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MocTtaHoBneHue MNpasutensctea PP ot 28.08.2014 N 871
"0O6 yTBepXaeHuu Mpasun opMnpoBaHNS NepeYHeit [JokymeHT npegocTasneH KoHcynbTaHTIAtOC
NleKapCTBEHHbIX Npenaparos... fata coxparenns: 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

KoHcynbTaHTIINloC: NpuMeyaHume.

®epepasibHbIM 3aKOHOM OT 26.04.2016 N 112-d3 B cTaTblo 15 defepasibHOro 3akoHa o1 21.11.2011 N 323-93
BHECEHbl M3MeHeHuss. O npefoCcTaB/IEHMN TOCYAAPCTBEHHbIX rapaHTMii B BuAe 0Ob6ecrneyeHusi ekapCTBEHHbIMU
npenapaTamu cM. Yactu 7 - 10 ctaTby 44 HOBOW peaakummn 3akoHa.

B cooTBeTcTBUM CO cTaTbaMu 55 1 60 PegepanbHOro 3akoHa "O6 obpalleHnn NekapcTBEHHbIX CPeACTB", CTaTbel
15 depepasnbHOro 3akoHa "O6 OCHOBax OxpaHbl 340pOBbS rpaxaaH B Poccuiickoin depepaumun” n cratbeli 6.2
degepasibHOro 3akoHa "O rocygapCTBEHHOW couvanbHoin nomowun" [MpaBuTenscTBo Poccuiickoin  depepaumm
NoCcTaHOB/IAET:

1. YTBepauTb npunaraemble [lpaBuna OPMUPOBAHUA NepedHeli NekapCTBEHHbIX npenaparoB  A/s
MEOULMHCKOTO NPUMEHEHNS U  MWHMMa/IbHOTO acCOpPTUMEHTa JlIeKapCTBEHHbIX NpenapartoB, HeobXxoAuMbIX A/
oKa3zaHusi MeANLMHCKON NOMOLLN.

2. MuHucTepcTBY 34paBooxpaHeHmns Poccuiickoin degepaumm yTBepAMTb NOIOKEHUE O KOMUCCMU MyHUCTEpCTBa
3opaBooxpaHeHust Poccwulickoli depepauuv No  (OPMUPOBAHWMIO MEpeyHeil  fIekapCTBEHHbIX MpenaparoB  Ans
MEOULMHCKOTO MPUMEHEHUS U  MUHMMa/IbHOTO acCOpPTUMMEHTa J1IEKapCTBEHHbIX MNpPenaparoB, HEeo6XoAMMbIX A/1s
oKasaHus MegULMHCKON MOMOLLM, U COCTaB yKasaHHO! KOMUCCUN.

3. YcTaHoBUTb, UTO B 2014 rogy npesioxeHus no )opMUpoOBaHUI0 MepeyHeli NekapCTBEHHbIX npenapaToB A/
MeOULMHCKOTO NPUMEHEHNSA U  MWHUMa/ILHOTO acCOpPTUMEHTa JleKapCTBEHHbIX NpenapartoB, HeobXxoAWMbIX AN
oKaszaHus MeAWLMHCKOA NOMOLLM, HanpaBnswTcsa B MUHMCTEPCTBO 34paBooxpaHeHus Poccuiickoin depepaunmn B
nopsiake, npeaycMoTpeHHoM MNpasunamu, yTBEPXAEHHbIMU HACTOALWLMM NOCTaHOoBNeHneM, 0o 15 ceHTabpsa 2014 r.

4. MyHKT 4 nocTtaHoBneHus [MNpasuTtensctBa Poccuiickoli ®epepauun ot 29 okta6ps 2010 r. N 865 "O
rocyapCTBEHHOM peryMpoBaHu/ LEeH Ha JieKapCTBEHHble Mpenapartbl, BK/HOYEHHblIE B MNEpeyYeHb XU3HEHHO
HE0OX0AMMbIX U BaXKHEWLLMX NEeKapCTBEHHbIX npenapatos" (CobpaHue 3akoHogaTtesnbcTBa Poccuiickoin depepaunn,
2010, N 45, c1. 5851; 2012, N 37, cT. 5002) nocne cnoB "MUWHUCTEPCTBOM 3KOHOMMYECKOro passutusi Poccuiickoii
depepauyun” gononHMTL cfoBamu ", MUHMCTEPCTBOM TpyAa M couManibHOW 3awmTbl Poccuiickoin depepauunm,
MUWHMCTEPCTBOM pernoHasibHoro passutus Poccuiickoin depepaunun, PepepasibHO aHTUMOHOMOIBLHOW CRYXO0MA,
depnepasnbHOIT cyx60ii No Hag3opy B cdiepe 3awwumTbl NpaB noTpebuTeneii n 6arononyyns Yenoseka, degepasibHbIM
areHTCTBOM Hay4HbIX OpraHusaumii”.

5. MuHUCTEpPCTBY 34paBooxpaHeHust Poccuiickoin degepauun gasatb pasbsCHEHUS O MOpsAKe MNPYMEHEHMS
MpaBwus, YyTBEPXAEHHbIX HACTOALLMM NOCTAHOB/IEHWEM.

Mpepcepnatesns MNpaButenscrea
Poccuiickoii egepavun
O.MEOBEJEB

YTBEepX4eHbI

nocTaHoB/sieHeM lMNpaButenscrea
Poccuiickoit depepauun

oT 28 aBrycrta 2014 r. N 871

NMPABUIIA
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MocTtaHoBneHue MNpasutensctea PP ot 28.08.2014 N 871
"0O6 yTBepXaeHuu Mpasun opMnpoBaHNS NepeYHeit [JokymeHT npegocTasneH KoHcynbTaHTIAtOC
NleKapCTBEHHbIX Npenaparos... fata coxparenns: 20.01.2017

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

1. HacToswwe MpaBunna yctaHaB/AvMBatoT NOpsAoK DOPMUPOBaHUS:

a) NepeyHs XXM3HEHHO HEOOXOAMMBIX N BOKHEWLUMX /TIeKapCTBEHHbIX Npenapartos 4715 MeAVLMHCKOTo NpUMeHeHns
(oanee - nepeyeHb BaXXHENMLLMX NIEKAPCTBEHHbIX MpenaparToB);

6) mepeyHa fleKapCTBEHHbIX NpenapaTos, NpefHasHayeHHbIX AN obecneyveHns vy, 60MbHbIX remModuInei,
MYKOBUCLMA030M, TUNom3apHbiM  HaHW3MOM, 60/se3Hblo  [owe,  3/10Ka4ecTBEHHbIMW  HOBOOOGpPAa30BaHUSIMM
NMMAONAHON, KPOBETBOPHOW W POACTBEHHLIX WM TKaHeW, pacCesiHHbIM CKIepo3oM, a Takke ul nocne
TpaHcnaaHTauum opraHoB v (Wn) TkaHel (fanee - nepeyeHb AOPOroCTOALLMX NIEKAPCTBEHHBIX MPenapaTos);

B) MepeyHs /1eKapCTBEHHbIX NpenapatoB AN8 MeAMLMHCKOTO MPUMEHEHWS, B TOM 4uUC/Me JfeKapCTBEHHbIX
npenapaToB A7 MEOUUMHCKOTO NPUMEHEHWS, Ha3Ha4yaeMmblX MO pPeLeHM0 BpayvyebHbIX KOMWUCCUA  MeAULMHCKMX
opraHusauuii (ganee - nepeyeHb NEKapCTBEHHbIX NpenapaToB A1 06ecneyeHnst OTAEbHbIX KaTeropuin rpaxaaH);

) MUHMMa/IbHOTO  aCCOPTUMEHTA /IEKAPCTBEHHbLIX MpenaparoB, HEOOXOAMMbIX A/ OKa3aHUs MeaULMHCKOWN
nomowy (ganee - MUHUMasbHbI aCCOPTUMEHT).

2. MNepeyeHb BaxHeNLMX NekapCTBEHHbIX NpenapaTtoB (OPMUPYETCA MO MeXAYHapOAHbIM HenaTteHTOBaHHbIM
HaVMEHOBaHUSIM 3TUX JIEKAPCTBEHHbIX NpenapaTtoB (Mpy OTCYTCTBMM TakMX HAMMEHOBAHWUIA - MO FPYNNMPOBOYHLIM UK
XUMWYECKMM HaVMEHOBaHUSIM), B TOM 4uC/le C Y4YeTOM CTaH4apTOB MEAMUMHCKOW MOMOLM U KIMHUYECKUX
pekoMeHaaumin (NPOTOKO/I0B fieYeHMs) MO BONpocaM OkasaHusi MeANLUMHCKOM NOMOLM, U3 NIEKAPCTBEHHbIX NpenapaTos
AN MeAMUUHCKOro NpUMeHeHUs (ganee - IekapCTBEHHbIE MpenapaTbl), 0TBEYAOLWNX CeayoLLMM KPpUTEPUSIM:

a) NekapCTBEHHbIN Npenapat 3aperncTpupoBaH B yCTaHOBMEHHOM nopsaake B Poccwuiickoli ®epnepauuu;

6) leKapCTBEHHbI Npenapart NPUMEHSAETCS C UENbl AUArHOCTUKX, MPOUIaKTVKA, JIEYEHUA U peadbunutaymm
3a60n1eBaHnii, CMHAPOMOB 1 COCTOSIHUIA, B TOM 4MC/ie Npeobriagarowmx B CTPYKType 3aboneBaeMocTu B Poccuiickoi
dbepepaymnu;

B) JIEKAPCTBEHHbIN NpenapaT MMeeT NPEUMYLLECTBO M0 CPaBHEHUIO C OPYIMMW JIEKAPCTBEHHbLIMW Npenaparamm
npu fiedeHnn onpeaesieHHoro 3aboneBaHmns NN COCTOSTHUS;

r) NEeKapCTBEHHbIA MpenapaT TepaneBTUYECKM 3KBMBAJIEHTEH JIEKAPCTBEHHBLIM MNpenapartaM CO  CXOXUM
MeXaHU3MOM hapmMakosIorM4eckoro AecTeus.

3. MepeyeHb  AOPOrocTOAWMX  JIeKAapPCTBEHHbIX  MpenapaToB  opmupyeTcs Mo MeXAyHapoaHbIM
HenaTeHTOBaHHLIM HAVMEHOBAHUAM 3TUX JIEKAPCTBEHHbLIX npenapaToB (MpU OTCYTCTBUM TakMX HauMeHOBaHuii - no
rPynNUPOBOYHBIM ~ UN  XUMWUYECKUM  HaMMEHOBaHWAM) C  Yy4eTOM O0O6BbEMOB  OIOMKETHbIX  aCCUrHOBaHWN,
npeaycMOTPEHHbIX B (defepasibHOM 6opkeTe Ha cnefyowuii kaneHgapHblii o4 U COOTBETCTBYIOLWIMI  M/IAHOBBIN
nepuog, n3 IeKapCTBEHHbIX NPenapaToB, OTBEYAOLWMUX CeAYOLNM KPUTEPUSAM:

a) NekapCcTBEHHbIN Npenapart 3aperncTpupoBaH B yCTaHOBMEHHOM nopsake B Poccwuiickoli depepauuu;

6) nekapcTBEHHbIN NpenapaT BXOAWUT B NepeYEHb BAXHELLIMX NNEKApCTBEHHbIX NpenapaTos;

B) /IEKAPCTBEHHbIN NpenapaT NMeeT NPEUMYLLECTBO MO CPaBHEHWIO C OPYTMMW /IEKAPCTBEHHbLIMM Npenaparamm
npu NevYeHun nuy, O60MbHbIX remoduanein, MyKOBMCUMAO30M, MnodunsapHbiM HaHU3MOM, 00n1e3Hbl0  [oue,
3/10Ka4eCTBEHHLIMU HOBOOGPa30BaHMAMU AMMAONAHON, KPOBETBOPHOW M POACTBEHHbLIX WM TKaHER, pacCesiHHbIM
CK/IepO30M, @ TakXe /L, Mocne TpaHcnaaHTaumm opraHoB v (Uin) TKaHel.

4. MMepeyeHb flekapcTBEHHbIX NpenapartoB /18 06ecneyeHns oTAeNbHbIX KaTeropuii rpaxgaH dopmupyeTcs no
MEXAYHAPOAHbIM HEenaTeHTOBaHHbIM HaMMEHOBaHWAM 3TUX JIEKAPCTBEHHbLIX MpenapaToB (MpM OTCYTCTBUMM Takux
HaVMEHOBaHWA - MO TPYMNMNUPOBOYHBLIM WM XUMUYECKMM HaUMEHOBaHWAM) W3  JIEKAPCTBEHHbIX MNpenapaTos,
OTBEYalLLMX Cneayrowmm KpUuTepusm:

a) NekapCTBEHHbIN NpenapaTt 3aperncTpupoBaH B yCTaHOBMEHHOM nopsake B Poccwuiickoli ®epepauuu;

6) nekapCTBEHHbIN NpenapaT BXOAWUT B NepeYeHb BaXHERLLIMX NeKapCTBEHHbIX NpenapaTos;

B) /IEKAPCTBEHHbIA NpenapaT MMEET NPEUMYLLECTBO MO CPaBHEHWIO C APYTMMW JIEKAPCTBEHHbLIMM Npenaparamm
Npv SIeYEHUN KL, MEKLLMX NPaBOo Ha NoJly4YeHne rocyAapCTBEHHOWN CoLMasibHOM NOMOLM B BUAE Habopa counasibHbIX
YCNyr.

5. MUHUMaNbHbIV accopTMMeEHT hopMupyeTca NS pasNIUYHbIX  BWAOB  anTeyHbiX opraHmsauuin  u
MHAVBUAYaNbHbIX NpeanpuHMMaTeneld No MexAyHapoAHbIM HenaTeHTOBaHHbIM HaMMEHOBaHUSAM NlEKAPCTBEHHbIX
npenapaTtoB (MpW OTCYTCTBUM TakMX HaUMEHOBaHWIAi - NO FPYNNMPOBOYHLIM WAN XUMWYECKAM HaUMEHOBAHMSAM) W3
NleKapCTBEHHbIX NpenapaToB A4/ MeANLMHCKOrO NPUMEHEHNS, OTBEYAKOLLMX CeAyOLWUM KpUTEPUSM:

a) /IeKapCTBEHHbIV Npenapar 3aperucTpnpoBaH B yCTaHOB/IEHHOM nopsiake B Poccuiickoii depgepaumm;

6) ekapCTBEHHbIN NpenapaT BXOAWUT B NepeyYeHb BAXHELLIMX NNEKAPCTBEHHbIX NpenapaTos;

B) /IeKapCTBEHHbIN Npenapar, Haxo4sawmiics B obpallleHnn Ha Tepputopum Poccuiickoi depepaumn, MMeEET He
MeHee 2 COOTBETCTBYIOLLMX EMY MO MEXAYHAapPOAHOMY HENATEeHTOBaHHOMY HaMMEHOBaHMIO NGO 3aMEeHsIWEMY Takoe
HaVMeHOBaHWe rpynnMPOBOYHOMY NN XMMNYECKOMY HaMEHOBaHMI0 BOCMPOM3BEAEHHbIX /IEKAPCTBEHHbIX MpenapaToB
B aHaJIOrMYHbIX NIEKAPCTBEHHbLIX (DOpPMax M A03UPOBKax, NMPOM3BOAMMbIX OBYMS M 6osiee npovssoguTensamn (3a
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UCK/TIOYEHMEM JTIEKAaPCTBEHHbIX NpenaparTos, NPON3BOANMbIX €4MHCTBEHHbIM OTEYECTBEHHBLIM NPON3BOAMTENEM);

r) 1eKapCTBEHHbI NpenapaT CornacHo AaHHbIM 06 06bemax Npogax Ha hapmaueBTMUYECKOM pbiHKe Poccuiickoi
depepaymn BocTpeboBaH cCTEMON 34paBOOXPAHEHMNS U HACENIEHMEM B TEUEHMEe BCEro KasleHAapHOoro roaa.

6. JlekapcTBeHHbIe NpenapaTbl NOAMEXaT WCKIUYEHNIO U3 MEePEeYHs BaXKHEWLIMX JSIeKapCTBEHHbIX Npenapartos,
NepeyHs AOPOrocToSMX NEKAPCTBEHHbIX NpenapaTtoB, MepeyHs /IeKapCTBEHHbIX MpenapatoB Ans obecneyveHus
OTAENbHbIX KaTeropuii rpaxkaaH (4anee - nepeyHn) N MMHUMAa/IbHOTO acCCOPTUMEHTA B CeAYOLWUNX Criyyasix:

a) BK/IOYEHME aslbTEPHATMBHbLIX JIEKAPCTBEHHbLIX MpenapaTos, o6nafatowmnx AoKasaHHbIMU KIAVHUYECKUMU, W
(MAN) KNMHNKO-3KOHOMUYECKMMU MpenMyLLiecTBaMu, U (MNN) OCOBEHHOCTSMU MeXaHu3mMa Aencteus, n (Mnm) 6osbluei
6€e30MacHOCTbI0 MPU  AWarHOCTUKe, NPOOUIaKTUKE, JleYeHuM wnm peabunuTaumn 3aboneBaHwii, CUHAPOMOB U
COCTOSIHWIA;

6) nosiBNEeHNE CBEAEHUA O TOKCMYHOCTU WM BbLICOKOW YacTOTE HeXenaTeflbHbIX MOO0YHbLIX SB/EHUA Npwu
NPYMEHEHNM NTIEKaPCTBEHHOIO Npenapara;

B) NPMOCTAHOB/IEHNE NMPVMEHEHMS NIEKAPCTBEHHOrO Npenaparta B Poccuiickoii deaepaunu;

) OTMEeHa rocyfapCTBEHHON perncTpaunm ekapcTBEHHOro npenapara,;

[) NpekpalleHne NpoM3BOACTBa IeKapCTBEHHOTO Npenapara iMbo ero noctaBok B Poccuiickyto depepaunio u
(vnu) oTcyTCTBME NEKAPCTBEHHOIO NpenapaTa B rpaxaaHckoM o6opoTe B Poccuiickoin defepauun B TeUueHne nepuoaa,
MpPEeBbIWALLEr0 OANH KafleH4apHbIA rof;

€) VCK/IoYEeHNe 1eKapCTBEHHOro npenapara 13 nepeyHs BaHeNLW X NekapCcTBeHHbIX Npenapartos - 415 NepeyHs
[OPOrocToALLMX NEKAPCTBEHHBbIX MpenaparoB, NepeyHs NekapCTBEHHbIX MpenapaToB A1 o6ecneyeHuss OTAeSbHbIX
KaTeropui rpaxgaH 1 MMHUMa/IbHOTO acCOPTUMEHTA.

7. [NepeyeHb BaxHeNLMX NeKapCTBEHHbLIX MpenapaToB (POPMUPYeTCs exerogHo. MepeyeHb [0pPOrocTosALMX
NeKapCcTBEHHbIX NpenapartoBs, NepeyeHb /IeKapCTBEHHbIX NpenapaTtoB 418 06ecneyvyeHns 0TAEbHbIX KaTeropuii rpaxaaH
N MUHMM&JTbHbIN acCOPTUMEHT (DOPMUPYIOTCSA HE pexe 0A4HOro pasa B 3 roga.

8. BHeceHue V3MEHeHWn B MEPEeYHM U MUHMMASTbHbLIA aCCOPTUMEHT OCYLUECTBISAETCH B COOTBETCTBUM C
TpeboBaHNsAMM, YCTaHOBMEHHbIMU HacToAW MMM Mpasuiamm.

9. dopMuMpoBaHme nepeyHein 1 MMHUMasIbHOIO aCCOPTUMEHTa OCYLLECTBAETCS 06pa3oBaHHOW MWHMCTEPCTBOM
34paBooxpaHeHmnst Poccuiickoin degepaum Komuccueli No hOPMUPOBaHNIO MepeyHeil NekapcTBEHHbIX NpenapaTtoB U
MWUHMMasIbHOrO acCopTMMEHTa (ganee - KoMUccus).

10. OpraHu3aLMOHHO-TEXHUYECKOE ObecneyeHne [eATeNlbHOCTUM KOMWUCCMM OcyllecTBnser  MUHUCTepCTBO
34paBooxpaHeHuns Poccwuiickoin degepaunn.

11. B coctaB Komuccum BXoAaT npeAacTtaBuTenin MuUHMCTeEpCTBa 34paBoOOXpaHeHuss Poccuiickoin depepaunn,
MuHMCcTEpPCTBA NPOMBILLIEHHOCTU U ToproBnu Poccuiickoin ®epepauun, MuHucTepcTBa hrHaHcOB Poccuiickoi
depepaymn, MuHucTepcTBa TpyZa U couunasibHOn 3awwmTbl Poccuiickoii ®epepaumun, MuHMCTEpPCTBA permoHasibHOro
pa3suTna Poccuiickoin depgepaunn, deagepanbHO Cyx6bl N0 HaA30py B cdhepe 34paBooxpaHeHusi, deaepasibHOWA
cnyx6bl MO Hag3opy B cdepe 3awutbl nNpaB notpebutenein u  6narononyuns 4denoseka, PepepasibHOi
aHTVIMOHOMOJIbHOI CNYXObl, PefepasibHOr0 MeANKO-OMONOTMYECKOTO areHTCTBa, defepasibHOr0 areHTCTBa Hay4HbIX
opraHuMsauuii, WHbIX diefepanbHbIX OpPraHoB  WCMOAHWUTENbHOW  BAacty, deaepasibHbiX  FOCYAapPCTBEHHbIX
o6pasoBare/ibHbIX OpraHu3aLmii BbICLLEro MeanLMHCKOro 1 hapmaueBTMYECKOro 06pa3oBaHus, a Takke dpegepasibHbIX
rocyaapCcTBEHHbIX MEAULMHCKMX U hapMaLeBTUYECKNX HayUYHbIX OpraHu3auuii.

Ha 3acepaHuss KommuccMM MOryT ObiTb NpuUrialleHbl NpeacTaBUTenyM WHbIX  doedepasibHbIX  OpraHoB
UCMONHUTENBbHON BNacTu, a Takke O06LWeCTBEeHHbIX 00beAVHEHWA, OCYLLEeCTBAAWMNX AeATesIbHOCTb B cdiepax
3 paBOOXpaHeHs, 06paLLeHNs TEKapCTBEHHbIX CPEACTB M 3alMTbl MPaB rpaxaaH B 3TuMx cdepax.

12. 3acegaHusi KOMUCCUMM TPaHCMMPYKOTCS Ha odnunanbHOM calTe MuUHUCTEpCTBa  34paBOOXpPaHeHust
Poccuiickoin degepaummn B HQOPMaUNOHHO-TENIEKOMMYHUKALMOHHON ceTn "MIHTepHeT" (ganee - ouumnanbHbIil cainT B
cetun "NHTepHeT").

13. Cy6bekTbl 06paLleHnst TeKapCTBEHHbIX CPEACTB M (MNKN) 0OLLEeCTBEHHbIE 0O6beAMHEHWSs, OCYLLEeCTB/sALWMe
AenaTenbHOCTh B chepax 34paBOOXpaHeHMs, OOpalleHnss /IEKaPCTBEHHbIX CPEACTB U 3aliMTbl MpaB rpaxgaH B 3TUX
cthepax (ganee - 3a9BUTENN), HANPABASAIT €XErogHo B MMHMCTEPCTBO 34paBooxpaHeHns Poccuiickoii depgepaumm He
nosgHee 31 maprta BKIKYMTE/NIbHO HA OYMaXKHOM HOCUTENEe U B 3/IEKTPOHHOM Buae no (oopme, YCTaHOBJ/IEHHOI
ykasaHHbIM MUHUCTEPCTBOM, CneaytoLime npesoxeHns ¢ NpuaoXKeHnemM COOTBETCTBYIOLLNX AOKYMEHTOB U CBEAEHWIA:

a) NpensioxeHve 0 BKIKYEHWN 1eKapCTBEHHOTO Npenapara B nepeyHmn no hopme cornacHo npuaoxexHuto N 1;

6) Npea/IoXKeHNe O BK/IHOYEHWUN NEKAPCTBEHHOMO NpenapaTa B MUHWMa/IbHbIA _acCOPTUMEHT No hopme CcoriacHo
npunoxexHuo N 2;

B) Npea/IoKeHne 06 UCK/IIHYEHMN NTIEKAPCTBEHHOIO Npenapara u3 nepeyHeii no popme cornacHo npuaoxeHuto N

3;

I NpegsioxeHve 06 WMCKIYEHMU NEeKapCTBEHHOro npenapara U3 MUHUMAaIbHOTO acCcopTUMeHTa no dopme
cornacHo npunoxeHuo N 4.

14. Tpy HanpaB/EHUN KaXKOOrO M3 MpensioKeHW, ykasaHHbIX B MNyHkTe 13 HacTosiwmx [Mpasun (panee -
npeanoxeHne), No noyte AHem obpalleHus 3asBUTEeNs B KOMUCCUIO CUMTaeTCA [farta, YkasaHHash Ha Mo4YTOBOM
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WTemnesne opraHmsaumm genepanbHoNn NOYTOBOM CBA3M MO MECTY OTMNPAaB/AEHUSA NPEASIOKEHUS.

15. Komwuccusi B TeyeHne 15 pgHein co pOHA MOCTYN/IEHUS MNPEONIOKEHUS OpraHusyeT MpoBeAeHNe ero
[OKYMEHTa/IbHOW 3KCNepTu3bl.

Mpy SOKYMEHTa/IbHOW SKCNepTn3e NpoBepsieTcs Hag/exallee odopmieHne npen/iokeHnss B COOTBETCTBUM C
HacToswwymMm Mpasunamu, NONHOTa U AOCTOBEPHOCTb NPeACcTaBNeHHOM MHJDOpMaLMK O SIeKapCTBEHHbIX NpenapaTax, B
TOM uYuC/ie ee COOTBETCTBME CBEAEHUSAM, COAEPXalMMCHa B OCyAapCTBEHHOM peecTpe siekapCTBEHHbIX cpeacTB, No
pesynbTataM KOTOpOi OROPMSETCA 3akniyveHne no hopme cornacHo npunoxeHuio N 5 (ganee - 3akioveHne no
pesynbTatam AOKYMEHTa/IbHOM 3KCNepTu3bl).

16. MNMpeanoxeHne OTKIOHAETCA OT AasIbHENLLEr0 PACCMOTPEHNS B CrIeAyOLWUX CyYasx:

a) HeHaanexatlee ochopmaeHne NpeaNoXeHNa 1 Npuiaraembix K HEMy AOKYMEHTOB U CBeAEHWI;

6) OTCYTCTBME NMPEASIOKEHMSA N NpUaraemMbix K HEMy JJOKYMEHTOB M CBEAEHUI B 3NEKTPOHHOM BUAE;

B) NpeAcTaB/IeHNE AOKYMEHTOB U CBEAEHWIA B HEMOTHOM 06BbEME;

r) BbISIBJIEHNE HECOOTBETCTBUSA MEXAY AOKYMEHTaMV U CBEAEHMAMMU, NPeAcTaBIeHHbIMU Ha BYMaXHOM HocuTesne
N B 3/1EKTPOHHOM BUAE;

[) NpeacTaBneHne Hef0CTOBEPHOI NN UCKaXKEHHOI MHhopMaLmn.

17. MNpy OTKNOHEHWUU NPEL/IOKEHUS OT LaSIbHENLIEro pacCMOTPEHVS KOMWUCCMER HanpaBnseTcs 3asBuUTeNto
COOTBETCTBYHOLLEE 3aK/0UeHNe N0 pe3ybTaTaM AOKYMEHTa/IbHOW 3KCNepTu3bl B CPOK, HE MpPEeBbIAWMA 7 AHel co
[OHS ero BbIHECEHMWS, MPU 3TOM MpeAcTaB/ieHHble B MWHMCTEPCTBO 34paBOOXpaHeHus Poccuiickoin depepaunn
[OKYMEHTbI U CBEAEeHNS 3asABUTESTH0 HE BO3BPAaLLalOTCS.

JopaboTtaHHoe 3asBUTENIEM MNPEL/IOKEHWEe C YCTPaHEHHbIMW 3ameyaHWsMM, yKasaHHbIMU B 3akio4vyeHun no
pesynbTatam AOKYMEHTasIbHOM 3KCMepTu3bl, MOXET 6blTb MOBTOPHO HanpaBfieHO B KOMUCCWMIO He no3gHee 1 uioHSA
TekyLlero roga.

18. ViHchopmaLmsa 0 NOCTyNMBLUNX B aApec KOMUCCUN NPesIOKEHUSIX, B TOM YMc/ie Npoweamx 4OKYMEHTa IbHYHO
3KCnepTn3y, pasMeLlaeTcs Ha omumanbHOM caiTe B ceTu "MIHTepHeT".

19. TMpepnioxeHnsi, B OTHOLIEHWM KOTOPbIX BLIHECEHO MOMOXUTE/IbLHOE 3ak/loyeHne Mo  pesysbraram
[OKYMEHTa/TbHOM aKCNepTu3bl, Noanexar AasibHeleMy pacCMOTPEHUI0 KOMWUCCUE B YCTAHOB/IEHHOM HAaCTOSALLMUMMU
Mpasunamu nopsgke.

20. Komucecusa B CpoK, He MpeBbIWAKWMA 7 AHEA CO [HSA BbIHECEHMS MOJSIOXKUTENIbHOTO 3akK/ioYeHUs Mo
pe3synbTatam AOKYMEHTasIbHOM 3KCMepTu3bl, HanpasnseT MNpeanoxeHne B OTHOLUEHWW NieKapCTBEHHbLIX MpenapaTos,
npegnaraemblx O/19 BK/IOYEHUSA (UCK/TIOYEHWS)) B MNepeyvyHu, Ha 3KcnepTnsy B  MNpodunbHy  hefepasibHyto
rocyJapCTBEHHYKD 0bOpa3oBaTefibHYyl  OpraHu3auuio  BbiCLUEro  obpasoBaHus  (MeauuuHckoro  u  (Mnn)
hapmaueBTUYeCcKoro) 1 (M) A0NONHUTENBHOTO NPOodIecCnoHasIbHOTO 06pa3oBaHNst, OCYLLECTBASIOLY B KayecTBe
YCTaBHOrO BUAa [eATeNIbHOCTU Hay4yHO-UCCefoBaTeflbCKylo OeATeNlbHOCTb, /IM60 B MeaMuMHCKYlo u  (1nn)
hapmaueBTMUECKYI0 Hay4Hyl0 OpraHusauutio, noABefOMCTBEHHY MUHMUCTEpPCTBY 34paBooXpaHeHus Poccuiickoit
depepauunn Wn HaxogsLylocs B BefeHUn defepasibHOr0 areHTCTBa Hay4HbIX OpraHusauuii (gasee - akcnepTHas
opraHmsauus), ¢ npefocTaBfeHeM AOCTyNa K 3/IEKTPOHHbIM BEPCUAM MNPEACTaB/IEHHbIX 3aABUTENSAMU LOKYMEHTOB U
CBefEeHWi, B TOM 4ucCfie LOKYMEHTOB PErNCTPaLMOHHOIO [AOChbE Ha JIEKAapCTBEHHbIM npenapar, pasMeLlleHHbIM B
yCTaHOB/IEHHOM Nopsigke Ha odnunanbHOM canTe B ceTu "MHTepHeT".

21. MNepeyeHb 3KCMNEpPTHbIX OpraHusauuii yTeepxgaetca MUHUCTEPCTBOM  34paBOOXpaHeHnst  POCCUIACKOWA
depepaumn n pasmeLlaeTcsa Ha oduLmasibHOM caiiTe B ceTn "IHTepHeT".

22. 3KcnepTn3a NpeasioxeHns (fasiee - 3KCnepTn3a) BKIYaeT KITMHNYECKYIO U KITMHUKO-3KOHOMUYECKYIO OLLEHKY
IeKapCTBEHHOrO NpenapaTta M NPOBOAMUTCS 3KCMNEPTHON opraHu3auueid B TedeHme 30 AHEN CO OHSA NOAyvyeHus oT
KOMUCCUW NPESSIOKEHUS.

23. [ins npoBeAeHns 3KCNepTU3bl IKCNepTHas opraHn3auns co3gaeTt aKCNepTHY KOMUCCUI0 M3 CNELMaIncToB C
BbICLUMM MeAULMHCKAM, dhapMaLeBTUYeCKUM unn 6uosornyecknMm obpasoBaHWeM C NPeMMYyLLEeCTBEHHLIM YyyacTueM
cneumnasnncToB, MMEIOLLMX BbiCLLEEe MeJULMHCKOE U (hapMaleBTUYecKoe o6pasoBaHue.

24. OueHka nHpopmaumu 3anasutens o 6e30nacHocTu, KavyecTse U 3PPEKTUBHOCTU JIeKApPCTBEHHOIO npenapaTa
OCYLLECTB/IAETCA HA OCHOBE WHTErpaslibHbIX LUK/ OLEHKN JIEKAPCTBEHHOrO npenapata, KOTopble MNpuUBELEHbI B
npunoxeHun N 6.

MpoBefeHne  KAVHUKO-3KOHOMUYECKOW OUEHKN  NPeACTaBIEHHbIX  3asBUTENIEM  K/IMHUKO-3KOHOMUYECKUX
nuccnefoBaHWiA  /IeKapCTBEHHOrO  npenapata W OBOCHOBAHHOCTU  MOMYYEHHbIX  NpW WX  MPOBEAEHMU
K/IMHUKO-3KOHOMUYECKUX  XapakKTepucTuk,  obycnoBnMBaloWunxX  LenecoobpasHoCTb  BK/IOYEHUSA  (MCK/THOYEHUS)
JlekapCTBEHHOrO npenaparta B NepeyHn, OCYLLLECTBSETCA B TOM YMC/Ie HA OCHOBaHMKM pacyeta CTOMMOCTU Kypca (roga)
Tepanuu npegfaraéMbiM  JIEKAPCTBEHHLIM  MpenapaTtoMm MO0 CPaBHEHWIO C JIEKAPCTBEHHbIMM MpenapaTamu,
BKJ/TOYEHHbIMMW B AEMCTBYHOLLME NEPEYHMN, UCXOLA W3 PacUeTHOl LeHbl, NpeacTaBAsAWed CTaTUCTUYECKYID MeanaHy
3aperucTpMpoBaHHbIX B YCTAHOB/IEHHOM MOPSAKe LEeH COOTBETCTBYIOLMX BOCMNPOU3BELEHHbIX JIEKAPCTBEHHbIX
npenapaTos (Mpu Ha/IMumm).

Mpn OTCYTCTBUWM 3aperucTpupoBaHHbIX B YCTAHOB/IEHHOM MOPsfKe LEH Ha JflekapCTBEHHble Mpenaparthbl
CpaBHEHME 1 OLEHKa OCYLLIeCTBNAIOTCA B OTHOLLEHMM pacyeTHbIX LieH Ha 3akynaemble flekapCTBEHHble npenapaTbl No
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[aHHbIM 31EKTPOHHbIX M/I0WAA0K, Ha KOTOPbIX MPOBOAATCH 3MEKTPOHHbIE ayKUMOHbI MO  3akKynke J1eKapCTBEHHbIX
npenapaToB A/15 roCy4apCTBEHHbIX U MyHULMNANbHBIX HYXA. MNpy 3TOM pacyeTHas LieHa Ha /1IeKapCTBEHHbI npenapar
npeacTaBaseT CTaTUCTUYECKYHD MeamaHy UeH (dakTUYeckux 3akynok Ha BOCMPOM3BEAEHHble  JIEKAPCTBEHHbIE
npenapartbl (NpY HaUunK).

B uensax nonyyeHuss Heo6GXOAMMOI [ONOMHUTENbHOW WHopMaLMnm U yTOYHEHWUs MNpeacTaBfieHHbIX B
NpeasioKeHN CBEAEHWI 3KCNEPTHas opraHnsaLms Npu NpoBeAeHNN 3KCNepTM3bl OCYLLECTBASET MOUCK MHopMauun o
KNHMYeckux u (WaM) KIUHWKO-3KOHOMUYECKMX WCCeL0BaHUAX J/IeKapCTBEHHOrO npenaparta  (NO/IHOTEKCTOBbIE
ny6vKauumn NnpuaaraknTcs K 3aK/IUYEHNIO).

25. Mo pesynbTataM 3KCNepTU3bl 3KCNepTHas opraHu3aums cocTaBngeT 3aknioveHne no opme cornacHo
npunoxeHuio N 7 (ganee - 3akoyeHne no pesynbraram 3KCnepTusbl) 1N NpeacTaB/ifAeT ero B KOMUCCUI0 Ha BYMaXHOM
HocuTesne 1 B 3N1IEKTPOHHOM BUAE.

26. 3ak/1ueHne No pesybTataM 3KCNePTU3bl C MPUIOXKEHNEM K HEMY MPEA/IOKEHNSA B TeYeHNe 7 AHEA CO AHSA
€ro MnoJsly4eHns HanpaBs/aeTCa KOMUCCHMERn 3KcnepTy (BHewwTaTtHOMY chneunannucty) MuHUCTepcTBa 34paBOOXpaHeHus
Poccuiickoin depgepauyunu (ganee - rnaBHblli SKCNEPT) C y4eTOM Npodnas ero AesTenibHoCTM Ans NOATOTOBKM HayyHO
060CHOBaHHOW pekoMeHAaLUMmM 0 BKIHYEHWM (06 UCKOUYEHNM, OTKa3e BO BK/IKOYEHWUM) JIeKapCTBEHHOrO npenapaTa B
nepeyHn No aToMy NPeasIoKEHWI0 C NpefoCcTaBeHMEM AOCTYyNa K 3N1EKTPOHHbLIM BEPCUSAM [OKYMEHTOB U CBefeHui, B
TOM uuc/ie JOKYMEHTOB PErMCTPaLvOHHOrO A0Cbe Ha NIeKapCTBEHHbIA npenapart, pasMeLlieHHbIM B YCTaHOB/IEHHOM
nopsgke Ha oouumMabHOM calite B ceTu "VIHTepHeT".

27. TnaBHble 3KCMepTbl B TeyeHne 15 AHel Co AHSA MOJlyyeHMs 3ak/tovYeHusi Mo pesynbTaTaM 3KCNepTu3bl
NpeacTaBsAlT B KOMUCCUIO HA BYMaXKHOM HOCUTEeNle U B 3/IEKTPOHHOM BUAE MNOATOTOBJIEHHbIE HA OCHOBE aHam3a
3aK/I0YEHMS NO pe3y/ibTaTaM 3KCNepTu3bl HayyHO 06OCHOBAHHbIE PeKoMeHAauMn O BKAoYeHUM (06 UCKIUEHUM,
OTKase BO BK/IIOUYEHWNW) 1eKapCTBEHHOTO Npenapara B NepeyHu.

Mpy NOAroTOBKE Taknx pekoMeHAaLnli rnaBHble 3KCNepTbl B LEAsSx NoAyYeHus 4ON0ONHUTENIbHOM nHgopMaummn o
6e30nacHoOCTH, KayecTBe U 3(PHEKTUBHOCTU, @ TaKKe O K/IMHUKO-9KOHOMMUYECKMNX XapaKTepUCTUKaxX SeKapCTBEHHOIO
npenaparta MoryT HanpasnATb 3anpockbl B NPOECCUOHA/TbHLIE MeAMUMHCKME U (hapmaleBTUYecKkMe coobliectsa u
KOMMETEHTHbIM creunanncTam.

28. Mpu Hecornacum rnaBHOro akcnepTa NOIHOCTLIO WM YACTUYHO C 3aK/THYEHVEM MO pe3y/ibTaTaM 3KCnepTu3bl
UM rOTOBUTCA pekoMeHJaLus, B KOTOPOI yKa3blBalOTCA 3aMevaHns ¢ AeTa/IM3MpoBaHHbIM Hay4YHbIM O0BOCHOBaHMEM U
CCbUIKAMM Ha Nyb6avMKauum O AaHHbIX KIWMHWUYECKMX UCCNefoBaHWii NekapCTBEHHOro npenapara W (Mav) AaHHbIX
MOHWUTOPUHIra ero 6esonacHocTM Ha Tepputopun Poccuiickoii ®egepauun n (Mam) 3a pybexom, a Takke AaHHbIX
K/IMHMKO-3KOHOMMWYECKUX UCCIeA0BaHNA 1 pacyeToB, OGOCHOBbLIBAKOLLMX BbIBOAbI, U3MIOXEHHLIE B pekoMeHgauun, ¢
NPUNOXEHNEM 3TUX NYBANKaLMIA.

29. Mpu chopMMpPOBAHUN MUHNM&/TLHOTO aCCOPTUMEHTA KOMUCCUSI B CPOK, He MpeBbIWAKWMA 7 OHEeR co AHS
BbIHECEHMS MOSIOXKUTE/TbHOTO 3aK/IH0HEeHUs N0 pe3y/ibTaTaM AOKYMEeHTalbHOW 3KCMepTu3bl, HamnpaBs/isieT npeasioxeHue
He MeHee YeM 2 r1aBHbIM 3KCnepTam C y4eToM Npounsa X AeATesIbHOCTU A5 NOJSIyYEHUs Hay4yHO OOOCHOBAaHHbIX
pekomeHAaumii o BKNOYEeHUM (06 NCKHOYEHUN, OTKa3e BO BK/IKOYEHUM) NIEKAPCTBEHHOrO npenapata B MUHUMAasIbHbIiA
acCcopTMMEHT C npefocTaBfieHMEeM [0CTyna K 3/1IeKTPOHHbIM BEPCUSM [OKYMEHTOB M CBELEHWI, pasMeLleHHbIM B
yCTaHOB/IEHHOM Nopsigke Ha odnunanbHOM canTe B ceTu "MHTepHeT".

30. NaBHble aKcnepTbl B TedeHne 15 AHeil co OHA MoNy4vyeHus NpeanoXeHus NpeacTaBAsioT B KOMWUCCUIO Ha
6yMakKHOM HOcuTefnle U B 3/IEKTPOHHOM BMAE Hay4yHO O0OOCHOBaHHble peKoOMeHJauuu, ykasaHHble B NyHkTe 29
HacToswwmx Mpasun.

Mpn NOAroTOBKE TaKMX PEKOMEHAAUMIA MaBHble 3KCMEPTbl MOTYT Hanpas/fsTb 3anpocbl B NPOJIECCUOHA/TbHBIE
MeguLUMHCKME 1 dpapmaleBTUyYeckme coobLectsa U KOMNETEHTHLIM CnewnamcTam.

31. PeweHnsa no nNpeanoxXeHnsM NPUHMMAKOTCA Ha 3acefaHusX KOMUCCUMM, Ha KOTOPbIX paccMaTpuBatoTcs
3aK/I0YEHNS NO pe3ysibTaTaM 3KCNepTu3bl, NPW 3TOM [1aBHblE 3KCNEPTbI NEPCOHa/IbHO NPEeACTaB/IAT NOATOTOB/IEHHbIE
UMW Hay4HO 060CHOBaHHbIE PeKOMeHAaLUN, yKkasaHHble B NyHKTax 27 n 29 HacToswumx MNpasun.

32. Mpu HaNnuMM 3amMeyvaHnii TNaBHOTO 3KCMepTa K 3akIl4YeHVo Mo pesynbTaTaM 3KCnepTu3bl Ha 3acefaHue
KOMUCCUM NpUriallanTcsa npeactaBuTeni SKCNepTHON opraHmM3aunn.

33. NHhbopmaums 0 NpUHATBLIX Ha 3acefaHnsAX KOMUCCUMUN PeLLEHMAX N0 NPEAIOKEHUAM, pe3y/ibTaTax 3KCnepTus u
Hay4yHO OOOCHOBAHHbIX PEKOMEHAAUMSIX, YyKasaHHbIX B MNyHKTax 27 U 29 Hactoawwmx lMpasus, pasmellaetcs Ha
othmymanbHom calite B ceTu "VIHTepHeT".

34. Mpun BO3HUKHOBEHMWN KOH(D/IMKTA UHTEPECOB COOTBETCTBYIOLLME UYEHbI KOMUCCUMUN HE y4acTBYHOT B npoLeaypax
NPUHATUA peLUeHnii N0 KOHKPETHOMY NPe/I0XKEHUIO.

CreynanncTbl 3KCNEPTHOW OpraHm3aunm, y4acTByoLWMe B MOATOTOBKE 3aK/IH0UEHUS MO pesysibTataM 3KCnepTu3bl,
rNaBHbIE 3KCNEPTbl U UYfIeHbl KOMUCCUW, MpeLCcTaBMBLUME HELOCTOBEPHYID MHGOpMauuvio WM He npeacraBusLuve
(HecBOEeBpPEMEHHO NMpeAcTaBUBLUME) B KOMUCCUIO MHADOPMALNI0O O Ha/lMuMn O6CTOATENbCTB, CMNOCOOGHLIX MPUBECTM K
KOHD/IMKTY MHTEPECOB MpPWU PacCMOTPEHUN NPEANOXKEHWI, MO PELUEHMI0 KOMWUCCUMU OTCTPAHATCA OT AasibHeWlero
yyacTusl B AeATe/IbHOCTM N0 hOPMUPOBAHMIO MEPEUHER 1 MUHUMaSIbHOTO aCCOPTUMEHTA, a peLUeHre No NPeasIoKeHuHo,
NPUHATOE KOMUCCUEN NPU UX YHacTun, NOANEXNUT NepecmoTpy.
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35. MNoAarotoBneHHbIe NO pesynbTaTam 3acefaHnii KOMUCCUN NMPOEKTbI NEPEUHEN U MUHMMa/TbHOTO aCCOPTUMEHTA,
ChOpMMPOBAHHbIE MO  MEXAYHAPOAHbIM HEenaTeHTOBaHHbIM HaUMEHOBAHMAM JfIeKapCTBEHHbLIX MpenapaTos (nNpu
OTCYTCTBMM TakMX HaAMMEHOBaHWA - MO TPYMMNUPOBOYHBIM WM XUMUYECKMM HAUMEHOBAHMSM) C  YyKazaHUEM
nekapcTBEHHbIX hopM, pasMeLlaloTcs Ha odmUmMaibHOM caiiTe B ceTh "V/IHTepHET" Ha CPOK He MeHee 15 gHeil.

36. lMpoekTbl MNepeyHeil M MUHUMaIbHOTO AacCOopTMMEHTa noAnexar CcoriacoBaHuid ¢ MUHUCTEpPCTBOM
NPOMbILLSIEHHOCTM U ToproBim Poccuiickoin  depepauun, MuHncTepcTtBoM dmHaHcoB Poccuiickoii  depepaumn
MuHMUCTEPCTBOM TpyAa 1 counanbHoli 3awmTbl Poccuiickoin degepauun, MUHUCTEPCTBOM PErMOHa/ILHOIO pPasBUTUS
Poccuiickoii  ®epepauun, MUHUCTEPCTBOM 3SKOHOMMYECKOro passutua Poccuiickoii depepauyuun, degepasnbHON
aHTMMOHOMOMLHOW cnyx6oii, ®epepasnbHOl cnyx60il No Hag3opy B cdepe 3awutbl nNpaB noTpebutenein u
6narononyums Yyenoseka n dPegepasibHbIM areHTCTBOM HayUHbIX OpraHu3aLuii.

MpunoxexHne N 1

K Mpasunam hopMmpoBaHus nepeyHel
NeKapCTBEHHbIX npenapaToB

4NA MeNLMHCKOTo NpUMeHeHus

N MUHUMaJ/TLHOrO accopTUMeEHTa
NleKkapcTBEHHbIX NpenapaTos,
HeoBXoAMMbIX /18 OKa3aHUs
MeANLMHCKOW NOMOLLM

(chopma)

B komuccuw MuHmMcTepcTBa
34paBooxpaHeHus Poccuiickoili ¢egepaumn
no QOpPMUPOBaHMK MEPEYHEN NeKapCTBEHHbIX
npenaparos ans MeAULMNHCKOr o
NMPYMEHEeHNA N MUHUMEaUIbHOIO accopTUMeHTa
NeKapCTBEHHbLIX MnpenapaTos,
Heo6XoAuMbIX ANA OKa3aHus
MEeAVLIMHCKOM MnoMoLwm

MNPEANTOXEHWE
0 BK/IOYEHUN NIEKAPCTBEHHOro npenapata B MEpeyYHN IeKapCTBEHHbLIX
npenapaTtoB ANs MEAULMHCKOIO MNPUMEHEHUs <*>

1. HacTosiwee npensnoxeHne KacaeTCs BK/IYEHUA JIeKapCTBEHHOrO npenaparta B
nepeyHn sieKapCTBEHHLIX MNpenapaToBs:

1.1. nepevyeHb  XM3HEHHO  HEOOXOAMMbIX U BaXHelWNX eKapCTBEHHbIX
npenapartos;

1.2. nepeyeHb AOPOroCTOAWNX /TIEKAPCTBEHHLIX MpPenapaToB;

1.3. nepeyYeHb JfIEKapCTBEHHLIX MpenapaTtoB [A/18 06ecrneyeHns OTAe/bHbIX
KaTeropumin rpaxgaH -

2. WHpopmauma o 3asBUTEesne:

2.1. HaumMmeHOBaHWe opraHusauum unu gamunua, mnumsa, otdyecTtso (Mpu  HanMuun)
rpaxgaHvHa

2.2. OTBETCTBEHHOE NUUO, AO/MKHOCTb

2.3. agpec (MecTo HaxOXOeHWs) WU MecTO XUTe/bCTBa

TenejpoH (hakc)

3N1eKTPOHHaA rnoyTta .

3. WHpopmauma o nekapCTBEHHOM npenapaTe:

3.1. HavmMeHOBaHMe NeKapCTBEHHOrO rnpenapara:

3.1.1. mexpgyHapoaHoe HernaTeHTOBaHHOE HauMeHoBaHue ;

3.1.2. B cnydae OTCYTCTBUA MeXOYyHapoAHOro - HenaTeHTOBaHHOIo
HaMMeHOBaHUA - TrpPyNNUPOBOYHOE HauUMeHoBaHue ;

3.1.3. B C/lydae  OTCYyTCTBUA MeXOYyHapoAHOro  HenaTeHTOBaHHOro WU
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rpynnmpoBo4YHOro HaUMEHOBaHUA - XMMMUYEeCKOoe HauMmeHOBaHue ;
3.1.4. B cny4dae OTCYTCTBUA  UHbIX HauMeHOBaHUN - TOoproeoe HanmeHoBaHMe

3.2. Kop, aHaToMO-TepaneBTNYEeCKO-XMMUUYECKOL Knaccuhukaumm
NIEKapCTBEHHOIO MpenapaTa ;
3.3. 3afABNeHHbie  MoKa3aHus K TMPUMEHEHMK JIEKAPCTBEHHOrO rpenaparta

COrnlaCHO MHCTPYKUUM Mo npumeHeHuw (nepevyncnunTb)

3.4. rocypapcTBeHHas pervcTpauusi 1eKapCTBEHHOro npenapata B Poccuiickoi
depepauyunn:

pata (UU4_MM.IrIrr)

HOMEp pervucTpauuoHHOro yaoCTOBepeHus

jarta NoATBEPXAEHUSA rocyfapCTBEHHOlM  perucrpauun  fIeKapCTBEHHOI 0O
npenapata (npu Hannuun) (YY4.MM.TTTT) ;

3.5. HaumeHoBaHve U agpec (MECTO HaxOXAeHUs) KpuaNYecKOro svua, Ha UMSA
KOTOPOro BbljaHO perucTpaumoHHoe YOOCTOBEpPeHue JieKapCTBEHHOro npenaparta,
MUCronb3yemMoro B KayecTBe npenapara cpaBHeHus (Npu Haamumn)

npov3BoguTeNlb  NIeKapCTBEHHOro  npernapara, WCMNoMb3yemMoro B KayecTBe
npenaparta cpasHeHus (Npu HaMyunn) ;
3.6. [JaHHble O TnMpoOM3BOACTBE J/IeKApCTBEHHOrO npenapata B Poccuiickoii
depepauun (Npy Hannuun) :
3.7. npegnaraevble K BK/IOYEHUKW SIeKapCTBEHHble (DOpMbl 3aperMcTpupoOBaHHOIO
nekapcTBeHHOro npenaparta (nNepeyncnnTb)

3.8. cBefleHMsi 0  BOCNPOU3BELEHHLIX JleKapCTBEHHbIX rpenapatax (npwu
Hamuum) :

4. CBefjeHns U1 [aHHble O JfleKapCTBEHHOM npenapaTte, npegnaraemom Ans
BK/IOYEHNSA B MEPEYHM NEKAPCTBEHHLIX MpenapaToB:

4_.1. Hay4yHO O0OOCHOBaHHbie [faHHble O HeobxoguMoCTM U 0BOCHOBAHHOCTWU
NPUMEHEHUs JIEKapCTBEHHOrO npenaparta Ana ANarHOCTUKWU, MNPOPUNakTUKM, JiedeHus
wnn peabunuTaumm 3aboneBaHwuii, CUHOPOMOB W COCTOSIHWI, Npeobnagawumx B
CTPpyKType 3abosieBaemMocTM W CMEpTHOCTU rpaxgaH Poccuiickoin ®degepauun Ha
OCHOBaHUM [AaHHbIX FOCYAapCTBEHHOr0 CTaTUCTUYeCcKOro HabnwaeHns (npy Hanuyuu
TakKnX CTaTUCTUYECKUX [AaHHbIX) ;

4.2. Hannune Hay4yHO  OOOCHOBAHHbLIX  JaHHbIX O  K/IWHUYECKUX U
(hapvMakosaKOHOMNYECKUX NpenMylecTBax MPUMEHEHUS JIeKapCTBEHHOrO npenaparta Ans
neyeHuss nuy, OGONbHLIX remopuaven, MyKOBUCUMAO30M, runopu3apHbIM HaHU3MOM,
60ne3Hbl  [owe, 3/10KA4YEeCTBEHHLIMXW HOBOOHPA30BaHUAMU SIMMGBONAHONV, KPOBETBOPHO
W POACTBEHHbIX WM TKaHel, paccesiHHbiM CK/IepOo30M, /ML MOoc/se TpaHcnaaHTauuu
opraHoB un (Mnu) TKaHel, MO CpaBHEHWKW C MpenapaTtavMu, YxXe BK/IOYEHHbLIMU B
nepeyHn fieKapCTBEHHbLIX NpenapaToB;

4.3. Hanum4ume Hay4yHo OO6OCHOBAHHOW WH(popmauuu o npeumyuectsax u (unn) ob
OCOBGEHHOCTAX MexaHu3mMa [elcTBUS JleKapCTBEHHOro npenapara no CpaBHEHU C
aHasioraMM, B TOM 4uUC/fie BXOAAWMMW B MEPEYHN SIeKapCTBEHHLIX NpenapaToB Ans
MEONUMHCKOrO  MNPMMEHEHUs, npM  AguarHocTuke, MpodunakTUKe WM feyeHun
3abo1eBaHWii, CUHOPOMOB W COCTOSAHUIA C Y4YeTOM CTaTUCTUYECKUX [AaHHbIX O
CTPyKType 3aboneBaemMoCTV M CMEPTHOCTM B Poccuiickoinn depepaunu;

4._.4_. BocTpeboBaHHOCTb (couvanbHasi 3HA4YMMOCTb) JlIeKapCTBEHHOrOo npenaparta
CUCTEMOW 34paBOOXPaHEHUss W HaceNeHnem C Y4YeTOM Ha/iMunsa 1eKapCTBEHHOr 0
npenapata B MepeyHs X JfIeKapCTBEHHbIX MpenapaToB, (QUHAHCUPYEMbIX 3a CcuyeT
cpeacTB GwokeToB cyb6bekToB Poccuiickoin depepaunu;

4.5. Ha/mune NeKapCTBEHHOro npenapata B MNepeyHe CTpaTernyeckn 3HauUUMbIX
NNEKapCTBEHHLIX CpeacTB, MNPOM3BOACTBO KOTOPbLIX AO/MKHO 6biTb  06ecrnedyeHo Ha
TeppuTopun Poccuiickon degepaunn, yTBEPXKOAEHHOM pacrnopsikeHuem [paBuTenbCcTBa
Poccuiickon ¢epgepauum ot 6 uionsa 2010 r. N 1141-p;

4.6. Hanmune (JlIoKamM3aumsa) MPOM3BOACTBA /lIeKapCTBEHHOro npenapaTta B
Poccuiickoii ¢egepauun.

5. O6ocHOBaHMA ONs1  BK/IWYEHUS NIEKAPCTBEHHONO fMpenapata B MepeYHn
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NEeKapCTBEHHbLIX MpenapaToB:

5.1. anuaemuonorndeckre  AaHHble  (MpM HaAM4MM) - JaHHble Mo
3a60/1eBaeMoOCTN, CMEePTHOCTU, WHBA/IMAHOCTV B OTHOWEHMM 3abonieBaHus, CUHApoMa
WA  COCTOSIHWS, AN OMArHOCTUMKMK, MNPOPUIAKTUKK, fNledeHuss Unn peasunutaymm
KOTOpbIX  MOKasaH JleKapCTBeHHbi npenapaT (NpeAcTaBfsAlTCA Ha OCHOBaHUK
pe3ynbTaToOB roCyAapCTBEHHOr0 CTAaTUCTUYECKOro HabnoaeHus, ApYrnx ohuumuanbHbIX

WCTOYHNKOB 7 3aNMAEMNONIOrNYECKUX nccnepoBaHuii pacnpocTpaHeHHOCTH
3abo0neBaHus) ;
5.2. K/IMHNYeCcKue AaHHble - MOSIHOTEKCTOBLIE BEPCUN KIIMHUYECKUX

nccnegosaHuii  (cTtaTbM, OTYETb Ha PYCCKOM Si3blKe WM MepeBefeHHble Ha PYCCKWii
A3blK, 3aBepeHHble 3asBuTenem) (yKasbiBawTCHA aBTOpbl, HavMeHoBaHue, Au3aliH
nccnefoBaHusl, KOMMYECTBO MauMeHTOB, BK/IWYEHHbIX B WCCNefoBaHWe, MNepuop,
HabnogeHus, MnokKasaHve K MeAVUMHCKOMY MNPUMEHEHWI0 JIeKapCTBEHHOro npenaparta,
KOTOpOe  u3yyaslocb B UCCefoBaHuu, KpUTEpn  OUEeHKN  3QHEeKTUBHOCTHU
(6e3zonacHocTN), NeKapCTBEHHbIE npenaparsl, c KOTOpPbLIMA cpaBHMBaJICS
npegnaraembii  nekapcTBeHHbi npenapat (Npu  Hanuuum), nnauebo-KOHTPOAb Uu
OTCYTCTBME JleyeHusa, pe3ynbTaTbl WCCNefoBaHWs C YyKa3aHUeM KOMNYeCTBEHHbIX
OaHHbIX , 3aK/yeHne, CNUCOK uTepaTypbl MO CXeme: aBTOp, HauMeHOBaHue
nccnegosaHvs, BbIXOAHble  JaHHble. [l0  Kaxgomy K/IWHUYECKOMY WCCNefoBaHuio
yKa3biBaeTCA YpPOBEHb AoKa3aTes/lbHOCTU 3PPEKTUBHOCTUN NleKapCTBEHHOrO npenapara
cornacHo npunoxeHnio N 6 K [paBunam GOpMMPOBaHMA MNepeyHel NeKapCTBEHHbIX
npenapatoB  ANA  MEAUUUHCKOrO  MPUMEHEHUSS W  MUHMMa/IbHOFO acCOopTUMEeHTa
NIeKapCTBEHHbLIX MpenapaToB, HeoOXoAuMbIX A8 OKa3aHus MeaUUUHCKOW nomoww,
YTBEPXAEHHbLIM nocTaHoB/IEHNEM MpaButenoctBa Poccwuiickoii Yegepaunn oT 28
aBrycta 2014 r. N 871);

5.3. paHHble O TepaneBTUYECKOW 3KBMBasIEHTHOCTU (NMpY HeobXxoAMMOCTU) -
NOSIHOTEKCTOBLIE  BEPCUN CPaBHUTESIbHLIX  KMHUYECKUX unccnegoBaHuini  (cTtaTbw,
OT4UeTbl Ha pPYCCKOM fA3blKe WAW CTaTbW, OTYETbl, NepeBefeHHble Ha PYCCKUA A3bIK,
3aBepeHHble 3aasuTenem) (yKka3bBaoTCA  aBTOpHI, HavMeHoBaHue, an3aiiH
nccnefoBaHusi, KOMMYECTBO MauMeHTOB, BK/IWYEHHbIX B WCCNefoBaHWe, MNepuop,
HabnogeHus, MnokKasaHve K MeAVUMHCKOMY MNPpUMEHEHWI0 JIeKapCTBEHHOro npenaparta,
pe3ynbTaTbl UCCNefoBaHUA C YKa3aHMeM KOJIMYECTBEHHbIX [aHHbIX, 3akK/yeHue,
CMMCOK J/iMTepaTypbl MO CXemMe: aBTOp, HavMMEeHOBaHME WCCMefOBaHUs, BbIXOOHbLIE
OaHHbIe) ;

5.4. OaHHble 0 KNIMHMKO—-3KOHOMNYECKUNX (hapMaKO3KOHOMUYECKNX)
XapakTepncTukax NIeKapCTBEHHOro  npenapara -  MO/IHOTEKCTOBbE  Bepcuu
K/IMHUKO-3KOHOMMYECKUX nccnegoBaHnin  (CTtaTtbu, OTYETb Ha PYCCKOM A3blKe WUAn
cTartbu, OTYeThl, MepeBefieHHble Ha pPYCCKUA A3blIK, 3aBepeHHble 3asBuTenem)
(yka3bBawTCA cCBefeHuss 06 aBTOpax, HaMMEeHOBaHME WCCAeAOBaHUs, CCbIJIKA Ha
nccnegosaHue, An3aliH ~ nccnegoBaHus (peTpocneKTuBHOE, NpPOCNEKTUBHOE,
MOAENMpOBaHue <**>), BuA aHa/m3a, CBefeHWs O JIEKapCTBEHHbIX Mpenaparax,
KOTOpble WUCMNOAb30Ba/IMCb /I8 CPaBHEHWA  C  npejsaraembiM  /1eKapCTBEHHbIM
npenaparoMm, 3aTpaTbl, KOTOpble YUUTbB&/INCb B UCCNe[0oBaHUW, U KOMNYECTBEHHbE

3HaueHuss 3aTpaT B  py6nsx,  3PPEeKTUBHOCTb CPABHUBAEMbIX EKAPCTBEHHbIX
npenapatoB (KpUTEPUN OLEHKN 3SPPEKTUBHOCTU U  KOMUYECTBEHHblE  3HA4UeHus),
pe3ynbTaThl UCCrefoBaHusi,  CMAWCOK niTepaTypsl -  aBTop, HaVMeHOBaHWe

nccnefoBaHns, BbIXOAHbIE [AHHbIE) <***>;
5.5. paHHble 0 CTOMMOCTU U LUEeHe NeKapCTBEHHOro rnpenapara:
5.5.1. CTOMMOCTb O4HOIO KypcCa J/ie4eHUsa JieKapCTBEHHbIM Mpenaparom ;
5.5.2. CTOUMOCTb JledHeHuUs JieKapCTBEHHbLIM npenapartoM B TeyeHwe O[HOro
roga ;
5.5.3. pgaTta npoBefeHWs pacyeToOB LEHbl Ha /IeKapCTBEHHbIA npenapat

W s

5.5.4. ueHa, KOTOpYK MNpou3BOAUTE b MaHMpyeT 3aperncrpmposBaTb
COOTBETCTBMM C TpeboBaHUSAMM 3aKOHogaTenbCcTBa Poccuiickon degepaumn

5.6. paHHble O (QaKTU4Yecknx o6bemMax Npofax NeKapCTBEHHOro npenapaTta B
Poccuiickoii  ¢epepaumm  3a  rog, nNpepwecTBywWWii nogaye npensioxeHns, B

HaTypaJibHbIX nokKasartendax no NeKapCTBEHHbIM (*)OpMaM 3aperncrTpunpoBaHHbIX
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NeKapCcTBeHHbIX MpenapaToB

5.7. [laHHble ~ OTYeTOB O  pe3y/nbTaTaxX  MOHUTOpPUHra  6e30macHoOCTU
nekapcTBeHHoro npenapata (B Poccuiickoii ®efepaunm n (Un) 3a py6exom)

5.8. paHHble, MpeacTaB/ieHHble 3asiBUTE/IEM B MHMUMATMBHOM MOpsiaKe

6. OO6llee KO/MYECTBO MNPEACTAaB/IEHHbIX AOKYMEHTOB

Ha nncrTax.

MNognucb 3asaBuTtens / /

JaTta

<*> 3anofiHeHne BCeX NyHKTOB NpesioxeHns obaszarenibHo. Mpu OTCYTCTBMM CBELEHUIA NO COOTBETCTBYHOLLEMY
NYHKTY yKa3blBaeTcA "CBefeHMs OTCYTCTBYIT'. [JOKyMeHTbl U maTepuasibl NPeAcTaB/AlTCA Ha PYCCKOM A3blke, B
c/lyyae npegoctas/ieHns ny6vkaunii, LOKYMEHTOB U cTaTell Ha MHOCTPAaHHbIX A3blkax [AOMNOJIHUTENbHO npuiaraeTcs
nepeBefeHHOe Ha PYCCKUIA A3bIK PE3lOME YKa3aHHbIX MaTepuasios, 3aBepeHHoe 3asBUTeNIEM.

<**> [1pn MCMNOMb30BAHUM MaTEMATUYECKOTO MOAENIMPOBAHUA NPeaCcTaBNATCA B 3/IEKTPOHHOM BuUAe BCce
pa3paboTaHHble MOAENN, a Takke AONyLWeHUa 418 pa3paboTkM COOTBETCTBYHOLMX Mogeneir n copmysbl pacyeTos,
NCNosib30BaHHbIE B MOENSAX.

<**> C y4eTOM NOJSIOKEHUA YacTu 6 ctatbu 18 PepepasibHOro 3akoHa "O6 obpalleHun nekapcTBEHHbIX cpeacTs”
n yactn 3 ctatbh 13 deaepasibHOro 3akoHa "O6 0CHOoBax OxXpaHbl 340P0BbS rpaxaaH B Poccuiickoii depepaummn’.

MpunoxeHne N 2

K MpaBunam hopmMnpoBaHus nepeydHei
NlekapCTBEHHbIX NpenapaToB

ANS MeANUUHCKOro MPUMEHEHUS

N MMHVMMaJTbHOTO acCOpTMMEHTA
JNleKapCTBEHHbIX Npenaparos,
HEeOoOX0AMMbIX O/15 OKa3aHUs
MeAMLMHCKON NOMOLLI

(dhopma)
B kommnccuiw MuHmucTepcTBa
3apaBooOxXpaHeHnsa Poccuiickoi degepaumn
no (OpMUPOBAHUID MepeyHen NeKapCTBEHHbIX
npenapaTtoB AN MeguLMHCKOro
NPMMEHEHUS 1 MUHUM&/IBHOFO accopTuMeHTa
NEKapCTBEHHbLIX MpenaparTos,
HEO6XOoAUMLIX AN OKa3aHus
MEeAMLUVHCKOW nomolm
MNPELJTOXEHNE
0 BK/IYEHMN NleKapCTBEHHOro npenaparta
B MWHUMaJIbHLI aCCOPTUMEHT JIEKAPCTBEHHbLIX MNpenapaTos,
HEOOXOAUMLIX AN OKa3aHus MeSUUMHCKOW MnoMowm
1. VHdopmauusa o 3aaBuTene:
1.1. HaMmeHOBaHWe opraHmsauunm nam gammnmsa, ums, otdyecTtBo (NpU  HaUuUK)
rpaxgaHvHa ;
1.2. oTBETCTBEHHOE NNLO, AO/KHOCTb ;
KoHcynbTanTlNKoC
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1.3. agpec (MeCcTo HaxoxAeHWsl AN MeCTO XUTeNbCTBa)
TenedpoH (hakc)
3N1eKTPOHHaA rnoyTta .
2. WHpopmaums o nekapCTBEHHOM MpenapaTe:

2.1. HaumeHOoBaHue:

2.1.1. mexayHapogHoe HernaTeHTOBaHHOE HauMeHOoBaHue ;

2.1.2. B cnydae OTCyTCTBUA MeXAyHapo4HOIr O HenaTeHTOBaHHOIo
HanumMeHOBaHUA - TrpPynMnMpoBOYHOE HaMMeHoBaHue ;
2.1.3. B cnyyae OTCYTCTBUSA MexayHapoLHOro HenaTeHTOBaHHOIo u

rpynnmpoBo4YHOro HaUMeHOBaHU - XMMUYEeCKoe HaumeHOBaHue
2.1.4. B Ccnydyae OTCYTCTBUA  UHBIX HauMeHOBaHUN - TOproeoe HanmmeHoBaHue

2.2. Kof, aHaToMO-TepaneBTUNYECKO-XNMNYECKOMN Knaccupmnkauum
NleKapCTBEHHOI 0 npenapaTta ;
2.3. 3asiB/IEHHble  MOKa3aHMA K TMPUMEHEHMI0 JIEKAPCTBEHHOIO rMpenaparta

COrflaCHO MHCTPYKUMU MO npuMeHeHuio (nepeyvncninTb)

2.4. rocypapCTBeHHasi pervcrpauusi nekapcTBeHHOro npenapata B Poccuiickon
depepaunn:

gata (U4.MM.Irrr)

HOMEp perucTpaunuoHHOro yAoCTOBepeHus

farta noATBEPXAEHUA rocyfapcTBeHHO peruncrpaumMm  NeKapCTBEHHOrO
npenapata (npu Hanuuuu) (YY.MM.TTrr) ;

2.5. [paHHble O TnMpou3BOACTBE JlIeKAPCTBEHHOIO npenapata B Poccuiickon
oepgepauun (Npyn HanMuum) ;

2.6. npepnaraemble K BK/INYEHUID NEKAPCTBEHHbIE (HOPMbl 3apernucTpupoBaHHOr o
nekapcTBeHHOro rnpenapata (nNepeyncnuTb) ;

2.7. cBegeHusi O  BOCMPOM3BEAEHHbIX  JIEKAPCTBEHHbLIX  MNpenapatax  (npwu
HanMuun) .

3. CBegeHuss W [gaHHble O JIEKApPCTBEHHOM rpenapare, npegiaraemovm Ans
BK/IOYEHNA B  MWHUMaJ/IbHbI ACCOPTUMEHT JIEKAPCTBEHHbLIX MpenapaTtoB, HEeoOXOAMMbIX
4NA OoKaszaHua MeaVUMHCKOW MOMOLWM:

3.1. nNekapCTBEHHbn npenapat BXOAUT B MNepeyYeHb XU3HEHHO HEeOoOXOAUMbIX W
BaXHeENWNX eKapCTBEHHbIX MpenapaToB;

3.2. JNeKapCTBEHHLI npenapaTr COrflaCHO WHCTPYKUUU MO MPUMEHEHMI MOXET
NPUMEHATLCA MPU  OKalaHuM MeOULMHCKOW MOoMOWWM B aMOynaTOpHbLIX YCA0BUAX MpwU
OnarHocTuke, npopunakTuke, neyeHnn nnm peabunntaunun Hanbonee
pacnpocTpaHeHHbIX 3abo/ieBaHWn, CUHAPOMOB W COCTOSIHUIA;

3.3. HasM4une rocygapcTBeHHOl peructpaumm B Poccuiickon degepauun
COOTBETCTBYWWNX  NO MEeXAyHapogHOMY HenaTeHTOBaHHOMY HauMeHOoBaHuw, Jimbo
3amMeHswemy ero rpynnupoBOYHOMY 1Y XUMNYECKOMY HanMeHOBaHUI
BOCMNPOM3BEAEHHbIX /IEKAPCTBEHHbLIX CPeACTB B aHa/IOMMYHbLIX JIEKApPCTBEHHbLIX (opmax u
0Oo3MpoBKax [AByX W 6onee npousBogutenein (3a UCKIKWYEHUEM JieKapCTBEHHbIX
npenapatoB, MNPOU3BOAMMbIX €AMHCTBEHHbIM OTEeYEeCTBEHHbLIM MPOU3BOAUTENEM) ;

3.4. BOCTpeboBaHHOCTb NleKapCTBEHHOI 0 npenaparta CUCTEeMOV
34paBOOXpPaHEHNS W HaCEeJIeHMEM Ha OCHOBaHWUM [aHHbIX OPraHOB WCMOJIHUTE bHOM
Bnactu cybvekTtoB  Poccwuiickoii  depepauun B cepe oOxpaHbl 3[0pOBbS WU
MapKEeTMHIOBLIX MCCNeAoBaHMi O Mpojaxax NeKapCTBEHHOro npenapata B Poccuiickon
depepauu NpyM okKasaHuM MeAUUMHCKOW MNOMOWM B ambynaTOpHbIX YCMOBUAX B TedeHue
KaneHgapHoro roga (BXOox4geHMe B COTHI Haubosee npojaBaemMbiX /IeKapCTBEHHbIX
npenapaTtoB Ha pbiHKe Poccuiickoin depepaumn 3a KaneHgapHbiA rog) -

4. [JaHHble, O0O6OCHOBLIBawWME NPEASIOKEHNS O BK/IWYEHUN JIEKAPCTBEHHOIO
npenapara B MWUHMMa/IbHbIE aCCOPTUMEHT JIEKAPCTBEHHbLIX MpenapartoB, HEO0OXOAUMbIX
ONs OKasaHus MeaMUVHCKOW MOMOLWM :

4.1. anuaeMnonoruyeckne OaHHble (npn  Hanuunn) -  [aHHbe o
3aboneBaemMocTu, CMEPTHOCTU, WHBa&/IMAHOCTM B OTHOWEHWN 3aboseBaHusi, CUHOpOMA
WX  COCTOSHWA, AN AWNarHOCTUKW, NpPOOUNaKTUKW, JIeHYeHus WM peaduaMTauuun
KOTOpPbIX  MOKa3aH JlIeKapCTBEHHbI npenapaTt (MpeacTaBAsAlnTCA Ha OCHOBaHUM
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pe3ynbTaToB FOCYAapCTBEHHOro CTAaTUCTUUYECKOro HaGMoAeHusi, APYrux ohuunasnbHbIX

MCTOYHNKOB 7 3aNUAEMNONOT NYECKNX ncecnenoBaHuii pacrnpocTpaHeHHOCT!
3abo0neBaHus) ;

4_2_. [aHHble 0 CTOMMOCTU U LEeHe JieKapCTBEHHOro npenapara:

4.2.1. CTOVNMOCTb ofHoro Kypca  nedeHus (ofHOro wMecsila JnedeHusi
NneKapCTBEeHHbIM npernapaTom) ;

4.2.2. jaTta npoBefeHVs pacyeToB 3arTpar Ha JieyeHne JneKapCTBEHHbIM
npenapartom ;

4.3. pfaHHble O (aKTUUecknMx o6bemax Mnpojax feKapCTBEHHOro npenapaTta B
Poccuiickoii  Gegepaumu  3a  rog, npejuecTBywowuii nogadve npeasioxeHus, B
HaTYypPa/TIbHbIX rnokasartesnsax no NIEKAPCTBEHHbIM  (JopMaM  PEerucTpupyembix
NIEKapPCTBEHHbLIX MpenapaToB

4_.4_. paHHble, nNpeacTaB/ieHHble 3asBUTENIEM B UHUUMATUBHOM nopsgke

5. Obuwee KoOMM4YecTBO MpeAcTaB/IEHHbIX AOKYMEHTOB
Ha nmcTax.

Mognucb 3asBUTENS / /

JaTta

Mpunoxexne N 3

K Mpasunam hopMmpoBaHus nepeyHel
NlekapCTBEHHbIX NpenapaToB

ANA MeAVUMHCKOTo NpUMeHeHUs

1N MUHVM&/IbHOTO accopTyMeHTa
leKapCTBEHHbIX Npenaparos,
HeobXoAMMbIX O/19 OKa3aHUs
MeANLUHCKOW NOMOLLI

(chopma)
B komuccuio MmHucTepcTBa
34paBooxpaHeHus Poccuiickoli depepaumn
no (GpopMMpoBaHMI0 NepevHein eKapCTBEHHbIX
npenapaTtoB 418 MeOULUHCKOIO
NPUMEHEHUSI U MWUHUMASILHOFO acCcopTUMEHTa
NneKapcTBEHHLIX MpenapaTos,
HEeo6X0AUMbLIX [N18 OKa3aHuA
MEeAULVHCKOR nomMoLm
MNPEATOXEHNE
06 VCKKYEHUM NEKapCTBEHHOIO MnpenapaTta 13 nepedHen
NeKapCTBEHHLIX MpenapaToB AN MeAVUMHCKOro MpYMEHEHUs
1. HacTosiuee npen/ioKeHNE KacaeTCs MCK/INYEHUs IeKapCTBEHHOro rnpenapaTta
M3 nepeyHeli NeKapCTBEHHbLIX MpenapaToB 418 MeAWUUHCKOro MNpUMEHEHUs :
1.1. nepeyHss XM3HEHHO HEO6XOAMMLIX U BaXHEeWWUX NeKapCTBEHHLIX npenapaTtos;
1.2. nepeyHss AOPOroCTOSAWMX NIEKAPCTBEHHLIX MpenapaToB;
1.3. nepeyHss  /leKapCTBEHHbIX nNpenapaTtos /18 obecneyeHns  OTAesIbHbIX
KaTeropuin rpaxgaH .
2. WHpopmaums o 3asBuTene:
2.1. HauMeHOBaHWEe opraHusauun uan gaMmuans, uUMs, oTyecTBo (NpPU  HaIMYUK)
rpaxgaHvHa ;
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2.2. OTBETCTBEHHOE /MU0, LO/KHOCTb
2_.3. agpec (MecTo HaxOXOeHuUs) WU MecTO XUTeNbCTBa
TenepoH/hakc
3/IEKTPOHHAaA noyTta .
3. WHpopmauma o nekapCTBEHHOM npenapaTe:

3.1. HaumeHoBaHue:

3.1.1. mexayHapoAHOe HenaTteHToOBaHHOe HaMMmeHoBaHue

3.1.2. B cnyyae OTCYTCTBUSA MexayHapoLHOro HenaTeHTOBaHHOI o
HaVMEHOBaHMA - TPyNMMPOBOYHOE HaMMeHOoBaHue ;
3.1.3. B cnyvae OTCYTCTBUA MeX/ayHapoaHOr o HenaTeHTOBaHHOIo W
rpynnMpoBOYHOI0 HaUMEHOBaHW - XMMWYECKOE HaMMeHOBaHue ;
3.1.4. B cnyyae OTCYTCTBUSI UHbIX HaMMEHOBaHWII - TOProBoe HauMeHOBaHue
3.2. Koz, aHaTOMO-TepaneBTNYECKO-XMMNYECKO Knaccupmnkauyum
NeKapcTBEHHOro npenaparta ;
3.3. 3asiBfIeHHbIE rnokasaHusi K TMPUMEHEHWNK JIeKapCTBEHHOro rpenapara

COrnacHoO WMHCTPYKUUM Mo rnpumeHeHuio (nepevyncnuTb)

3.4. rocygapcTBeHHas pervcrpauusi ieKapCTBEHHOro rnpenapata B PocCCUIACKOW
depepauyunn:

fgata (MY4.MM_TTTT)

HOMEp pervucTpauuoHHOro yaoCTOBepeHus

parta NoATBEPXAEHUSA rocyfapCTBEHHOl  perucrpauun  fieKapCTBEHHOI 0O
npenapata (npyu Hannuun) (YY.MM.TTTT) ;

3.5. npegnaraemble K UCK/TYEHUH SIEKapPCTBEHHbIE (DOPMbI 3apercTpUpPOBaHHOI O
nekapcTBeHHOro rnpenapata (nNepeyncnuTb)

3.6. cBegeHus o BOCMPOM3BEAEHHbIX  JIEKAPCTBEHHLIX  MpenapaTtax (npu
HanMuun) .

4. CBefeHuss W [JaHHble O JIeKapCTBEHHOM rpenaparte, npegnaraemovm Ans
VCKYEeHUs M3  repeyHell  fleKapCTBEHHLIX  MpenapartoB  ANA  MeAULUHCKOIrOo
NPUMEHEHUS :

4_.1. Hannuyme Hay4yHO 06O0OCHOBaHHOI WHpopmMauun o npeumywecTsax n (Mnn)
OCOGEHHOCTAX  MexaHu3ma pgeiicTBusa, 6onbweri 6e30nacHOCTM  a/lbTepPHATUBHOIO
NleKapCTBEHHOro  npenaparta, BKJ/104AEMOI O B MepeyeHb, MNpu ANarHocTukKe,
npopuiakTuke, ne4YeHUn Unu peadunuTaunm 3aboneBaHuini, CUHAPOMOB W COCTOSHUA C
Yy4eTOM CTaTUCTUYECKUX [aHHbIX O CTpPyKType 3abonieBaeMocTV U CMEPTHOCTU B
Poccuiickoii ¢epepauun;

4.2. BHOBb MNOABMBULMECHA CBeAeHWA O TOKCUYHOCTW WM BLICOKOI 4YacToTe
HexesnaTesibHbIX MOOGOYHbIX SAB/EHUI NPYM NPUMMEHEHUM NIEKAPCTBEHHOINO npenapara;

4_.3. nNpUOCTaHOB/IEHME TMPUMEHEHMS NIeKapCTBEHHOIO npenapaTta B POCCUICKOA
depepauvn;

4_4_. oTMeHa rocyfapCTBEHHOWM pervcrpauun nekapcTBEHHOro rnpenapara;

4.5 npekpaweHve  MNpovM3BOACTBa JleKapCTBEHHOro npenapara /Anbo ero
noctaBok B Poccuiickyin ¢epepaumio n (UaM) OTCyTCTBME SIEKApPCTBEHHOrO npenaparta
B rpaxgaHckom  obopoTe B  Poccwuiickoii ®¢egepaumm B TedeHMe nNepuoga,
npeBbiLanero oAnH KasieHgapHbIi rog,.

5. O0O6ocHOBaHMA [ONs1 UCK/KYEHUST NeKapCTBEHHOrO npenaparta M3 nepevHeri
NleKapCTBEHHbLIX MpenapartoB A/ MeAUUUHCKOro MpPUMEHEHUS :

5.1. KNVHWYECKNE  AaHHble - NO/IHOTEKCTOBLIE BEPCUN  CPaBHUTESIbHbLIX
KNWHMYECKUX unccnegoBaHnini (CTaTbu, OTYHETbl HA PYCCKOM SA3blKE WM NepeBefeHHble
Ha PYCCKMA A3blK, 3aBepeHHble 3aaBuTesniem) (yKasbiBawTCs aBTOpbl, HauMMeHOoBaHue,
On3aiH  nccnepoBaHus, KOMMYECTBO MNaUMEHTOB, BK/KWYEHHBIX B MCCefoBaHue,
nepuos HabnwaeHus, nokasaHve K MeAUUMHCKOMY MPUMEHEHNI0 JIEKAPCTBEHHOIO
npenapara, pe3ynbTaTbhl UCCNefoBaHUA C YKa3aHWem KOMIMYECTBEHHbIX AaHHbIX,
3aK/lyeHMe, CNUCOK NnTepaTypbl - aBTOp, HavMMEHOBaHWME WCCMefOBaHWusi, BbIXOOHbLIE
OaHHbIe) ;

5.2. OaHHble o] K/TMHUKO-3KOHOMUYECKNX (hapmaKO3KOHOMUYECKINX)
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MocTtaHoBneHue MNpasutensctea PP ot 28.08.2014 N 871

"0O6 yTBepXaeHuu Mpasun opMnpoBaHNS NepeYHeit [JokymeHT npegocTasneH KoHcynbTaHTIAtOC
NEeKapCTBEHHbIX NPenaparos... flaTa coxpanerus: 20.01.2017
XapaKTepucTukax NeKapCTBEHHOr O npenapara - MOSIHOTEKCTOBbIE BEpcun

K/IMHUKO—39KOHOMUYECKNX uccnepoBaHuii  (ctaTtbW, OTYETbl Ha PYCCKOM SA3blKe WU
cTaTbW, OTYeThl, MepeBefeHHble Ha PYCCKUIA A3blK, 3aBepeHHble 3asBuTenem)
(yka3bBawTCA cCBegeHna 06 aBTopax, HauMMeHOBaHWe WCCefoBaHuA, CCbIIKA Ha
nccnegosaHue, An3aiiH nccnegoBaHus (peTpocneKkTuBHOE, NMpOCNeKTUBHOE,
mMoAenMpoBaHue <*>), BWuh adHamsa, CBefeHUsi O JIEKAPCTBEHHbLIX Mpenaparax,
KOTOpble  MCNOAb30Ba/IMCb A1 CPaBHEHUS  C npegflaraembiM  /1eKapCTBEHHbLIM
npenapartom, 3aTpaTbl, KOTOpble YUYUTLIBA/IUCb B UCCMEAOBaHUM, U KOMMYECTBEHHbIE
3HayeHnss  3aTpar B pyonsax, 3PPeKTUBHOCTb CpaBHUBAEMbIX JleKapCTBEHHbIX
npenapatoB (KpUTEPUU OUEHKU IPPEKTUBHOCTU U KONMYECTBEHHbIE 3HAYEHUs),
pe3ynbTaThl  MCCrefoBaHus, CANCOK  nuTepaTypbl - aBTOp, HauMmeHOoBaHue
uccnefoBaHUs, BbIXOAHbIE [aHHble) <**>;

5.3. paHHble 0 (akKTnyeckux ob6bemMax Npojax /IeKapCTBEHHOro rnpenapara B
Poccuiickoli  ®epepauun  3a  rof, npeguecTBYWWUA rnogadvye npensiokeHns, B
HaTypasibHbIX  NokKasaTenax Mo  JIeKaApCTBEHHbIM  opMam  3apermncTpupoBaHHbIX
NleKapCTBEHHbIX npenapaTtoB (Npu Hannuuwn);

5.4. OaHHble N [OOKyMeHThl, MOATBeEpXJawWMe MpeKkpaweHne MnpoM3BoACTBa
NleKapCTBEHHOro npenapaTta /aMbo ero noctaBoK B Poccuiickyw ¢epepauuvio n (unwn)
OTCYTCTBME [IEKAPCTBEHHOrO nMpenapata B rpaxgaHCKoOM o6opoTe B Poccuiickon
Gepepauum B TeyeHue nepuoga, MpeBblLanwero OoAWH KanieHgapHoii  rog  (npwu
Hanmuun) ;

5.5. OaHHble  OoT4YeToB O  pe3y/bTaTaxX  MOHUTOpPUHra  6e30nacHoCTU
nekapcTBeHHOro npenapata (B Poccuiickoin ¢epepauum n (Mnn) 3a pyoexom);

5.6. paHHble, NpeacTaB/fieHHble 3asBUTENIEM B WHULMATMBHOM MNOpPSALKeE.

6. Ob6lee KOANMYECTBO NpeACTaBfIEHHbIX AOKYMEHTOB

Ha nmcTax.
Moanucb 3aaBuUTens / /
Jarta

<*> [1pn UCNONbL30BaHUN MaTEMATUYECKOro MOLENVMPOBaHUA MNPEACTaBAAITCA B 3/IEKTPOHHOM Buae BCe
pa3paboTaHHble MOAENN, a Takke AONyLWeHNa 418 pa3paboTkM COOTBETCTBYHOLMX Mogeneir n copmy/bl pacyeTos,
NCMNOJIb30BaHHbIE B MOLENSIX.

<**> C y4yeTOM MOJIOXEeHWA YacTn 6 ctatbk 18 degepanbHoro 3akoHa "O6 obpalleHnn NekapcTBEHHbIX cpeacTs”
n yactn 3 ctatbh 13 depepasibHOro 3akoHa "O6 0CHOoBax OxXpaHbl 340P0Bbs rpaxaaH B Poccuiickoii depepaummn’.

MpunoxeHne N 4

K MpaBunam hopmMnpoBaHus nepeydHei
NleKapCTBEHHbIX NpenapaToB

ANS MeANUUHCKOro MPUMEHEHUS

N MMHMMaJTbHOTO acCoOpTMMEHTA
JNleKapCTBEHHbIX Npenaparos,
HeOoOX0AMMbIX O/15 OKa3aHus
MeAMLMHCKON NOMOLLI

(chopma)

B kommnccuiw MumHmucTepcTBa
3paBooxXpaHeHnsa Poccuiickoi degepaumn
no (OpMUPOBaHUID MepeyHen NeKapCTBEHHbIX
npenapaTtoB AN MeguLMHCKOIro
NPMMEHEHUS 1 MUHUM&/IBHOFO accopTuMeHTa
NEKapCTBEHHbLIX MpenapaTos,

KoHcynbTanTlNKoC

www.consultant.ru CtpaHuua 13 13 29
HaeXHas npaBoBas noaaepXxkKa



consultantplus://offline/ref=5BD61D617880C48B19846EC96E34D74DFA75EEFB7130AE726E3C9E16AF3DD730A097C1EC0FB557f7M2I
consultantplus://offline/ref=5BD61D617880C48B19846EC96E34D74DFA75EEFB7130AE726E3C9E16AF3DD730A097C1EC0FB557f7M2I
consultantplus://offline/ref=5BD61D617880C48B19846EC96E34D74DFA75ECFC7230AE726E3C9E16AF3DD730A097C1EC0FB354f7M6I
consultantplus://offline/ref=5BD61D617880C48B19846EC96E34D74DFA75ECFC7230AE726E3C9E16AF3DD730A097C1EC0FB354f7M6I
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MocTtaHoBneHwne MNpasutensctea PP ot 28.08.2014 N 871
"0O6 yTBepXaeHuu Mpasun opMnpoBaHNS NEPEYUHeii [JokymeHT npegocTasneH KoHcynbTaHTIAtOC
JNleKapCTBEHHbIX Npenaparos... fata coxparenns: 20.01.2017

HEeo6X0AMMbLIX [AN1s1 OKa3aHus
MeANLMHCKOW Momolu

MNPEATOXEHNE
06 VCK/UEeHMM NeKapCTBEHHOro npenapaTta
M3 MWUHUMa/IbHOTO aCCOPTUMEHTA /IeKApCTBEHHbIX MNpenapaTos,
HEeo6GXoAUMbIX A1 OKa3aHus MeAULUHCKOW nomouwm

1. WHpopmauma o 3asasBuTene:

1.1. HanmeHOBaHMe opraHMsaumm unu pamuansa, mnma, otdyectso (MpU  HaIM4UKn)
rpaxgaHvHa ;

1.2. OoTBEeTCTBEHHOE MU0, LO/HKHOCTb

1.3. agpec (MecTo HaxoxgeHusl) UM MecTO XUTenbCTBa

TenedpoH (hakc)

3N1EeKTPOHHasA noyTta .

2. WHpopmaums o nekapCTBEHHOM MpenapaTe:

2.1. HaumeHOoBaHue:

2.1.1. mexgyHapogHoe HernaTeHTOBaHHOE HauMeHOoBaHue

2.1.2. B cny4yae OTCYTCTBUA MexXayHapoaHoro HenaTeHToOBaHHOro
HanumMeHoBaHUA - TrpPynMnNMpPoOBOYHOE HaMMeHoBaHue ;
2.1.3. B ChydYae  OTCYTCTBUSA MexayHapoaHOro HenaTeHTOBaHHOIro W
rpynnMpoBOYHON0 HaAMMEHOBaHW - XMMWYECKOEe HauMeHOBaHue ;
2.1.4. B crnyyae OTCYTCTBUSA VHbIX HanMeHOBaHWN - TOprosoe
HavMeHoBaHue ;
2.2. Kof, aHaToMo-TepaneBTUYECKO-XUMUYECKOI Knaccugpmnkaumm

NeKapCTBEHHOr0 rpenapara ;
2.3. rocyjapcTBeHHasa perucrpauus eKapCcTBEHHOro npenapata B Poccuiickoi
depepauyunn:
pata (U4.MM.Irrr)
HOMEp pervcTpaunoHHOro yAOoCTOBEpPEHUS
farta NoATBEPXAEHNA rocyfapcTBeHHOM’ perncrpaumum  NeKapCTBEHHOr o
npenapata (Npy Haanuum) (H4.MM.TTTT) ;
2.4. paHHble O TnMpPOM3BOACTBE JfleKapCTBEHHOro npenapata B Poccuiickoi
depepauun (NpyU HanUuun)

2.5. npeanaraemsie ans NCKJ/IHYeHUs NEeKapCTBEHHbIE (hopMbl
3aperncTpuMpoBaHHOro fieKapcTBeHHoro npenapata (NepeyncnnTb)

2.6. cBefeHWss O BOCMPOU3BEAEHHLIX  NEeKapCTBEHHbIX npenaparax (npu
HanMuun) .

3. OcHoBaHuA [AN19 WCK/IYEHUA NIeKapCTBEHHOro npenapara M3 MUHUMasIbHOIO
accopTuMeHTa /IeKapCTBEHHbIX MpenapaTtoB, HEeOo6XOoAuMbIX A1 OKa3aHUsA MeAWLMHCKON
MOMOLLM =

3.1. nfekapCTBEHHbII npenapaTr He BXOAWUT B MNepeyYeHb XU3HEHHO Heo6XOoAMMbIX
N BaxXHeNWwnx neKapCTBEHHbIX NMpenapaToB;

3.2. rnpuMeHeHune NeKapcTBEHHOro npenapata B Poccwuiickoii $epepaunn
NMPUOCTaHOB/IEHO;

3.3. rocygapcTBEHHasi perucrpaymsa reKapCTBEHHOro rnpenapara B POCCUMICKOI
depepauum oTMEHeHa;

3.4. npekpaweH rpaxgaHcKuii  060pOT  /IeKapCTBEHHOro  npenapata B
Poccuiickoil ¢egepaunv, B TOM 4uMC/le MPEKpaWeHo ero npou3BOACTBO.
4.  [loKymeHTbl U [faHHble, O60CHOBbBaWME MNpeasoxeHne 06 UCKIYEeHUN

NIeKapCTBEHHOro  npenapata W3  MUHUMa/ILHOIO AacCCOPTUMEHTA  /IeKapCTBEHHbIX
npenapaTtoB, HEO6XOAVMbLIX AN OKa3aHUSA MeAMLMHCKOM MOMOLM :

4.1. [OKYMEHTbl W [aHHble, MoATBepxJawlye npeKpaleHne rpaxaaHCKoro
obopoTa /fleKapCTBEHHOro npenapata B Poccuiickoii ¢egepaunu, B TOM uuUc/e
npekpaleHne ero npov3BoACTBa
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MocTtaHoBneHue MNpasutensctea PP ot 28.08.2014 N 871
"0O6 yTBepXaeHuu Mpasun opMnpoBaHNS NepeYHeit [JokymeHT npegocTasneH KoHcynbTaHTIAtOC
NleKapCTBEHHbIX Npenaparos... fata coxparenns: 20.01.2017

4.2. pAaHHble, npeAacTaB/ieHHble 3asiBUTeNIeM B MHUUMATWBHOM MopsaKe

5. 0O6uee KONMYECTBO MpPeACTaBMEHHbIX AOKYMEHTOB
Ha nmMcTax.

MNoanucb 3asaBuTtens / /

JaTta

MpunoxeHne N 5

K MpaBunam hopMmpoBaHns NepeyHeit
NleKapCTBEHHbIX NpenapaTos

019 MeULMHCKOro NpYMeHeHus

N MUHUMaJTLHOrO acCopTUMEHTa
NeKkapCcTBeHHbIX Npenaparos,
HeoOX0AMMbIX O/15 OKa3aHus
MeAULMHCKOW NOMOLLA

(cbopma)

3AK/MOYEHVE
no pesynbTaTaMm MNPOBEAEHUST AOKYMEeHTasIbHO
9KCMNEPTU3bl NPEANIOKEHNA O BKAUYEHUU (UCKIYEHUN)
NeKapCTBEHHOr0 npenaparta B MepeyHy /IeKapCTBEHHLIX MpenapaTos
N MUHMMaNbHLIA aCCOPTUMEHT NleKapCTBEHHLIX MpenapaTos,
HEeo6X0AMMbLIX [ANs1 OKa3aHus MeAWLMHCKOW Momolm

1. HacTosee 3akK/yeHWe KacaeTCHA MaTepuasioB, NpefcCTaB/IEHHbLIX O/1A:

1.1. BKIWYEHUA NEKapCTBEHHOro npenapara B:

1.1.1. nepeyveHb XU3HEHHO HEOOXOAUMbIX W  BaXHEWMWUX /eKapCTBEHHbIX
npenaparTos;

1.1.2. nepeyvyeHb AOPOrocTOoAWUX NIEKAaPCTBEHHbLIX MnpernapaTos;

1.1.3. nepeyeHb JIEKAPCTBEHHLIX MpenapartoB [/  o06ecnevyeHnss OTAe/IbHbIX
KaTeropuin rpaxgaH;

1.1.4. MUHUMaJ/IbHbIi ACCOPTUMEHT JIEKAPCTBEHHbLIX NpenapaTtoB, HEeOO6XOANMbIX
4NA oKazaHua MeaMUMHCKOW nomowy (MUHUMasbHBIE aCCOPTUMEHT) ;

1.2. ncknyeHUs NneKapcTBEHHOro npenaparta u3:

1.2.1. nepeyHs XN3HEHHO HEeob6XoANMbIX N BaXHENWMX JIeKapPCTBEHHbIX
npenaparos;

1.2.2. nepeyHa AOpPOrocCToAlNX fIeKapCTBEHHbLIX MNpenapaToB;

1.2.3. nepeyHA NeKapCTBEHHbIX MNpenapaToB [ANns 06ecrneyeHnss OTAe bHbIX
KaTteropui rpaxgaH;

1.2.4. MVWHVMM&JIbHOIO acCOpPTUMEHTA.

2. VHpopmauma o nekapCTBEHHOM npenapaTe:

2.1. HaummeHoBaHue:

2.1.1. mexaoyHapofHOe HenaTeHTOBaHHOE HauMeHOBaHue ;

2.1.2. B cnydae OTCYTCTBUA MexayHapoaHOro HenaTeHTOBaHHOI o
HanmMeHOBaHUA - rpPynnMpPoOBOYHOE HaMMeHoBaHue ;

2.1.3. B cnydae OTCYTCTBUA MexayHapoaHOro HenaTeHTOBaHHOIo W
rpynnMpoOBOYHOI0 HaWMEHOBaHW - XMMWYECKOE HaMMeHOBaHue ;

2.1.4. B cny4vae OTCYTCTBUS MHbIX HaUMEHOBaHWA - TOProBOE€ HaMMeEHOBaHue

2.2. Kof aHaToMO-TepaneBTNYEeCKO-XMMNUYECKOL Knaccuhukaumm
NeKapCTBEHHOro npenaparta ;
2.3. npepnaraemble K BKJ/IOUYEHUI0 JIEKAPCTBEHHbIE (OPMbI 3aPErMCTPUPOBAHHOIO
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neKapcTBeHHoro npenaparta (NepeyncnnTb):

2.4. npepgnaraeMble K VCK/TOYEHUID JIEKAPCTBEHHbLIE (hOPMbl 3aperncTpupoBaHHOro
nekapcTBeHHOro npenapata (NepeyncnuTb):

3. Cpoku npoBefeHuns OOKYMEHTa/IbHOW 3KCNepTUu3bl:

c no -

4. JokymeHTanbHas aKcnepTusa  nNpeasioxeHuns (B COOTBETCTBUU c
NPUTOXEHUAMUN 1 n 2 kK TlpaBunam (GOpPMUPOBaAHNA MEpeyHelr /eKapCTBEHHbIX
npenapartos  AnA MeaULUVHCKOro MPUMEHEHUA W MUWHUMa/IBHOrO accopTUMEeHTa
NIeKapCTBEHHbLIX MpenapaToB, HeoOXoAuMbIX A8 OKa3aHus MeAUUUHCKOW nomoww,
YTBEPXAEHHbLIM nocTaHoB/IEHNEM MpaButenoctBa Poccwuiickoii ®Yegepaunn oT 28
aBrycta 2014 r. N 871):

TpebyeMbie cBegeHUs VHghopmaums o npeacTtaBieHMmn TpebyeMbiX CBeAeH WA
3aaBuUTenem
1 2 3
1 |VHdopmayms o 3assutene 1.1 npeacTaBnieHa B NO/IHOM 06beme

1.2 npeAcTaB/ieHa He B NOJIHOM 06beme (NepeUncInTb):

1.3 He npeAacTaB/ieHa

2 | NHpopmauus o nekapCTBEHHOM 2.1 npepncTasrieHa B No/IHOM o6beme
npenapare 2.2 npeacTasneHa He B NO/IHOM 06beme (NepeyncnmnTb):

2.3 He npefcTas/ieHa

3 | CBepfeHus 0 nNeKapCcTBEHHOM 3.1 npencTas/ieHbl B MO/IHOM 06beME
npenapaTte 415 BKIUYEHNS 3.2 npeAcTaBfieHbl HE B NO/THOM 06beme (MepeyuncnuTb):
(nckntoveHus) B nepeyHn
NleKapCTBEHHbIX NpenapaTos U 3.3 He npeacTaBnEHbI

MUHUMa/TbHBbIN aCCOPTUMEHT

4 | JaHHble, 060CHOBbIBatOLLIME 4.1 npeacTtaBneHbl B NOSIHOM 06beMe
npesioxeHne o BKI0YEeHUH 4.2 npefcTas/ieHbl He B NO/IHOM 06beme (MepeyncnTb):
(ncknoveHnn) nekapcTBEHHOIO
npenapata B nepeyvHu 4.3 He npeAcTasBneHbl

NeKapCTBEHHbIX npenapartoB U
MWUHUMaUTbHBbIV aCCoOpPTUMEHT

5. 3ameuvaHusi no pesysibTaTaMm [OKYMEHTa/IbHOl 3KchepTu3bl npegnoxeHns (npu
Ha/IMYMM HYXHOE OTMETUTb):

5.1. HeHagfnexawee  ojhopMieHWEe  NPEANIOKEHUS U Npunaraembix K Hemy
[OKYMEHTOB U CBefeHuii;

5.2. OTCYTCTBWE 3/IEKTPOHHOI (OpMbl NPEAsIoKEeHUs U NpuiaraemMbix K Hemy
[OKYMEHTOB 1 CBefeHWI;

5.3. npeAcTaBfieHVe [OKYMEHTOB W CBEAEHWUA B HEMOSIHOM OGbEME;

5_.4_. BbisIBleHWE HECOOTBETCTBUS  Mexay [OKYMEHTaMM U CBefeHusivu,
npeAcTaBneHHbIMM Ha GyMaxHOM HOcuTefne U B 3NEKTPOHHOM BUZIE;

5.5. npeAcTaBfieHVe HeAOCTOBEPHOW WM UCKAXEHHOW WHhopMauun;

5.6. npeAcTaBfieHMe [OOKYMEHTOB WU CBefieHuli, Mo KOTOpPbiM KOMUCCUEN 6bino
BbIHECEHO pelweHne 06 oTKka3e BO  BK/YeHUM (UCKIYEHUN) JIEKAPCTBEHHOIO
npenapata B MEPEYHU /IEKAPCTBEHHLIX MPENapaToB, MUHUMAaSIbHLIA ACCOPTUMEHT -

KOHKpeTHble 3aMeyaHus:

KoHcynbTaHTINOC
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6. PesynbTar:

6.1. HanpaBuUTb NpefsioXeHWe Ha 3KCNepTu3y;

6.2. HanpaBuTb B ajgpec 3aaBuTend 3akK/yeHne C 3aMedaHusaMn O
HECOOTBETCTBUM YCTAHOBJ/IEHHbIM TpeboBaHUAM;

6.3. HanpasuTtb npegsoxeHuve BHelWwTaTHOMY cneunanucty MuHucTepcTBa
34paBooxpaHeHns Poccuiickoli  ®epepaunn  Ans NnoAroTOBKMU pekovMeHpaumn o
BKJ/II0YEHUN (ncknyeHnn) NeKapCTBEHHOr o npenapara B MUHVMaIbHbIV
aCCOPTUMEHT .

Mpeacepatens KOMUCCUU
MUHMCTepcTBa 34paBOOXpaHEeHust
Poccuiickon depepauun
no (GopMMpPOBaHUI0 MEpPEYHEIA
NeKapCTBEHHbLIX MpenapaToB
ANst MeAMUMHCKOIO NpUMEHEHUs
M MUHUMaSIbHOrO acCcopTUMEHTa
NIeKapCTBEHHbLIX MpenapaTos,
HeobXxoAuMbIX AN oKa3laHus
MEeAVLMHCKOM MnoMowm

/
(nata) (nognuce, pacwuuppoBka noanucu)

Mpunoxexne N 6

K MpaBunam hopmMmpoBaHns nepeyHei
NleKapCTBEHHbIX NpenapaToB

AN MeUUNHCKOro NpUMeEHeHUs

1N MUHUMa/IbHOTO acCopTYMEHTa
NleKapCTBEHHbIX Npenaparos,
Heo6XoAMMbIX AN OKa3aHus
MeANLMHCKON NOMOLLI

. WHTEIPAJIbHBIE WKAJTbI
KNMHNYECKOW N KITMHUKO-3KOHOMUNYECKOW OUEHKW IEKAPCTBEHHOIO
MPEMAPATA MNPV NPOBEAEHNN SKCMNEPTW3bI

LLIkana oLeHK/ YPOoBHEl AoKa3aTe/IbHOCTU Pesy/ibTaToB
KITMHUYECKUX UCCIe0BaHUIA NEeKapCTBEHHbIX NpenapaToB <*>

XapakTtepucTuka uccnegoBaHuii YpoBHHU LLikana oueHkn
[oKazaTeNbHOCTU (6annbl)
pe3ynLTaros
Cuctematuyeckne 0630pbl U MeTa-aHaIn3bI I 10
PaHgomu3npoBaHHble cnenble KNNHNYeCcKue nccnefoBaHus I 9
PaHaomn3npoBaHHble OTKPbITbIE KITMHUYECKME UCCre0BaHnsA Il 8
KBasnakcnepuMeHTaslbHble UccnegoBaHus 1" 7
KoropTHble uccnegoBsaHus v 6
WccneposaHusa "cnyyait-koHTponb" \% 5
KoHcynbTaHTINOC
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OnuncaHue cnyyaes u cepun criydyaes \| 4
MHeHune aKkcnepToB Vi 3

LLIkana oueHKn ypoBHeit yoeanTenbHOCTU AoKa3aTe bCTB
KIMHNYECKUX NCCNe0BaHWin NekapCcTBEHHbIX NpenapaToB <**>

YpoBeHb XapaKkTtepuctunka nokasarens Lkana

ybeanTensHocTH OLLeHKM

JoKa3aTenbCTB (6ansibl)
A [oKasaTenbCcTBa yoeanTe nbHbl: 3

MMEIKTCA BECKNE AOKa3aTes/ibCTBa npegsjiaraemMoro yTeepxxgeHns

B OTHOCUTe bHas y6eanTe IbHOCTb [0Ka3aTe/IbCTB: MMeHTCS 2
[loCcTaTouHble oKa3aTeNbCTBa B N0/b3y TOT0, YTO6bI
pekoMeHA0BaTb NPEe/I0OXEHHbI TEKAPCTBEHHBIV Npenapar ans
BK/THOUEHMSI (MCK/IHOYEHNS) B COOTBETCTBYIOLLMIA NEepeyeHb
NeKapCTBEHHbIX NpenapaTos

C [LOCTaTOYHbIX AOKa3aTesIbCTB HeT: 1
UMeLLNXCA foKa3aTesIbCTB HeJOCTATOYHO /15 BbIHECEHUSA
pekomeHaLmmn, HO pekoMeHgaunmM MoryT ObITb aHbl C y4eTOM
WHbIX 06CTOATENLCTB

WNHTerpasbHas kofimyecTBeHHasi oLeHka
KayecTBa KMMHUYECKOro UCC/eloBaHNsA IEKAPCTBEHHOTO npenapara
[N1s1 MeAVULMHCKOTO NMPUMEHeHs!

XapakrtepucTtuka uccnefosaHns YpoBeHb YpoBeHb O6Lasn oueHka
JoKasaTenbHo | yoegutesibHOC | McCriefoBaHns
CTU [@HHbIX ™ (6annbi)
JokasaTenbcT
B
Cuctematuyeckunii 0630p paHAO0MU3MPOBAaHHBIX | A onpegensieTca kak
KNIMHUYECKUX nccnefosaHuii UM Meta-aHanms npovseeneHvne
OLEHKM B basinax
MacwwtabHble paHAOMU3NPOBAHHbIE KITUHUYECKME YPOBHA
nccnefoBaHna ¢ 0A4HO3HaUYHbIMU pe3ynbTaTamu U I A JokasaTteslbHoCTU
HN3KOW BEPOATHOCTbIO OLLMOOK OAHHbLIX U OLIEHKN B
6as11ax ypoBHs
MacwtabHble paHAOMU3NPOBaHHbIE KITUHUYECKME ybeanTesibHOCTK
nccnenoBaHnsa ¢ Heog4HO3HaYHbIMKW pe3yibTaTamu, I B [oKa3artesibCTB

HU3KOI namn cpefHeli BEePOATHOCTHIO OLIMGOK

He6osblune paHa0MU3NPOBaHHbIE KTMHUYECKNE

nccnefoBaHus . B
KBasmekcnepmmeHTaanoe ncenegoBsaHme C n B
XOPOLLO NoAo6paHHbIMU FPpyNnamMn CpaBHEHUS
KOFOpTHbIe ncecnenosaHnAa ¢ OgHO3Ha4YHbIMK v B
pe3ynbTaramMm n HU3KOW BE€POATHOCTbHO OLINBOK
KoHcynbTaHTINOC
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JokymeHT npepoctasneH KoHcynbTaHTlNAt0C

[ata coxpaHeHus: 20.01.2017

WccnepoBaHusa "cny4vaii-koHTponb" ©
O[HO3HAYHbIMW pe3y/ibTaTamun 1 HU3KOW Vv B
BEPOSATHOCTbIO OLUNOOK
OnucaHue criyvaeB, cepwuii c/lyvaeB VI C
MHeHune akcnepToB VI C
WccneposaHua nob6oro gusaiHa HU3KOro I C
MeTOAMYECKOro KayecTsa
I C
11 C
\Y C
Y C
\ C
Vi C

IToroBas HTerpasibHas KofIM4ecTBeHHas OLLeHKa KauecTBa KNMHUYECKOTO UCCe10BaHmns
NekapCTBEHHOro Npenapara:
He MeHee 18 ANna pekoMeHAaLMM K BK/IOYEHMIO TIEKAPCTBEHHOTO Npenapara;

He MeHee 12 Ans pekoMeHAaLMM K BKIUYEHNIO 415 opdhaHHOro SIeKapCTBEHHOTo npenapara

KonunuecTBeHHas oLeHKa 3h(EKTUBHOCTU NMPUMEHEHNS
NEKapCTBEHHOTO Mpenaparta B paMKax KIMHUYECKUX UccefoBaHui

HanmeHoBaHue
KpUTEPUS OLEHKM
agppekTMBHOCTHU

Hanpumep KpuTepwuii:
CHKEHMNE YPOBHS
apTepvasibHoOro
[laBfieHus [0 LieN1eBoro
3HAYEeHws

OueHKa cTeneHu A4oCTUXEHUA JocTtuxeHne Lenesoro Lkana
LEeNeBoro pesynbraTta c y4eTom pesysbTara C y4eTom OL,EHKM
npenmyLLecTsa no cpaBHEHUIo C npevmyLiecTsa nepep, (6annbl)

Tepanuein npenaparamy cpaBHeHMUS Tepanuei npenapartamu
CcpaBHeHUs (B NpoueHTax)

MOJTHOCTBK AOCTUTHYT L€NEBOIA 100 10

pe3ynbTart (Bbicokas 3adeKTUBHOCTD)

YacTMYHO AOCTUTHYT LENEBOIA 90 9

pesynbTat (cpefHas 3PPEKTUBHOCTD)
80 8
70 7
60 6
50 5
40 4
30 3
20 2
10 1

He [OCTUrHYT LiesieBol pesynbTar 0 0

KoHcynbTaHTINOC
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(H13Kasa adpheKkTUBHOCTb UMK
oTcyTcTBME 3(PHEKTUBHOCTI)

WNtoro cpefHss oueHka ahheKTMBHOCTU (OTHOLLEHME CyMMbl 6a/1710B MO KavkA0MY
KpUTEPUIO 3hGEKTUBHOCTU K KOSTMYECTBY KPUTEPUEB)

KonuuectBeHHas oLeHKka 6e30MacHOCTV NpUMeHeHust
NeKapCTBEHHOro npenapaTa B paMKax KIMHUYECKUX UccriegoBaHuii

OueHKa ypoBHSi 6e30nacHOCTM Uucno cnyyaes OueHka B 6annax BecoBsoii
NleKapCTBEHHOro0 npenapara No6OYHbIX AENCTBUIA KoadhpmumeHT
(B npoueHTax)

Mo60o4HbIE AENCTBMSA OTCYTCTBYHOT 0 0 0
Mo6oYHbIe AENCTBMSA NErkoi 10 -1 0,25
cTeneHun

20 -1

30 -1

40 -2

50 -2

60 -3

70 -3

80 -3

90 -4

100 -4
Mo60o4HbIE AENCTBMA CpeaHei 10 -2 0,5
TSXKECTU

20 -2

30 -3

40 -3

50 -4

60 -4

70 -5

80 -5

90 -6

Koncynbrantlintoc www.consultant.ru CtpaHuya 20 n3 29
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JokymeHT npepoctasneH KoHcynbTaHTlNAt0C

[ata coxpaHeHus: 20.01.2017

100 -6
Mo6oYHbIe AENCTBMSA TSHXKENOW 0 -4 1
CTEeneHu - COCTOSHMA,
npoasieBarollye HaxoxaeHune 20 -4
nayueHTa B cTaumoHape Uim
npeacTasnaoLe yrposy ans 30 -5
XXN3HM
40 -5
50 -6
60 -6
70 -7
80 -8
90 -9
100 -10
WNToro OLIEHKa YPOBHS 6e30MacHOCTX (CyMMa Npou3BeAeHWin cpegHnX
6as1/10B MO KaXXa0My YPOBHIO 6€30NacHOCTM /IeKapCTBEHHOTO
npenapaTa 1 COOTBETCTBYHOLEI0 BECOBOro KoapdmumeHTa)

KonunuecTBeHHas oLeHKa [oNo/IHUTENbHO TepaneBTUYecKoii
LIeHHOCTM NIeKapCTBEHHOrO NpenapaTa

HanmeHoBaHue kputepus PesynbTart oueHkn LLikana oueHkn
[0NO/THUTENbHOW (6annbl)
TepaneBTUYECKOl LLleHHOCTU
1. KpaTHOCTb npuema COKpaLleHune KpaTHOCTK npuema + 2
COXpaHeHmne KpaTHOCTK npuema 0
yBeNnyeHne KpaTtHocTu npuema -2
2. HoBbI MmexaHn3m NMeeT CyLLeCTBeHHbIe KNNHNYECKne npenmyLlectsa +2
aelicteus
nMeeT He3HaunTe bHble KIMHUYECKNE NpenMyLLecTsa +1
He NMeeT K/TIMHUYECKNX NPEeNMYLLLECTB 0

KonunyecTBeHHas oueHKa KIMHUKO-3KOHOMNYECKON 30DEKTMBHOCTY
NeKapCTBEHHOro npenapara

KpuTepumn oLeHKu Pe3ynbTat oLeHkn MpoueHT LLikana oueHKn
OTK/IOHEHUSA (6asibl)

1. MNpepacraBneHHas BblLLIE CTOMMOCTN NleYeHns 100 n 6onee -10
CTOMMOCTb Kypca uiu npenapaTom cpaBHEHUs

rof,0BOrO JieyeHus 80 - 100 -8
NeKapCTBEHHbIM

npenapaTom 60 - 80 -6

KoHcynbTaHTIINIOC

HaeXHas npaBoBas noaaepXxkKa

www.consultant.ru

Crpannua 21 n3 29


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

MocTtaHoBneHue MNpasutensctea PP ot 28.08.2014 N 871
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40 - 60 -4
20-40 -2
10-20 -1
COOTBETCTBYET CTOMMOCTU He 6onee 10 0
NleyeHns npenapaTom CpaBHEHMS
HWXXe CTOMMOCTHU JSIeHeHus 10-20 +1
npenapaTom cpaBHEHWS
20-40 +2
40 - 60 +4
60 - 80 +6
80 n 6onee +8
MToroeasi oueHka Mo LKane OLEeHK/ NpeacTaB/ieHHbIX 3aTpar
2. MNMpeumyLlecTsa no npuMeHeHune fIeKapCcTBEHHOIO no 20 +2
K/IMHUKO-3KOHOMMNYECKOWA npenapara npuBoAMuT K
apdpekTMBHOCTH CHWKEHMIO 06LLmMX 3aTpaT 20 -40 +4
NlekapcTBEHHOro npenapata | (ykasaTb OTAE/bHO NPSAMbIE U
C npenaparamMu CpaBHEHVs1 | HENPSMbIE 3aTpaTbl) Ha OKa3aHue 40 - 60 +6
(no kaxxgomy u3 MeLULMHCKON NOMOLLM B pamMKax
npeacTaBNeHHbIX Un nporpamMmbl rocyapcTBeHHbIX 60 - 80 +8
HaliAeHHbIX rapaHTuii 6ecnnaTtHoro okasaHus
CaMOCTOATESNILHO MeOULMHCKON nomoLum (BrimsiHue 6onee 80 +10
nccnefoBaHuii) Ha 6loxeT)
NPUMEHeHWe NekapcTBEHHOro 0
npenapata He TpebyeT
yBe/IMYeHus: o06Lmx 3aTpar
(ykasaTb OTAE/IbHO NPsSIMblE U
HenpsMble 3aTpaTbl) Ha OKa3aHue
MeLULMHCKON MOMOLLM B pamMKax
NporpamMmbl rocyapCcTBEHHbIX
rapaHTuii 6ecnnaTtHoro okasaHus
MeOULMHCKON nomoLum (BrimsiHue
Ha 6rooKeT)
npuMeHeHune fIeKapCcTBEHHOIO 0o 20 -2
npenapata TpebyeT yBesimyeHuns
o6wWKx 3aTpar (yKkasaTtb 0TAeNbHO 20 -40 -4
npsiMble 1 HEMpPSIMbIE 3aTpaTbl)
Ha OKalaHue MeanLHCKOWA 40 - 60 -6
NMOMOLLM B paMKax nporpammbl
roCyapCTBEHHbIX rapaHTuii 60 - 80 -8
6ecnnaTtHoro okasaHus
MeAVNLUHCKOW noMoLum (BNnsH1e 6onee 80 -10
Ha 6rooKeT)
OLEeHKa 3aTpaT 1 adhhekTUBHOCTH CHWXeHne +1
(oTHOLWeHVe nokasaresns nokasaresns
NIeKapCTBEHHOTO NpenapaTta u
npenapaToB CpaBHEHUS) NoBbILIEHNE -1
KoHcynbTaHTINOC
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nokasaresns

MCCNEA0BAHMIO K KOJIMYECTBY UCCNIE[OBAHWIA)

MIToroBas oueHka Mo LKane OLEeHKN NpenMyLlecTs JIeKapCTBEHHOIo npenapara no
K/IMHWKO-3KOHOMMWYECKOW 3(*)(*)EKTI/IBHOCTI/I (OTHOLUGHMe CYyMMbI 6as1710B no KaxXXaomy

athbdekTMBHOCTN)

ViToroBasi oLeHKa KIMHMKO-39KOHOMMYECKOW 3(PEKTUBHOCTM IEKAPCTBEHHOIO
npenapata (cyMMa 6a/1/10B OLLEHKM NpeACcTaB/IEHHbIX 3aTpaT Y UTOTOBOW OLLEHKM NO
LLKas1Ie OLEHKM NPEMMYLLECTB /IEKapPCTBEHHOTO Npenapara no KANHUKO-3KOHOMUYECKOA

K BK/TIOYEHUIO J1IEKAPCTBEHHOIO npenapara B NnepeyHn

NToroBast oLleHKa K/IMHUKO-3KOHOMMYECKOI 3KCNepTU3bl NPeanoxeHust (He MeHee + 4) Ansi pekoMeHaauum

KonmyecTBeHHas OLeHKa A0MNOTHUTE bHbIX AaHHbIX
0 NleKapCcTBEHHOM npenapare

Kputepuu oueHku PesynbTart oueHku LWkana
OLeHKM
(6annbl)
HeobxoanmMoCcTb NPMMEHEHUS NEKAPCTBEHHOIO na +2
npenapara 415 AMarHoCTUKW, NPOUNAKTUKK, NevYeHns
nnu peabunurtaumm 3abonesaHunii, CUHLPOMOB W/ HeT 0
COCTOsIHWIA, NpeobnagaloLmx B CTPYKType
3a60/1€BAaEMOCTN M CMEPTHOCTM rpaxgaH Poccuiickoii
denepauunn, Ha OCHOBaAHUWN AAHHbLIX FOCYAapCTBEHHOrO
CTaTUCTUYECKOro HabNoaeHNs
LlenecoobpasHoCTb BK/IOYEHNS IEKAPCTBEHHOIO 0,8 n Bbilwe +3
npenapara B CTaHAAPT MEAULMHCKON MOMOLLM C Y4ETOM
pekoMeHAyeMOi YacToTbl NpeAoCcTaB/IeHUs 0,6-0,8 +2
0,4-0,6 +1
0,2-0,4 +0,5
Hmxe 0,2 0
LlenecoobpasHoCTb BKIOUYEHUS B KNIMHUYECKME na +2
pekomeHAaumm (MPOTOKOSIbI SIeYEHUS)
HeT 0
Hanuune 3apernctpmpoBaHHbIX B Poccuiickoii ha +1
denepauunn BOCNPOU3BELEHHbIX NIEKAPCTBEHHbIX
npenapaTos HeT 0
Hannuune nekapcTBeHHOro npenapara B NepeyHe HeT 0
cTpaTernyeckn 3HauyMMblxX fIEKAPCTBEHHbIX CPEACTB,
NpPOn3BOACTBO KOTOPbIX AO/TKHO ObITh 06ecneyeHo Ha ha +1
TeppuTopun Poccuiickoii degepaumm, yTBEPXAEHHOM
pacnopsbkeHnem MpaBuTenscTBa Poccuiickoi
depepauun ot 6 nona 2010 r. N 1141-p
Hannune nekapcTBeHHOro npenapara B nepeyHsx HeT 0
NleKapCTBEHHbIX NpenapaToB, (PUHAHCUPYEMbIX 3a cUeT
cpepcTs 6rompkeToB cybbekToB Poccuiickoii degepaummn | ga +1
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"0O6 yTBepXaeHuu Mpasun opMnpoBaHNS NepeYHeit [JokymeHT npegocTasneH KoHcynbTaHTIAtOC
NleKapCTBEHHbIX Npenaparos... fata coxparenns: 20.01.2017
Hanunuve npoussoacTsa (Nlokannsaums) 1eKapcTBEHHOIO | HeT 0

npenapata Ha TeppuTopumn Poccuiickoii epepauun
ba +3

iToroeas oueHka npo4vnx AaHHbIX MO NnpeasioXXeHnk (He MeHee + 2) 014 pekoMeHaaunn K BKIHYeHno

<*> YpoBeHb [0Ka3aTe/lbHOCTU pPe3y/ibTaToB KIMHWYECKUX WCCefO0BaHUi npuMeHsieTcsa Ans  ¢opMasibHol
OLLeHKM KayecTBa OTAeNbHOro K/IMHUYECKOro NCCeA0BaHNs IEKapCTBEHHOIO npenapaTa. KamHuueckux uccnepnoBaHuii
O[HOTO IeKapCTBEHHOr0 NpenapaTa MOXeT 6bITb HECKO/IbKO, U YPOBHM KX A0KA3aTeIbHOCTM B 3aBMCHMOCTM OT An3aiiHa
K/TMHUYECKOro NCCNefoBaHNSA MOTYT ObITb Pa3/inyHbI.

<**> YPOBHN Yy6eauTeNbHOCTW A0Ka3aTeNbCTB 3O(EKTUBHOCTU IEKAPCTBEHHbIX NPenapaToB MPUMEHSTCA Npw
OLleHKe COBOKYMHOCTMW UCCMef0BaHWin O4HOTO N TOTO Xe fleKapCTBEHHOro npenapara. OcyuiecTensetca 0606LeHne
[JaHHbIX 00 YPOBHSAX f0Ka3aTelbHOCTU OTAEbHbIX UCCNeA0BaHNiA pa3/IMYHOro kayecTsa 1 npucsaveaeTcs ogvH u3 3
YPOBHeli y6eanTensHOCTH.

MpunoxeHne N 7

K MpaBunam hopmMnpoBaHus nepeydHeri
NleKapCTBEHHbIX NpenapaToB

ANs MeANUUHCKOro NPUMEHEHUS

1N MMHMMaJ/TbHOTO acCopTMMEHTa
NleKapCTBEHHbIX Npenaparos,
HEOoOX0AMMbIX O/18 OKa3aHUs
MeAMNLMHCKON NOMOLLI

(dpopma)
B kommuccuiw MumHmucTepcTBa
34paBooxpaHeHns Poccuiickoin depepaunn
no (GOpPMUPOBAHUI0 MEpPEYHEN NeKapCTBEHHbIX
npenaparoB 4/19 MEeAUUMHCKOro
NMPUMEHEHUST N MUHUMa/IbHOIO acCOPTUMEHTA
NeKapCTBEHHbIX npenapaTos,
HEOOXOAUMLIX AN OKa3aHWs MegVULUMHCKOW MnoMowm
3AK/MOYEHVE
no pesynbTaram NpoBefeHUs 3KCNepTu3bl NpeanoxeHns
0 BKYeHun (UCKKYEHNN) feKapCTBEHHONo npenapaTa
B NepeyHu NneKapCTBEHHbIX MpenapaToB
1. HacTosilee 3ak/l4YeHMe KacaeTCHd mMaTepuasioB, MPenCcTaB/IEHHbIX OJ1S:
1.1. BKNKWYEHUA fIEKAPCTBEHHOIO rnpenapara B:
1.1.1. nepeyeHb  XU3HEHHO HEOOXOAUMbIX U BaXHeWWnx NeKapCTBEHHbIX
npenapaTos;
1.1.2. nepeyeHb AOPOroCTOAWMX SIEKAPCTBEHHLIX MpenapaTos;
1.1.3. nepedyeHb JIEKAPCTBEHHLIX MpenapaTtos A1  ob6ecnevyeHnss OTAesbHbIX
KaTeropuin rpaxgaH;
1.2. WcknwyeHna nekapcTBeHHOro npenapara m3:
1.2.1. nepeyYHss  XM3HEHHO HEOOXOAUMbIX N BaxXHEWWUX JieKapCTBEHHbIX
npenapaTos;
1.2.2. nepeyHa AOPOroCTOAWMNX SIEKAPCTBEHHLIX MpenapaToB;
1.2.3. nepeyHs JfleKapCTBEHHbIX npenapaTtoB [/ o06ecrneyeHus  OTAE/bHbIX
KaTeropuin rpaxgaH .
2. VHbopmauma 06 3KCNepTHOW KOMUCCUWU:
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2.1. HaMMeHOBaHWEe 3KCMEPTHOM opraHu3aumn

2.2. cocTaB 3KCnepTHOW Kommuccum (hamnnus, ums, 0T4YecTBO
OO/MKHOCTB)

2.3. agpec (MecTO HaxOxOeHWs) SKCNepTHOW opraHusauuu

TenejoH (pakc)

3/1eKTPOHHaA noyTta

3. WHpopmaumsa o fleKkapCcTBEHHOM npenaparte:

3.1. HaumeHoBaHue:

3.1.1. mexgyHapoHoe HernaTeHTOBaHHOE HauMeHoBaHue

3.1.2. B cnyyae OTCYTCTBUSA MexayHapoaHOoro HernaTeHTOBaHHOI o
HaVMeHOBaHUA - rpPynnMPOBOYHOE HavMeHoBaHue ;
3.1.3. B cnydae oTCcyTCTBUA MeXAyHapo4HOIr O HenaTteHToOBaHHOIo U
rpynnuMpoBOYHOIr0 HauUMEHOBaHU - XUMUYECKOe HanmMeHOBaHWS ;
3.1.4. B cnyyae OTCYTCTBUSA VHBIX HanMeHOBaHWA - TOproeoe
HavveHoBaHue ;
3.2. Kop, aHaTOMO-TepaneBTUYEeCKO-XMMUYECKO Knaccupmnkauum

NIeKapCTBEHHOI 0 rnpenapaTta ;
3.3. npegnaraemble K BK/IOYEHUH WAN UCK/IOYEHU JIEKApPCTBEHHbe  (OPMb
3aperncTpvpoBaHHOro fiekapCcTBeHHOro npenaparta (NepevyncnuTtb) ;
3.4. MHpopMauuss O BOCMNPOU3BELEHHbIX JIEKAPCTBEHHLIX rMpenapatax (npwu
Hannuun) :

4_ Cpoku npoBefeHUsi aKCNnepTu3bl:

c no -

5. Pe3ynbTaThl KNVHUYECKOW OueHKu npegnoxeHnsa (B COOTBETCTBUM C
npunoxeHnem N 6 K lMpaBunam (GOpMUPOBaHUSA NepevHeil NIeKapCTBEHHbIX MNpenapaToBs
ona  MeAUUMHCKOro MNpUMEHEHUA W MUHUM&UIbHOIO acCOpPTUMEHTa  JlIeKapCTBEHHbIX
npenapartoB, HeO6XOAMMbIX [ANA OKasaHus MeAVMUMHCKOM MOoMOWM, YTBEPXAEHHbIM
noctaHosnieHnem [paButensctBa Poccuiickoii ®egepaumm oT 28 aBrycta 2014 r.
N 871):

5.1. Pe3ynbTaThl OLIeHKMN KayecTBa K/TMHNYECKUX nccnenosaHuii
NleKapCTBEHHOI0 npenapaTta, npeacTaBNeHHbX 3assuTenem u  (UAK)  HalgeHHbIX
CaMOCTOATE/IbHO 3KCMNepTHOM Komuccuel

Xapaktepuctuka YpoBEHb YpoBeHb
P P P P O6Lwasn oueHka
npescTaB/IeHHOro ybeanTenbLHoCTu y6eamTenibHOCTH NCCNENOBANMS B
K/TMHUYECKOTO [OaHHbIX JokasaTesibCTB 6£Lnax
nccnenosaHns
1
2
3
4
5
n ap.
WTtoro: cpepHee 3HauyeHue (OTHOLWIEHME CYMMbl OLUEHOK WUCCnefoBaHnsa K UX
KONIM4YecTBy)
5.2. PesynbTaThl KO/INYUECTBEHHOW OUEHKM 3PEeKTUBHOCTH neyeHuns

NeKapCTBEHHbIM  TpenapaTtoMm B pamMKaxX K/INMHUYECKNX I/ICCI'Ie,CI.OBaHI/IVI, npeacTtaB/1EHHbLIX
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3asButenem n (UN) HaMOEHHLIX CaMOCTOSTe/lbHO 3KCMNEepPTHOW KoMUCCuen

HavnmeHoBaHne OueHKa cTeneHn 4OCTUXeHUs LeneBoro JocTumxeHune OueHka B
KpUTEpPUSA OLLEHKN pesynbTara Lenesoro 6annax
ahchekTnBHOCTM pesynbtaTta (B

npoLeHTax)

L,eNneBoit pe3ynbTaT NOSIHOCTbH AOCTUTHYT
(BblcOKast athheKTNBHOCTbL)

LeneBoi pe3ynbTar YaCTUUYHO AOCTUTHYT
(cpenHas athdhekTNBHOCTDL)

LeneBoil pe3ynbTart He JOCTUIHYT (HU3Kas
3hhekTMBHOCTb, OTCYTCTBUE
athbhexkTnBHOCTU)

Toro: cpeaHss oueHka athhekTMBHOCTY (OTHOLLIEHUE CYMMbl 6a/1/T0B MO KaXKaoMy
KpUTEPUIO 3PEKTUBHOCTM K KOIMYECTBY KPUTEPUEB)

5.3. Pe3ynbTaTsl KOIMYECTBEHHOIA OUEeHKHN 6e30MnacHoOCTH nevyeHuns
NNEKapCTBEHHbLIM MNMpenapaTtoM B paMKax K/IMHNYECKUNX I/ICC}'IEAOB&HI/IVI, npeacTaB/1IEHHbIX
3aaBuTenemMm u (I/I]'II/I) Halz,D,EHHbIX CaMOCTOATESIbHO 3KCI'IepTHOIz KOMUCCUEIA

OueHka ypoBHs 6e30nacHOCTU NeKapCTBEHHOTO Uuncno cnyyaes N06OUHBIX OueHka B 6annax
npenapata AelicTBuiA (B npoLeHTax)

Mo6GoYHbIE AeliCTBUSA OTCYTCTBYHOT

Mo60ouyHble AelCTBUSA NETKOIi CTeNneHn

Mo6GouYHbIEe AeliCTBUSA CPeaHEN TSHKECTH

Mo60ouYHbIe AECTBUSA TSHXKEOM CTENEHU

IToroBas oLieHKa ypOBHSI 6e30MacHOCTY (CyMMa npou3BeAeHuii cpeaHnx 6ai1oB No KakaoMmy YpOBHHO
6e30MacHOCTV IeKaPCTBEHHOTO Npenaparta 1 COOTBETCTBYIOLLErO BECOBOTO KO3(PULMEHTA)

5.4. Pe3ynbTaTbl  OUEHKM  AOMNOSHUTENbLHOW  TepaneBTUYEeCKOW LEeHHOCTHU
NeKapCTBEHHOIO npenapaTa, nNpeAcTaBneHHolr 3asButenem wn  (UanM)  HalgeHHoM’
CaMOCTOATE/IbHO 3KCMNepTHOM Komuccuel

HaumeHoBaHue Kputepus PesynbTaTt OLeHKM OueHka B 6aninax
[IONOJTHNTE/IbHOV TepaneBTUYECKOl
LleHHOCTK

1. KpaTtHocTb nprvema

2. HoBbIi1 MexaHn3M aeiicTBus

5.5. /ToroBasi oueHKa K/IMHMYECKOlW OueHKM npegioxeHuss (Cymma UTOrOoBbIX
3HayeHun Tabmmy 5.1. - 5.4.).
6. Pe3ynbTaThl KIMHUKO-3KOHOMUYECKOW OLEHKU MNpeasioXeHus :
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[ata coxpaHeHus: 20.01.2017

KpuTepum oueHku

Pe3yr| bTaT OLUEHKN

MpoueHT
OTK/IOHEHNUSA

OueHka B bannax

1. MpepcTaBnieHHas CTOUMMOCTb
Kypca nnv rofoBoro nevyeHuns
JNleKapCTBEHHLIM MpenapaTrom

BblLLIE CTOMMOCTU SIeYEeHUS]
npenapaTom CpaBHEHWS!

COOTBETCTBYET CTOMMOCTY
NeyeHnst npenaparom
CpaBHEHUS

HUXE CTOMMOCTU NIeUeHst
npenapaToM CpaBHEHUSI

WToroeas OLEHKa No LWKas1e OUueHKN npeacTtaB/IEHHbIX 3aTpart

2. MNMpeumyLlecTsa no
K/TMHVKO-3KOHOMUYECKOM
apdpekTMBHOCTH
NekapCcTBeHHOro npenapaTa B
CpaBHeHWUW ¢ npenaparamu
cpaBHeHus (Mo KaxXaoMy 13
npeacTaB/IeHHbIX UK
HalgeHHbIX CaMOCTOATE/IbHO
nccnefoBaHuii)

NPUMEHeHWe NekapcTBEHHOro
npenapara npuBoAMT K
CHWXEHMIO 06LLMX 3aTpat
(yka3aTb OTAE/IbHO NPsSIMbIE U
HenpsMble 3aTpaTbl) Ha
okasaHue MeanLMHCKOM
NOMOLLN B pamkax
nporpammbil
rocygapCTBEHHbIX rapaHTuii
6ecnnaTtHoOro okasaHus
MeOMULMHCKON NOMOLLM
(BnnsiHWE Ha GloaKeT)

NPMMEHeHNe NeKapCcTBEHHOIo
npenapaTa He TpebyeT
yBENNYEHUS] 06X 3aTpaT
(ykasaTb OTAENbHO NpsiMble U
HenpsiMble 3aTpatbl) Ha
OKasaHue MeanLMHCKON
NMOMOLLY B pamKax
nporpaMmmsi
rocylapCTBEHHbIX rapaHTuii
6ecnnaTtHoro okasaHusi
MeAMNLMHCKON NOMOLLIN
(BNnsiHMe Ha 6rooKeT)

MPYMEHEHNE NTIEKAPCTBEHHOIO
npenapata Tpebyet
yBenmueHus obLmx 3atpar

(yka3aTb OTAE/IbHO NpPsIMbIE U
HenpsiMble 3aTpaTbl) HA
oKasaHue MeanLMHCKOM
NMOMOLLM B paMKax
nporpammbl
rocyapCTBEHHbIX rapaHTuii
6ecnnaTtHoOro okasaHus
MeANLMNHCKOW NOMOLLIM
(BnusiHME Ha GroaKeT)

MIToroBas oueHka Mo LKane OLeHKU NpenMyLLecTs JIeKapCTBEHHOIo npenaparta no
K/TMHNKO-3KOHOMUNYECKOIA 3q3q:)eKTVIBHOCTI/I (OTHOLIJEHI/Ie CYyMMbI 6annos no KaXXaomy
nccriegoBaHMK K KOIM4ecTBy VICC}'Ie,CLOBaHI/IIZ)
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NToroBasi oLieHKa KIMHNKO-3KOHOMUYECKO 3hheEKTUBHOCTUN 1EKAPCTBEHHOTO
npenapara (cyMMa 6a/1/10B OLLEHKM NpeAcTaB/IEHHbIX 3aTpaT Y UTOTOBOW OLLEHKM N0
LUKas1e OLeHKN NPEeMMYLLLECTB JIEKapCTBEHHOIO NpenapaTta no
KNIMHNKO-3KOHOMMYECKOM 3hDEKTUBHOCTN)

7. Pe3ynbTaTbl 3KCNEPTU3bl NMPOUMX AAHHLIX MO MNPeasIoXeHWI0:

Kputepuun oueHku OueHka B 6annax

HeobxoaumocTb NpMMEeHeHNs NekapCcTBEHHOMO npenapara AN AMarHoCTUKK,
NpoUIaKTUKK, NeYeHUss Un peabunutauum 3a6osieBaHunii, CUHAPOMOB UK
COCTOSIHWIA, Npeobnagaowmnx B CTPyKType 3ab60/1eBaeMOCT U CMEPTHOCTU
rpaxgaH Poccuiickoli degepalum, Ha OCHOBaHWUM AaHHbIX FOCYAapCTBEHHOIO
CTaTUCTUYECKOro HabnogeHns

Llenecoo6pa3HoCTb BK/OUEHWS IEKAPCTBEHHOTO Npenapara B cTaHgapT
MEMLIMHCKOI NMOMOLLM C Y4ETOM PEKOMEHAYEMOI YacTOTbl NPEeAOCTaB/IEHUS

Llenecoobpa3HoCTb BK/OYEHWUS JIEKAPCTBEHHOrO npenapara B KAMHUYECKUe
pekoMeHAauun (NPOTOKOSIbI IeYeHuns)

Hannuune 3apermctpmpoBaHHbiX B Poccuiickoii degepauymm BOCNpon3BeaeHHbIX
NeKapCcTBeHHbIX NpenapaTos

Hanunune nekapcTBeHHOro npenaparta B NepeyHe CTpaTernyecky 3HaumMblIx
NIeKapCTBEHHbIX CPEeACTB, NPOM3BOACTBO KOTOPbIX AO/MKHO ObITh 06ecneyeHo Ha
TeppuTopun Poccuiickoin ®eaepauunn, yTBEPXAEHHOM pPacnopsKeHNeM
MpaButenscTBa Poccuiickoii degepaumm oT 6 nond 2010 r. N 1141-p

Hanuuue nekapcTBeHHOro Npenapara B NepeYHsIX 1eKapCTBEHHbIX Npenaparos,
hMHaHCUpyeMbIX 3a cUET cpeacTB 6loakeToB cy6bekTOB Poccuiickoii Pepepavmn

Hannune npom3soacTtsa (oKkanusaummn) nekapcTBeHHOro npenapara Ha
Tepputopun Poccwiickoii ®enepavun

NToroBast oLleHKa NPoYnX JaHHbIX MO NPeAIOKEHUNI0 (He MeHee + 2) Ansi peKoMeHAALUN K BKIIOYEHWIO

8. WToroBasgs cywmma OUEHKM NPeasoXeHUs U BbiBOApl 3KCMNEPTHOM KOMUCCUWU O
LuenecoobpasHoCTH nnm HeuenecoobpasHoCTU BKJIOMEHUSA (ucknuenus)
NIeKapCTBEHHOI0 npenapaTta B NepeyHn NIEKapCTBEHHbLIX MpenapaToB:

Moanucu n pacumdpoBKa nognuceli aKCNepToB:

(b.n.o. pykoBoguMTensa sKCNepTHOW opraHulauum (aKcneprta))

9. PekomeHgauuu BHewWwTaTHOro crneyyanucTa MMHUCTepcTBa 34paBOOXpPaHEHUs
Poccwuiickoii depepaunn:

10. 3ameyaHusi BHeWTaTHOro crneuynaaucTa MWHMCTepcTBa 34paBOOXpaHEHUs
Poccuiickoii ¢egepaumn (Npu Haanuumn):
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