpupoBaHHbIX B Poccuiickon a +1
depnepaumm BocnpomsBeaeHHbIX NekapCTBEHHbIX
npenapaToB HeT 0
Hanunune nekapctBeHHOro npenapara B NepeyHe HeT 0
cTpaTernvyeckn 3Ha4yMMbIX FIEKAPCTBEHHbIX CPEACTB,
NPOM3BOACTBO KOTOPbIX JOMKHO ObITh 06ecneveHo Ha na +1
Tepputopun Poccuinckon egepaumm, yTBEpPKOEHHOM
pacnopsikeHnem NpaBuTtenscTBa Poccuickon
denepaumm ot 6 nona 2010 r. N 1141-p
Hannyune nekapcTBeHHOro npenapara B nepeyHsax HeT 0
nekapcTBEHHbIX NpenapaToB, PMHaHCUPYEMbIX 3a CHET
cpencts OogxkeToB cybbekToB Poccuiickon Pegepaumm | aoa +1
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871

"06 yTBepxaeHun MpaBun hopMUPOBaHNUS NepeyHei JokyMeHT npepoctasneH KoHcynbTaHTlAoC
JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017
Hanuuue npoussBoacTtea (nokanusauus) NnekapcTBeHHOro | HeT 0

npenapaTta Ha TeppuTopum Poccuinckon ®egepauunm
na +3

MToroBas oueHka Npo4Ynx AaHHbIX MO NpearnoXeHnto (He MeHee + 2) ana pekomeHagaunn K BKI4YeHuo

<*> YpoBeHb [0Ka3aTeNnbHOCTW Pe3yNbTaToB KIMMHUYECKUX MCCMEedoBaHWN npuMeHsieTcs Ans  opMarbHOM
OLIEHKM Ka4yeCTBa OTAENbHOrO KIIMHUYECKOTO CCNEeNOBaHNs NekapCTBEHHOMO npenaparta. KnuHudeckux uccrnefoBaHUi
OZHOrO NIEKAapCTBEHHOIO NpenapaTta MOXeT OblTb HECKOILKO, Y YPOBHM WX J0KA3aTENbHOCTM B 3aBUCUMOCTU OT An3aliHa
KIMMHNYECKOro MccrnefoBaHUs MOryT OblTb PasnuyHbI.

<**> YpoBHW y6eanTenbHOCTU 4oKasaTenbCTB 3EKTUBHOCTY NEKApPCTBEHHbLIX MpenapaTtoB MPUMEHSIIOTCS Mpu
OLieHKe COBOKYMHOCTM UCCINEeAOoBaHWii OQHOTO U TOTO Ke JlekapcTBeHHoro npenapata. OcyuiecTBnseTcs oGobLieHve
JaHHbIX 06 YPOBHSIX JOKa3aTeNbHOCTU OTAENbHbIX MCCNEeAoBaHWUI pasnnYHOro KayecTsa U npuceamBaeTcsl oauMH u3 3
YPOBHEN y6eaUTENBHOCTY.

MpunoxexHne N 7

K MpaBunam hopmMnpoBaHusa nepedHein
nekapCTBEHHbIX NpenapaToB

A58 MegMLMHCKOro NPMMEHEHUS

N MUHUMANbHOrO acCopTUMEHTA
nekapCcTBEHHbIX NpenapaTos,
HeOoOXOAMMbIX AN Oka3aHUs
MEeOMLMHCKOWN MOMOLLM

(dpopma)
B xkomMmmccuio MmHMCTEepCTBAa
30paBoOXpaHeHusa Poccurickoy demepauun
1o QOpMUPOBAHUIO IepedHeM JieKapCTBEHHBIX
npenapaTos OJg MEeOMLMHCKOIO
IIPMMEHEHMA ¥V MMHVMAaJIbBHOIT'O aCCOPTMMEHTAa
JIeKapCTBEHHBEIX IIpelapaTos,
HeOOXOIMMEIX IJI OKasaHMsA MeIOUIMHCKOM IOMOM
SAKJIIOUEHUE
10 pes3yJbTaTaM NPOBEeIEHMS BKCIEPTU3E NPEeIJIOXEeHUS
O BKJIOUEHUM (MCKJIOUEHMUM) JIeKapCTBEHHOT'O IpelnapaTa
B TI€pedYHIM JIEKApPpCTBEHHBEIX IIpeliapaToB
1. HacTosdumee 3akJIO4YeHME KacaeTCs MaTepMrasioB, NPEeAOCTaBJIEHHBIX OJIT:
1.1. BkJKNUEHMS JIEKAaPCTBEHHOI'O IpellapaTa B:
1.1.1. repeueHb XMBHEHHO HEeODOXOOMMEIX UM BaXHEeMUMX JeKapCTBEeHHBIX
IpernapaTos;
1.1.2. nepedeHb IOPOTOCTOAWMX JIeKAPCTBEHHLBIX IIpernapaToB;
1.1.3. mnepedeHb JIEKApPCTBEHHHX [pelapaToB mOjaa ofecledeHUs OTIOEJIbHEIX
KaTeropuM TpaxiaH;
1.2. HJckiwoueHMs JIEKAapCTBEHHOTO IpellapaTa Mu3:
1.2.1. epeuHsd XMBHEHHO HeOOXOOMMEBIX ¥ BaXHeMUMX JIeKapCTBEHHBIX
IpernapaTos;
1.2.2. nepeuHsa IOOPOTOCTOANMX JIeKAPCTBEHHLBIX IIperapaToB;
1.2.3. mnepeudHsa JIEKapCTBEHHHX [penapaToB mOjaa ofecledeHuss OTIOEJIbHEX
KaTeropuM TpaxiaH.
2. Vudpopmaluysa 0O BKCIEPTHOM KOMUCCUM :
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871

"06 yTBepxaeHun Mpasmn hopMUPOBaHUSI NEpPEYHEN [JokymeHT npepocTtaeneH KoncynbtauTtintoc
JNIEKApCTBEHHbIX NPENApaToB... [ata coxpaHenus: 20.01.2017

2.1. HaMMeHOBAHME DSKCIEPTHOM OpTraHM3alUM

;
2.2. CcoCTaB DBDKCIEPTHOM KOMMCCUU (bammnmsa, M, OTUEeCTBO,
IOJIXHOCTE) ;
2.3. amgpec (MeCcTO HaxXxOXIOeHMs) DSKCIEPTHOM OpTaHM3alLUM
Teynedpon (dhakc)
BJIEKTPOHHASA [OoYTa

I3

r

’

3. VMubopmalmsa O JIEKAPCTBEHHOM IMperaparTe:
3.1. HaMMEHOBAHUE: ;
3.1.1. MexOyHapoIHOE HelaTEeHTOBAaHHOE HaMMeHOBaHMe ;
3.1.2. B ciyuae OTCYTCTBUSA MeXIYHapOIHOT'O HEeIaTEeHTOBAHHOTO
HaVMMEeHOBAHMUSA - IPYyNNIMPOBOUHOE HAaMMEHOBAaHUE ;
3.1.3 B ciydae OTCYTCTBUSA MEeXIYHaApPOIHOTO HEeINaTeHTOBAHHOTO U
TPYINNIMPOBOUYHOTO HAMMEHOBAHUM — XMMUUECKOE HaVMMEeHOBAHUS ;
3.1.4. B ciy4dae OTCYyTCTBMA VIHEIX HaVMEeHOBaHUM - TOPTOBOE
HalVMMeHOBaHME ;
3.2. KOoZX aHaATOMO-TepaleBTUUEeCKO—XUMUUECKOMN KJIaCCUbUKALIUM
JIeKapCTBEHHOT'O IpelapaTa ;
3.3. npemjlaraeMble K BKJIOUEHMIO WM MCKJIOUEHMIO JieKapCTBeHHBEe GOpME
3apPeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO MHNpernapaTra (IIepeuncsiUTh) ;
3.4. yHbOPMaLMss O BOCIPOM3BENEHHEIX JIEKAPCTBEHHEIX IIpenapaTax (nopu
HaJIM4uMmM) :

4. CpokxM NpoOBeNeHUs SKCIEPTU3H:

c 1o .

5. Pe3ynbTaTH KIIMHMYECKOM OLEHKM MNpenjioxeHusa (B COOTBETCTBUM C
npuyoxeHyemM N 6 k IIpaBuiiaM QOpMMPOBaHMSA IIepedHeM JIeKAaPCTBEHHHBIX IIperapaToB
OJI4 MeIVMLVMHCKOI'O IIPVMMEHEHMA )28 MMHVIMAJIBHOTI'O ACCOpPTVMMEHTA JIEKAPCTBEHHEIX
npenapaToB, HeOOXOIMMBIX IJId OKa3aHMd MeIOUMUMHCKOM I[IOMOUM, YTBEepPXIEeHHBM
IIOCTaHOBJIeHMEM IlpaBUTeNbCTBa Poccumickon Odemepaumm oT 28 aerycrta 2014 .
N 871):

5.1. PesyJbTaTH OLIEHKM KauecTBa KJIMHNYE CKUX MCCJIenOBaHUM
JIEKAPCTBEHHOTO IpernapaTa, I[IPenCTaBJIEHHHX 3aaBuUTeJieM U (MiIM) HaWIEeHHBIX
CaMOCTOATEJIbHO BKCIEPTHOM KOMUCCHEN

Xapakrtepucrtumka YpoBeHb YpoBeHb
P P P P OOwas oueHka
npeactaBneHHoro ybeanTensHocTu ybeauTensHocTH NCCNENOoBaHMS B
KITMHWYECKOro OaHHbIX JokasaTenbCcTB 6annax
nccrnegoBaHmna
1
2
3
4
5
v ap.
Wtoro: cpegHee 3HaveHue (OTHOLIEHME CYMMbl OLEHOK WCCReAdoBaHWa K UX
KONMMYecTBY)
5.2. PesynbTaTH KOJIMUECTBEHHON OLIEHKU sbbexTMBHOCTHU JIeueHMA

JIEKAPCTBEHHEBEIM nperiapaToM B paMKaX KIIMHUMYECKMX MCCJ’Ie,J:LOBaHMﬁ, npencTraBJIEHHBIX

KoHcynbTaHTINOC
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JIeKapCTBEHHbIX NPenapaTos... [ata coxpaHenus: 20.01.2017

3agaBUTEJIEeM M (MIM) HaWIOEHHEIX CaMOCTOSTEJIbHO BKCIEPTHOM KOMMUCCHUEN

HaumeHoBaHve OueHka cTeneHn JOCTUXEHUS LIeNeBOro HocTtmxenune OueHka B
KpUTEpUS OLIEHKM pesynbTata LeneBoro Bannax
adhpbekTMBHOCTM pesynbTtata (B

npoLieHTax)

LeneBon pesynbTaT NOMHOCTbIO AOCTUTHYT
(BbIcOKast 3chHEKTUBHOCTD)

LeneBon pesynbTaT YaCTUYHO JOCTUTHYT
(cpenHsasa achbdheKTUBHOCTD)

LeneBow pesynbTaT He JOCTUMHYT (HM3Kas
3h(PEeKTUBHOCTb, OTCYTCTBUE
adpekTUBHOCTH)

WToro: cpeaHsas oueHka 3dEKTUBHOCTU (OTHOLLEHME CYMMbI 6anoB No KaxgoMy
KpuTeputo adeKTUBHOCTM K KONNYECTBY KPUTEPUEB)

5.3. PesysnbTaTh KOJIMYeCTBEHHOM OLIEHKU Be30naCHOCTHU JIeUeHNAa
JIEKapCTBEHHEIM [pPENapaToM B paMKax KJIMHMUECKMX MCCJIeOOBaHMUM, NpelCTaBJIEHHEIX
3aaBuUTEJIEM M (MIM) HaMUOEHHEIX CaMOCTOSATEJIbBHO SKCIEPTHOM KOMMCCHUEN

OueHka ypoBHsi 6€30MacHOCTN NeKapCTBEHHOMO Yucno cnyyaeB NoGOYHbIX OueHka B 6annax
npenaparta aencteui (B npoLeHTax)

[Mo6oyHble AeNCTBMSA OTCYTCTBYHOT

[Nobo4Hble 4eNCTBUSA NErkom cTeneHun

[Mo6oyHble AencTBMA cpegHen TSKeCTH

[Nobo4Hble 4ENCTBUA TAKENOW CTeneHn

MToroeas oueHka ypoBHS 6e30nMacHOCTU (CyMmma Npon3BedeHnin cpeaHmx 6annoB no Kaxxgomy YPOBHIO
©e30nacHOCTU NeKapCTBEHHOTO Npenapara U COOTBETCTBYIOLLIErO BECOBOro KoaduLmneHTa)

5.4. PesyJsbTaTH OLIEHKM OOIOJIHUTEJIbHOM TepaneBTUUECKOM L€HHOCTU
JIEKAPCTBEHHOTO IpenapaTa, I[OIPenCTaBJIEHHOM 3agaBuUTeJeM U (MiaM) HaWIeHHOMU
CaMOCTOATEJIbHO BKCIEPTHOM KOMUCCHEN

HavnmeHoBaHue kputepus PesynbTat oueHku OueHka B 6bannax
[ONOSTHUTENbHOW TEpaNeBTUYECKOM
LIEHHOCTH

1. KpaTtHocTb npuema

2. HoBbIn MexaHn3m gencresus

5.5. MToroBasa OlleHKa KJIMHUUECKOM OLeHKM MNpelJjioXeHrs  (CyMMa MTOTOBHIX
3HaueHun Tabmmu 5.1. - 5.4.).
6. PesyJbTaTH KJIMHUKO-3KOHOMUUECKOM OLEHKM [IPEeIJIOXEHNIT

KoHcynbTaHTINOC
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MoctaHoBneHue lMpasutensctea PO ot 28.08.2014 N 871
"06 yTBepxaeHun Mpasmn hopMUPOBaHUSI NEpPEYHEN

NEKAPCTBEHHbIX NMPENapaToB...

[JokymeHT npegoctasneH KoHcynbTaHTINOC

[ata coxpaHeHnus: 20.01.2017

KpuTepum oLeHku

Pesyn bTaT OLEHKN

MpoueHT
OTKITOHEHUS

OueHka B 6bannax

1. NpencraBneHHasi CTOMMOCTb
Kypca unuv rogoBoro neyeHusi
neKapCcTBEHHbIM NpenapaTom

BblLLE CTOMMOCTU fleYeHUs
npenapaToM cpaBHeHWs!

COOTBETCTBYET CTOMMOCTU
rievyeHunst npenapaTom
CpaBHeHUs

HWXe CTOMMOCTU nevyeHunsa
npenapatom cpaBHEHUA

MToroBas oLeHKa Mo LLKane OLUeHKn npeacrtaBlieHHbIX 3aTpaTt

2. NpeumyLectsa no
KINHNKO-3KOHOMMNYECKON
ahdekTmBHOCTH
nekapcTBEHHOro npenaparta B
CpaBHeHWUM ¢ NpenapaTtamu
cpaBHeHus (Mo Kaxgomy 13
NpeaCcTaBMNEeHHbIX UK
HaWdEeHHbIX CaMOCTOATENBbHO
nccnenoBaHum)

NPUMEHEHWE NEKAapPCTBEHHOIO
npenapaTa NpuBOAMT K
CHWXeHMIo 06LWwmx 3aTpar
(ykasaTb OTAENbHO NpsiMble U
HenpsMble 3aTpaThl) Ha
oKasaHve MeLMLUHCKON
MOMOLLM B paMKax
nporpaMmbi
rocyaapCTBEHHbIX rapaHTuin
BGecnnaTHOro okasaHus
MEeOMULMHCKOW MOMOLLM
(BnusiHMe Ha OrooxeT)

NpUMeHeHWe NekapcTBEHHOro
npenapaTa He TpebyeT
yBenuyeHusi obLumx saTpar
(yka3aTb OTAENbHO NpsiMble U
HenpsiMble 3aTpaThbl) Ha
oKasaHue MeauLMHCKON
NnoMoLLKM B paMKax
nporpaMmmbi
rocyapCTBEHHbIX rapaHTui
OecnnaTHOro okasaHus
MEANLMHCKOM MOMOLLN
(BnnsiHne Ha GrooxeT)

npYMeHeHne NekapcTBEHHOTO
npenapara TpebyeT
yBEnUYeHnNs obLumx 3aTpaT

(yka3aTb OTAENbHO NpsiMble U
Henpsimble 3aTpaThbl) Ha
oKasaHve MeLMLUHCKON
MOMOLLM B paMKax
nporpaMmbi
rocyaapCTBEHHbIX rapaHTui
6ecnnaTtHoro okasaHusi
MeAMLMHCKOW NOMOLLM
(BnusiHve Ha OropxeT)

MIToroBas oueHka Mo LiKarne OLueHKN NpenMyLLECTB NIEKaPCTBEHHOrO npenapara no
KIUHNKO-3KOHOMMNYECKON 3EKTUBHOCTU (OTHOLLIEHME CYMMbI 6annoB No KaxxaomMy
nccneaoBaHuUIo K KONMYEeCTBY UccneaoBaHUn)
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MToroBas oueHKa KNMHUKO-3KOHOMUYECKON 3h(PEKTUBHOCTU NeKapCTBEHHOrO
npenapata (cymma 6annoB OLEHKM NPeACTaBlEHHbIX 3aTpaT U UTOrOBOM OLIEHKM MO
LIKane OLEeHKM NpenMMyLLeCTB fIeKapCTBEHHOrO npenapara no
KITMHNKO-3KOHOMUYECKON 3D EKTUBHOCTI)

7. Pe3yJbTaThE 3KCIEPTM3BEl NPOUMX IOAHHEIX 10 NPEeNJIOXEeHMIO:

Kputepun oueHku OueHka B 6bannax

HeobxoaumocTb NpYMeHeHWsl NekapcTBEHHOro nNpenapara Ans AMarHoCTUKK,
NpoUNaKkTUKn, NeYeHns unu peabunutauuy sabonesaHuin, CUHAPOMOB UMK
COCTOSIHWIA, Npeobnafatowmx B CTPYKType 3a6oreBaeMocT U CMEPTHOCTM
rpaxxgaH Poccuiickoit ®egepauunn, Ha OCHOBaHUM AaHHbIX TOCY4apCTBEHHOTo
cTaTUCTUYECKOro HabnoaeHus

Llenecoo6pasHoCcTb BKMNIOYEHMS NeKapcTBEHHOro npenaparta B cTaHaapT
MEMLIMHCKOMN NMOMOLLM C YYETOM PEeKOMEHOYEeMOW YacTOTbl NPEAOCTaBeHms

LlenecoobpasHOCTb BKMIOYEHUST NIEKAPCTBEHHOrO Mpenapata B  KIMHUYECKue
pekomMeHZaummn (NPOTOKOMbI NeYeHNs)

Hanuune 3apernctpmpoBaHHbix B Poccuinckon degepaumnm BocnpomsBeaeHHbIX
nekapCTBEHHbIX NpenapaToB

Hanuume nekapcTBeHHOro npenapaTa B NepeyvHe cTpaTternyeckm 3Ha4nmbix
nekapCTBEHHbIX CPeACTB, MPOM3BOACTBO KOTOPbIX AOMKHO ObiTb 06ecneyeHo Ha
Tepputopun Poccunckon degepaummn, yTBEPKAEHHOM pacrnopsiKeHnem
MpaButenbcTBa Poccunckon ®enepaumm ot 6 urona 2010 r. N 1141-p

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

Hannuune nponsBoacTBa (Nokanu3auun) nekapcTBEHHOrO npenapara Ha
TeppuTopun Poccuinckon egepaumm

MToroBas oueHka npo4Yunx AaHHbIX MO NpearoXeHno (He MeHee + 2) ana pekomeHgaunn K BKIno4YeHuo

8. HNroroBas cCcyMMa OLEHKM [OIPEeIJIOKEHMS UM BHIBONE BKCIEPTHOM KOMUCCUMU O
eJjyiecoofpas3HOCTHU NS HelneJecooBpasHOCTH BKJIIOUEHU A (MCKJIIIOUEHM T )
JIEKAPCTBEHHOT'O IIpelapaTa B IIePeuHM JIeKAPCTBEHHLBIX I[IPernapaTosB:

lNognucy n pacumbpoBKa MNOANMCEN BKCIEPTOB:

(@.mM.0. PYKOBOOMUTEJIA BKCIEPTHOM OpTraHM3aluMM (2KcrepTa))

9. PexoMeHIauuM BHEWTATHOT'O CcleluanucTa MMHMCTEPCTBa 3IPaBOOXPaHEeHUS
Poccurickon demepalmi:

10. 3BameuaHMsa BHEUNTATHOTO ClIeluMaaucTa MyHUCTEepCTBa 3IOPaBOOXPAaHEHUSI
Poccumickoy demepauum (npm HAJIUUUMA) :
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