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NMPABUTE/IbCTBO POCCUNCKOW ®EOEPALIUN
NMOCTAHOBJIEHUE
ot 28 aBrycta 2014 rona N 871

06 yTBepxaeHum MpaBun chopmmpoBaHUs NepeyHen eKapCcTBeHHbIX NpenapaTos Ons
MeAULIMHCKOro NPpMMEHeHUs1 U MUHUMalZIbHOrO aCCOPTUMEHTA NlIeKapCTBEHHbIX Npenapartos,
Heo6X0ooUMbIX ONs OKa3aHUsl MeOULLUHCKOM MOMOLLLM

(c usmeHeHusiMM Ha 8 Hos6pst 2025 roaa)

JIOKyMEHT C MBMEHEHUSIMU, BHECEHHbLIMU:

noctaHoeneHnem [lpaeutenbctBa Poccuiickon ®epepauum ot 12 moHa 2017 roga N 700 (OcdbmumanbHbiii
WHTEPHET-NopTan NpaBoBoi nHopmauun www.pravo.gov.ru, 14.06.2017, N 0001201706140013);

noctaHoBneHueM lMpasutensctea Poccuiickoin ®epepaumu ot 29 okTabps 2018 roga N 1283 (OdomumanbHbi
WHTEPHET-NopTan NpaBoBoi nHopmauun www.pravo.gov.ru, 01.11.2018, N 0001201811010013);

noctaHoBneHveM lMNpasutenbctea Poccuiickoin @enepaumm o1 20 Hosbpsa 2018 roga N 1390 (OcdbmumancHsbiii
WHTEPHET-NopTan NpasoBoi nHopmaumm www.pravo.gov.ru, 22.11.2018, N 0001201811220043) (BCTynnnio B cuny ¢
1 aHBaps 2019 roga);

noctaHosneHuem [pasutenbctea Poccuiickon depepauum ot 5 umioHa 2020 roga N 829 (OdpuumanbHebii
WHTEpPHEeT-NopTan NpasoBoOW MHdopMauun www.pravo.gov.ru, 09.06.2020, N 0001202006090010);

noctaHosneHuem lNpasutenbctea Poccuiickoin ®epepaumm ot 12 asrycta 2020 roga N 1212 (OdpuumanbHebiin
WHTEpPHEeT-NnopTan NpaBoBon NHgopmauun www.pravo.gov.ru, 17.08.2020, N 0001202008170001);

noctaHoBneHvneM [MNpaBuTtenbctea Poccuiickon ®epepaunn ot 3 gekabps 2020 roga N 2021 (OdpmumanbHbii
WHTEPHEeT-NopTan NpaBoBon nHgpopmauunm www.pravo.gov.ru, 09.12.2020, N 0001202012090014);

noctaHoeneHnem [pasutensctea Poccuiickon Pepepaummn ot 25 wmong 2024 roga N 1009 (OdomumanbHbIv
WHTEPHEeT-NopTan NpaBoBoON MHopMauumn www.pravo.gov.ru, 29.07.2024, Ne 0001202407290030);

noctaHoeneHnem [llpasutensctea Poccuiickon ®Pepepaunn ot 8 anpens 2025 roga N 462 (OdomumnanbHbii
WHTEPHET-NopTan NpPasoBO MHGYOPMaLUK www.pravo.gov.ru, 10.04.2025, Ne 0001202504100014) (BCcTynnno B cuny ¢
1 ceHTsI6ps 2025 ropa u geicteyeT no 1 ceHTs6ps 2031 rona);

noctaHoBneHvneM lMpaButenbctea Poccuiickoin denepauum ot 8 Hosibps 2025 ropa N 1767 (OdouumanbHbil
WHTEpHeT-nopTan NpasoBoOW NHopMauun www.pravo.gov.ru, 12.11.2025, N2 0001202511120028).

Mpasutenbcteo Poccuiickon denepauun

(Mpeambyna B pepakumun, BBeLeHHOW B AelicTBue ¢ 22 mioHs 2017 ropa nocTtaHoBneHnvem [lpaBuTenbctea
Poccuiickon depepaunn ot 12 niona 2017 roga N 700; B pefakumuv, BBEAEHHOW B fenctene ¢ 6 asrycta 2024 rona
noctaHoeneHuem [pasutenscta Poccuiickon ®epepauun ot 25 mona 2024 roga N 1009. - CM. npenbioylyio
penakumio)

NOCTAaHOBNAET!:

1. YTtBepautb npunaraemble [lpaBuna (QOPMUMPOBAHUS MEpPEeYHel NeKapCTBEHHbIX MpenapatoB  Ans
MEIOMLUVHCKOrO MPUMEHEeHUSI M MUHUMANbHOrO acCOPTUMEHTa /NeKapCTBEHHbIX MNpenapaTtoB, HEoO6XOOUMbIX ANt
0KasaHusi MeaULMHCKOM NMOMOLLN.

2. MwvHuctepcTBy 3apasooxpaHeHus Poccuiicko dPepepaumn  yTBepAMTb MONOXEHME O KOMUCCUM
MuHucTepctea 3papaBooxpaHeHus Poccuiickon depepauum no  MOPMUPOBAHUIO NEepeyHen nekapCTBEHHbIX
npenapatos AA5 MEOULMHCKOrOo MPUMEHEHUS W MWHUMANbHOrO accopTMMEHTa NeKapCTBEHHbIX Npenaparos,
HeobXoaUMbIX ANS OKa3aHUs MeAULIMHCKOW NMOMOLLM, N COCTaB yKasaHHON KOMUCCUN.

3. YctaHoBuTb, 4TO B 2014 rogy npennoxeHns no oopMMpPOBaHUIO NepeYHern NnekapCTBEeHHbIX NpenapaTos Ans
MELMLMHCKOTO MPUMEHEHUS M MUHUMANnbHOrO acCOPTUMEHTa NeKapCTBEHHbIX NpenapaTtoB, HEob6XOAUMbIX AN
oKasaHusa MeauLMHCKON nomoly, Hanpasnaotcs B MuHucTepcTBo 3apasooxpaHeHust Poccuiickoin denepaummn B
nopsake, NpesycMoTpeHHOM [paBunamu, yTBEP X AEHHbIMM HACTOSIWMM NOCTAHOBNEHUEM, [0 15 ceHTsbpsa 2014 rona.

4. NMyHKT yTpatnn cuny ¢ 1 ceHTsbpsa 2025 roaa - noctaHoBneHne MNpaBuTtenbctea Poccuiickon depepaunm ot 8
anpens 2025 roga N 462. - CM. npeabioyllyo pesakumio.
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4 1. MwuHuctepcTBy 34paBooxpaHeHuss Poccuiickon depepauum no cornacosaHnio ¢ MuHUCTEpCTBOM
SKOHOMMYeckoro passutua Poccuiickori depepaumun, MuHuUcTepcTtBOoM puHaHcoB Poccuiickorn depepauuu,
MvHMCTEepCTBOM NpPOMbIWAEHHOCTN 1 ToproBnn Poccuitickon depepaunn, MuHMCTepcTBOM Tpyda M coumanbHOR
3awmTbl Poccuiickoii ®enepaumn, MuHUCTEPCTBOM Hayku K Bbicliero obpasoBaHusi Poccuiickoli denepauunm,
depnepanbHO aHTMMOHOMOMNBHON cnyx6bolh n depepansHoii cnyx6oil No Han3opy B cipepe 3awmThl Mpas
notpebuteneit n Gnarononyymsi YenoBeka He pexe OLHOro pasa B rof, He nosgHee 15 okTsbps, NpencTaBnsiTb B
MpaBuTtenbcTBo Poccuiickoih @enepaumm NpoekT NEPEYHS XNBHEHHO HEOOXOOMMBIX M BAXHENWNX NEKAPCTBEHHbIX
npenaparos A1 MEAMLIMHCKOrO NPUMEHEHNS.

(MyHkT pononHuTenbHO BKMo4eH ¢ 1 ceHTsbps 2025 ropa noctaHoBneHueM [lpaButenbctea Poccuiickoit
®depnepaumnm ot 8 anpens 2025 rona N 462)

5. MuHucTepcTBY 3npaBooxpaHeHus Poccuiickoin @epepaunn aaBaTb pasbsCHEHWUS O MOPSOKE MPUMEHEHWS
Mpasun, yTBEPXAEHHbIX HACTOAWMM NOCTAHOBNEHNEM.

Mpencepnatens lNpasutenbcTea
Poccuiickoin ®denepaumu
I.Mensenes

YTBEPX OEHbI
NMnoCTaHOBNEeHNneEM npaBI/ITe}'IbCTBa
Poccuiickon ®epnepaumm

ot 28 asrycta 2014 roga N 871

MpaBuna chopMmmpoBaHns NepevyHen neKkapCcTBeHHbIX NpenapaToB O MEAULMHCKOro NpMMeHeHus
M MMHUMANIbHOI O aCCOPTUMEHTA NleKapCTBEHHbIX NpenapaTtoB, HEO6XOAUMbIX OJSi OKa3aHUs
MeOULMHCKOW NMOMOLLN

(c usmeHeHusiMM Ha 8 Hos6ps 2025 roaa)

1. HacToswwe MpaBmna yctaHaBnmBatoT NOpsiAoK (OOPMMPOBAHUS:

a) NepeyHs XMIHEHHO HeoOXOOUMbIX W BaXHEAWWX NEKapCTBEHHbIX MNpPenapatoB Ans  MeOWUMHCKOro
npuMeHeHns (fanee - nepeyeHb BaXHENIWNX 1eKapCTBEHHbIX NMpenapaTtos);

6) nepeyHs nekapcTBEHHbIX MpenapaToB, npeAHasHauvyeHHblXx Ons obecrniedeHus nuu, GoMbHbIX remModunuen,
MYyKOBUCLMOO30M, TMnousapHbiM  HaHM3MOM, 60ne3Hblo [owe, 310KaYECTBEHHbIMKM  HOBOOOPA30BAHUAMU
NMUMAPONIOHOW, KPOBETBOPHOW W POLACTBEHHbIX WM TKaHEl, pacCesiHHbIM CKNepo30M, reMOSIMTUKO-YPEMUYECKNUM
CYHIPOMOM, IOHOWECKUM apTPUTOM C CUCTEMHbLIM Hayanom, mykononucaxapwugosom |, Il u VI Tunos, annactunyeckomn
aHeMuel HeyTOYHEHHOW, HacneacTBEHHbIM gedomuntom gpakTopos |l (gonubpunorera), VII (nabunbHoro), X (CTioapTa -
lMpayspa), a Takxe nuuy nocne TpaHChnnaHTauuu opraHoB W (UnW) TKaHel (Hanee - nepeyvyeHb [OPOrocTOSAWMUX
neKkapcTBEHHbIX NpenapaTos);

(MoanyHKT B pepakumun, BBeAeHHOM B gfeincteme ¢ 1 aHeBaps 2019 roma noctaHosneHwem [lpaeBuTenbctea
Poccuiickoin denepauun o1 20 Hosi6ps 2018 roga N 1390; B penakuuv, BBeAEHHOM B aelicTeue ¢ 17 utoHs 2020 roga
noctaHoeneHuem [pasutenbctea Poccuiickonn Pepepaumn ot 5 mioHa 2020 roga N 829. - CMm. npenbioyuwyio
penakumio)

B) MOANYHKT yTpaTtun cuny ¢ 17 gekabpsa 2020 ropa - noctaHoBneHue Mpasutenbctea Poccuiickoin depepaumm
oT 3 pekabps 2020 ropa N 2021 - cM. NpenblayLyO pefakLUuIo;

) MWHMManbHOrO acCopPTUMEHTA NEKAPCTBEHHbIX MNPEnapatoB, HEOOXOOWMbIX LN OKa3aHus MeauLMHCKOM
rnomoww (aanee - MUHMManbHbIA aCCOPTUMEHT).

2. lMepeyeHb BaXHeMWMX NeKapCTBEHHbIX MpenapaTtoB (POPMUPYETCS U3 NEKapCTBEHHbIX MpenapaTtoB Ans
MEOVLMHCKOrO MNPUMEHEHNs (Oanee - feKapCTBEHHble npenapaTbl) N0  MEeXAyHapOoOHbIM HenaTteHTOBaHHbIM
HanMeHOBaHWSAM 3TMX NeKapCTBEHHbIX MPenapaTtos (MPU OTCYTCTBUMN TaKMX HAUMEHOBAHUIA - MO FPYMNNUPOBOYHBLIM MK
XUMUYECKMM HAUMEHOBAHMUSM), B TOM YMCNE C Y4eTOM CTaHAaPTOB MeANLIMHCKON NMOMOLLM, Pe3yNbTaToB KANHNYECKOM
anpobaunm MeToAoB NPOUNAKTUKW, OUATHOCTUKW, NEYEeHUs 1 peabunutaumm U KIMHUYECKUX PeKkoMeHAauni,
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ykasaHuem cnocoba v (Mau) NyTU BBELEHUS NEeKapCTBEHHOrO Mpenapara, a TakXe OCHOBHOro 3feMeHTa Wiu
JOMONHUTENBHOIO 3NeMEHTa NeKapCTBEHHbIX (DOPM, B TOM Yucne Tuna BbiCBOOOXAEHNS AEMCTBYIOWEro BelwecTsa
(NP HanM4MK), OTBEYAOWMNX OAHOBPEMEHHO CNEeayoWMM KPUTEPUSM:

a) NekapCcTBeHHbIN NpenapaT 3aperncTpupoBaH B yCTaHOBIEHHOM nopsiake B Poccuiickoi degepaunu;

6) nekapcTBEHHbIA NpenapaTt NPUMEHSIETCA C Lefbio AMAarHOCTUKW, NPOOUNAKTUKK, NeYeHns nu peabunntaumm
Mpu oOKasaHWM MeaMUMHCKOM mnomolww B cnydyae 3aboneBaHuii M COCTOSIHWIA, B TOM 4ucne npeobnapamowmx B
CTpyKType 3abonesaemoctu B Poccuiickoin depepaunmn, a Takxe 3abonesaHuii, NnpeacTaBnsowWwmx onacHoOCTb 4ns
OKpPYXatowWwmx;

B) /NIeKapCTBEHHbI npenapaT obnagaeT [LOKa3aHHbIMM KJIMHWYECKUMWU, WU (MAK) KIMHUKO-3KOHOMUYECKUMU
npeumywectTsamm, un (Mnn) ocCOBEHHOCTSMM MexaHu3ma [HeicTBus, u (unu) 6Gonblein 6e3onacHoCTbio MpU
AmarHocTuke, NPogomnakTuke, neveHun nnmn peabunutaumm 3abonesaHuin, CUHAPOMOB 1 COCTOSIHWIA MO CPaBHEHUIO C
LpYrMMun nekapcTBEHHbIMU NpenapaTamm npu nevyeHun onpeaeneHHoro 3aboneBaHns MM COCTOSIHMS.

(MyHkT B pepakuun, BBEAEHHOW B pencTeme c¢ 6 aesrycta 2024 ropma noctaHoBneHwem [lpaBuTtenbcrsa
Poccuiickon ®epepauun ot 25 nong 2024 roga N 1009. - CM. npefblayiuyio penakumio)

3. [lepeyeHb  OOPOrocToSWMX  NEKAPCTBEHHbIX  NpenapatoB  hopMmmpyeTcs MO MeXAyHapoOHbIM
HenaTeHTOBaHHbIM HAaMMEHOBAHUSIM 3TUX NEKaPCTBEHHbIX NpenapaTtoB (Mpy OTCYTCTBUU TakuUX HaAMMEHOBAHWIA - MO
rPYNAMPOBOYHBIM ~ MAN  XMMWYECKUM HaUMEHOBAHWSM) B npedenax OObeMOB OBHOAXETHbIX aCCUrHOBAaHWUIA,
npeaycMOTPeHHbIX B goeaepanbHoM 6ioaXeTe Ha COOTBETCTBYHOWWMA (OUHAHCOBLIA ro4 W MiaHoBbIA Mepuod, U3
NeKapCTBEHHbIX MPenapaToB, OTBEYAIOWMNX CNEAYIOWMM KPUTEPUAM:

(A63au B pegakumu, BBeeHHOW B neicTeue ¢ 22 noHs 2017 roaa noctaHosneHnem MNMpaeutensctea Pocculickoi
®depepaunm ot 12 nioHsa 2017 roga N 700. - CM. npeablayluyo peaakLumio)

a) NekapCTBEHHbIN NpenapaT 3aperncTpupoBaH B yCTAHOBIEHHOM nopsiake B Poccuiickoih ®epepaunu;
6) nekapCTBEHHbIN NpenapaT BXOAMT B NepeYeHb BaXHEMILNX NeKapCTBEHHbIX NPernapaTos;

B) NEeKapCTBEHHbIA Mpenapat uMeeT NPeuMyllecTBO MO CPABHEHWIO C OPYrMMK fleKapCTBEHHbIMM npenapatamu
npu neyeHunm nud, OGONbHBIX TFeMOUNMER, MyKOBUCLMOO30M, rUNOU3apPHbIM HaHU3MOM, 6onesHbio [ouwe,
3/10Ka4YeCTBEHHbIMY HOBOOOGpPa30BaHMSIMA NMMAOOUAHON, KPOBETBOPHON W POACTBEHHbIX WM TKaHER, pacCesiHHbIM
CK/Iepo30M,  FeMONINTUKO-YPEMUYECKUM  CUHIOPOMOM,  IOHOWECKUM  apTpUTOM C  CUCTEMHbIM  Hayasow,
mykononucaxapugosom |, Il n VI TMnoB, annactvyeckon aHemmein HeyTOYHEHHOW, HacneACTBEHHbIM AeULMTOM
doakTopos |l (pubpuHoreHa), VIl (nabunbHoro), X (CTioapTa - lNMpayspa), a Takxe nuL Mocne TpaHcnaaHTaumm
OpraHoB 1 (Mnn) TKaHew.

(MoanyHKT B pepakumun, BBeaeHHon B gencteme ¢ 1 aHeBaps 2019 ropa noctaHosBneHwem [lpaeBuTenbctea
Poccuiickoin denepauun o1 20 Hosi6ps 2018 roga N 1390; B penakuun, BBeAeHHOM B aelicTeue ¢ 17 utoHs 2020 roga
noctaHoeneHuem [pasutenbctea Poccuiickon Pepepaumm ot 5 wmioHs 2020 roga N 829. - CM. npenbioylyio
penakumio)

3_1. BkniouyeHne nekapCTBEHHOro npenapara B nepeyeHb AOPOroCTOSWMX NEKAPCTBEHHbIX NpenapaTos W npu
HeoOX0AMMOCTU UCK/KYEHNE U3 HEero B COOTBETCTBUM C MOMOXEHUSMM HacToswmx [paBumn anbTepHATUBHOMO
NeKapCTBEHHOrO Mpenapata He [HOOMXKHO TMPVBOAUTE K YBENMYEHMI0O 0OBbEMOB OIOOXETHbIX aCCUMIrHOBaHWN,
npeaycMOTPEHHbIX B heliepanbHoM B6ioaXeTe Ha COOTBETCTBYIOWMIA (OMHAHCOBBIM rof 1 NNAHOBLIA NEpUOL.

(MyHKT DOMONHWTENbHO BKAKYEH € 22 wumioHa 2017 roga nocTtaHosneHuem [lpaButenbctea Poccuiickoin
®depepaumm ot 12 nioHa 2017 roga N 700)

4. TyHKT yTpatun cuny ¢ 6 asrycta 2024 roga - noctaHoeneHve lNpaesutensctea Poccuiickon depepaunn ot 25
nonga 2024 roga N 1009. - CM. Npeablayluyo peaakumio.

5. MwuHuManbHbii  acCOPTUMEHT  (POPMUPYETCS LN  PasnMyHbIX BUAOB anTeYHbIX OpraHu3aunii  u
WHOMBMAOYaNbHbIX MNpeanpuHMMaTeneil no MeX.IyHapoAHbIM HenaTeHTOBAHHbIM HaMMEHOBAHWAM NeKapCTBEHHbIX
npenapartoB (NMpW OTCYTCTBMU TaKMX HAUMEHOBAHWIA - MO TFPYMNMUPOBOYHLIM MM XMMUYECKMM HaMMEHOBAHWUSM) U3
NeKapCTBEHHbIX NpenapaTos AN MeAULIMHCKOrO NMPUMEHEHWS, OTBEYAIOLWMX CNeayoWNM KPUTEPUSIM:

a) neKkapcTBEHHbI NpenapaT 3aperncTpupoBaH B ycTaHOBNEHHOM nopsiake B Poccuiickoi ®enepaunm;

6) nekapCTBEHHbIN NpenapaT BXOAMT B NEPeYeHb BaXHEMILNX NEKAPCTBEHHbIX NMPenapaTos;
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B) NleKapCTBEHHbIN Npenapart, Haxoasawuiics B obpaweHnn Ha TeppuTopun Poccuiickon Penepaumnn, nmeet He
MeHee 2 COOTBETCTBYIOLWMX EMY MO MEXLYHapPOAHOMY HenaTeHTOBAHHOMY HanMeHOBaHMI0 MO0 3aMeHsoWeMy Takoe
HauMeHOBaHWE TpPYNMMPOBOYHOMY WAN XMMWYECKOMY HAWMEHOBAHWIO BOCMPOW3BEAEHHBIX WM 6MOaHaNOroBbIX
(6rononobHbIX) NeKapCTBEHHbIX NpenapaToB B aHaNornyHbIX NEKaPCTBEHHbIX hopMax 1 NO3NPOBKaX, MPON3BOAUMBIX
ILBYMS 1 Honee Npov3BOAUTENSMU (3a UCK/IOYEHMEM NEKAPCTBEHHbLIX NPENapaToB, NPOW3BOAUMBIX €4UHCTBEHHbLIM
OTeYeCTBEHHbIM NPOM3BOANTENEM);

(MopnyHKT B pepakumn, BBedeHHOW B pgeicTBue ¢ 17 pekabps 2020 roga noctaHoBneHuem [NpaBuTenbcTea
Poccuiickoin ®@epepaunm ot 3 gekabps 2020 roga N 2021. - CM. npenbiayiuyo peaakumio)

r) nekapCTBEHHbIN NpenapaT CornacHo AaHHbIM 06 06bemax npojax Ha papMaLeBTMYECKOM pbiHke Poccuiickoi
depepaunmn BocTpeboBaH CUCTEMOV 30PaBOOXPAHEHNS N HACENEHNEM B TEYEHNE BCEro KaneHaapHoro roaa.

6. JlekapcTBeHHble MpenapaTtbl UCKNIOYAIOTCA U3 NEepeyHs BaXHEWWNX NeKapCTBEeHHbIX npenapaToB, NepeyHs
JOPOroCcTosAWmMX NEKAPCTBEHHbIX MpenapatoB (ganee - nepeyHn) M MUHUMANbHOrOo acCoOpTUMEHTA MO PEeWeHuto
KoMUCCUW, yKasaHHOW B MyHKTe 8 HacToswmx [lpaBun, npy nepecMoTpe MnepeyHs BaXHEeMWwux nekapcTBeHHbIX
npenapaTos No npennoxeHnam MuHncTepcTea 3apasooxpaHeHms Poccuiickoli denepaumm, rnaBHOro BHEWTATHOMO
cneunanucta MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoin denepaumu (panee - rnaeHbId SKCnepT) U cybbekTa
obpalleHnss nekapcTBEHHbIX CPEeLCTB (manee - 3asBUTENb) C  MPUIOXEHMEM [OOKYMEHTOB W  CBEAEHWUN,
noATBEPXAAIOWMX HANNYME OOHOrO U3 CNEeayWNX CNyYaes:

npeacTaBfeHMe HayyHo OOOCHOBAHHOW pekoMeHOauuy rnaBHOro aKcrnepTa, NPedyCMOTPEHHOW MNyHKTOM 26
HacToswmx [MpaBun, nNpu BKAOYEHWM B MEpPeYHW TepaneBTMYECKU aHanorvyHoro nekapcTBEeHHOro npenapara,
obnapawoowero [O0OKasaHHbIMW  KJMHUYECKUMU, U (AN)  KJVHUKO-3KOHOMWYECKUMM MpenMylecTsamu, u (1nm)
0COBEHHOCTSIMY MexaHn3Ma OeicTBus (oanee - TepaneBTUYECKN aHanornyHbIA NeKapCTBEHHbIA Npenapar), a Takxe
B C/lydae, ecnv BK/IOYEHHbI B MepeyvyHn NeKapCTBEHHbI npernapaTr He MNpPUMEHSIeTCsa B CyLWEeCTBYIOWMX CXemax
Tepanuu;

npeacTaBfeHMe NpPOW3BOOMTENEM JIeKapCTBEHHOro cpenctea /numbo gepxarteneM wWnM  BnagenbLem
PErncTpauUmMoHHOr0 yAOCTOBEPEHNS NIEKAPCTBEHHOMO npenapaTta NpennioXeHns o6 WUCKIOYEHUU NeKapCTBEHHOro
npenapara 13 nepevyHei npu NosiBNEHNN CBEAEHUN O TOKCUYHOCTU NN HeXeNaTeNbHbIX peakumsax npyu NnpuMeHeHnn
NeKapcTBEHHOro npenapara v Hannymm o60CHOBaHUSI TAKOrO UCKJTIOYEHNS;

NpMoCTaHOBNEHNE NPMMEHEeHNs NekapcTBEHHOro npenaparta B Poccuiickoi denepaunu;
OTMeHa rocynapCTBEHHON perncTpaumm (pernctpawmmn) nekapcTBeHHOro npenapara;

npekpatweHne npov3BOLCTBA NeKapCTBEHHOro npenaparta nnbo ero noctaBok B Poccuiickyto depepaumio,
OTCYyTCTBME B TeyeHue nepunopna, npesbiwatowero oauH KaneHnaprnﬁ rog, Beoga nekapCTtBeHHOro npenaparta B
rpaxpaHckuin obopoT B Poccuiickoin @enepaumm n oTCyTCTBME OCTATKOB IeKapCTBEHHOro npenaparta B Poccuiickoi
depepaunu;

NCKNOYeHne neKkapCcTBeHHOro npenapara n3 nepeyHs Ba>KHEMLWmX neKapCTBEeHHbIX npenapartoB - A4 nepeydHs
OOPOroCToslWmnX nekapCTBeHHbIX NpenapaTtoB 1 MUHNMAJIbHOIO aCCOpTUMEHTA.

TepMuH "cybbekT obpalleHns NnekapCTBEHHbIX CPenCTB" WCMonb3yeTcs B Hactoawwx [Mpaeumnax B 3HaYeHWUM,
ycTaHoBneHHoM ®enepanbHbiM 3akoHoM "O6 obpalueHuy nekapCTBEHHbIX CPeACTB".

JlekapcTBeHHbI npenapaTt MnoaNeXUT WCKMIOYEHNIO W3 MNepeyHeln U  MUHUMANbHOro accopTUMeHTa B
COOTBETCTBMU C HACTOAWMM NYHKTOM U NYHKTOM 6_1 Hactoawmx MNpasun npy HACTYNNEeHUM OOHOrO U3 yKasaHHbIX B
JaHHbIX MyHKTax cnyyaeB B OTHOWEHUW BCEX 3KBMBANIEHTHbIX JIeKAPCTBEHHbIX (POPM Takoro fiekapCTBeHHOro
npenapara.

(MyHkT B pepakuun, BBeAeHHOM B pdencTteue C¢ 6 aerycta 2024 ropa noctaHoBneHweMm [lpaBuTtenbcrsa
Poccuiickon depepauun ot 25 nona 2024 roga N 1009. - CM. npeablayluyio penakumio)

6_1. JlekapcTBeHHbIE Npenaparbl NoanexaT UCKOYEHNIO N3 NepeYHEn U MUHManbHOro acCoOPTUMEHTA, eCNn B
TeyeHne 6 MecsueB MNocne BKIIOYEHUS NEeKapCTBEHHOro npenapata B nepeyeHb BaXHEeWWwmx neKapCTBEHHbIX
npenapaTros He 3aperncTpmpoBaHa npeaenbHas oTnyckHas LeHa NpomM3BOANTENS HA TIEKAPCTBEHHbIM npenapar.

(MyHKT OOMONHUTENbHO BKAOYEH ¢ 9 HosIBps 2018 roma noctaHoBneHuvem [paBuTenbctea Poccuiickoi
depepaumm ot 29 okTs6psa 2018 rona N 1283)

6_2. B nepeyHn n MUHMManbHbIA aCCOPTUMEHT BKIIOYAIOTCS OAHOKOMIMOHEHTHbIE NeKapCTBEHHbIE npenapaTbl.
KomMbuHmpoBaHHbIe NnekapCTBEHHbIE Mpenaparbl BKAOYAOTCS B NEPeYHn B Clyyae, ecnv no pesynbtataMm OLEHKM,
NPOBEOEHHOM B COOTBETCTBMM C MOAMYHKTOM "6" nmyHkTa 19 HacTosiwmx lNpasBun, ookasaHo MX MPEeMMyLEecTBO B
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NPUMEHEHMN N CTOUMOCTM NO CPaBHEHMUIO C OAHOKOMMOHEHTHbIMW IeKapCTBEHHbIMU NpenapaTamu.

(A63ay B pepakuuu, BBeLeHHoOU B pneictBne ¢ 17 pekabpsi 2020 roma noctaHosieHuem [paBuTenbcTBa
Poccuiickoin denepauun ot 3 nekabps 2020 roga N 2021; B pefnakuuuv, BBeOEHHOR B AelicTBue ¢ 6 aBrycta 2024
rofa noctaHosneHueM [Npasutensctea Poccuiickon ®epepaunm ot 25 uionsa 2024 roga N 1009. - Cm. npenblayLuyto
penakumio)

Mpy BKIYEHUN KOMOUHUPOBAHHBIX NEKAPCTBEHHbIX MPEnapaTtoB B MNEPEYHU WM MUHUMASbHBIA acCOPTUMEHT
OLHOBPEMEHHO BK/OYAlOTCS BCE 3apeructpvpoBaHHble B Poccuiickori  denepaumnm  OAHOKOMMOHEHTHbIE
NlekapCTBEHHbIE NpenaparTbl, N3 KOTOPbIX COCTOMT Takasi KOMOMHaLMS.

Ecnu xoTs 6bl 0OAMH KOMMOHEHT KOMOWMHMPOBAHHOIO NEKAPCTBEHHOrO npenapata He 3aperucTpyMpoBaH U He
obpawaetcs Ha Tepputopum Poccuiickoin @epepaumm Kak OLHOKOMMOHEHTHbIA NEKaPCTBEHHbI npenapart, npu
BK/IIOYEHUN B MEPEYHN U MUHUMANbHBIA aCCOPTUMEHT Takoro KOMOMHUPOBAHHOrO NEKAPCTBEHHOrO MpenapaTta He
NMPVMEHSAOTCSA NONIOXeHMs ab3aua NepBoro HaCTOSWEro NyHKTa.

(Ab3au pononHMTENbHO BKNoYeH ¢ 17 pekabpsi 2020 roga noctaHoBneHueM [lpaButenbctBa Poccuiickoit
depepaunm ot 3 nekabps 2020 roga N 2021)

(MyHKT DononHMTENBHO BKMOYEH € 9 HOsIBps 2018 ropa noctaHoBneHveM [lpaButenbctea Poccuiickoi
depepaunm ot 29 okTs6psa 2018 rona N 1283)

6_3. MNyHKT pononHuTenbHo BkAtoueH ¢ 17 pekabpsi 2020 roga noctaHoeneHvem lNpaeutenbctea Poccuiickoit
®depnepaunm ot 3 gekabps 2020 roga N 2021; ytpaTtun cuny ¢ 6 aBrycta 2024 rona - noctaHoBneHue NpaBntenbcTea
Poccuiickoin depepauun ot 25 uong 2024 roga N 1009. - CM. npeabiayllyo peaakumio.

7. MNepeyeHb BaXHeMNWUX NekapCTBEHHbIX MpenapaTtoB hopMMpyeTcs U nepecMatpumBaeTCcs He pexe OAHOro
pasa B ron. [lepeyeHb LOPOroCTOAWMX NeKapCTBEHHbIX MPENapaToB Y MUHUMATbHbIA aCCOPTUMEHT POPMUPYIOTCS HE
pexe ooHoro pasa B 3 roga.

(MyHkT B pepakuun, BBEOeHHOW B gAeicTBue ¢ 17 pekabps 2020 ropa noctaHoBieHueM [lpaBuTenbcTea
Poccuitckoin ®epepauum ot 3 gekabps 2020 roga N 2021. - CM. npefblayluyo peaakumio)

8. ®opmMmMpoBaHe NepeyYHel 1 MUHUMANbHOIO acCopPTMMEHTA OcyllecTBnseTcs obpa3oBaHHOW MnHUCTEPCTBOM
34paBooxpaHeHust Poccuiickon denepaumm KoMmuccren no oopMmMpoBaHnio nepeyvHen nekapCTBeHHbIX npenapaTos U1
MWHMManbHOro acCopTUMEHTA (Banee - KOMUCCUS).

(MyHKT B pegakuun, BBEOEHHOW B feicTeme ¢ 22 nioHsa 2017 roga noctaHosneHmem lNpasutensctea Poccuinckoi
depepaumm ot 12 nioHs 2017 roga N 700. - CM. npeaploylyo peaakumio)

9. BHeceHue u3MeHeHUn B NepeyHn U MUHUMAaNbHbIA aCCOPTMMEHT OCYLWECTBNSETCS B COOTBETCTBUM C
NnonoXxeHnamMn Hactoswwmx Mpasun.

(MyHKT B pegakuunn, BBeOeHHON B fenctene ¢ 22 nioHsa 2017 roga noctaHosneHnem lNpasutenscrtea Poccuinckon
®depepaumm ot 12 nioHa 2017 roga N 700. - CM. npeablayluyo penakumio)

9_1. OnepaTuMBHOE BHECEHME W3MEHEHWA B MEepevyHN W MUHUMANbHbIA acCOPTUMEHT OCYLLECTBASETCS B
COOTBETCTBMW C MOMOXEHWAMM HacTtoswmx [lpaBun Ha OCHOBaHMM U B CPOK, KOTOpble YCTaHOBMEHbI
CoOTBeTCTBYlOWMM nopyyeHnem [lpaButenbctea Poccuiickon depepauum 0  PaccMOTPEHUM  KOMUCCUEN
NPennoXeHWin o BKYEHUM (06 WCKMIOYEHUM) NEeKapCTBEHHbIX MpenapaTtoB B MEPEYHW U MUHUMAbHbINA
acCOpPTUMEHT.

(MyHKT pononHUTEnbHO BKAOYeH ¢ 22 wuoHa 2017 roja noctaHoeneHwem [lpasutenbcTtBa Poccuiickom
®depepaumm ot 12 nioHa 2017 roga N 700)

9_2. OnepaTvBHOE BHECEHWEe B MepevyeHb BaXXHEWWWUX NeKapCTBEHHbIX NpenapaTtoB W3MEHEeHWA B 4acTu
BKJIIOYEHNS NeKapCTBEHHbIX NpenapaToB, BO3MOXHbIX K HA3HAYEHUIO U NPUMEHEHUIO NS NeYeHns 1 NPogunakTnkm
3abonesaHwii, NPeACTaBNAOWMNX OMACHOCTb ONS OKPYXaloWmX, NPefyCMOTPEHHbIX METOANYECKMN PEKOMEHAALINSMU
MuHucTepcTBa 3apasooxpaHeHusi Poccuiickoh Pepepauun, B YCNOBUSIX 4YPE3BblYANHON cuTyauuu U (Unu) npu
BO3HWKHOBEHMWW Yrpo3bl pacnpocTpaHeHus Takmux 3abonesaHuii, ocylecTBnseTcs no npeacrasneHnio MuHuctepcTsa
6e3 NpPYMeHeHNst NONOXEHNI, YCTAHOBNEHHbIX MyHKTaMn 13-35 HacToswmx Mpaswun.

MpencrtaeneHHble MuHMCTEPCTBOM 3apaBooxpaHeHns Poccuiickoii depepaunn NpeanoXeHus no BHECEHUHO
yKasaHHbIX W3MEHEeHWA B MepedyeHb BaXHEWWNX fNeKapCTBEHHbIX npenapartoB noanexar onepaTuBHOMY
PacCMOTPEHMIO HA 3acefaHnMn KOMUCCUM C ydacTvem npeacrasntenein MuHncTepcTea 3apaBooxpaHeHns Poccuinckon
depepaunmn, MyuHMCTEpCTBa MPOMBIWNEHHOCTM U Toproenu Poccuiickoin denepauunn, depnepansHoi cnyx6bbl no
Han3opy B cipepe 3mpaBooxpaHeHusi, denepanbHoi cnyx6bl MO Haa3opy B cdoepe 3awnTbl npas notpebutener u
6narononyuyns 4enoeseka n PDenepanbHON AHTMMOHOMOMBHON CRyXO6bl, SBNSIOWUXCS 4neHamym Komuccuu. Ha
3acefiaHne KOMUCCUW MPUrnawalTcs rnaBHblil 9KCMNepT, a TakXke rnpeacrtasnTeNlb NPOU3BOANTENS NEKAPCTBEHHOO
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npenapaTa B LEensax pacCMOTPEHUS U COrnacoBaHWs LeHbl HA NeKapCTBEHHbIA npenapaTt, KOTOPY Npou3BoanTeNb
nnaHMpyeT 3apernctTpupoBarhb.

(MyHkT HDononHuUTenbHO BKMoYeH ¢ 17 aesrycta 2020 roga noctaHoBneHuem [lpaButenbctBa Poccuinckon
®depepaunn ot 12 aBrycta 2020 roga N 1212)

10. OpraHu3aunoHHO-TexHN4Yeckoe obecrneyeHne AesaTenbHOCTM KOMUCCUMKU ocywecTBnseT MuHUCTEpCTBO
3apaBooxpaHeHns Poccuiickon denepaunn.

11. B cocrtaB komuccun BxogpsaT npencrtasmteny MuHucTepctea 3ppasooxpaHeHns Poccuiickon depnepaumu,
MuHUCTEepcTBa NPOMBbIWAEHHOCTW 1 Toproenu Poccuiickon ®enepaummn, MuH1cTepcTea Tpyaa u coumanbHON 3awmThl
Poccuiickoin depepaumnn, PenepancHoit cnyxbbl N0 HaA30py B cdoepe 34paBooxpaHeHuns, depepanbHoi cnyxo6sbl
no HaO30py B cdpepe 3awmTbl npaB notpebutenein n 6narononyuns yenoseka, PenepanbHO aHTMMOHOMONBLHOM
cnyx6bl, PenepanbHoro Meanko-bMonornyeckoro areHtcTsa, MuHWCTepcTBa Haykm W Bbicwero obpasoBaHus
Poccuiickoin Pepepaunn, nHbIX doenepanbHbiX OpraHoB WCMONHUTENbHOW BAACTU WM MCMAOMHUTENbHBIX OpraHoB
cybbvekToB Poccuiickoit Pepepauuy B cdepe OxpaHbl 300pOBbs, 0bpas3oBaTeslbHbIX OpraHM3aumii BbiCLero
obpasoBaHuns, peanuayowmx obpasoBaTenbHble NPorpammbl MeauLMHCKOro obpasoBaHus M dhapMmaueBTUYecKoro
0b6pa3oBaHMs, NOABEAOMCTBEHHbIX (dedepasbHbiM OpraHam MWCMONMHWTENbHONW BNAcTW, a TakXe MeaMLUMHCKMX,
dhapmaLeBTUYECKMX N HAYYHbIX OpraHu3aumnii, NoABeAOMCTBEHHbIX dpefeparnbHbiM OpraHaM UCMONHUTENbHOW BNacTh
(3a uCKNOYEHMEM Takux opraHmsauui, OCYWEeCTBASAIOWMX KOMMNEKCHYI0 OLEeHKY B COOTBETCTBMM C MNyHKTOM 19
HacTosiwmx Mpasumn). B coctaB komuccum no npeactaeneHunio OB6wecTBeHHON nanatbl Poccuiickorh depepaumn B
MwuHucTepcTBo 34paBooxpaHeHus Poccuiickoit dPepepauvm MOXeT BXOAMTb NpeAcTaBuTens O6LWeCTBEHHOro
06 beaVHeHNs, OCYLECTBNSAIOWEro AeaTeNbHOCTb B Cpepax 34paBoOXpaHeHns, obpalleHnst nekapcTBEHHbIX CPeacTB
W 3alnTbl Npas rpaxJgaH B aTux cpepax.

(A63au B pepakumu, BBEOeHHOW B peicTtBue ¢ 20 Hosibps 2025 roga noctaHoBneHueMm [lpaBuTenbcTBa
Poccuiickoin denepauum ot 8 Hos6ps 2025 rona N 1767. - CM. npelblaylyo pefakLumio)

Ha 3acepaHunm komuccumn NpUCYTCTBYIOT MPU HANUYMU NPeaBapuTEbHOro obpalleHust B NUCbMEHHOW hopMe B
agpec KOMUCCUW, MOCTYMUBLIEro He no3gHee 4YeMm 3a 5 paboumx AHel 0O [OHS COOTBETCTBYIOWEro 3acelaHus
KoMmuccun, npeacTaBuTenb 3asBuMTens, NpeacTaBMTeny BCEX NPOM3BOAMTENEN NeKkapCTBEHHbIX Npenapatos u (Mnu)
Bnagenbubl (oepXxatenu) perucTpaurMoHHbIX YAOCTOBEPEHWA B pamMkax MeXJAYHapOAHbIX HemnaTeHTOBaHHbIX
HauMeHOBaHWiA, KOTOpblE MpPennaralTcsd K pPacCMOTPEHWIO, NPeacTaBUTeNb ObOWECTBEHHOrO 06benMHEHNS,
OCYLECTBNSAWEro OesTeNbHOCTb B cpepax 34paBOOXPaHeHUs, obpalleHus NekapCTBEHHbIX CPeACTB W 3alUTh
npae rpaxpaaH B aTux cdepax, He BXOAAWMA B COCTaB KOMUCCUWN, @ TakXe MNpeicTaBuTenn MHbIX denepasbHblX
OpraHoB UCNONHUTENBHOM BNACTW N UCMNONHUTENbHBLIX OpraHoB cy6bekToB Poccuiickoih ®enepaunmn B cpepe oxpaHsi
300p0BbS, NPeAcTaBMTENN KOTOPbIX HE BXOAAT B COCTaB KOMUCCUMU,

(A63ay B pepakumu, BBEOeHHOW B neictBue ¢ 20 Hosibps 2025 ropma noctaHoBneHueMm [lpaBuTenbcTBa
Poccuiickoin ®enepauum ot 8 Hos6ps 2025 ropa N 1767. - CM. npeiblaylyo pefakumio)

(MyHkT B pepakuun, BBEeAeHHOW B pencTteume ¢ 6 aesrycta 2024 rogma noctaHoBneHwem [lpaBuTtenbcrsa
Poccuitickon depepauun ot 25 nong 2024 roga N 1009. - CM. npeablayluyio penakumio)

12. 3acepaHus KoMuCCUWM TPaHCAUPYKOTCA Ha odmumanbHOM caite MuHucTepcTBa 34paBoOOXpaHeHUs
Poccuiickon ®enepaumn B MIHEOPMALIMOHHO-TENEKOMMYHUKALUMOHHON ceTu "MIHTepHeT" (anee - odpuumnanbHbii CanT
B ceTn "ViHTepHeT").

13. 3aaButen Hanpaenset He nosgHee 10-ro ymncna MepBOro Mecsua keaprtana B KOMWUCCUIO cnegytolme
NpeanoxXeHns B SAEKTPOHHOM BMAE MNOCPEACTBOM  MH(OPMALMOHHO-KOMMYHMKALMOHHBIX  TEXHOMOrMA C
NPUNOXEHNEM B 9NEKTPOHHOM BUAE COOTBETCTBYIOWMX OOKYMEHTOB MU CBEAEHWIA:

(AG3ay B pepakumu, BBEOEHHOW B AgenicTBue ¢ 9 Hosbps 2018 roma noctaHoBneHuem [lpaBuTenbCcTBa
Poccuiickoin @enepauum ot 29 ok156ps 2018 roga N 1283. - CM. npefblayluyo pefakuumio)

a) NPennoXeHne o BKDYEHUN NeKkapCTBEHHOro npenapara B nepeyHn no goopMe cornacHo npunoXeHuo N1;

6) NpeanoXxeHne o0 BKNOYEHUN NEKapCTBEHHOro npenaparta B MUHUMalbHbIA aCCOPTUMEHT NO POPMe COrnacHo
npunoxenuio N 2;

B) NpennoxeHune o6 UCKJIOYEHUN NEKAPCTBEHHOr0 Npenapara n3 nepeyHen no gopme cornacHo npunoxexuo N
3,

r) npeanoxeHune 06 WCKMOYEHUM NEKAPCTBEHHOro npenapata M3 MUHMMaNbHOrO accopTMMEHTa Mo chopMme
cornacHo npunoxexuto N 4.

14. MyHKT yTpaTtnn cuny ¢ 9 HosIbpsi 2018 roga - noctaHoeneHne MNpaBuTenbcTea Poccuiickoin depepaunm ot 29
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okTs6ps 2018 roga N 1283. - CM. npeiblayllyo pefakuumio.

15. Komuccus B TeyeHne 4 paboumx OHel CO LOHSA MOCTYMNEHUS NPELNOXEHWA, yKasaHHbIX B nyHkTe 13
HacToswwmx Npasun (oanee - NnpeanoXeHune), opraHn3yeT NpoBeAeHNe UX LOKYMEHTaNbHOW 9KCNepTu3bl.

(AG3ay B pepakumu, BBEOEHHON B pelicTBMe ¢ 9 Hos6ps 2018 roma noctaHoBneHuem [lpaBuTenbcTBa
Poccuiickoin denepaunm ot 29 okTsabpsa 2018 ronpa N 1283; B penakumu, BBeLeHHON B AelicTBue ¢ 6 aBrycta 2024
roga noctaHosneHuem lNpasutensctea Poccuiickon ®enepaunm ot 25 miong 2024 roga N 1009. - CMm. npenblayiyio
penakumio)

Mpu DOKYMEHTaNbHOM 3KCNepTM3e NPOBepsieTCs Haanexaiee oPOPMNEHNE NPELNIOXEHNS B COOTBETCTBUAM C
HacToswmmu Mpaemnamy, NONHOTa U LOCTOBEPHOCTb NPENCTABNEHHON MHADOPMALMM O NEKAPCTBEHHbIX Npenaparax,
B TOM 4/C/e ee COOTBETCTBME CBEAEHWSIM, COAEPXAaWMMCSl B rOCyAapCTBEHHOM PEECTpe NeKapCTBEHHbIX CPELCTB,
no pesynbTataMm KOTopoi opopMnsSieTcst 3aknoyeHne no popme cornacHo npunoxexuto N 5 (nanee - 3aknioyeHue
no pesynbTaTam LOKYMEHTabHON SKCMepTUsbl).

16. NpennoxeHne oTKNOHAETCA OT AafbHeWero pacCMOTPEHUS NPW:

a) HeHagnexaueM OPOPMNEHUN MPELNOXEHUS WU NpuiaraemMblX K HEMY AOKYMEHTOB WM CBELEHWUA, a TakXxe
HanMuuM B NPeACTaBNEHHbIX 9NEKTPOHHBIX dhainax NnoBpeXAeHWiA, He NO3BONAIOWMX PACcno3HaTb ero CoaepXaHue;

6) NpeacTaBneHUN JOKYMEHTOB 1 CBEAEHUIA B HEMONHOM 06 beME;

B) NPenCTaBNEHUN NPELNOXEHNS B TeyeHue 6 MecsaueB nocne faTbl ero nojayv npv BbIHECEHUWN KOMUCCUEN
peweHnst 06 oTkase BO BK/OYEHUM (B WCKJ/IOYEHMM) NEKApCTBEHHOro npenapata B MnepeyHn (U3 nepeyHei),
MUHUMANbHBIA aCCOPTUMEHT (M3 MWHUMANBHOrO acCOPTMMEHTA) B paMkax MeXJIyHapOOHOro HenaTeHTOBAHHOro
HaMMeHOBaHUS NEeKapCTBEHHOro npenapara (npy OTCYTCTBMU TAKOro HaVMEHOBAHWS - B pamKax rpynnupoBOYHOro
UM XUMUYECKOrO HAMMEHOBAHMS), 32 UCK/IKOYEHUEM CNyyaeB, NMPEOyCMOTPEHHbIX NyHKTamMm 9 1 1 9 2 HacToAwmx
Mpaswnn;

I') npencrtaBneHnn npennoxeHna B Te4eHune 6 MecsueB nocne gatbl €ro nogayu npwn BbiIHECEHUN Komuccuen
pelweHna o BKNK4YeHnn nekapCTBeHHOro npenaparta B nepeyeHb BaXXHenwmnx NeKapCTBEHHbIX NMpenapaTtoB B paMkKax
MeXnagyHapogHoro HenateHToBaHHOro HauMeHoBaHUA NeKapCTBEHHOro npenaparta (I'IpVI OTCYTCTBMN Takoro
HanMeHOBaHMA - B paMKax rpynnmpoBoYHOro nUianm XMMm4eckoro HaVIMeHOBaHVISl) - ANsa NeKkapCTBEHHbIX npenapaTos,
npegnaraembiX K BK/TIOYEHUIO B NepeyeHb OOPOroCTosAWnX nekapCTBeHHbIX npenapaTos;

[l) NpeAcTaBieHUn HeJOCTOBEPHOW NN UCKAXEeHHON MHdpopMaLumm;

€) npeactaBfeHUn MpPennioXeHus B TevyeHne 6 MecsueB nocne datbl ero MOBTOPHOMO OTK/OHEHMS Mo
pesynbTataMm AOKYMEHTaNbHOW SKCNepTU3bl.

(MyHkT B pepakuun, BBeAeHHoOM B pgencTeue c¢ 6 aerycta 2024 ropa noctaHoBneHwem [lpaBuTtenbcrsa
Poccuiickon denepauun ot 25 uonga 2024 roga N 1009. - CM. npeabiaylyo peaakumio)

17. Tlpn OTKNOHEHWUM NPELANOXEeHMS OT JafbHENero paccCMOTPEHUS KOMUCCUEN 3aktoveHne no pesynbtaram
JOKYMeHTaNbHON SKCcnepTu3bl HamnpaBnseTcsa 3asBUTEN0 MNOCPEACTBOM  MHGOPMALMOHHO-KOMMYHUKALNOHHbIX
TEXHONOrNiA B CPOK, HEe NpeBblwatowmii 3 paboymnx LHen Co OHS ero BbIHECEHMS.

LopaboTaHHoe 3asBMTENEM NPEANOXEHNE C YCTPAHEHHbIMA 3aMevyaHusiMK, YKas3aHHbIMA B 3aK/HOYEHWU Mo
pesynbTataM OOKYMEHTaNnbHON 3KCNepTu3bl, MOXeT ObiTb MOBTOPHO HanpasleHO B KOMWCCUIO MOCPELNCTBOM
MNHOPMALIMOHHO-KOMMYHUKALMOHHBIX TEXHONOrWil He no3aHee 10 paboymx OHeR Co AHS MONyYEHUS 3aKNIOYEHNS No
pesynbTatam OOKYMEHTaNbHON 3KCNepTu3bl.

Komuccus B cpok, He npesbiwawowmin 2 paboynx LHEA cO OHS NOCTynneHWs AopaboTaHHOro 3asBuTenem
npennoXeHns, opraHvwsyeT npoBedeHWe MOBTOPHOW AOKYMEHTanbHOW aKkcnepTusbl. NpeanoXeHus, B OTHOWEHUM
KOTOpPbIX MO pesyfbTaraM AOKYMEHTaNnbHOW 3KCNepTU3bl BbIHECEHO 3aK/IIOYEHNE C 3aMe4yaHnsMM 0 HECOOTBETCTBUN
YyCTaHOBNEHHbIM TPebOBaHMSAM, OTKNOHSIOTCA OT JaNbHEnlWero pPacCMOTPEHMS KOMUCCWMEH C  HanpasBieHVEM
COOTBETCTBYIOWEro yBEAOM/IEHUS HA 3NIEKTPOHHYIO MOYTY 3adBUTENS, aapec KOTOPOW yKasaH B NpenoXeHun.

(A63aL, pononHUTENbHO BKOYEH ¢ 6 aerycta 2024 roma noctaHoBneHnuem [lpaeutenbctBa Poccuiickoit
®depepaumm ot 25 nionsa 2024 roga N 1009)

(MyHkT B penakuun, BBELEHHOVW B pneictene ¢ 9 Hosibps 2018 roma noctaHoBneHwem [lpaBuTenbcTBa
Poccuiickoin denepauum ot 29 ok16ps 2018 roga N 1283. - CM. npenblayluyo pefakuumio)
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18. NIHpopmaLmsa 0 NOCTYNUBLLKMX B aOpeC KOMUCCUW MPeaNioXeHMsaX, B TOM Y1Ce Npowewmnx JOKYMeHTanbHyo
aKcrnepTu3y, pasmellaetcsa Ha odomumanbHoMm caiite B cetn "MHTepHeT" B TeyeHue 3 paboumx OHeil nocne
3aBeplleHns JOKYMEeHTanbHOM 3KCnepTr3bl.

(MyHkT B pepakuun, BBEeAeHHOW B gencTteme ¢ 6 aesrycta 2024 roga noctaHoBneHwem [lpaBuTtenbcrsa
Poccuitickon depepauun ot 25 nong 2024 roga N 1009. - CM. npefblayluyio penakumio)

19. Mo pe3ynbtartam ,EI,OKYMeHTaJ'IbHOVI 9KCNepTn3bl B OTHOWEHUN NeKapCTBEHHbIX npenapartos, npennaraemblix
ONna BKMKOYEHUA B NepedHn, 3a WUCKIIYEeHUeMm I'IpG,DJ'IO)KGHI/IVI, B OTHOWEHWN KOTOPbIX BblHECEHO 3aknk4dYeHue C
3aMeyaHunamMm O HeCcOoOoTBEeTCTBMWA YCTAHOBNEHHbIM Tpe6OBaHI/IFIM, ocylwecTBndaAeTca KOMMJIeKCHasa oOueHKa,
BKO4Yawwas cnenywuwmne atanbl:

a) nposeaeHve dhenepanbHbIM roCynapCTBEHHbIM BI0AXETHBIM yypexaeHnem "LIeHTp akcnepTuabl U KOHTPONS
Kayectsa MeauumHcKon nomowm" MuHMcTepcTBa 3apaBooxpaHeHust Poccuiickon Pepepaunn (oanee - UeHTp
3KCMepTu3bl) aHanu3a MeToLO0NIOrMYEecKoro KayectBa KAMHWKO-3KOHOMUYECKUX WCCNeOOoBaHUiA NeKkapcTBEHHbIX
npenapaTtoB W UCCNEeLOBaHUA C UCMOMb30BAaHNEM aHannsa BNMsiHUS Ha BroaxeTol BrogxeTHol cucTembl Poccuiickoi
denepaunn (aanee - aHanU3 MeTOA0NOrMYECKOro Ka4yecTsa) B COOTBETCTBUMN C TPebOBAHUAMN K METOA0NOTMYECKOMY
KayeCTBY KJIMHUKO-3KOHOMWYECKMX MCCNIe0BaHNIN NIeKapCTBEHHOro npenapara v UCCefoBaHuin C UCMoJb30BaHNEM
aHanusa BnMsHNUA Ha 6oaxeTbl 6100XeTHOW cuctembl Poccuiickon @enepaunm, KOTopble NPUMBEAEHbI B MPUIOXEHNM
Ne5 1;

6) npoeeneHune LleHTpOM 3KCNepTn3bl KMHWMKO-9KOHOMUYECKOW OLIEHKM NeKapCTBEHHOro npenapara, OLEHKM
BAIMSIHNSA NEKAPCTBEHHOro npenapara Ha 6toaxeTbl 6loaXxeTHo cuctembl Poceuiickoin denepaumm, KONMYeCTBEHHO
OLleHKWN [OMONMHUTENbHbIX [aHHbIX O JIeKapCTBEHHOM npenapare Ha OCHOBE WHTerpasbHblX LlWKan, KoTopble
npvBeneHbl B NpunoxeHun Ne 6;

B) NpoBeAeHUe 0b6pasoBaTeNbHBIMU OpraHM3aumnsmMy Beiclero obpasoBaHmsi, peanvayowmmy obpasoBaTenbHble
nporpaMMbl MELULMHCKOro 06pa3oBaHns 1 papmaleBTmyeckoro o6pasoBaHuns, NoLBeAoMCTBEHHbBIMU MUHUCTEPCTBY
3opaBooxpaHeHus Poccuiickoit ®epepaumm unm MuHUCTEPCTBY Haykum W Bbicwero obpasoBaHus Poccuiickoit
denepaummn, MEANLMHCKMMM, dhapMaLeBTUYECKUMI, HAYYHbIMU OpraHn3auusMm, noaseaoMcTBeHHbIMU MuHmncTepcTey
34paBooxpaHeHuss Poccuiickoit ®epepaumm unm MuHUCTEPCTBY Haykum W Bbicwero obpasoBaHus Poccuiickoit
denepaunmn (ganee - aKcnepTHas opraHusaums), aHannsa KONMYEeCTBEHHON OLEHKM 3hdEeKTMBHOCTU NPUMEHEHMWS
NeKapCTBEHHOrO Mpenapata B pamkax KIWHWYECKUX WCCNenoBaHWA, KOMMYECTBEHHOW OLeHKn 6e30mnacHoCTU
NPUMEHeHNs NeKkapCTBEHHOro npenapara B paMmkax KJIMHUYEeCKUX UCCNnenoBaHWiA Ha OCHOBE WMHTerpasbHbIX wWKar,
KOTOpble NpuBeaeHbl B NpunoxeHun Ne 6.

(MyHkT B pepakuun, BBeAeHHoOM B pencTteue c¢ 6 aesrycta 2024 ropa noctaHoBneHweMm [lpaBuTtenbcrsa
Poccuiickon ®enepauun ot 25 uonga 2024 roga N 1009. - CM. npeabiaylyo peaakumio)

19_1. Komuccus B cpok, He npesblwatowmini 2 paboymx LHel co OHS BbIHECEHWS 3aK/IOYEHUS MO pesysbTaTam
JOKYMeHTanbHOM 3KCNepTn3bl B OTHOLWEHWM NeKapCTBEHHbIX NpenaparTos, NpeanaraembiX 4159 BKIOYEHUS B NepeyHu,
3a UCKJIIOYEeHNEM NpennoXeHuin, B OTHOLWEHUN KOTOPbIX BbIHECEHO 3ak/io4yeHre C 3aMeyvyaHusa MM O HECOOTBETCTBUU
YCTaHOB/EHHbLIM TpebOBaHUAM, HANPaBNSET NPEANoXEeHNs C NPELOCTaBNEHNEM AOCTYNA K UX 3NEKTPOHHbLIM BEPCUSM
C rnpunaraeMbiMM OOKYMEHTaMn U CBEOEeHUAMM ONS NPOBEeOEeHNs aHanna3a B COOTBETCTBUM C NOAMNYHKTOM "a" nyHKTa
19 HacToswmx lNpasun B LleHTp akcnepTu3bl ¢ HanpaBfeHWeM COOTBETCTBYIOWEro yYBeAOMNEHUS Ha 9NEeKTPOHHYIO
noyTy 3adBUTENS, apec KOTOPOM yKasaH B NPensioXeHun.

LleHTp akcnepTu3bl B CPOK, He npesblwawowuii 15 pabounx [Heli CO OHA NOCTYNNEHWS NPennOXeEHUs,
OCyllecTBMSEeT aHanu3 MeToA0N0rM4ecKoro Ka4yecTea, No pesynbrTaram KOTOPOro CocTasnsieT 3akoyeHne no opme
cornacHo npunoxexHuio Ne 8 (manee - 3ak/noyeHWe Mo pesynbTaTaMm aHanm3a MeToLONIorMYeckoro Kayecrtsa) U
npencrasngeT ero B KOMUCCUIO, KOTOpas HanpasnseT COOTBETCTBYIOLEE YBeOOMEeHEe 3aaBUTENIO Ha SNEKTPOHHYIO
nouTy.

(MyHKT pononHUTENbHO BKMOYEeH € 6 asrycta 2024 roga nocTtaHosneHvem [lpasutenbctea Poccuiickon
®depepaumnm ot 25 niona 2024 roga N 1009)

19 2. Komuccusa B CPOK, He npeBblWakwWwmin 0JgHOro pa60'-|ero AOHA CO [OHA nonyyeHua 3aknyeHusa no
pe3ynbTatam aHanmi3a MeTogo/iorn4eckoro Kka4yecrtea:

B Cflyyae YCTaHOBNEHUS B 3aK/OYEHUW MO pe3ynbTaraMm aHanmMsa MeToOo0N0rMyeckoro KkadyectBa BbICOKOro
YPOBHA METOOONIOrMYeckoro Kayectsa OLHOMO W3 MNpPencTaBNeHHblX B MNPennoXeHun KIANHUKO-SKOHOMUYECKUX
nccnenoBaHMin NeKapcTBEHHOrO npenapaTta WM (MnNn) UCCNEnOBaHUA C WCMNOMb30BaHMEM aHanua3a BAMSHUS Ha
6toaxeTbl BrogxeTHol cuctembl Poccuiickoin depepaumnn HanpaenseT NpeaioXeHre ¢ NpenocTaBneHneM Aoctyna K
€ro 3NeKTPOHHbIM BEPCUSAM C npunaraeMbiM1 OOKYMEHTaMn 1 CBeAeHUAMN Ona NpoBeAEeHUS OLEHKN B COOTBETCTBUN
c nonnyHkToM "6" nyHkTa 19 HacTosiwmx MNpaBun B LleHTp akcnepTuabl U ONs NPOBEAEHUS aHanm3a M OLEHKM B
COOTBETCTBMM C NOAMNYHKTOM "B" nyHKTa 19 HacTtoswmx [NpaBun - B 9KCMNEPTHYIO OPraHu3auunto ¢ HanpasieHneM
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COOTBETCTBYIOWEro yBeAOMNEHNS Ha 3NEKTPOHHYIO NOYTY 3asBMUTENS, aapec KOTOPOM ykasaH B NpeasioXeHnu;

B CNyyae yCTAHOBNEHMWS B 3aK/IOYEHUM MO pe3ynbTataM aHanm3a MeToLO0N0rMYeckoro kKayecTsa CpeaHero nm
HW3KOr0 YPOBHS METOAONOTNMYECKOro KayecTBa OLHOMO W3 NPeACcTaBNeHHbIX B MPEANOXEHWU  KNMHUKO-
3KOHOMMYECKMX WCCNeAoBaHUiA NeKapCTBEHHOro mpenapata v (UnmM) UCCNenoBaHUi C UCMONb30BaHWEM aHanuaa
BAMSIHUA Ha OroaxeTtbl 6oaxeTHol cuctembl Poccuiickoin depepaumn yBeooMnsieT 3asiBUTENS MOCPEACTBOM
HanpaBieHNsi COOTBETCTBYIOWErO YBEAOMNIEHNS HA 9NMEKTPOHHYIO MOYTY, aApec KOTOPOM ykasaH B MPeLoXeHnn, o
BO3MOXHOCTV A0paboTKM NPEennoXeHuss B 4Y4acTW  KIMHUKO-3KOHOMWMYECKMX UCCNELOBaHUA NEKapCTBEHHOMO
npenapata v (MAKM) UCCNENOBAHWA C WCMONb3OBAHWEM aHanmMsa BAUSHUS Ha OtoaXxeTbl BGHOAXETHON CUCTEMbI
Poccuiickoin ®epepauun (nanee - ygeaoMneHne 0 BO3MOXHOCTM AopaboTKu NpeanoxeHus).

3asBuTENb B CPOK, HE MpeBblwalwmii 3 pabounx OHER CO AHS MOMyYEeHUs yBEAOMJIEHUS O BO3MOXHOCTW
LopaboTkM NpennoXeHus, yBeaoMnseT KOMACCHIO B 3NEKTPOHHOM Buae 06 oTkase B AopaboTke NpennoXeHns unm o
HamepeHun ero JopaboTkn B 4aCTW KMHUKO-3KOHOMMYECKUX WCCNEeLOBAHUA NeKapcTBEHHOro npenapata v (Mnam)
uccnenoBaHnii ¢ CNONb30BAHMEM aHanM3a BAMsHUS Ha 6roaxeTol 610aXeTHOW cucTembl Poccuiickolh @epepaumnu.

(MyHKT pononHUTENbHO BKMOYEeH € 6 asrycta 2024 ropa nocTtaHosneHvem [lpasutenbctea Poccuiickoi
®depepaumnm ot 25 nionsa 2024 roga N 1009)

19_3. Komucecusi B CpOK, He MpeBblwalwmii ogHOro paboyero AHS CO [IHS MOMYYEeHUS HanpaBfeHHOro
3asBUTENEM B COOTBETCTBUM C ab3aueM yeTBepTbiM nMyHkTa 19 2 Hactosiwmx [Mpaeun yBegomneHus ob otkase B
nopaboTke NpennoXeHus WaM co OHA UCTeYeHMs Cpoka, ykasaHHoro B ab3aue BTOPOM nyHkTa 19 4 HacToswmx
Mpasun:

a) B CNyyae yCTaHOBNEHMWS B 3aKMOYEHUM MO pe3yfnbTaTtaM aHanuaa MeTofoNIorMY4eckoro KayecTsa CPemHEro
YPOBHSI METOHO/IOrMYecKoro Kadyectsa OAHOIMO M3 MNPEACTAB/EHHbIX B MPeAsoXeHUW KINHMKO-3KOHOMUYECKMX
uccnenoBaHWii NeKkapCTBEHHOro npenapata W (MAM) WUCCNEAOBaHWA C MCMONb30BAHUEM aHanuaa BAUSHUS Ha
6tooxeTtbl 6loOXeTHOW cucTeMbl Poccuiickoin ®epepaumy  (3a  WUCKNIOYEHWEM OPCPAHHBIX  NIEKAPCTBEHHbIX
npenapatoB) HanpaBnsieT MPEenNioXeHWe C NPefoCTaBfEHMEM [OCTyna K €ero SfeKTPOHHbIM BEPCUSIM  C
npunaraeMbiMM LOKYMEHTaMU U CBEAEHVSIMU ONsi NPOBEAEHNS OLEHKU B COOTBETCTBMM C MOAMYHKTOM "6" nyHkTa 19
HacTosiwmx MNpaBmn B LIeHTp akcnepTuabl 1 Ans NPOBEAEHUS aHanM3a U OLEHKM B COOTBETCTBUM C MOAMYHKTOM "B"
nyHkTa 19 HacToswwmx MpasBun - B 3KCMEPTHYIO OPraHn3aumio C HanpaBNEHNEM COOTBETCTBYIOIWEr0 YBEAOMIEHNS Ha
9NEKTPOHHYIO NOYTY 3aSBUTENSA, aAPEC KOTOPOI yKasaH B NPeanoXeHN;

6) B cnyyae ycTaHOBNEHWS B 3ak/IOYEHUM MO pe3ynbTaTtaM aHanuaa MeToLoNIorMYeckoro KayecTBa CpPemHero
WAN HWU3KOrO0 YPOBHS METOOO0NIONMYECKOro kayecTBa OOHOrO0 M3 MNpeAcTaBNeHHbIX B MNPennoXeHUn KAWHUKO-
SKOHOMMYECKMX WCCNefoBaHUn nekapCTBEHHOro npenapara v (MnvM) nccnepoBaHWi ¢ UCMONb30BaHWEM aHanusa
BNNSHNSA Ha BtoaxeTtbl 60OXeTHOW cucteMbl Poccuiickolh defepauuy B OTHOWEHUM OPCPAHHBIX NIEKAPCTBEHHbIX
npenaparos HanpaenseT NpeanoXxeHue ¢ NpefocTas/ieHNneM 4OCTYNa K ero aNeKTPOHHbIM BEPCUSM C npuiaraeMbiMm
LOKYMEHTaAMWU 1 CBEOEHUSIMW A5 MPOBEAEHUS OLEHKM B COOTBETCTBMU C MOAMYHKTOM "6" nyHkTa 19 HacToswmx
lMpasun B LleHTp akcnepTusbl 1 ANs NpoBedeHus aHannsa U OUeHKW B COOTBETCTBMM C NOAMNYHKTOM "B" nyHkTa 19
HacToswmx [lpaBun - B 3KCMEPTHYK OpraHM3aumio C HanpasfeHWeM COOTBETCTBYIOWEro yBEAOMMEHUS Ha
3NIEKTPOHHYIO NOYTY 3aaBUTeNs, aapec KOTOPOR ykasaH B NpennoXeHnu;

B) B C/lyyae YCTaHOB/IEHUS B 3aKNOYeHWM NO pesynbTaTaM aHanmsa MeToOONOrmYyeckoro KavyecTsa HWU3KOro
YPOBHS METOLONOrMYeckoro Kayectsa OAHOrO W3 MPeAcTaBfieHHbIX B NPEANoXEeHUN KIMHUKO-9KOHOMUYECKUX
nuccnenoBaHWA NekapcTBEHHOro npenapata v (unv) uccnefoBaHWin C UCMONb30BaHMEM aHannsa BAUSHUS Ha
bonxeTtbl 6loOXeTHOW cucTeMbl Poccuiickoit ®epepaumn (32 WUCKMIOYEHWEM OPMPAHHBIX  NIEKAPCTBEHHbIX
npenapaTtos) OTK/OHSAET MpeanoXeHwe OT OanbHeiero pPacCMOTPEHWS C HanpasieHWEM COOTBETCTBYIOWEro
yBeOOMNEHNS Ha 3NEKTPOHHYIO NOYTY 3asaBMTENS, aApec KOTOPON ykasaH B NpeanoXeHnn.

(MyHKT pononHUTENbHO BKMOYEeH € 6 asrycta 2024 roga nocTtaHosneHvem [lpasutenbctea Poccuiickon
®depnepaumnm ot 25 niona 2024 roga N 1009)

19_4. Komucecms B CpoK, He mnpesblwalwwmii ogHoro paboyero IOHS CO [OHS MNONYYEHWS HanpaBAeHHOro
3asBUTENEM B COOTBETCTBMM C ab3aueM 4eTBepTbiM MyHKTa 19_2 HacToswwmx MNpaBun yBeOAOMNEHUS O HAMepeHWuu
n0paboTkM NPennoXeHns, HanpasnseT NPennoXeHne 3asBuTento.

Cpok popaboTku NpennoxXeHuss He MoxeT npesbiwaTte 30 paboymx OHEM CO AHS MOMNyYEHUs 3asBUTENEM
YyBEOOMNIEHNS O BO3MOXHOCTY AOPabOTKU NPELNOXEHUS.

Komuceuss B cpok, He npeBbllwamowmnii 2 paboynx OHen co AHS NocTynneHus nopaboTaHHOro 3asiBUTENEM
npennoXeHus, HanpaenseT npennoXeHuwe C npenocTtaBneHMeM [OCTyna K €ero 9MeKTPOHHbIM BepcusM C
npunaraeMbiMy JOKYyMEHTaMU N CBEAEHUAMU AN NPOBEOeHNs aHannsa B COOTBETCTBMM C MOAMNYHKTOM "a" nyHkTa 19
HacToawmx MNpasun B LIeHTp aKcnepTumabl C HanpaBieHNEM COOTBETCTBYIOWENO YBEOOMIEHUS HA SNIEKTPOHHYIO MNOYTY
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3asBuUTENS, agpec KOTOPOoK ykasaH B NpeanoXeHun.

LleHTp akcnepTuabl B CPOK, He mpeBbiwatrowmii 15 pabounx OHel co AHS NOCTYNNeHUs NPeanoXeHns, NOBTOPHO
OCYyLIEeCTBNIAET aHann3 MeTo00N0rM4ecKoro Ka4yecTsa, No pesynbrTaram KOTOPOro COCTaBnseT 3akoyeHne no opme
cornacHo npunoxeHuto Ne 8 n npencraBnseT ero B KOMUCCUIO C HaNnpasfieHNEM COOTBETCTBYHIOLEro yBEeAOM/IEHMS Ha
3NIEKTPOHHYIO NOYTY 3aaBMTENs, aapec KOTOPON ykasaH B NpeanoXeHnn.

(MyHKT pononHUTENbHO BKMOYEeH € 6 asrycta 2024 roga nocTtaHosneHvem [lpasutenbctea Poccuiickon
®depepaumnm ot 25 niona 2024 roga N 1009)

19_5. Komuccus B Cpok, He npeBblwaWmii 0fgHOro paboyero OHS CO OHS MNONYYEHMS 3aKMOYEHWs Mo
pesynbTaTam aHann3a MeToAo/IorMYeckoro KayecTea B COOTBETCTBMU ¢ ab3auem YeTBepTbiM nNyHkTa 19_4 HacTosawmx
Mpasun:

a) B cnyyae yCTaHOBMEHWS B 3aK/OYeHWW MO pe3ynbTaTaM aHanusa MeTofo/IorMyeckoro kayectsa CpenHero
WNN BbICOKOrO YPOBHS METOHOJSIOrMYEeCcKoro Kayectsa OOHOMO M3 MpeAcTaBfieHHbIX B MPensioXeHuu KNWHUKO-
SKOHOMWYECKUX WCCNenoBaHWin NekapCcTBEHHOro npenapaTta v (Mnn) uccnenoBaHWiA C UCMONb30BaHUEM aHanuaa
BNNSHWSA Ha BroaxeTbl 60aXeTHO cucTeMbl Poccuiickoin Depepaumnu (3a UCKIOYEHMEM OpdDaHHbIX NeKapPCTBEHHbIX
npenapaTroB) HanpaBnseT npeajoXeHne ¢ npenocTaBfeHneM [OCTyna K €ero  9MIEKTPOHHbIM  BEepcusiM ¢
npunaraemMbiMy OOKYMEHTAMW U CBEOEHUSMUW ANS NPOBEAEHUS OLEHKM B COOTBETCTBMU C MOAMNYHKTOM "6" nyHkTa 19
HacTosAwwmx lMpasun B LleHTp akcnepTn3bl 1 AN NPOBEAEHUS aHanM3a M OLEHKW B COOTBETCTBMM C MOAMYHKTOM "B"
nyHkTa 19 HacToswmx MNpasnn - B 9KCNEPTHYIO OpraHn3aumio ¢ HanpaBfeHneM COOTBETCTBYIOWEro yBeAOMNEHUS Ha
3NIEKTPOHHYIO MOYTY 3asBUTENS, adpec KOTOPOW ykasaH B NpeanoXeHuu;

6) B cny4Yae ycTaHOBMIEHNS B 3aK/OYEHWM NO pesyibTataMm aHannaa MeToA0NOrMYeckoro Kayectsa BbICOKOrO,
UM CpemHero, WM HU3KOro YPOBHS METOLO/IOrMYeckoro kayectea OLHOrO M3 MPeAcTaBNeHHbIX B MPeaoXeHun
K/IMHUKO-3KOHOMMYECKUX WMCCNENOBAHMIA NEKApCTBEHHOrO npenapaTta W (MnM) WCCNefoBaHWA C WUCMONb30BaAHUEM
aHanuMsa BAUSHWS Ha OogxeTol 6ioOxeTHoW cuctembl Poccuiickon depepaunn B OTHOWEHUM OPQPaHHbIX
NeKapPCTBEHHBIX MPENapaToB HanpaBnseT NPELNOXEHNE C NPELOCTABIEHMEM LOCTYNA K Ero 3/1eKTPOHHbBIM BEPCUSM
C npunaraembiM/ [OKYMEHTaMV U CBEAEHUSMU 0151 MPOBEAEHNS OLEHKN B COOTBETCTBUM C MOANYHKTOM "6" nyHkTa 19
HacTosiwmx MNpaBmn B LIeHTp akcnepTuabl 1 Ans NPOBEAEHUS aHanM3a U OLEHKM B COOTBETCTBUM C MOAMYHKTOM "B"
nyHkTa 19 HacToswwmx MpasBun - B 3KCMEPTHYIO OPraHn3aumio C HanpaBNEHNEM COOTBETCTBYIOIWEr0 YBEAOMIEHNS Ha
9NEKTPOHHYIO NOYTY 3aSBUTENSA, aAPEC KOTOPOI yKasaH B NPeanoXeHN;

B) B C/y4yae yCTaHOBNEHWS B 3ak/IlOYEeHUM MO pes3yfnbTartaM aHanu3a MeTo[0JSIorM4eckoro KavyectBa HU3KOro
YPOBHS METOLONOrMYecKkoro Kayectsa OAHOrO W3 MPEACTaBfIEHHbIX B MNPEANOXEHUN KAMHMKO-9KOHOMUYECKUX
UCcnefoBaHWn NekapCTBEHHOro npenapara u (Mnv) MCCnefoBaHU C UCNOSb30BaHMEM aHanusa BIUSHUS Ha
6ooxeTtbl 6loOXeTHOW cuctembl Poccuiickoin ®epepaumy  (3a  WUCKNOYEHWEM OPMPAHHBIX  IEKAPCTBEHHbIX
npenaparoB) OTK/IOHAET nNpeanoXeHne OT AanbHelwero PacCMOTPEHWS C HarnpasfieHMEM COOTBETCTBYIOWEro
YyBEOOMNEHNS Ha NEKTPOHHYIO NOYTY 3asaBMTENS, aApeC KOTOPON ykasaH B NPeanoXeHnn.

(MyHKT pononHUTENnbHO BKNOYeH € 6 asrycta 2024 ropa nocTtaHoeneHvem [lpasutenbctea Poccuinckon
®depnepaumnm ot 25 nionsa 2024 roga N 1009)

20. 3asBuTenb B Cyyae Hecornacusi ¢ 3ak/yeHneM no pesynbtatam aHanuaa MeToAo/0rMyeckoro KayecTsa
BMpaBe B CPOK, He MpeBblwaowmnii 3 paboymx AHe Co AHA NONYYEHNS TaKoro 3aK/loYeHns, NPeacTaBuTb B KOMUCCUIO
nMcbMeHHoe obpalleHne C NPUIoXEeHeM OOKYMEHTOB W CBeAeHWn, 060CHOBbLIBAIOWMX HEecornacme ¢ 3aknioyeHnem
no pesynbTaram aHanu3a MeToLO0N0rMYecKoro KayecTsa.

PeweHne o panbHeiweM pacCcMOTPEHNM NPELNOXEHNS NMPUHUMAETCS HA OYEPELHOM 3acedaHun Kommccuu, no
pesynbtataMm KOTOPOW KOMWUCCUS YBEOOMNsSieT 3asiBUTENs MOCPELCTBOM Hampas/eHUss COOTBETCTBYHOWErO
YBEOOMNIEHNS HA SNEKTPOHHYIO NOYTY, apec KOTOPOM ykasaH B NpennoXeHnmn, 06 0gHOM U3 CNeayowmx pPeeHuii:

O HarpaeneHUn NPensioXeHus ¢ npefocTaBNeHneM AocTyna K ero 9nekKTPOHHbIM BEPCUSIM C MpuiaraeMbiMu
LOKYMEHTAMWU 1 CBEOEHUSMW OS5 NPOBEOEHUS OLEHKM B COOTBETCTBMU C MOAMYHKTOM "6" nyHkTa 19 HacToswmx
Mpasnn B LleHTp akcnepTuabl 1 AN NPOBEAEHUS aHANU3a U OUEHKW B COOTBETCTBMM C NOAMNYHKTOM "B" nyHkTa 19
HacToswwmx Npasun - B 9KCNEPTHYIO OpraHn3auuio;

06 OTK/OHEHUM MPEnNOXEHUs OT JaNbHeMero pacCMOTPEHUsI B ClyYae HemnoaTBEePXAEHUS Mo3nLuu,
npeacTaBneHHol 3asBuTenem B obpalleHun, ykasaHHOM B ab3alle NepBOM HACTOSWErO NyHKTA.

(MyHkT B pepakuun, BBEAEHHOW B pencTeme C¢ 6 aesrycta 2024 rogma noctaHoBneHwem [lpaBuTtenbcrsa
Poccuitickon depepauun ot 25 mong 2024 roga N 1009. - CM. npefblayiuyio penakumio)

20_1. Komuccns B Uensix MOMyYeHMS MO3ULMM OpraHOB rOCyoapCTBEHHOW Bnactu cybbekToB Poccuiickoit
depnepaumm B chpepe oxpaHbl 300POBbS MO NPEANOXEHNAM O BKIIOYEHMMN NIEKAPCTBEHHbIX NMPenapaToB B NepeyeHb
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BaXXHeNWNX NeKapCTBEHHbIX NpPenapaToB, HAnNpPaBNEHHbIM HA KOMMEKCHYD OLEHKY B COOTBETCTBUMM C ab3auem
BTOPbIM NyHKTa 19_2, noanyHKTOM "a" nyHkTa 19_3, noanyHkToM "a" nyHkTa 19_5 HacTtoswwux lNMpasun, HanpasnseT
3anpoc B opraHbl rocyAapcTBeHHOM Bnactu cybbekToB Poccuiickoih @enepaumm B cpepe oxpaHbl 300POBbS.

Mpu npeacTaBneHUM NoO3vUMK, ykasaHHoV B ab3alle NepBOM HACTOSIWEro NMyHKTa, OpraHbl rocynapCTBEHHOW
Bnactm cybbvekToB Poccuiickoin Pefepaunm B capepe oxpaHbl 300P0BbS YKa3biBAOT CNEYIOWNE CBEAEHNS:

oblee KONMYECTBO NAUMEHTOB OTAEBHO MO KaXAOMY NMOKa3aHuio, yKa3aHHOMY B MHCTPYKLUM MO MeANLVHCKOMY
NPUMEHEHWIO NEKAPCTBEHHOrO Npenapara;

CBeLEeHMsl O eKapCTBEHHbIX Npenapartax, KoTopble NosyYatoT naumeHTsl B cybbekTe Poccuiickoin denepaunu, ¢
yKasaHUeM KONMYecTBa NaLuMeHToB, NONyYaoWwmx Tepanmio;

KONM4ecTBO naumeHToB B cybbekTe Poccuiickoin ®enepaumnn, Hyxaowmxcs B obecneyeHnn npeanaraembiM K
BK/IIOYEHUIO B MEPEYHN NEeKapCTBEHHbIM MpPenaparoM Mo KaXxAoMy MNOoKasaHuio, YKasaHHOMY B WHCTPYKUMW MO
MeLMLMHCKOMY MPYMEHEHNIO NeKapCTBEHHOrO Npenapara;

no3uumMs rnaBHOrO BHEWTATHOrO crneumanucta cybbekta Poccuiickoin Pefepauun ¢ y4eToM npodouns ero
NEeATENbHOCTM O LenecoobpasHOCTU BKIOYEHUS NEKAPCTBEHHOrO npenaparta B COOTBETCTBYIOWMIA NepeyeHb, B TOM
yucrne CBeLEeHUS O MPakTVKe MPUMEHEHWS NeKapCTBEHHOrO mnpenapata B cybbekte Poccuiickoin @enepaunmn (npu
Hanuuum);

CpelHEeB3BEWEeHHas LeHa eauHuubl NekapCTBEHHOro npenapaTa (ykasaHHas B €OVHOM CTPYKTYpUPOBAHHOM
CrpaBOYHMKE-KaTaNnore nekapcTBEHHbIX MPenapaTroB AN8 MEAWMLUMHCKOro NMPUMEHEHWS), CNOXMBILASACSH HA MOMEHT
dopM1poBaHMA NO3ULMK (MPU HANUYUN);

06beM 3aKynok NeKapCTBEHHOro Npenapara 3a NpPeaWecTBYOWNA rof (Mpy HanMymum);

N3MeHeHne Harpysku Ha 6iooxeT cybbekta Pocculickon denepauum B cnyyae BK/YEHUS NEKAPCTBEHHOMO
npenapata B NepeyeHb BaXHEeMWuX nekapCTBEHHbIX NpenapaTtoB C yY4ETOM KONMYecTBa NauueHToB B CybbekTe
Poccuiickoin denepauum, Hy X 4AOWUXCS B Tepanuy yKasaHHbIM NeKkapCTBEHHbIM MPenapaToM, U No3nuun rnaBHOro
BHeWTaTHOro cneumanucta cybbekta Poccuiickoin denepauuu;

WHblE CBELEHMS MO NeKapCTBEHHOMY npenaparty (npyv HeobxoAUMOCTK).
(MyHKT pononHUTenbHO BKNOYeH € 6 asrycta 2024 ropa nocrtaHoeneHvem [lpasutenbctea Poccuinckon
®depnepaumnm ot 25 nionsa 2024 roga N 1009)

21. TlepeyeHb 3KCMEPTHbIX oOpraHuMsaumin yteepxpaetca MUHUCTEPCTBOM 3a4paBooxXpaHeHus Poccuinckomn
depepaumm n pasMelaeTcsa Ha opuumansHom cante B cetn "NHTepHeT".

22. KomnnekcHasi oueHKa B COOTBETCTBUM C nognyHkTamu "6" u "B" nyHkta 19 HacToawwmx [pasun
ocywecTtensetca LleHTpoM akcnepTusbl M 3KCMEPTHLIMW OpraHu3auusmMm B TedeHne 15 pabouux [Hel co OHS
NONyYeHNs OT KOMUCCUN NPELNoXEeHMS.

(MyHkT B pepakuun, BBeAeHHoOW B pAencTteme c¢ 6 aesrycta 2024 ropa noctaHoBneHwem [lpaBuTtenbcrsa
Poccuiickon denepauun ot 25 uonga 2024 roga N 1009. - CM. npeabiaylyo peaakumio)

23. ns nposeneHns KOMMNEKCHON OLEHKWM B COOTBETCTBMM C MOAMYHKTOM "B" nyHKTa 19 HacToswmx lNpasun
3KCnepTHaa opraHM3auuMs co3faeT SKCMepTHYD KOMWUCCUIO W3 CNeuvannuctoB C  BbICWMM  MEAULIMHCKUM,
hapmaLeBTNYECKMM UK BUonormyeckum obpas3oBaHNEM C MPEUMYILECTBEHHBIM Y4aCTUEM CNELManmCcToB, NMEKWmnX
BbiClLEe MeAMLMHCKOe 1 hapmMaLeBTmyeckoe obpasosBaHue.

(MyHKT B pepakuuu, BBEeOEHHOW B AeicTBne ¢ 9 Hosibps 2018 roma noctaHoBneHwem [lpaBuTenbcTBa
Poccuiickoin ®enepaunm ot 29 okTabpsa 2018 ropa N 1283; B penakumu, BBeLeHHOI B AelicTBue ¢ 6 aBrycta 2024
roga noctaHosnexueM lNpasutenbctea Poccuiickon ®enepaunm ot 25 miong 2024 roga N 1009. - CM. npeabiayiyio
penakumio)

24. MNpwv npoBeLeHUN OLEHKM B COOTBETCTBMM C NOAMNYHKTOM "6" nyHkTa 19 HacToswwmx MpaBun ocywecTenseTcs
B TOM 4YMC/Ie pacyeT CTOMMOCTU Kypca (roda) neyeHuns npennaraeMbiM 1eKapCcTBEHHbIM NpenapaTomM No CPaBHEHMIO C
TepanesTUYECKN aHaNOrnYyHbIMA NIeKapCTBEHHbIMM Nnpenaparamn, BKIIOYEHHbIMU B NEPEeYHN, NCXOAA U3 Cneaylowwmx
JaHHbIX:

npenenbHas OTNyCKHas LeHa NeKapCTBEHHOro npenaparta, KOTOPYyl  MPOM3BOAWUTENb  NAaHMpyeT
3aperucTpupoBatb WM MepeperucTpupoeatb B COOTBETCTBUM cO cTaTbeit 61 depepanbHoro 3akoHa "O6
obpalleHnn neKkapcTBEHHbIX CPencTB";
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pacyeTHas LeHa, COOTBETCTBYIOWAA CPESHEN N3 3aPEerMcTpUPOBaHHbIX B YCTAHOBIEHHOM MOPSAKE NpenenbHbIX
OTMYCKHbIX LEH MpOM3BOAMTENE Ha COOTBETCTBYIOWME JIEKAPCTBEHHbIE Mpenapathl (Ons TepaneBTUYecKU
aHanorMyYHbIX NEeKapCTBEHHbIX MpPenapartoB), HaxoAsWMECs B rpaxniaHckom o6opoTe B TeyeHne rona,
npeAawWwecTBYOWEro rogy nogayu NpeanoxeHns;

PEXWM [LO3VPOBaHWS NEKAPCTBEHHbIX MpPenapaTtoB B COOTBETCTBUW C WHCTPYKUMEA MO  MeOULMHCKOMY
NMPUMEHEHMI0 NIeKApPCTBEHHbIX MPEenapaTtoB WM KAUHUYECKUMM PEKOMEHOAUUsSMU U cTaHhapTaMu MeIMUMHCKO
noMowm (B cnyyae, €Cnv UHGOpPMaLmMst 0 NPOAOIXUTENBHOCTN NIEYEHUSI OTCYTCTBYET B MHCTPYKLMUM MO NPUMEHEHWIO
NeKapCTBEHHOro Npenapara).

[Mpn OTCYTCTBUM 3aperucTpupoBaHHbIX B YCTAHOBNEHHOM MopsdKe LeH Ha TepaneBTUYECKW aHanoruyHble
NneKkapcTBEHHble npenapaTbl KOMNAEKCHas OLeHKa OCYLeCTBNSETCS B OTHOWEHUW pacyeTHbIX LeH Ha 3akynaemble
nekapcTBEHHbIe npenapaThl B COOTBETCTBAN C MHAPOpMaLIMEn O LeHax NekapCTBEHHbIX Npenapartos, CoAepXallnxcs
B peecTpe KOHTPakTOB, 3aK/IOYEHHbIX 3akasymkamu. MNpu 3TOM pacyeTHas LeHa Ha NnekapCTBeHHble npenaparthbl
COOTBETCTBYET CPEOHEB3BEWEHHOW LeHe (akTMYeckmx 3aKynok Ha BOCMPOU3BELEHHble unu 6GroaHanorosble
(buononobHble) nekapcTBeHHble npenapatbl  (Npyv  Hanuymu). [lpy  OTCYTCTBMM  BOCMPOM3BELEHHbIX WK
6roaHanoroebix (61MONOAOOHBIX) NEKApPCTBEHHbIX MPenapartoB pacyeTHas LeHa Ha NekapCTBEHHble npenaparthl
COOTBETCTBYET CPEAHEB3BELEHHON LieHe (PakTUYeCKnX 3aKkynok opurnHanbHbIX 1eKkapCcTBEHHbIX NpenapaTos.

Mpy HanMuuyM 3aperncTprpoOBaHHbIX B YCTAHOBNEHHOM TOPSAKE LEH Ha TepaneBTUYECKU aHanoruyHble
NekapcTBeHHble npenapaTbl OUeHKa CTOMMOCTM TOJOBOro Kypca Tepanuu B ClydYae PacCMOTPEHWs BKIOYEHMS
npennaraemoro NeKapCTBEHHOro Mpenapata B MNepedYeHb [OPOroCcTOSIWUMX — NIEKAPCTBEHHbIX NpenapaToB
OCYLIECTBNSAETCS B OTHOWEHUM PaCYETHbIX LEH Ha 3aKynaemble NeKapCTBEHHble mpenapaTtbl B COOTBETCTBUM C
MHpopMaLMen O LeHax neKapCTBEHHbIX MpPenapaTtoB, COAEPXAlUMXCs B PEeCcTpe KOHTPaKTOB, 3aK/HOYEHHbIX
3akasuyukamu. Mpu aToM pacyeTHas LeHa Ha NekapCTBEHHble mpenapaTtbl COOTBETCTBYET CPEAHEB3BELEHHON LeHe
hakTUYECKMX 3aKyMnoK Ha BOCMpoM3BeLeHHble unu 6rnoaHanorosble (6ronofobHble) nekapcTBEHHbIE Npenaparthbl (Npu
Hanuuyuwn). Mpy OTCYTCTBUM BOCNPOU3BEAEHHBLIX UM BroaHanorosbix (61MONOAO6HBIX) NeKapCTBEHHbIX Mpenapartos
pacyeTHas LeHa Ha nekapCTBEHHble MpenapaTtbl COOTBETCTBYET CPEAHEB3BEWEHHOW LeHe (akTMYeCKUX 3aKynok
OpUrMHaNbHbIX NEKAPCTBEHHBIX NPEnapaTos.

Mpu oueHKe OONONHUTENbHbLIX NOCNEACTBUIA NPMMEHEHNS NeKapCTBEHHOro npenapara TakXe OCylecTBNSeTCs
aHanu3 AaHHbIX O roCyAapCTBEHHON perncTpaummn, aHanma obpaleHns nekapcTBeHHOro npenaparta, npeanaraemoro
IONS BK/IOYEHNS B MepedHun, a TakXe TepaneBTUYecKn aHanorMyHblX NeKapCTBEHHbIX Npenapatos, BK/IOYEHHbIX B
nepeyHu.

B uenax nonyyeHuss HeobXoouMol OOMONMHUTENbHOM WMHPOPMaUMM W YTOYHEHUS MPEACTaBNEHHbIX B
npeanoxXeHnn CceBefeHun npuv MnPOBELEHUN KOMMIIEKCHOW OLEHKW OCYLLEeCTBNASETCAS MNoucK WHdopmaumm o
NEKapCTBEHHbIX MpenapaTtax B paMkax npeanaraeMoro K BKJ/IOYEHUIO MEXAYHapOAHOro HenaTeHTOBaHHOro
HavMMeHoBaHus (NpY  OTCYTCTBUM Takoro HaMMEHOBaHWs - B paMkax rpynnMpoBOYHOrO WAN  XMMUYECKOro
HaVMEHOBaHWs), B TOM YNUCNE O KAMHUYECKUX WU (MAKN) KIMHMKO-9KOHOMUYECKUX WCCNEOOBaHUSX NEeKapCTBEHHbIX
npenapaTos. [1py 3TOM K 3aKN0YeHNSAM, yKasaHHbIM B NyHKTe 25 HacToawmx [Npasun, npunaraloTcs NoNHOTEKCTOBbIE
ny6nvkauum Takux UccnenoBaHni.

(MyHkT B pepakuun, BBeAeHHoOM B pgencTteue c¢ 6 aesrycta 2024 ropa noctaHoBneHwem [lpaBuTtenbcrsa
Poccuiickon denepauun ot 25 uonga 2024 roga N 1009. - CM. npeabiaylyo peaakumio)

25. Mo pesynbTaram KOMMIEKCHOW OLEHKN 3KCMepTHas opraHn3aums CocTaBnsieT 3ak/loyeHne no pesynbtaram
aHanM3a uHgopMauMM O CPABHUTENbHON KWUHWYECKOW SEEKTUBHOCTM M 6e30MacHOCTW NeKkapCTBEHHOrO
npenapara no gpopme cornacHo npunoxeruio Ne 7, LIeHTp aKcnepTuabl cocTasnsieT 3aknloyeHne no pesynbraram
OLIEHKN 3KOHOMWYECKUX MNOCNefACcTBUA MNPUMEHEHNS JfIeKapCTBEHHOro npenapara, W3y4yeHua LOMONHUTENbHbIX
nocneacTBUA MPUMEHEHMS NIEKapCTBEHHOro rnpenapara, a TakXe OueHKU CTOMMOCTW rogoBOro Kypca Ttepanuu
npennaraeMbiM fieKapCTBEHHbIM MpPenapaTtoM Mo CPaBHEHUIO C TepaneBTUYEeCKU aHanornyHbIMU IEKapCTBEHHbIMU
npenaparamu, BKIIOYEHHbIMW B NepeYHn, No oopMe cornacHo npunoxennto Ne 8 1 1 npeacTtaBnsoT Ux B KOMUCCUIO
C HanpasneHneM COOTBETCTBYIOWEro YBEOOMNEHNS Ha 3NeKTPOHHYIO MoYTy 3asBUTens, agpec KOTOpoW ykasaH B
npeanoXeHuu.

(MyHkT B pepakuun, BBeAeHHOW B pencTteume C¢ 6 aesrycta 2024 ropma noctaHoBneHweMm [lpaBuTtenbcrsa
Poccuiickon ®enepauun ot 25 uonga 2024 roga N 1009. - CMm. npeabiayliyo peaakumio)

26. MNpennoxeHue, B TOM 4YUCNe Mpunaraemblie K HEMY AOKYMEHTbl U CBEAEHUS, a TakXe 3ak/4yeHus no
pesynbTaTaM KOMMIEKCHOM OLEHKM B TeyeHue 2 paboynx LHel CO OHS UX NONYyYEeHMs HanPaBnsTCA KOMUCCUEN C
npefocTaBNeHneM OocTyna K 9NeKTPOHHbIM BEPCUSM NPEnoXeHNsa ¢ npunaraemMbiMy OKYMEHTaMu U CBEOEHNSMU
rnaBHOMY 3KCMepTy C Yy4eToM rnpodpuna ero OesdATeNbHOCTW 018 MNOArOTOBKW MO 3TOMY MPEennoXeHno HayyHo
060CHOBaHHOI pekoMeHauun O BKJIIOYEHUN NeKapCTBEHHOro npenaparta B NepeyHn M MUHUMAlbHbIA aCCOPTUMEHT
no cpopme cornacHo npunoxeHuio Ne 9 (nanee - Hay4Ho 060CHOBaHHas pekoMeHaaLums).
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(MyHkT B pepakuun, BBeAeHHoOW B pgencTeBue c¢ 6 aesrycta 2024 ropa noctaHoBneHwem [lpaBuTtenbcrsa
Poccuiickon denepauun ot 25 uonga 2024 roga N 1009. - CM. npeabiaylyo peaakumio)

26_1. lpu OPMUPOBAHMN MUHMMANBLHOrO ACCOPTMMEHTA, @ TakXe Npu MOCTYMAeHWU NpPennoxeHus ob
WCKJIIOYEHUN NeKapCTBEHHOro npenapaTta M3 nepeyHern U MUHMMAsNbHOrO accopTMMEHTa KOMUCCUS B CPOK, He
npesblwarowmii 2 paboynx AHER CO OHSA BbIHECEHWS 3aKNOYeHUsl Mo pedybTataM LOKYMEHTanbHOW aKCnepTusbl, 3a
UCKJII0YEeHNEeM MNpPensioxXeHuid, B OTHOLWEHUM KOTOPbIX BbIHECEHO 3aKk/loyYeHue C 3aMeyaHusiMM O HeCOOTBETCTBUMU
yCTaHOBNEHHbIM TpeboBaHWAM, HanpaBnseT NPeANoXeHne C NPefoCTaBNeHMEeM [OCTyna K €ero 91eKTPOHHbIM
BEPCKAM C npunaraeMbiMy JOKYMEHTaMN U CBEAEHUSMN He MeHee YeM [ByM rnaBHbIM 3KcrepTam ¢ y4eTom npoduns
WX OEesATEeNbHOCTU C HanpaBfieHWeM COOTBETCTBYIOWEro yBEOOMJ/IEHMS HA 3MIEKTPOHHYIO MOYTY 3asBuTens, amjpec
KOTOPOW yKa3aH B NpensioXeHuu.

(MyHkT HDononHMTENbHO BKOYEH € 9 HosiIBps 2018 ropma nocTtaHoBneHweM [lpaBuTenbctBa Poccuiickoii
depepaunm o1 29 okTA6ps 2018 roma N 1283; B penakuuv, BBEOEHHOW B gaeiictBve ¢ 6 asrycta 2024 ropa
noctaHoeneHnem [pasuTtensctea Poccuiickon ®epepauun ot 25 miona 2024 roga N 1009. - CM. npenbloylyio
penakumio)

27. 'naBHbliA akcnepT B TeyeHne 10 pabounx SHel CO OHS MOMyYEHUs| LOKYMEHTOB, yKasaHHbIX B MyHKTax 26 u
26_1 HacTosiwmx MNpaBun, NpeacTaBnsieT B KOMUCCUIO B 3/IEKTPOHHOM BUAE Hay4YHO 06OCHOBaHHYIO pEKOMEHAaUMIo.

Mpw noaroToBke Hay4HO 06OCHOBaHHbBIX PEKOMEHAALNIA NaBHbIE 3KCNEPThI B LIeNSAX NONYyYEHUS LOMONHUTENbHON
uHpopMauum o 6e30nacHOCTW, KayecTBe W 3PPEKTUBHOCTM B pamkax MpensaraemMoro K BKJOYEHMIO
MEXAYHapOOHOro HEenaTeHTOBAaHHOrO HaMMEHOBaHUS (NPW OTCYTCTBMM Takoro HauMEHOBaHUS - B pamkax
rPYynNnMPOBOYHOTO WAN  XMMUYECKOrO HAMMEHOBaHMWS) MOFYT HanpaensaTb 3anpocbl B NPOGECCUOHANbHBIE
HeKoMMepyecKmne opraHnsaumm, co3faBaembie MeAULIMHCKUMY paboTHUKaMM 1 chapMaLeBTUYECKMMU PaBOTHUKaMW.

I"naBHble aKCNepTbl NPW NOArOTOBKE HAYy4YHO 0BOCHOBAHHbLIX PEKOMEHAALMIA AeNaloT BbIBOA O LienecoobpasHocTu
UCKJII0YEHUS NEKAPCTBEHHbIX MPenapaToB U3 NepeyvyHen B cnyyae, ecnvm CTOMMOCTb NpeanaraemMoro K pacCMoTPeHUIo
NeKapCcTBEHHOro npernapara HUXe CTOMMOCTW TepaneBTMYeCcKn aHanormyHoro nekapcTBeHHOro npenapara 3a Kypc
Tepanuu, BK/YEHHOrO B MEPEYHU, MPW BKIOYEHUM anbTepHATUBHBIX NIEKAPCTBEHHbIX MpenapaTtos, obnaparowmx
LOKa3aHHbIMU  KNIMHUYECKUMU, W (MIN)  KIMHUKO-3KOHOMWYECKMMU MPEUMyWecTBamm, n (Mnm) ocobeHHOCTAMU
MexaHuama peicTeus, u (unm) 6Gonblwed 6e30MacHOCTbIO MPW  AMArHOCTUKE, MPOMOUNIAKTMKE, NEeYEeHUM Wunm
peabunntaumm 3aboneBaHwii, CMHOPOMOB W COCTOSHUA, @ TakXe B Cly4ae, €CNM BKIIIOYEHHbIA B MepeyHu
NeKapCTBEHHbIN NpenapaT He NPUMEHSETCS B CYLECTBYIOWMX CXeMax Tepanuu.

(MyHkT B pepakuun, BBeAeHHoMm B pgencTteue c¢ 6 aesrycta 2024 ropa noctaHoBneHweMm [lpaBuTtenbcrsa
Poccuiickon denepauun ot 25 uonga 2024 roga N 1009. - CM. npeabiaylyto penakumio)

28. lMpu Hecornacum MOMHOCTBKD MAM YACTUYHO C 3aK/IOYEHUSMW SKCMEPTHOM opraHusauum n (nnu) LleHTtpa
9KCMepTM3bl rMaBHbIA 3KCNepT roTOBUT HAay4YHO OOOCHOBAHHYKO PEKOMEHIALMo, B KOTOPOW yKa3biBaeT 3amevaHus ¢
LeTannsvpoBaHHbIM 0BOCHOBaHMEM U CCbinkamMy Ha nybnukauum O AaHHbIX  KJIUHWUYECKWX MCCenoBaHuii
NneKapCTBEHHOro npenapara u (Mnv) AaHHbIX MOHUTOPWHra ero acPeKTUBHOCTU 1 6e30NacHOCTN Ha TeppuTopun
Poccuiickoin depepaumnm n (unm) 3a pybexom, a Takxe OaHHbIX KIMHMKO-9KOHOMUYECKUX UCCNedoBaHnii U pacyeTos,
000CHOBbBIBAIOLLMX EFO BLIBOAbI, C MPUNOXEHNEM STUX NyBNnKaLMiA.

(MyHKT B penakuuu, BBEOEHHOW B AeicTBne ¢ 9 Hosibps 2018 roma noctaHoBneHwem [lpaBuTenbcTBa
Poccuiickoin ®enepaunm ot 29 okTabpsa 2018 ropa N 1283; B penakumu, BBeLeHHOl B AeiicTBue ¢ 6 aBrycta 2024
roga noctaHosnexueM lNpasutenbctea Poccuiickon ®enepaunm ot 25 mions 2024 roga N 1009. - CM. npenbiayiyio
penakumio)

28_1. 3Bageuntenb B cnyyae Hecornacusi C pesynbTatamy KOMMIEKCHOW OLEHKM M HayyHO OOO0CHOBaHHOM
pekoMeHIaunel rnaBHOrO 3KcrmepTa BrpaBe He no3gHee 4Yem 3a 5 paboumx [Hei [O 3acenaHnsi KOMUCCUM
NnpencTaBuTb B KOMWUCCUIO B 3N1EKTPOHHOM BWOE [OOMOSMHUTENbHbIE OOKYMEHTbl UM CBEAEHWUS MO MpensioXeHuo
(KNUHMYeckne wuccnefoBaHWs, HOBOE LIEHOBOE MpefnoXeHue, MOATBEPXAEHHOe pe3ynbTataMn  KIMHUKO-
9KOHOMMYECKMX UCCNEeAoBaHUIA 1 UCCNe0BaHWA C UICNONb30BaHNEM aHanM3a BNusHUA Ha 6oaxeT, 6e3 n3MeHeHui,
HO C y4eTOM HOBOW UeHbl, C NpeacTaBNeHneM COOTBETCTBYIOWMX Modenein ¢ pacyetamu). Komuccus Hanpasnset
Takoe npensnoxeHne ¢ NpefocTasleHneM OOCTyna K ero 37eKTPOHHbIM BEPCUSIM C npunaraemMbiMn AOKyMEeHTaMu n
CBEAEHVSIMW AN NOBTOPHOrO NPOBELEHUS 3TArNoOB KOMMNEKCHOW OLEHKW, MPesyCMOTPEHHbIX noanyHkTamu "6" n "8"
nyHkta 19 Hactoswwmx [lpasun, € HanpasleHUWEM COOTBETCTBYIOWErO YBEOOMJIEHUS Ha 3MEKTPOHHYIO MOYTY
3asBUTENS, agpec KOTOPOi ykasaH B NpeanoXeHun, B TedeHne 3 paboynx OHel ¢ aatbl NOAyYeHs NpennoXeHus ¢
npencTasfieHNeM pe3ynbTartoB Ha 3acefaHn KOMUCCUMN.

(MyHKT pononHUTENbHO BKMOYeH € 6 asrycta 2024 ropa nocTtaHosneHvem [lpasutenbctea Poccuiickon
®depepaumnm ot 25 nionsa 2024 roga N 1009)

29. MyHKT yTpatun cuny ¢ 9 Hosibpsa 2018 ropa - noctaHosneHwe MpaeuTtenbctea Poccuiickon depepaumm ot 29
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okTs6ps 2018 roga N 1283. - CM. npeblayllyo pefakuumio.

30. MNyHKT yTpatnn cuny ¢ 9 Hosibps 2018 ropa - noctaHoBneHune Mpasutenbctea Poccuiickoih denepaunm oT 29
okTs6ps 2018 ropa N 1283. - CM. Npelblayllyo penakuuio.

31. 3acenaHus komuccun nposoasaTca fo 10-ro yucna 2-ro mecsdua ksapTana, cneayrowero 3a KsapTasioM, B
KoTopoM LleHTpoMm akcnepTnabl MpeacTaBneHo 3aknodeHne no pedynbrtartam aHanm3a MeTofoiorMyeckoro kayecrsa
O CpedHEM WUNN BbICOKOM YpPOBHE METOAONOrMYeckoro KayectBa XoTsi Obl OOHOrO M3 NPeaCcTaBNEHHbIX K/MHMKO-
9KOHOMMYECKMX UCCNENOBaHWIA NeKapCTBEHHOro npenapara v xoTs 6bl 0AHOr0 U3 NPEACTaBEHHbIX UCCNeA0BaHWIA C
MnCcnonb3oBaHMEM aHannm3a BIUAHUA Ha 6IO,D,>KeT B paMkKax oOHOro nokasaHus K MPpUMEeHEeHUO nekapcTBeHHOro
npenapara, 3a WCK/OYEeHNEM opgaHHbIX NeKapCTBEHHbIX npenapatosB. B oTHOWeHUN opgaHHbIX NneKkapcTBEHHbIX
npenaparos 3acefaHuns komuccum nposoasaTcsa 0o 10-ro yicna 2-ro mecsiLa ksaprana, cnenytolero 3a KsapTasnom, B
KOTOPOM NpencTaBneHo NpennoxXeHue.

PeweHns no npeanoXeHuWsMm, B TOM YuCne Mpu MPENCTaBNEHUM B HayyHO OOOCHOBAHHOW peKoMeHIauvu
rNaBHOro creuvanncTa, copepxalein npennoxXeHne o6 UCKMIOYEHWN NEKAPCTBEHHbIX MPenapaTtoB U3 nepevHen,
NPUHUMAIOTCA Ha 3acedaHnsx KOMUCCMM B COOTBETCTBMM C  JIUCTaMM  TOJIOCOBaHMS  YNIEHOB  KOMMUCCUM,
MPUCYTCTBYIOWMX HAa 3acefaHuy KOMUCCWM, COLEepXalWuMu pe3ynbTaTbl KOMMIEKCHON OLUEHKMW, C Yy4eTOM Hay4HO
060CHOBaHHOM peKkoMeHAauuu rnaBHoro akcnepTa. [Mpu 3TOM HayyHO O6OCHOBaHHAs pPeKOMeHAauus rnaBHOro
aKkcrnepTa NPeacTaBNseTCs YNeHaMm KOMUCCUN.

Komucecust npu npuHATAM peleHmnst 0 BKYeHUM (06 UCKITIOYEHUN) TIeKapCTBEHHbIX NpenapaToB B nNepeyHu (13
nepeyHen) U MUHUManbHbIA acCCOPTUMEHT (M3 MUHMMANIbHOMO aCCOPTUMEHTA) yyuTbiBaeT CBELEHWS O MocTaBKax
nekapcTBEHHOro npenapara Ha Tepputopuio Poccuiickon Pegepaunn, a Takxe nosvLmnio 0OpraHoB rocynapCTBEHHOWA
Bnactn cybbekToB Poccuiickoli ®enepaumm B cdoepe oxpaHbl 3[0POBbS, ykasaHHylo B nMyHkTe 20_1 HacToswmx
Mpasun.

Komucecus nprHumaeT peleHve o6 MCKYEHWU NEKAPCTBEHHOMO mnpenapata M3 rnepeyHein m MUHUMaNbHOMo
accopTMMEHTA MpWU MOATBEPXAEHUM CryyaeB, ykasaHHblX B ab3auax TPeTbeM - CEObMOM MyHKTa 6 HaCTOSWMX
MpaBun, a Takxe Npy NpPeacTaBieHnn Hay4YHO 0BOCHOBAHHOM pekoMeHaaunn, NpeacTaBneHHol rnaBHbIM 3KCNePTOM
B COOTBETCTBUM C ab3aLeM BTOpbIM NyHKTa 6 HacToswmx MNpasun.

Mpu paccMOTpPeHMU MPensioXeHusl, B OTHOWEHUN KOTOPOro B HayyHo 0BOCHOBAHHOW pekoMeHaauuu rinaBHOro
aKcnepTa B COOTBETCTBUM C ab3aueM TpeTbUM nyHKTa 27 HacTtosiwmx [NpaBun coenaH BbiBOA O LienecoobpasHocTu
VCK/IOYEHUS NeKapCTBEHHbIX NpenapaToB U3 NepeyHenr, Ha 3acefaHve KOMUCCUM MpurnawarTcs npeacraButenu
BCEX MPOM3BOOUTENEN NEeKapCTBEHHbIX npenapatoB W (MnW) BnagenbueB (OepXxartenemn) pernctpaunoHHbIX
YOOCTOBEPEHUI TakuX NEeKapCTBEHHbIX MpenapartoB B LeNsx pacCMOTPEHUS BONpoca UCKIOYEHUS NeKapCTBEHHbIX
npenapaTtoe U3 nNepeyHen wunnm nepeperncTpauun  3aperucTpupoBaHHbIX MpefefbHbIX  OTNYCKHbIX  LeH
NPOV3BOAMTENEN HA HUX.

B cnyyae paBeHcTBa ronocos peLwaroLwmm SBaseTcs ronoc npeacenarenbCTBYOWEro Ha 3acejaHnn KOMUCCUN.
(MyHkT B pepakuun, BBEeAeHHOW B pencTteme ¢ 6 aesrycta 2024 roga noctaHoBneHwem [lpaButenbcrsa
Poccuitickon depepauun ot 25 nong 2024 roga N 1009. - CM. npefblayluyio penakumio)

32. Ha 3acepaHue komuccuu npurnawaeTca npencrasuTens doenepanbHOro KaseHHOro yudpexneHus
"®enepanbHblii LEHTP MNAHMPOBAHUS U OpraHu3aumn nekapcTBeHHoro obecneyeHns rpaxgaH" MuHuctepctBa
3apasooxpaHeHnsa Poccuiickon defepalun, a TakXxe B LEeNsax Hay4yHoro onnoHvuposaHusa npepncrasutenn LleHtpa
3KCMNepTm3bl N 3KCMEePTHOWN opraHmu3aumm.

(MyHkT B pepakuun, BBeAeHHOM B pgencTteue C¢ 6 aesrycta 2024 ropa noctaHoBneHwem [lpaBuTtenbcrsa
Poccuiickon depepauun ot 25 nong 2024 roga N 1009. - CM. npeablayluyio penakumio)

33. NHdopmMaumsa o xofde n pesynbTatax pacCcMOTpPeHUs NPefnoXeHus, a TakXxe O MecTe, AaTte U BpeMeHU
3acelaHnsa KOMMCCUM pasmellaeTcs 3a 7 paboymx OHel 0O COOTBETCTBYIOWEro 3acefaHnsa Ha ouLmanbHOM canTe B
cetn "IHTepHeT".

VHpopMaums 0 MpUHATBIX Ha 3acefaHnM KOMUCCUM pelleHnsx 06 opobpeHun (OTKAOHEHWUW) NPemnoXeHu
pasmellaeTcs Ha odomumanbHOM cainTe B ceTu "MIHTepHeT" B TedeHne 5 paboumx aHei nocne npoBeneHNs 3acenaHuns
KoMuccun.

(A63ay B pepakuun, BBeLeHHOW B gaelicTBue c¢ 6 asrycta 2024 ropa noctaHoBneHuem [lpaBuTenbctea
Poccuiickon denepauun ot 25 uonga 2024 roga N 1009. - CM. npeabiayliyo penakumio)

(MyHkT B penakuun, BBELeHHOW B neictBne ¢ 9 HosIbps 2018 ropma noctaHoBneHwem [lpaBuTenbcTea
Poccuiickoin ®@epepauum ot 29 okTs6ps 2018 rona N 1283. - CM. npeablayLuyio pefakLmio)
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34. Tllpun BO3HMKHOBEHWM KOHUKTA MWHTEPECOB COOTBETCTBYIOWME YEHbl KOMWCCUM He Yy4acTBYHOT B
npoueaypax NPUHSTUS PELIEHN MO KOHKPETHOMY NPeanoXeHMIo.

CneuvanucTbl aKCnepTHOW opraHm3aumy n LleHTpa akcnepTtumabl, yyacTBylowme B NOArOTOBKE 3aK/IOYEeHUs Mo
pesynbTataMm KOMMAEKCHOM OLEHKM, NpeayCMOTPEHHON NyHKTOM 19 HacToswmx Npaeun, rnasHble 3KCNepThl U YNeHbI
KoMmccuKn, NpenctasuBlUME  HEOOCTOBEPHYO  WHopmaunio unM He npeacrasmBwne  (HECBOEBPEMEHHO
npencTaBMBlLIME) B KOMUCCMIO WMHOPOPMALMIO O HannyMm O6CTOSTENbCTB, CMOCOOHBbIX MPUBECTU K KOHMPAUKTY
WHTEPECOB Mpu PacCMOTPEHUU MPELSIOXEHUN, MO PELWeHN0 KOMUCCUU OTCTPAHAIOTCS OT AafibHenlWero yyactma B
0eaTenbHOCTM NO (POPMMPOBEHUIO MepevyHern U MUHUMANbHOrO acCopTMMEHTa, a pelleHue Mo MpennoXeHuo,
NPUHATOE KOMUCCUEN NP UX y4acTun, nognexunT nepecmoTpy.

(AG3ay B pepakuun, BBeOEHHON B pgeicTBue ¢ 9 Hosbpa 2018 roma noctaHoeneHuem [lpaBuTenbctea
Poccuiickoin @epepaunm ot 29 okTa6ps 2018 roga N 1283; B penakuuv, BBELEHHOW B AeiicTBre ¢ 6 aBrycta 2024
roga noctaHosneHuem lNpasutensctea Poccuiickon ®enepaunm ot 25 miong 2024 roga N 1009. - CMm. npenbiayiyio
penakumio)

["naBHble 9KCMEPTbI, YNEHbl KOMUCCUWN, 3KCNepTHasa opraHuadauus, LieHTp akcnepTuabl, a Takxe crneunanucTbl
SKCNepTHOM opraHm3aumnun u LleHTpa akcnepTusbl He BNpaBe OCYWECTBASATb KOHCYNbTUPOBaHWE 3asBUTENen, B TOM
ynucne okaabiBaTb NaaTHbIE YCAYrv MO KOHCYNbTUPOBAHMIO, MPYU PACCMOTPEHNN NPEAN0XEHWNA.

(AB3au pononHMTENbHO BKto4eH ¢ 6 aerycta 2024 rogma nocTtaHoBneHueM [lpaBuTtenbcteBa Poccuiickoii
®depnepaunm ot 25 nionsa 2024 roga N 1009)

35. o pesynbTataMm 3acefaHuii KOMUCCUMM FOTOBATCA NPOEKTbl pacrnopsxeHuin [Npasutenbctea Poccuiickoi
denepaumm O BHECEHWM WU3MEHEHWA B MEPEYHM W MUHUMANbHbIA ACCOPTMMEHT, KOTOPble pa3MewarnTcs Ha
ogomumanbHoMm caiTte B cet "MIHTepHeT" Ha cpok He MeHee 10 pabouunx oHel.

MpoekTbl pacnopsxeHuii [Mpasutensctea Poccuiickon depepaumnm O BHECEHWM W3MEHEHWA B NEepeyHn wu
MWHUManbHbIA aCCOPTUMEHT HOPMUPYIOTCS NO pe3ynbTartaM 3acefaHuii KOMUCCUM C yKasaHUeM MeXAyHapOoOHbIX
HernaTeHTOBaHHbIX HaWMEHOBAaHWIA NeKapCTBEHHbIX MpenapaToB (NPW OTCYTCTBUM TakWX HaMMEHOBaHWA - MO
rPYNAMPOBOYHBIM UMM XMMUYECKMM HAUMEHOBAHUSIM), C yKasaHneM crnocoba v (unum) nytv BBEAEHUS NEKAPCTBEHHOMO
npenapara, a Takxe npy HeobXxoOMMOCTU OCHOBHOIO 3/IEMEHTA UMW OOMNOMHUTENBHOMO 3NIEMEHTA NEKAPCTBEHHbIX
oOpM, B TOM 4nCne TMNa BbICBOOOX LEHNS LeACTBYIOWEro BelwecTsa.

(MyHkT B penakuun, BBEOEHHOW B AencTBue ¢ 6 asrycta 2024 ropga noctaHoBneHuem [lpaBuTtenbcrea
Poccuiickoin depepauun ot 25 nong 2024 roga N 1009. - CM. npefblayiuyio penakuuio)

36. VIsaMeHeHMs B MpOEKTbl MepeyHeln Uu MUHUManbHOro accopTUMeHTa nognexar COornacoBaHuio ¢
MwvHMCTEepCcTBOM NPOMbIWAEHHOCTN N Toproenn Poccuiickoin denepaunn, MuHucTepctsoM omHaHcos Poccuickon
®depepaumm, MuHuCTEpPCTBOM Tpyda W couuwanbHoi 3awmutbl Poccuitickon ®Pepepaunn, MuHUCTEPCTBOM
9KOHOMUYeckoro passutns Poccuiickoih @epepaumn, denepanbHoil aHTUMOHOMNOMNBHON cnyx6oli, denepancHom
cnyx60ii No Han3opy B cdpepe 3awmThl Npae notpebuteneit n Gnarononyyms yenoseka u MUHUCTEPCTBOM HayKu U
Bbiclwero obpasoBaHuna Poccuiickoii dPenepaumm n BHeceHwio B [lpasutenbctBo Poccuiickoii depepaummn He
nosnHee 15 okTsabps TeKylero KaneHaapHoro roga.

(MyHKT B pepakuunn, BBeOeHHON B fenctene ¢ 22 nioHa 2017 roga noctaHosneHnem lNpaesutenscrtea Poccuinckon
depepaunm ot 12 wmioHs 2017 ropa N 700; B pepakuumw, BBeOEHHOW B geincTBne ¢ 9 Hosbps 2018 ropa
noctaHoBneHvem [paButenbctBa Poccuiickoii Depepaummn ot 29 okTabps 2018 ropa N 1283; B penakuwmm,
BBEeOEHHON B aerictBue ¢ 17 nekabpst 2020 roga noctaHoBneHvneM Mpasutenbctea Poccuiickoin denepauum ot 3
nekabps 2020 ropa N 2021; B penakuuv, BBeLeHHOW B gelicTBMe ¢ 6 asrycta 2024 roga mnoCTaHOBIEHWEM
MNpasutenscTtea Poccuiickoin Pepepaunn ot 25 nona 2024 rona N 1009. - C™. npeaployllyto peaakumio)

Mpunoxenue N 1

K [Npaeunam popmMmpoBaHus nepeyHen
NneKkapCTBEHHbIX NpenapaTos

A5 MEAVLIMHCKOr O NPUMEHEeHNs

N MMHUMANbHOrO acCopTMMEHTa
NIEKAPCTBEHHbIX NpenapaTtos, HEOBX0ANMbIX
N9 oKa3aHWs MeAMLMHCKOA NOMOLLM
(B penakumun, BBEOEHHON B fencTene
¢ 22 mioHa 2017 rona

noctaHosneHuem lNMpaentenscrea
Poccuiickoin degepauun

o1 12 noHs 2017 ropa N 700;
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B pefakuuu, BBeAeHHOW B OeicTeme
¢ 9 Hos16ps 2018 roaa
noctaHosneHuem lNpaentenscrea
Poccuiickon denepauun

0T 29 okTs16pst 2018 roga N 1283;

B pefakuuu, BBEJEHHOW B JeNCTBMNe
c 1 aHBaps 2019 rona
noctaHosneHuem lNMpaentenscrea
Poccuinckon denepauun

oT 20 Hosibpsa 2018 roga N 1390;

B pefakuuu, BBeAeHHOW B OeicTeme
¢ 17 viong 2020 ropa
noctaHosnexvem lNpaeutenbcTea
Poccuiickon depepauun

oT 5 nioHsa 2020 roga N 829;

B pefakuuu, BBefeHHOWN B AencTBue
¢ 17 pekabps 2020 rona
noctaHosneHuem lMpaeutenbcrea
Poccuinckon denepauun

oT 3 pekabps 2020 roma N 2021;

B pedakumu, BBEEeHHON B OeicTeune
c 6 aBrycta 2024 roga
noctaHosnexvem lNpaesutenbcTea
Poccuiickoin ®@epnepaumm

ot 25 nionga 2024 roga N 1009. -
CM. npenblaylyio penakumto)

(cbopma)

B komuccnio MmnHuctepctea
3apaBooxpaHeHus Poccuiicko depepaunmn
no cpopMUpPOBaHUIO NepPeYHei
nekapCcTBEHHbIX NpenapaTos Ang
MeOMLNHCKOrO NPUMEHEHNS

1 MUHMMaNbHOrO acCcCopTMMEHTA
NIeKapPCTBEHHBIX MPenapaToB, HE06X0AUMbIX
ONns oKkasaHna MeguuUMHCKON NoMoLwm

I'Ipe,u,noerMe O BK/TIO4YeHUU neKapCcTBeHHOro npenapara B nepe4dyHu nieKapCrtBeHHbIX rnpenaparos
and MeguumuHCKoro I'IpI/IMeHeHI/Iﬂ*

* 3anonHeHwe BCeX NYHKTOB MpeanoxeHuns obssatenbHo. [Mpu OTCYTCTBUM CBEOEHWIA MO COOTBETCTBYOWEMY
MYHKTY ykasbiBaeTcs "cBefeHWs oTCyTCTBYIOT". JJOKYMEHTbl U maTepuansl NPeAcTaBNSIOTCA Ha PYCCKOM 53blke, B
cnyyae npenoctaBneHnst nybnvkaumii, LOKYMEHTOB U CTaTel Ha MHOCTPaHHbIX S3blkaxX AOMONHUTENbHO NpunaraeTcs
nepesBeneHHOe Ha PYCCKMiA A3blK pe3toMe yKadaHHbIX MaTepunanos, 3aBepeHHOE 3asBUTENEM.

1. HacToslwee npennoxeHne kacaeTcs BKMOYEHUS NEKapPCTBEHHOrO npenapata B NMEPeyYHn neKapCTBEHHbIX
npenapartos:

1.1. nepeyeHb XN3HEHHO HEOBXOANMbIX U BaXHEWLMX NeKapCTBEHHbIX NpenapaTos;

1.2. nepeyeHb NeKapCTBEHHbIX NpenapaTtoB, NpefHa3HayeHHbIX Ans obecnedyeHns nuu, 6oNbHLIX reMounmen,
MyKOBUCLMOO30M, TMnocousapHbiM  HaHM3MOM, 060ne3Hblo [olwe, 310KaYeCTBEHHbIMKM  HOBOOOPA30BAHUSAMU
NMMAONOHON, KPOBETBOPHON M POACTBEHHbIX UM TKaHER, PacCEesHHbIM CKNEepPO30M, reMOINTUKO-YPEMUYECKIM
CYHIOPOMOM, IOHOWECKUM apTPUTOM C CUCTEMHbLIM Hayanom, mykononucaxapugosom I, Il u VI Tunos, annactunyeckoi
aHeMuel HeyTOYHEHHO, HacneacTBeHHbIM gedomuntom gpakTopos |l (goubpunorera), VII (nabunbHoro), X (CTtioapTa -
Mpayspa), a TakXe nvu nocne TpaHcnnaHTaunmM opraHos 1 (MIun) TKaHen
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2. lnhbopmaums o 3assutene:

2.1. HaMeHOBaHVe opraHM3aunmn UM PaMuImns, UMsi, OTYECTBO (MPU HaANMYUK)
rpaxgaHuHa

2.2. OTBETCTBEHHOE NNLO, ;
OONXHOCTb

2.3. agpec (MECTO HAXOXAEHWS) UM MECTO XUTENbCTBA ;

TenedoH (gakc) ;

3NeKTPOHHas noyta

3. Hdbopmaums o nekapCcTBeHHOM Npenapare:
3.1. HauMeHoBaHVe NekapCTBEHHOro npenapara:

3.1.1. MexayHapogHoe HenaTeHTOBaHHOEe ;
HanmeHoBaHue

3.1.2. B cfiy4yae OTCYyTCTBMSA MEXOyHapO4HOro HernaTeHToBaHHOro HauMeHoBaHNs -
rpynnMpoBoYyHoe ;
HanmeHoBaHue

3.1.3. B cniyyae OTCyTCTBMSA MEXOYHAPOLHOro HenaTeHToBaHHOro U
rpynnMpoBOYHOro
HanMeHOBaHWM - XMMNUYeCcKoe
HanmeHoBaHue

3.14.8B clnyyae OTCYTCTBUSA UHbIX HAMMEHOBAHWUM - TOProBoe HauMeHoBaHmne

3.2. Kog aHaTOMO-TepaneBTNYECKO-XMMUYECKOI KNaccuomkaLumm nekapcTBeHHOro
npenapaTa

3.3. 3agBJieHHble nokasaHns K NPUMEHEHUIO NEKAPCTBEHHOrO npenapara cornacHo
WHCTPYKLMM NO NPUMEHEHUIO C yKasaHneM koga MexayHapoaHon cTaTUcTMYeckom
knaccucpukauum 6onesHelt n npobeM, CBsSI3aHHbIX CO 300POBbEM (MEPEYNCINTD)

3.4. rocyapcTBeHHas peructpauuns nekapcTBeHHOro npenapara B Poccuiickon
®depnepaumu:

fata (44.MM.rrrr) ;

HOMep PerncTpaunoHHOro ;
yIOOCTOBEPEHNUS

Jara noaTBepXAEeHUS rocynapCTBEHHON peructpauumn nekapCTBeHHOro npenapara
(Npwn Hannynm) ;
(44.mm.rTTT)

permctpaums B kayecTse opgpaHHOro nekapcTBEHHOro npenapara (aa/HeT);
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3.5. HanMeHoBaHWEe 1 agpec (MECTO HaxXOXJAeHWs) KPUANYECKOro NMua, Ha UMS
KOTOPOro BblAAHO PEerncTpaLuoHHOe YOOCTOBEPeHMe JeKapCTBEHHOro npenapara,
MCNOMb3yEeMOro B kayecTBe npenapara CpaBHeHMs (Npu Hanmumm)

NnpousBOAUTENb NIEKAPCTBEHHOrO rpenapara, WCNoNb3yeMoro B KayecTse
npenapara
CcpasHeHMs (MpK HaNN4Ynn) ;

3.6. naHHble 0 NPOM3BOACTBE NeKapCTBEHHOro Npenaparta B Poccuinckom
depnepaumm (npu
Hanu4unm) :

3.7. npeanaraemble K BK/TIOYEHUIO NIeKapCTBEHHbIE (POPMbl 3aperncTpupoBaHHOro
NeKapCTBEHHOro npenapara, B TOM 4UC/Ee 3KBMBANEHTHbIE, MPEAYCMOTPEHHbIE
MNepeyHeM HauMeHOBaHWI NeKapCTBEHHbIX (DOPM NIEeKapPCTBEHHbIX MpenapaTtoe Ans
MeOnUMNHCKOro npuMeHeHns, YyTBepXAeHHbIM MI/IHVICTepCTBOM 34paBOOXpaHEeHnA
Poccuitickon depepauun (Nnepeyncnntb), C yKalaHWEM OCHOBHOIO 3NeMEeHTa Wau
AOOMNONMHUTENbHOIo 3NneMeHTa nekapCTBEHHbIX CpOpM, B TOM yucne npum
HeO6XO,£I,I/IMOCTI/I Tna BbICBO60)K,D,eHI/I9I ,JJ,eVICTBleLI.I,ero BeuwecTtBa, Npm 3TOM BMECTO
NeKapCTBEHHbIX (QOPM AonyckaeTcs ykasaHue crnocoba u (Mnn) nNyTM BBEAEHUS
NeKapCTBEHHOro npenaparta

3.8. cBeAeHVs 0 BOCNPOM3BELEHHbIX UK 6roaHanorosbix (61oNoa06HbIX)
NeKapCTBEHHbIX NpenapaTax (Mpu HanMynm)

3.9. cBepeHVa O LeneBoi rpynne nauneHToB (MPU BKIKOYEHUN NeKapCTBEHHOr0
npenapara B [MepeyeHb, YyKasaHHbli B nognyHkte 1.2 nyHkta 1 Hacroswero
npeanoxXeHns);

3.10. cBefeHns O MocCTaBkax neKapCTBEHHOro npenaparta Ha TeppuTopuIo
Poccuiickon ®enepauun:

KONMYeCcTBO YyNaKkOBOK NEKAPCTBEHHOrO npenaparta, BBEAEHHOIO B rpax AaHCKuii
060poT 3a nepwod, NPeawWwecTByOWMA Nofaye NPennoXeHus (MoMecsiyHo, 3a rog,
npenwecTByOWNA faTe NoAa4m NpeanoXeHus);

KONMn4eCcTBO YNakoOBOK JieKapCTBEHHOro npenaparta, nnaHAWpyemoro K BBOAY B
rpaxnaHckmin 06opoT (MoOMecsi4HO Ha npeacTosawme 365 oHew).

4. CBefoeHMs N [aHHble O nekapCcTtBeHHOM npenaparte, npeannaraemMom nns
BK/TIO4YEHNSA B NepeyHN NIeKapCTBEHHbIX NpenapaTos:

4.1. Hay4yHo O0OOCHOBaHHblE [aHHble O HeobxoAMMOCTM W OBOCHOBAHHOCTM
NPYMEHEHNS NEKAPCTBEHHOrO Npenapara Ans AuarHOCTUKM, NPOPUNaKTUKKW, NeYeHns
unn peabunutauun 3aboneeaHuii, CMHOPOMOB W COCTOSIHWIA, npeobnapawwmx B
CTPYKType 3aboneBaemMocTn M CMepTHOCTM rpaxfpaH Poccuiickoin depepauun Ha
OCHOBaHMM [aHHbIX FOCYAapPCTBEHHOrO CTATUCTMYECKOro HabnoaeHns (Mpu Hanuuum
TakuMx CTaTUCTUYECKUX AAHHbIX);

NC «Kopekc: 6 nokoneHme» HTpaHeT
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4.2. HanuMuume HayyHO  OOOCHOBaHHbIX  Aa@HHbIX O  KJWHWYECKUX W
¢apMakosKOHOMNYECKMX MpenMyLLecTBax MPUMEHEeHNs NeKkapCTBEHHOro npenapara
LN nedyeHus numu, 6ONbHbIX reModpunmnein, MyKOBMCLULO30M, FUNOPU3apHbLIM
HaHn3MoM, 6onesHblo [owe, 3n0Ka4YeCTBEHHLIMU HOBOOOPA30BAHUAMU NMMEDOULHOWA,
KPOBETBOPHOM W POACTBEHHbIX MM TKaHEW, pacCesHHbIM CKNepo30M, FeMOMTUKO-
YPEMNYECKMM  CUHOPOMOM, IOHOWECKUM apTpUTOM C  CUCTEMHbIM  Hayasiowm,
mykononucaxapugosom |, Il m VI tvnos, annactuyeckoli aHemnein HeyTOYHEHHOW,
HacneLCTBEHHbIM Aedomumntom dhaktopor |l (pmbpuHorena), VII (nabunbHoro), X
(Ctioapta - lpayapa),nMu nocne TpaHCnaaHTauMum OpPraHoB u (unn) TKaHen, no
CpaBHEHWIO C npenapartamu, YXe BKJ/IIOYEHHbIMU B MNEpPeyYHN neKkapCTBEHHbIX
npenaparos;

4.3. Hannyne Hay4yHo 0BOCHOBAHHOM O MpeumylecTBax u (unm) o6 ocobeHHOCTSIX
MexaHuama OeficTBMA NeKapCTBEHHOro npenapara no cpaBHEHWIO C aHanoramu, B TOM
qyucne BxoosdawmMMm B nNepedyHn neKapCTBEeHHbIX npenapartoB Onsa MeguunHCKoro
npuMeHeHunsa, npu gunarHoCcTtuke, I'IpOCpVIHaKTVIKe nnn nevyeHmn 3a6oneBaH|/||7|,
CuMHOpomoB 1” COCTOSIHUIA C y4eToOM CTaTUCTUYEeCKUX [HOaHHbIX O CTPYKType
3aboneBaeMocTu 1 cMepTHOCTK B Poccuiickoin denepauuu;

4.4. BocTpeboBaHHOCTb (coumanbHasi 3HAYMMOCTb) NeKapCTBEHHOrO npenaparta
CUCTEMON 30paBOOXPAHEHUS W HaCEeNeHWeM C Y4eTOM Hanvmuusi NeKapCTBEHHOro
npenapaTta B MEPEYHSAX NEeKaPCTBEHHbIX nNpenapaTtos, (PUHAHCMPYEMbIX 3a cuyeT
cpencTs 6oaxeToB cybbekToB Poccuitickoin depepaumu;

4.5. Hann4ne NekapcTBEHHOro nmpenapaTa B NepeyHe cTpaternyecky 3HayuMbIX
NEeKapPCTBEHHbIX CPELCTB, MPOW3BOACTBO KOTOPbLIX AONIXHO OblTb 0becrneyeHo Ha
TeppuTtopumn Poccuiickoit depepaumnm, yTBEepXOEeHHOM pacrnopsiXeHvem
lMpasutenbctea Poccuiickon denepaunn ot 6 nonsa 2010 roga N 1141-p;

4.6. Hanuuue (nokanusaums) NPoOM3BOACTBA NEKAPCTBEHHOrO npenapaTta B
Poccuiickoin ®epepauun, B TOM 4Yucne nnaHbl MNo fokanMsauum npou3BOACTBaA
NneKapCTBEHHOro npenaparta Ha Tepputopun Poccuiickon denepaunn.

5. O6ocHOBaHMS [LNs BK/OYEHWS NEKApPCTBEHHOrO npenapata B MNEepeYHu
NEeKapPCTBEHHbIX NPenaparos:

5.1. anuaoemMmonornyeckme naHHble (Mpy Hanuyuu) - gaHHble no 3a6onesaeMocTyl, CMEPTHOCTU, MHBANUAHOCTY B
OTHOLWIEHNN 3a60ﬂeBaHVIFI, cnHOopoma nnm coCTtosHuA, onda onarHoCTuku, I'IpOCpVIfIaKTVIKI/I, nie4yeHnsa nnm pea6|/|n|/|Tau|/||/|
KOTOPbIX MOKasaH NeKapCTBEeHHbI MnpenapaT (NpeacTaBnsloTCs Ha OCHOBAHUM Pe3ynbTaToB rOCYAapPCTBEHHOro
CTaTUCTN4eCKoro Ha6J'II'O,D,eHI/IH, apyrux 0q3VILI,I/IaJ'IbeIX MCTOYHMKOB 1 3nnaoeMmonormn4yeckux I/ICCﬂe,D,OBaHI/IVI
pacnpocTpaHeHHOCTU 3a60neBaHus);

5.2. KNMHUYeckne JaHHbIe - NMONHOTEKCTOBbIE BEPCUMN KIIMHUYECKUX UCCefoBaHNA (CTaTbW, OTYETbI HA PYCCKOM
A3blke WAN NepeBefeHHble Ha PYCCKUA A3blk, 3aBepeHHble 3asBuTeneM) (ykasblBatoTCS aBTOpbl, HaMMeHOBaHue,
AN3aiiH nccnenoBaHns, KONMYECTBO NAUMEHTOB, BKIOYEHHbIX B MCCNeAoBaHue, nepuon HabnoaeHus, nokasaHue K
MeONLMHCKOMY MPUMEHEHMNIO NIeKapCTBEHHOrO npenapara, KoTOPoe M3y4anocb B UCCNEOOBaHUN, KPUTEPUN OLIEHKN
ahhekTMBHOCTM (6€30MacHOCTM), NeKapCTBEHHble mnpenapaTtbl, C KOTOPbIMWA CpaBHUBANCS npeanaraembii
NeKapCTBEHHbIA nNpenapart (Mpu Hanuymm), Nnauebo-KOHTPONb UK OTCYTCTBUE NEYeHUs, pedybTaTbl UCCNenoBaHNs
C yKasaHueM KOJNIMYECTBEHHbIX [aHHbIX, 3ak/lo4eHue, CNMCOK nuTepaTtypbl MO CXeMe: asTop, HaMMeHoBaHue
nUccnenoBaHWs, BbIXOAHble [AaHHble. [lo  KaXAoMy KAWHWYECKOMY WCCNedOBaHWiO yKasblBAeTCs YpPOBEHb
okKasaTtenbHOCTM 3PEKTMBHOCTU NIeKapCTBEHHOro npenapara cornacHo npunoxennio N 6 k [Npasunam
POpPMUPOBAHUS MepeyHelrt NeKapCTBEHHbIX npenapaToB AONn8 MeOUUMHCKOro MPUMEHEHUs W MUHUMaNbHOro
accopTMMEHTa NeKapCTBEHHbIX MpenapartoB, HEOOXOAMMbIX ANS OKa3aHUs MEeLULMHCKOW MOMOLWM, YTBEPXAEHHbIM
noctaHoBneHvem [lpaButensctBa Poccuiickoin ®epepauun ot 28 aerycta 2014 roga N 871 O6 yTBepx.naeHWu
MNpaBsun opMUPOBaHNS NepeyHen NekapCTBEHHbIX MpenapaTtos ANS MEeAULMHCKOro MPUMEHEHUS U MUHMManbHOro
aCCOPTMMEHTA NIeKapCTBEHHbIX NPenapaToB, HEOOXOAUMbIX 451 OKAa3aHUS MELULIMHCKOW NMOMOLLM);

5.3. [aHHble O TepaneBTUYECKON SKBUBANEHTHOCTM (Npyv HEeobXoOMMOCTM) - TMONHOTEKCTOBbLIE BEPCUU
CPaBHUTENbHbIX KNWHWYECKUX WCCNEeNoBaHUA (CTaTbW, OTYETbl HA PYCCKOM $3blke WAW CTaTbW, OTYETHI,
nepeBeleHHble Ha PYCCKUA $3blK, 3aBEepeHHble 3asiBMTenieM) (yKasblBalTCS aBTOpbl, HauMMEHOBaHwWe, Ou3aliH
nuccnenoBaHns, KONUYECTBO MALMEHTOB, BKIOYEHHbIX B WCCNeOoOBaHWe, nepuon HabnogoeHus, nokasaHue K
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MeanUNHCKOMY NMPpUMEeHEeHNI0 NeKapCTBEHHOro npenapara, pe3ynbTaTtbl UCCegoBaHnsa C yKkadaHeM KoNnm4eCTBeHHbIX
OaHHbIX, 3aKo4YeHne, CNMCoK nntTepaTtypbl N0 cXxeMe: aBTop, HAaMMeHoBaHWe nccnenoBaHMs, BbixooHble ,El,aHHbIe);

5.4. paHHble O KJ/MHUKO-3KOHOMUYECKUX (dDapMako3KOHOMUYECKMX) XapakTepucTukax fekapCTBEHHOro
npenapara - NosHOTEKCTOBblIE BEPCUN K/TMHNKO-3KOHOMUYECKMX UCCNENOBaHNA (CTaTbW, OTYETHl HA PYCCKOM $3blKe
WNN cTatbW, OTYETbl, MEPEBELEHHbIE HA PYCCKWA A3blK, 3aBEpPEHHble 3asBUTENEM) (ykasblBaloTCsi cBeaeHus 06
aBTopax, HavMeHoBaHue WCCNenoBaHusl, CCbINKW Ha WCCnenosaHve, OM3aiH uccnenoBaHWs (peTpocnekTUBHOE,
npocnekTMBHOe, MoAenupoBaHWe™™ ), BWL aHanusa, CBeAeHUs O NeKapCTBEHHbIX MpenapaTax, KoTopble
NCMNonNb30BannCb A5 CPaBHEHWUS C NpennaraeMblM NeKapCcTBEHHbIM NpenapaToM, 3arpaThl, KOTOpble y4YnTbIBANNCH B
NCCNefoBaHMN, U KONMYECTBEHHbIE 3HAYEHWs 3aTpaTt B pyonsx, aheKTUBHOCTb CPaBHMBAEMbIX NEKaPCTBEHHbIX
npenaparos (KPUTEPUN OLLEHKN 3D EKTUBHOCTM U KONNYECTBEHHbIE 3HAYEHMNS), pe3ybTaTbl UCCNENOBaHNS, CIUCOK
nuTepaTtypsbl - aBTOP, HAMMEHOBAHWE NCCNeA0BaHUsl, BbIXOAHbIE AaHHble) ™ ™;

* %

Mpy MCMONb30BaHUM MaTeMaTMYeckoro MOLENUPOBaHMA MPELCTaBNSIOTCA B SNEKTPOHHOM BuIe Bce
paspaboTaHHble Moenu, a TakxXe OONyleHns Ans pas3paboTky COOTBETCTBYIOWMX Modenel U doopMy /bl pacyeTos,
NCMOMb30BaHHbIE B MOLENAX.

*** G y4eToM NonoXeHui yacTn 6 ctatbn 18 depepanbHoro 3akoHa "O6 obpalueHnn nekapcTBEeHHbIX cpeacTs” u
yactn 3 ctatbmn 13 depepanbHoro 3akoHa "O6 ocHoBax OxpaHbl 310POBbS rpaxaH B Poccuiickoin denepauun’.

5.5. paHHbIE 0 CTOMMOCTU U LIeHe NTeKapCTBEHHOro npenapara:

5.5.1. cTtomMOoCTb  OOHOro Kypca  JNleyeHus ;
NnekapCTBEHHbIM NpenapaTom

5.5.2. cTOoUMOCTb nevyeHus nekapCTBeHHbIM MnpenapaTtoM B Te4YeHue
OoOHOro rona

5.5.3. parta npoBeneHNs pac4eToB LeHbl Ha NIeKapCTBEHHbIN npenapar

5.5.4. ueHa, KOTOpPYIO NPON3BOOUTENb MIAHUPYET 3aperncTpmpoBaThb B
COOTBETCTBUM C  TpeboBaHusMM  3akoHopartenbcTBa  Poccuiickoi
depepaumm ****

**** TnaHupyemas K rocynapCTBEHHOW perncrpaumy LeHa Ha NnekapcTBEHHbIM npernapaTr paccyuTbiBaeTcs C
y4yeToM MonoxeHwin yactn 3 ctatbm 61 depepanbHoro 3akoHa "O6 obpalleHnn nekapcTBEHHbIX CPeAcTB" v npu
rocyapCTBEHHOW permctpaumm He MoXeT NpeBblwaTth Takyto LeHy. MNnaHnpyemas K rocyaapcTBeHHON perncrpauum
LleHa Ha nekapCTBEHHbIA Npenapar no MHUUmMaTee 3asBUTENS yKasblBaeTca No Kax Ao AO3UPOBKE, a TakXe MoXeT
6bITb yKa3aHa LeHa, KOTOPY NPOV3BOANTENb NNAHUPYET 3aperucTpmMpoBath, B CNyvyae OAHOBPEMEHHOMO BKIIIOYEHUS
B MepeyYyeHb NeKapCTBEHHbIX MpernapaTtoB, NpefHasHayeHHbix Ans obecneuyeHus nuu, 6GOMbHBIX reModoununei,
MyKOBUCLMOO30M, TMnocousapHbiM  HaHM3MOM, 060ne3Hblo [owe, 310KaYECTBEHHbIMW  HOBOOOPA30BAHUAMU
NMMMAONOHON, KPOBETBOPHON M POACTBEHHbIX UM TKaHER, PacCesiHHbIM CKNEepPO30M, FeMOINTUKO-YPEMUYECKIM
CYHIOPOMOM, IOHOWECKUM apTPUTOM C CUCTEMHbLIM Hayanom, mykononucaxapugosom |, Il u VI Tunos, annactunyeckomn
aHeMuel HeyTOYHEHHO, HacneacTBEHHbIM Aedomuntom gpakTopos |l (goubpunorera), VII (nabunbHoro), X (CtioapTa -
lMpayspa), a TakXxe nuu nocne TpaHcnnaHTauuy opraHoe u (Unu) TkaHen. Mpyn aToM Npy pasnnyHbIX YPOBHSAX LIEH
npeAacTaBfieHHble UCCNeA0BaHNS BKOYAOT pacyeTbl Ha 6ase BCex NiaHMpyeMblxX K rocynapCTBEHHOW pernctpaumm
LeH.

5.6. faHHble 0 hakTnyeckux obbemMax NpoLax NeKapCTBEHHOro npenapara B
Poccuiickon depepauum 3a rog, npefwecTByOWMA nojaye npennoxeHus, B
HaTypanbHbIX NOKa3aTendax no nekapCrtBeHHbIM cpopMaM
3aperncTpupoBaHHbIX
nekapcTBeHHbIX Npenaparos
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5.7. DpaHHble O0T4Y4eTOB O pesynbTarax

MOHUTOPUHIa

6e3onacHocTu

nekapcTBeHHOro npenaparta (B Poccuiickon ®@enepaunm n (nnn) 3a pybexom)

5.8. naHHble, NpefACcTaBNeHHbIe 3a9BUTENEM B UHULMATUBHOM rnopsiake

6. ObLLee KONMYECTBO NPEACTaBNEHHbIX
DNOKYMEHTOB

Ha nmcrax.

MNoonucb /
3agBuTeng

Jarta

Mpunoxenue N 2

k Mpasmnam hopMrpoBaHNS NepeYHen
NeKapCTBEHHBIX NpenapaToB

NS MeNLMHCKOro NPUMEHeHNs

1N MUHMMaNbHOrO accopTUMEHTAa
NIEKaPCTBEHHbIX NMpenapaTtos, HEOBX0ANMbIX
NS oKasaHWs MeanLMHCKOW NOMOLLY
(B penakumun, BBEOEHHON B feicTene
¢ 9 Hos16pst 2018 ropa
noctaHosneHuem lNpaBntenbcrea
Poccwuiickoin depepauun

0T 29 okTs16pst 2018 roga N 1283;

B pefakuuu, BBeeHHOM B AeicTBme
¢ 17 pekabps 2020 rona
noctaHoeneHunem lNpaentenbcrea
Poccuinckon denepauun

oT 3 nekabps 2020 rona N 2021;

B pedakumu, BBEEHHON B OeicTeue
C 6 aBrycta 2024 roga
noctaHosneHunem NpaBntenscTea
Poccuickon ®epnepaumm

ot 25 nmong 2024 roga N 1009. -

CM. npegplaoylyo pegakumio)

(cpopma)

B kommcenio MuHncTepcTtaa
3apaBooxpaHeHns Poccuickon depepaunn
no popMMpPOBaHNIO MepeyHeit
NeKapCTBEHHbIX Mpenaparos 4114
MeONLUHCKOro NpuUMeHeHus

1 MUHMMaNbHOro accopTUMeHTa
NIeKapPCTBEHHbIX NMpenapaTtoB, HEOBX0ANMbIX
ON5 oKkasaHus MeouuUMHCKOW NoMoLLn

MpepnoxeHue o BKNOYEHUM NNIeKapCTBEHHOro npenaparta B MUHUMasbHbI aCCOPTUMEHT
neKapCTBEHHbIX NpenapaTroB, HEO6XOAUMBIX OIS OKa3aHWUsl MeAULIMHCKOW MOMOLLLM

NC «Kopekc: 6 nokoneHme» HTpaHeT
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1. VIHdpopmauus o 3agsutene:
1.1. HAMMeHOBaHWe opraHmMsaumm unn pammnns, UMs, 0T4ECTBO (NPY HANNYUK)
rpaxmgaHvHa

1.2. OTBETCTBEHHOE NNLO, OONXHOCTb ;

1.3. agpec (MecTo HaxoXAeHuWs) U MECTO XUTENbCTBA ;

TenedoH (hakc) ;

9N1eKTPOHHAasA no4Tta

2. VIHghopMaums o nekapcTBeHHOM npenapare:
2.1. HauMeHoBaHuMe:

2.1.1. MexayHapogHoe HernaTteHTOBaHHOE HaMMeHOBaHue ;

2.1.2. B cniy4yae OTCYyTCTBMSA MEXOyHAapOL4HOro HernaTeHToBaHHOro HauMeHoBaHNs -
rpynnUpoBOYHOE

HanMeHoBaHue ;

2.1.3. B cniyyae 0TCyTCTBUS MEXAYHAPOLHOrO HEMATEHTOBAHHOMO M FPYNNUPOBOYHOMO
HaMMEHOBaHWIA - XMMUYECKOE

HanMeHoBaHue ;

2.1.4. B cny4yae OTCYTCTBMSA UHbIX HAMMEHOBAHUI - TOPrOBOE HaMMEHOBaHNe

2.2. Koo aHaToOMO-TepaneBTUYEeCKO-XUMNUYECKON Knaccugukaumm nekapCTBeHHOro
npenapara

2.3. 3asB/IeHHble NOKa3aHUs K NPUMEHEHNIO NEKAPCTBEHHOro Npenapara cornacHo
WHCTPYKLMM MO NPUMEHEHUIO C YKa3aHneM koaa MexayHapooHOW CTaTUCTUYECKON
Knaccugoukaumm 6onesHein 1 npobnem, CBA3aHHbIX CO 3L0POBbEM (MEPEUNCNTD)

2.4. rocynapCTBeHHasa perncTpaums nekapcTBeHHoro npenapara B Poccuinckon
depnepaumm:

nata (44.MM.rrrr) :

HOMEpP PEernucTpaLnoHHOro yA0CTOBEPEHMS! ;

Jara noaTBepXAeHUs rocynapCTBEHHON peructpauumn nekapCTBeHHOro npenapara
(npw
HanMunn) (44.MM.Irrr) ;

2.5. naHHbIe 0 NPOM3BOACTBE NEKAPCTBEHHOrO npenaparta B Poccuiickon denepaumm

(npw ;
HanMuunm)

2.6. MYHKT UCK/OYEeH

NC «Kopekc: 6 nokoneHme» HTpaHeT



06 yTBepxAeHu MpaBn hOPMUPOBAHMA NEePEYHEN JIeKapCTBEHHbIX MpenapaToB A/ MeANLUHCKOro NPUMEHEHNA 1 CTpaHuua 23
MWHVMaJIbHOIr0 aCCOPTUMEHTA JIEKAaPCTBEHHBIX NMPenapaToB, HEO6X0AUMBIX A1 OKa3aHUS MeAULNHCKOM MOMOLLM (C U3MEHEHUAMN

Ha 8 Hosbps 2025 roaa)

lMocTaHoBneHue lNMpaBuTenbcTBa P® ot 28.08.2014 N 871

2.7. cBeLeHVs 0 BOCMPOM3BEAEHHbIX M BroaHanoroebix (61MononobHbIX)
NEeKapPCTBEHHbBIX Npenaparax (Npu Hanmumm)

3. CBeneHuss n paHHble O neKkapCTBeHHOM npenaparte, npegnaraemMom nongd BKIKOYEHUA B MWUHKMaSbHbIN
ACCOPTUMEHT NeKapCTBEHHbIX NpenapaTtos, HeobX0OMMbIX A5 OKas3aHUs MeaULMHCKO NMOMOLLN:

3.1. nekapcTBeHHbIi MpenapaT BXOAUT B MEpPeYeHb XW3HEHHO HEeoOXOOMMbIX M BaXXHEWWWX NeKapcTBEHHbIX
npenaparos;

3.2. NeKapCTBEHHbI npenapaT COrnacHo WHCTPYKUMW MO MPUMEHEHWI0 MOXET MNPUMEHATHCA NPy oKasaHuu
MEIMUVHCKOM MoMowm B ambynaTopHbIX YCNOBUSX MPWU AMArHOCTVKE, NPOOUNAKTUKE, NeYEeHUn Unm peabunutaumm
Hanbonee pacnpocTpaHeHHbIX 3ab0neBaHnii, CUHOPOMOB U COCTOSIHWIA;

3.3. Hannuue rocypmapctBeHHOW perucTpaumm B Poccuiickon  ®epepaumum  COOTBETCTBYOWMX MO
MEeXAyHapOoAHOMY HENaTeHTOBAHHOMY HAaUMEHOBAHUIO, MO0 3aMEHSIIOLLEMY ero rpynnvMpPOBOYHOMY UIN XUMUYECKOMY
HaMMEHOBaHUIO BOCMPOM3BEAEHHbIX UK BroaHanorosbix (6MONOKOOHLIX) NEKAPCTBEHHbIX CPEACTB OBYX M bonee
npon3BoamMTenei (3a UCKIIYEHUEM NEKAPCTBEHHbIX MpenaparoB, NPOW3BOAMMBbIX €AMHCTBEHHbIM OTEYECTBEHHbIM
npoun3BoanTENEM);

3.4. BocTpebOBaHHOCTb NeKapCTBEHHOMO Mpenaparta CUCTEMOV 34PaBOOXPAHEHUS U HACeNeHMEM Ha OCHOBaHWK
JaHHbIX WUCMOMHUTENbHbLIX oOpraHoB cybbekToB Poccuiickori defepaumn B cdepe OxXpaHbl 3O0POBbS U
MapKEeTMHIrOBbIX MCCNeAoBaHUiA O Npodaxax fnekapcTBeHHOro npenaparta B Poccuiickor denepaummn npu okasaHum
MELMLMHCKOM nomMowm B ambynaTopHbIX YCNOBUSIX B TE€YEHWE KaneHLapHOro roga (BXOXIEHUe B COTHIO Hanbonee
npoJaBaeMblx NeKapCTBEHHbIX MpenapaToB Ha pbiHke Poccuiickor denepaunm 3a kaneHaapHbii rof).

4. [aHHble, obocHoBbIBaOWME npenonoxeHmsa O BKIKOYEHUWN JIeKapCTBEHHOro npenaparta B MUHUMaNbHbIA
ACCOPTUMEHT NeKapCTBEHHbIX NMpenapartos, HeO6XO,EI,VIMbIX AN okasaHua MeguunMHCKON NOMOLN:

4.1. anmaeMunonornyeckne AaHHble (Npu Hanuuuu) - gaHHble 0 3a60n1eBaeMoCTi, CMEPTHOCTU, UHBANMOHOCTY B
OTHOLWEHNN 3a6oneBaH|/|;|, cnHOopomMa nnm coCTtosaHuA, onda onarHoCTuku, I'IpOCpVI}'IaKTVIKI/I, nie4yeHnsa nnm pea6|/|n|/|Tau|/||/|
KOTOPbIX MOKasaH NeKapCTBEeHHbI MnpenapaT (NpeacTaBnsioTCs Ha OCHOBaHUM Pe3ynbTaToB rOCYAapCTBEHHOro
CTaTUCTN4eCKoro Ha6ﬂ}0,£l,eHI/|ﬂ, apyrmux OmVILI,VIaJ'IbeIX MCTOYHMKOB W 3nnaeMmonormn4yeckunx VICCJ'Ie,D,OBaHVIVI
pacnpocTpaHeHHOCTU 3a60neBaHus);

4.2. naHHble 0 CTOUMOCTU U LUeHe NnekapCTBEHHOro npenapara.:

4.2.1. CTOMMOCTb OZHOr0 Kypca neyeHuns (04HOro Mecaua nevyeHms
NEKAPCTBEHHbIM

npenaparom)

4.2.2. pata NpOBeAEHWs pacyeToB 3aTpar Ha nevyeHue NeKapCTBEHHbLIM
npenapaToM

4.3. naHHble 0 gpakTMyeckmx obbemax Npodax NekapCTBEHHOro npenaparta B
Poccuinickon depepaumn 3a ron, npegwecteyloWwWMA nogade npennoxeHus, B
HaTypanbHbIX MoOKasaTensx Mo NeKapCTBEHHbIM (HOPMaM 3aperucTprMpoBaHHbIX
NeKapCTBEHHbIX NpenapaTos, a Takxe
KOJIMYECTBO YNakoOBOK NEKAPCTBEHHOrO npenapara, NnaHupyemoro K BBoay B
rpaxgaHckuii 06opoT (MOMecsYHo Ha NpeacTosiwme 365 oHei)

4.4. naHHble, npencrtasneHHble 3asABUTENEM B MHNLUMNATUBHOM Nopsnke

5. Oblwee KONMYeCTBO NPELCTABNEHHbIX
LOKYMEHTOB

Ha nnmcTax.

NC «Kopekc: 6 nokoneHme» HTpaHeT
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MNoponuch 3aaBuTens / /

Jarta

Mpunoxenue N 3

k Mpasunam chopMrpoBaHna NepeyHen
NeKapCTBEHHBIX MpenapaToB

AN MeONLUHCKOro NpUMeHeHNs

1 MUHMMANbHOrO aCCOPTUMEHTA
NEKaPCTBEHHbIX NpenapaTtos, HEOBX0AMMbIX
LN 0Ka3aHWs MeONLMHCKOW NOMOLLM
(B penakumun, BBEOEHHON B fencTene
¢ 9 HosI6ps 2018 ropa
noctaHosneHunem lNpaentenbcTea
Poccwuiickoin bepepauun

0T 29 okTs16pst 2018 roga N 1283;

B pefakuuu, BBe4eHHOWN B AencTBume
¢ 17 pekabps 2020 rona
noctaHosneHuem lMpaButenbcrea
Poccuinckon denepauun

oT 3 pekabps 2020 roga N 2021;

B pedakLmu, BBEEeHHON B OeicTeue
c 6 aBrycta 2024 roga
noctaHosneHunem lNpaentenscrea
Poccuiickoin @enepaumm

ot 25 nmonga 2024 roga N 1009. -

CM. npegplaylyto pegakumio)

(cbopma)

B komuccnio MunHnctepctea
3apaBooxpaHeHns Poccuinckon depepaunn
no cphopMUPOBaHMIO NePEYHEN
NneKapCcTBEHHbIX NpenapaTos Ang
MeOMLMNHCKOrO NPUMEHEHNS

Y MUHMManNbHOrrO acCopTMMEHTA
NIeKapCTBEHHBIX NPenapaToB, HE06X0AUMbIX
ONns oKkasaHna MeguuUMHCKON NoMoLwm

I'Ipe.u.nO)KeHMe 00 UCKNIYEeHUn NneKapCcTBeHHOro npenapara u3 nepe'-IHe|7| NeKapCTBEeHHbIX
npenapartoB onisd MeaguuUnUMHCKOro npumMmeHeHuns

1. HacTtosuwee npennoXeHne KacaeTcsa UCKMIOYEHUS NeKapCcTBEHHOro rnpenapara 13 nepedyHern nekapCTBEeHHbIX
npenaparos 454 MeanumnHCKOro npuMeHeHns:

1.1. NepeyHs Xn3HeHHO HEOOXOAUMBIX 1 BAXKHEMWNX NEKaPCTBEHHbIX NPenaparos.;
1.2. nepeyHs DOpPOorocToAWMX NekapCTBEHHbIX NpenaparTos;

2. NHpopmaums o 3assutene:

2.1. HAaUMEeHOBaHME OpraHn3aunn UM Pammnmns, UMs, OTYECTBO (NMPU HANUYKK)
rpaxnpaHuHa

NC «Kopekc: 6 nokoneHme» HTpaHeT
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2.2. OTBETCTBEHHOE NN, AO0NXHOCTb ;

2.3. agpec (MecTo HaxoXAeHus) Unm MecTo XnUTenbcTea ;

TenedoH/dakc) ;

3NeKTPOHHas noyta

3. Hbopmaums o nekapCTBeHHOM Npenapare:
3.1. HauMeHoBaHwue:

3.1.1. MexayHapogHoe HenaTeHTOBaHHOE HaMeHoBaHMe ;

3.1.2. B cniyyae OTCYTCTBMS MEXOyHapOL4HOro HernaTeHToBaHHOr0 HauMeHOBaHNS -
rPynnUpoBOYHOE
HanMeHoBaHue ;

3.1.3. B cnyyae OTCYTCTBMSA MEXOYHAPOA4HOrO HENaTeHTOBaHHOroO U rpynnMpoBOYHOro
HaVMEeHOBaHUN - XUMNYECKoe
HanMeHoBaHune ;

3.1.4. B cniydyae OTCYTCTBMS UHbIX HAMMEHOBAHWUI - TOProBOE HaMMEHOBaHUe

3.2. Koa aHaTOMO-TepaneBTNYECKO-XMMUYECKOI KNaccuomkaLumm nekapcTBeHHOro
npenapaTa

3.3. 3a9BNeHHble NokasaHus K NPUMEHEHMIO NeKapCTBEHHOro npenapara cornacHo
WHCTPYKLMN MO NPUMEHEHNIO C ykasaHneM koga MexoyHapooHON cTaTUCTUYeckom
Knaccudpukaumm 6onesHen n npobnem, CBS3aHHbIX CO 300POBbEM (MEPEUNCNTD)

3.4. rocynapCTBeHHas perncTpaums nekapCcTtBEHHOro npenapara B Poccuiickorn
depnepaumu:

narta (44.MM.rrrr) ;

HOMep perncTpaunoHHOro ynocrtoeepeHus ;

Jara noaTBepXAeHUs rocynapCTBEHHON pernctpauumn nekapcTBeHHoro npenapara
(npu Hannunn)

(44.mm.rrTT) ;

3.5. npepnaraemMble K WCKMIOYEHMWIO NEKAPCTBEHHbIE (POPMbl, B TOM 4uUcne
SKBMBA/IEHTHbIE, 3aPEerMcTPNPOBAHHOTO NIEKAPCTBEHHOrO Npenapara (nepevncnuTb)

3.6. cBEEeHNs 0 BOCMPOM3BEAEHHbIX Mn BroaHanoroebix (61MonoaobHbIX)
NeKapCTBEHHBIX Npenaparax (Npu Hanmymm)

4. CBeleHuss N JaHHble O nekapCTBeHHOM npenaparte, npegnaraemMoM nOngd WCKAKYEeHNA K3 nepeHHeVl
NneKkapcTBeHHbIX npenapartos O/ MeANUMNHCKOro NpuMeHeHns:

4.1. Hanuune Hay4yHo OOOCHOBAHHOW WHGpOpMaLMM O MpPeuMyllecTBax W (MnM) OCODEHHOCTAX MexaHu3ma
nencTeug, bonble 6e30MacHOCTU anbTEPHATMBHOIO NEKAPCTBEHHOrO Mpenapara, BK0YaeMoro B nepeyeHb, npu
ONarHocTuke, NpocpunakTuke, nevyeHun wnu peabunutaumm 3aboneBaHuii, CUHOPOMOB W COCTOSIHUIA C Y4ETOM

NC «Kopekc: 6 nokoneHme» HTpaHeT
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CTaTUCTMYECKMX AaHHbIX O CTPYKType 3aboneBaeMocT u cMepTHOCTH B Poccuiickoin denepaumnu;

4.2. BHOBb MOSIBUBLINECS CBELEHMS O TOKCUYHOCTU M/ BbICOKOW 4acTOTe HeXenaTenbHblX NOB0YHbIX SBAEHWI
npu NPVMEHEHUN NEKapCTBEHHOro mpenaparta ¢ ykasaHueMm 060CHOBaHMSI UCKIOYEHUSI NeKapCTBEHHOro npenapara
13 NepeyHein ¢ NPUNoXeHNeM NOATBEPX AAIOWMX LOKYMEHTOB U CBELEHWIA;

4.3. NprMoCcTaHOBNEHNE NPUMEHEHWsI NeKapCTBEHHOrO npenaparta B Poccuiickoin denepaunm;

4.4. 0TMEeHa rocyapCTBEHHOM perncTpaunm nekapCcTBeHHOro npenapara;

4.5. npekpalleHe Npou3BoACTBa NeKapCTBEHHOro npenaparta nmbo ero noctaBok B Poccuiickyio denepaumio n
(unKn) OTCYTCTBME NEeKapCTBEHHOro npenaparta B rpaxnaaHckom obopoTe B Poccuiickoii denepaumn B TeyeHue

nepvoga, NpesbIWarlWwero o4MH KaneHaapHbli rof.

5. O6ocHOBaHMS ONSt UCKIOYEHNS NeKkapCTBEHHOro npenapara 13 nepeyHert nekapCTBeHHbIX npenapartos AN
MeINLUNHCKOro npuMeHeHuns:

5.1. noanyHKT ucknoyeH ¢ 17 nekabps 2020 rona;

5.2. noAnyHKT nckoyeH ¢ 17 nekabps 2020 roaa;

* CHocka mcknoveHa ¢ 17 nekabps 2020 rona.

** CHocka uckntodeHa ¢ 17 gekabps 2020 roga.

5.3. DaHHble 0 pakTuyecknx obbemax nNpolax nekapCcTBeHHOro npenaparta B Poccuiickon depepaunm 3a 3
roga, npeplecTeyloWwMe nopaye npennoXeHus, B HaTypanbHbIX MokasaTensax Mo JIeKapCTBEeHHbIM popMam
3aperncTpupoBaHHbIX IEKAPCTBEHHbIX MPENapaToB (Mpu HaNM4nn);

5.4. naHHble N OOKYMEHTbI, MOATBEpPXAaloWwme npekpaweHne nponsBoACTBa NeKapCTBEHHOro npenapata nmbo
ero noctaeok B Poccuiickyto ®enepaumnio 1 (unm) oTCyTCTBME NEKAPCTBEHHOro rnpenapaTa B rpaxaaHckoM obopoTe
B Poccuinckon depepauunm B Te4eHne nepnoaa, Npesbiwarowero o4MH KaneHaapHblil rog (Npy Hanuymm);

5.5. naHHble OTYETOB O pe3ynbTaTtax MOHUTOPMHra 6e30macHOCTU NekapcTBEHHOro npenapata (B Poccuiickoi
depepaunm n (nnn) 3a pybexom);

5.6. naHHble, npencrtasfieHHble 3asBUTeNneM B UHNLNATUBHOM NMop4ake.

6. Oblwee KONNMYECTBO NPEACTaBNEHHbIX
LNOKYMEHTOB

Ha nncTax.

Mopnucb / /
3aaBuTens

Hata

MpunoxeHue N 4

k MpaBunam dpopmMmpoBaHus nepeyHei
NneKkapCTBEHHbIX NpenapaTos

AN MEAMLIMHCKOrO NPUMEHEHNS

N MMHUMAaNbHOr0 accopTUMEHTa
NIEKapPCTBEHHbIX NMpenapaTtoB, HE0BX0ANMbIX
ANs oOKasaHWs MeAMLMHCKON NOMOLWM
(B penakumun, BBEOEHHOWM B feincTene
¢ 17 pekabps 2020 rona
noctaHosneHuem lMpaBntenbcrea
Poccuinckon denepauun

NC «Kopekc: 6 nokoneHme» HTpaHeT
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oT 3 nekabps 2020 rona N 2021;

B pedakumu, BBEeHHON B OeicTeune
c 6 aBrycta 2024 roga
noctaHosneHuneMm NpaBntenscTea
Poccuinckon ®enepaumm

ot 25 nmong 2024 roga N 1009. -
CM. npegplaoylyto pegakumto)

(cpopma)

B kommcenio MunncTepcTaa
3apaBooxpaHeHns Poccuinckon depnepaunn
no oopMUPOBaHUIO NepeyHei
NEeKapCTBEHHbIX Npenaparos 4114
MeOMLUHCKOro NpuUMeHeHus

1 MUHMMaNbHOrO acCopTUMEHTAa
NIeKapPCTBEHHbIX NMpenapaTtos, HEOOX0ANMbIX
ONs oKkasaHus MeouuUMHCKOW NoMoLLm

MpennoxeHue 06 UCKNIOYEHUN NeKapPCTBEHHOrO Npenapara U3 MUHMMaNIbHOrO aCCOPTUMEHTa
neKapcTBeHHbIX NpenapaTtoB, HEOOXOAUMbIX 4/l OKa3aHUS Me AULIMHCKOW MOMOLLLUA

1. VIHpopmauus o 3assutene:

1.1. HaMeHoBaHWe opraHM3aunn U PamMUINs, NMs, OTYECTBO (NMPU HANNYKK)

rpaxpaHuHa

1.2. OTBETCTBEHHOE NULIO, AOTXHOCTb

1.3. agpec (MecTo HaxoXAeHWs) U MeCTO XUTENbCTBA

TenedoH (dakc)

SNEeKTPOHHas noyTa

2. IHdpopMauums o nekapCcTBeHHOM npenapare:

2.1. HauMeHoBaHue:

2.1.1. MexayHapoaHoe HenaTeHTOBaHHOE HAaUMEHOBaHNe

2.1.2. B cnyyae OTCyTCTBUSA MEXLYHapPOAHOro HEMaTeHTOBAHHOrO HaUMEeHOBaHNS -

rpynnupoBOYHOE

HanMeHoBaHWne

2.1.3. B cnyyae OTCYTCTBUSA MEXAYHAPOLHOro HENaTeHTOBAHHOIO 1 rpynnmMpoOBOYHOrO

HanMEeHOBaHWUM - XMMMNYeckKoe
HanMeHoBaHWne

2.1.4. B cny4yae OTCYTCTBMSA UHbIX HAMMEHOBAHWI - TOProBOE HaMMeHOBaHne

2.2. KOO aHaToMO-TepaneBTUYeCKO-XUMNYECKON Knaccugukaumm nekapCTBeHHOro

npenapara

NC «Kopekc: 6 nokoneHme» HTpaHeT
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2.3. rocynapcTBeHHas perncrpaums nekapcTBeHHOro npenapara B Poccuiickorn
depnepaumnu:

fata (44.MM.rrrr) ;

HOMep perncTpaunoHHOro ynoctoeepeHus ;

Jara noATBepXAeHUs rocynapCTBEHHON pernctpauumn nekapcTBeHHoro npenapara
(npw Hannunn)
(44.MMm.rTTT)

2.4. naHHble 0 NPOM3BOLCTBE NekapCTBEHHOro npenaparta B Poccuiickoin depepauum

(Npwn Hannunwm)

2.5. NYHKT UCKJTIIOYeEH

2.6. cBELleHNs 0 BOCMPOM3BEAEHHbIX UK BroaHanoroebix (61MononobHbIX)
NnekapcTBEHHbIX Npenapartax (Mpu Hann4um)

3. OcHoBaHMst gns UCKoYeHUs nekapcTtBeHHOro npenaparta m3 MMHUManbHOINro aCcCopTuMeHTa NekapCTBEeHHbIX
npenapartos, HeobX0OMMbIX ONSi OKa3aHUs MeANLMHCKON MOMOLK:

3.1. ﬂeKapCTBeHHbII?I npenapart He BXo4AUT B nepevyeHb XWU3HEHHO H606XO,D,VIMbIX N BaXKHenwmx neKapCTBEHHbIX
npenaparos;

3.2. npMMeHeHNe nekapcTBEHHOro npenapara B Poccuiickoint denepaumm npuocTaHOBNEHO;
3.3. rocynapcTBeHHas pernctpaums nekapcTBeHHoro npenapara B Poccuiickoin @ enepauuny 0TMEHEHA;

3.4. npekpalueH rpaxmaHckuini obopoT nekapcTBeHHoro npenaparta B Poccuiickoin depepaunn, B TOM yucne
npekpalleHo ero NPon3BoaCTBO.

4. [okyMeHTbl 1 OaHHble, 060CHOBbIBaOWME NpPeanoXxeHne ob WCKNOYEHUM NeKapCTBEHHOro npenaparta u3
MUHMMAbHOIO acCoPTMMEHTA NeKapCTBEeHHbIX MpenapaToB, HE0OX0OMMbIX NS OKA3aHUS MedVNUNHCKOW NOMOLWK:

4.1. [OKYMEHTbl W AaHHble, MNOATBEpXAallwye npekpalweHne rpaxaaHckoro obopoTa NeKkapCTBEHHOro
npenapara B Poccuiickoii denepaunm, B TOM Yucne npekpaleHne ero npousBoacTea

4.2. oaHHble, npencrtasneHHble 3asaBnTenem B MUHALMATUBHOM Nopsnke

5. Obwee KONMYECTBO NPEACTABNEHHBIX
DNOKYMEHTOB
Ha nmcTax.

Moponuck / /
3aaBuTens

Hata

MpunoxeHue N 5
Kk MNpasnnam bopmMnpoBaHmns nepeyHei
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NneKkapCTBEHHbIX NpenapaTos
A5 MEAVLIMHCKOr O NPUMEHEHNs

1 MMHUMaNbHOro accopTUMeEHTa
NIeKapCTBEHHbIX NMpenapaTtos, HEOBX0ANMbIX
N5 oKasaHWs MeaVLMHCKON NOMOLLM
(B penakuunu, BBEAEHHOW B AelCTBUE
¢ 9 Hos16pst 2018 ropa
noctaHosneHuem lNMpaentenscrea
Poccuinckon denepauun

oT 29 okTs16ps 2018 rona N 1283;

B pefakLuu, BBEEHHON B OeincTeune
¢ 17 nekabps 2020 ropa
noctaHosneHuem lNMpaentenscrea
Poccwuiickoin bepepauun

oT 3 nekabps 2020 rona N 2021;

B pefakuuu, BBeAeHHOM B OeicTBme
c 6 asrycrta 2024 ropa
noctaHosneHmem Mpasutenscrea
Poccuickon ®epnepaumm

ot 25 nong 2024 roga N 1009. -

CM. npeplaoyLyo peaakumio)

(cpopma)

3aknioyeHue no pesynbraTtaMm NPoOBeAeHUSA AOKYMEHTaNlbHOW 3KCNepTU3bl NpeasioXeHUs o
BKJTH0 YeHUUN (MCKJTI0 YeHUN) NeKapCTBEHHOro npenapara B Nepe4YHn neKkapcTBeHHbIX npenapaToB U
MMHUMalbHbIA aCCOPTUMEHT JIEKapCTBEHHbIX NMpenaparoB, HE00X0AMMbIX AN OKa3aHUSA
MeOULUUNHCKOW NOMOLLLMN

1. HacTosuee 3aknioyeHne KkacaeTcs MaTepruanos, NpeacTaBneHHbIX Ans:

1.1. BK/IIOYEHNS NekapCTBEHHOr o0 Npenapara B:

1.1.1. nepeyeHb XU3HEHHO HEOOXOAUMBIX N BAXHENWNX NEKAPCTBEHHbIX NPENapaTtos;
1.1.2. nepeyeHb OOPOrocToAWNX NEKAPCTBEHHbIX NPenapaTos;

1.1.3. nOANYyHKT ncknoyeH ¢ 17 nekbpsa 2020 rona;

1.1.4. MUHMManbHbIA ACCOPTUMEHT NEKAPCTBEHHbIX MpenapartoB, HEOOXOOUMbIX ONS OKa3aHus MeaULUHCKON
nomoLy (MUHUManbHbIA aCCOPTUMEHT);

1.2. UICKNIOYEHUNS NeKapCTBEHHOro npenapara us:

1.2.1. nepeyHs XM3HEHHO HEODXOAMMbIX 1 BaXHEMLWNX NEKAPCTBEHHbBIX MPENAPAaTOoB;
1.2.2. nepeyHsa JoporocTosWmMX nekapCTBEHHbIX NpenapaTos;

1.2.3. nOANYyHKT nckntoyeH ¢ 17 nekbps 2020 rona;

1.2.4. MUIHNMaNbHOIO aCCOPTUMEHTA.

2. lnbopmaums o nekapCTBeHHOM npenapare:

2.1. HauMeHoBaHNe:

2.1.1. MexayHapogHoe HenaTeHToBaHHOe ;
HaumMeHoBaHue
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2.1.2. B cniyyae oTCYyTCTBMSA MEXOYHAPOL4HOr0 HEMaTeHTOBaHHOMO HAaUMEHOBAaHNS -
rpynnMpoBOYHOE
HanMeHoBaHne ;

2.1.3. B cnyyae OTCYTCTBUS MEXOYHapOAHOro HenaTeHTOBaHHOMO U
rPynnNMPOBOYHOrO0 HAMMEHOBAHWIA - XMNYECKOE

HanMeHoBaHne ;

2.1.4. B cnyyae OTCYTCTBUSA UHbIX HAUMEHOBAHWIA - TOProBOEe HaMMeHOBaHWe

2.2. KOLL aHaTOMO-TepaneBTNYECKO-XMMUYECKO KNaccuguKaLmmy NeKapcTBEHHOro
npenapara

2.3. npennaraemble K BK/KOYEHMWIO NIEKAPCTBEHHbIE (DOPMbI 3aPErMCTPUPOBAHHOIO
nekapCcTBEHHOro npenapara (NnepeyncnnTb):

2.4. npennaraemMble K UCK/TIIOYEHWNIO NIEKapPCTBEHHbIE (POPMbI 3aperncTpupoBaHHOro
NeKapCTBEHHOro npenaparta (NepeyncnnTb):

3. Cpoku NpoBeLeHNs [OKYMEHTaNbHON 3KCNEPTH3bI:
c no

4. [okyMmeHTanbHas aKkcneptvM3a npemnnoXxeHns (B cooTBeTCTBUM C npunoxeHusmm Ne 1 mn 2 k [Npasunam
dopMMpOBaHMA MepeyvyHein NekapCTBEHHbIX npenapartoB ANAs MEOUUMHCKOrO MPUMEHEHUS U MUHUMANbHOMO
aCCOPTUMEHTA NEKAPCTBEHHbIX MPenapaToB, HEOOXOOMMbIX O OKa3aHus MeLULMHCKOW MOMOLWM, YTBEPXAEHHbIM
noctaHoBneHvem Mpasutenoctea Poccuiickoit @enepaumm ot 28 aerycta 2014 r. Ne 871 "O6 ytBepxaeHun MNpasun
dopMMpoBaHMA MepeyvyHein NekapCcTBEHHbIX npenapartoB AN1s MEeOUUMHCKOrO MPUMEHEHUS WU MUHWMAbHOroO

accopTMMeEHTa NeKapCTBEHHbIX NpenapaTos, HE0OX0OMMbIX ANS OKa3aHUs MeauLMHCKON nomowm"):

TpebyeMble cBeaeHUS VHdbopmaums o npencrasneHnm
TpebyeMbix CBEAEHWUIA 3aSBUTENEM
1. WNHopmaums o 3assutene 1.1. npencTasneHa B MONHOM
obbeme

1.2. npencTtasneHa He B MOJTHOM
obbeme (Nepeyuncnutb):
1.3. He npeacTtaBneHa

2.  VIHdopmaumsa o nekapCTBeHHOM 2.1. npeacrtaeneHa B NOMHOM
npenapare obbeme
2.2. npencras/ieHa He B NONHOM
ob6beme (nepeyncnmTb):
2.3. He npeacrtasneHa
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3. CseneHns o nekapCTBEHHOM 3.1. npencTasfieHbl B MNONHOM
npenaparte Ons BKIOYEHNS B obbeme
nepeyeHb XU3HEHHO HEOOX0aMMbIX  3.2. NPeACTaBNEHbl HE B NMOTHOM
1 BaXHENWnX neKkapcTBeHHbIX obbeme (nepeyncnunTb):
npenaparos, NepevyeHb 3.3. He npencTas/ieHsbl

JOPOroCTOSIWMX NEKAPCTBEHHbIX
npenapaToB 1 MAHUMATbHbIiA
acCOPTUMEHT (MCKNIOYEHUS U3
NePEeYHst XN3HEHHO HEOOXOANMBIX U1
BaXkHeMWnX NekapCTBEHHbIX
npenapartos, NepeyHs
LOPOroCTOSAIWMX NEKAPCTBEHHbIX
npenapaToB U MUHUMANIbHOIO

acCopTUMEHTA)

4. JlaHHble, 060CHOBbIBAIOLLME 4.1. npencTasneHbl B NOMHOM
npeanoXeHne 0 BKKYEHUN obbeme
nekapcTBEHHOro npenapara B 4.2. npencTaBneHbl He B MOJIHOM
nepevYeHb XM3HEHHO HeobXoaMMbIXx  0b6beme (NepedncnnTb):
N BaXHENWnX NeKkapCTBEHHbIX 4.3. He npencTasneHsbl

npenapaTos, NepeyeHb
[IOPOroCTOSAWMX NEKAPCTBEHHDIX
npenapaTos

Y MUHUMAnNbHbIA aCCOPTUMEHT (06
NCKNMOYEHNN NeKapCTBEHHOMO
npenapara 13 nepedHst XN3HeHHO
HEobX0AUMBIX U BaXXHEeLWmnxX
NeKapPCTBEHHbIX NpenapaTos,
nepeyHs LOPOroCTOAWMX
NeKapCTBEHHbIX NpenapaTtos u
MUHMMANbHOIO acCOPTMMEHTA)

5. 3ameuaHns no pes3ynbtaram OKYMEeHTa/lbHOM 3KCNepTu3bl NpeanoXxeHuns (I'Ipl/l Hannm4ymm Hy xXHoe OTMeTVITb)Z

5.1. HeHagnexauwee oPOpPMNEHNE MPELNOXEHNS U MPUAAraemMblx K HEMYy OOKYMEHTOB W CBEOEHWA, a TakXe
Hannyve B NPeLCTaBNEHHbIX 3N1EKTPOHHbIX dpainax NoBpeXAeHWUiA, He MO3BOJSAWMX PACTNo3HATb ero CoAepXaHue;

5.2. npenctaBneHne [OKYMEHTOB W CBELEHWI B HEMOHOM 06 beME;

5.3. npencrasneHve NPennoXeHns B TeyeHne 6 Mecsues nocne Aartbl ero nogadqn npu BbIHECEHUN KOMUCCUEN
peweHns 06 oTkase BO BKIOYEHUW NEKAPCTBEHHOro npenapara B nepeyeHb XMU3HEHHO HEOOX0AMMbIX U BaXHEWWNX
NeKapCTBEHHbIX MpenapaTos, NepeyeHb NOPOroCTOAWMX NEKAPCTBEHHbIX NPenapaTos 1 MUHUMASIbHbBIA aCCOPTUMEHT
(B MCKNIOYEHUWN NEKapCTBEHHOro npenapata U3 nepeyvyHst XU3HEHHO HEeOoOXOAMMbIX M BaXHEWWUX NekapCTBEHHbIX
npenaparos, MepeyHsl AOPOroCTOSWMX NIEKAPCTBEHHbIX NPenapatoB M MWHUMMANbHOMO acCopTUMEHTa) B pamkax
MeX[OyHapoOHOro HenaTteHTOBAaHHOrO HavMeHOBaHWA neKkapCTBEHHOro npenapara (NpyW OTCYTCTBMM Takoro
HaMMeHOBaHUs - B pamKax rpynnUPOBOYHOrO WAM XUMWUYECKOr0 HauMeHOBaHWS), 3a WCK/OYEHUEM Clyyaes,
npenycMOTPeHHbIX nyHkTamn 9 1 mn 9 2 [llpaBun OOpMUPOBAHUS NEpevyHein NeKkapCTBEeHHbIX npenaparosB Ans
MELVLMHCKOTO MPUMEHEHUS W MUHUMAanbHOrO acCOPTUMEHTa /eKapCTBEHHbIX NpenapaTtoB, Heob6XOAUMbIX ANs
oKasaHusa MeduLMHCKOW NnoMolu, yTBepXaeHHbIX noctaHosneHuem [pasutensctea Poccuiickon denepaumm ot 28
aerycta 2014 r. Ne 871 "O6 yTtBepxneHun lMpaBmn ¢OOpMMPOBaHUS NepevHeint NeKapCTBEHHbIX Mpenapatos Ans
MEIONLMHCKOTO MPUMEHEHUS W MUHUMAnbHOrO acCoOpPTUMEHTA /NeKapCTBEHHbIX MNpenapaTtoB, HEoO6XOAUMbIX ANs
OKa3aHus MeanLnHCKOoK noMoun™;

5.4. npeAcTaBneHve NPeANoXeEHNs B TeYyeHne 6 MecsueB nocne natbl ero nogayv npu BbIHECEHUM KOMUCCUE
peleHnsl O BKJIIOYEHMN NEeKapCTBEHHOro npenapata B MepeyeHb XWU3HEHHO HeoBXOOUMbIX U BaXHeMwnx
NeKapCTBEHHbIX MpenapaToB B paMKax MeXAyHapoOHOro HEernaTeHTOBAaHHOro HauMEHOBAHWS NeKapCTBEHHOro
npenapara (Npu 0TCYTCTBUM TAKOr0 HAMMEHOBAHUS - B pamMkax rpynnupoBOYHOrO UM XUMUYECKOr0 HaMMEHOBaHNS) -
ONS NeKapCTBEHHbIX MpenapaTtoB, NpeafiaraeMblXx K BK/IOYEHMIO B MNepeyeHb A0POrocToSIWMX NeKapCTBEHHbIX
npenaparos;

5.5. npeacrasneHne HeJoOCTOBEPHOWN NN NCKAXEHHOW NHdbopMauuu;
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5.6. mpenctaBneHne npeanoXeHus B TeyeHMe 6 MecsiueB nocne naTtbl ero MOBTOPHOro OTKIOHEHUS Mo
pesynbTataMm OOKYMEHTa/IbHOW 9KCNepPTU3bl.
6. Pesynbrart:

6.1. HanNpaBsuTb NPeasIoXEHNE HA KOMIMIEKCHYIO OLIEHKY;

6.2. HanpaBMTb B aApec 3asiBUTENs 3ak/loYeHMe C 3aMeyaHWsMM O HEeCOOTBETCTBMU YCTaHOB/IEHHbLIM
TpeboBaHNAM;

6.3. HanpaBuTb npennoXxeHne BHEWTATHOMY chneunanucty MI/IHI/ICTepCTBa 34paBOOXpaHeHns Poccuiickon
cDenepame Ona noaroTtoBkn pekoMeHgauum O BKJIKOYEHUN (I/ICKﬂIO‘-IeHVII/I) nekapcTtBeHHOro npenapara B
MUHUMASbHbIA ACCOPTUMEHT.

lMpencenartens

(3amecTuTenb npeacenarTens)
Kommccum

MuHUCTepcTBa 38paBOOXPAHEHNS
Poccuiickon ®epepaumm

no cpopMUpOBaHMIO NepeyHei
NeKapCTBEHHbIX NpenaparTos ans
MEANLMHCKOro NpUMeHeHMs

N MUHMMANbHOrO aCCOPTUMEHTA
NneKkapcTBEHHbIX NpenapaTos,
HeobXx0AMMbIX NS OKasaHus
MeANLMHCKON MOMOLLM

/
(bata) (noanucek, pacwmndgposka nognuncu)

Mpunoxexne N 5_1

K MNpasunam oopMMpoBaHnNs NepeyHen
NneKkapCTBEHHbIX NpenapaTos

AN MeONLUMHCKOrO NPUMEHEHNs

N MMHUMANbHOrO acCopTUMEHTa
NneKkapCcTBEHHbIX NpenaparTos,
HeobX0AMUMBIX IS OKasaHus
MeOMLIMHCKON NOMOLLM
(LJononHnTensHO BKIOYEHO

¢ 9 Hos16ps 2018 roga
noctaHoeneHuem lMpaentenscrea
Poccuinckon denepauun

oT 29 okTs16ps 2018 roga N 1283;

B pefakuuu, BBe4eHHOW B OeicTeme
c 6 aerycta 2024 rona
noctaHosnexvem lNpaeutenbcrea
Poccuiickon ®enepaumu

ot 25 monga 2024 roga N 1009. -
CM. npeaplayLuyto peaakumio)

TpeboBaHUS K METOL0/I0rMYECKOMY KauyecTBY KIMHMKO-3KOHOMUYECKUX UccnenoBaHun
NeKapcTBEHHOr o npenapara u uccnenoBaHUn C UCMOJIb30BaHMEM aHann3a BIUSIHUA Ha 610 aXeTbl
610 0 xeTHOM cuctembl Poccuinckon depepaumm

1. KonnyectBeHHas oueHKa KIMHMKO-3KOHOMUYECKMX UCCNnenoBaHunii nekapcTBeHHbIX npenapaToB NPoOBOANTCA B
COOTBETCTBUN C KPUTEPUAMU OLLEHKN METOOONOrN4eckoro kadyecrtesa KJIMHNKO-3KOHOMMNYECKOIro nccnenoBaHms.
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Kpl/ITepVIVI OuUeHKU MetTonoJsiornyeckoro kayecrsa KJ;IMHUKO-3KOHOMNUYECKOro uccnepoBsaHus

HavmMeHoBaHune Kputepua oueHKun
MeTooonorn4yeckoro kadyecrtea
nccnenosaHuA

PesyanaT OouUeHKN

Lllkana oueHkn
(6annos)

10.

11.

12.

rlpe,D,CTaB)'IeHbl pe3ynbTarthbl
0TeyeCTBEeHHOro nccnenosaHu4 (aBTOp,
Ha3BaHWe, NCTOYHUK

ny6nvkauuu, ron)

PaccmatpureaeMble nokasaHus K

npPMMeHeHunto1

Bbibop npenapaTa cpaBHeHWs 2

MeTon KNMHNKO-3KOHOMMYECKOro
nccnenosaHus - COOTHoWeHWe 3aTpart

3O PEKTNBHOCTH,

COOTHOLWEeHne 3aTpaTt 1 NoNe3HOCTH,
MUHMMKU3aLUMA 3aTpart?

XapakTepuCcTUKy NaLneHTOB 1
CPaBHVBAEMbIX NEKAPCTBEHHbIX
npenapaTtoB B KIMHUYECKUX

nccnenoBaHmUsAX4

Bbibop kpUTEprEB OLIEHKN

30 PEKTUBHOCTU S

LleHa Ha nekapCTBEHHbIA Npenapar 6

Pacuet npsiMbIX MeOULMHCKKX 3aTpart’

OnuncaHne matemaTmn4eckon mooenm

(Npwn Hanuunn) 8

MpencTaBneHve 3aTpat Npu onMcaHnm

pesynbTaToB?

MpencraBnexHve pesynbTaTos10

AHanuna YyYBCTBUTENbHOCTU 11

COOTBETCTBYET

He COOTBETCTBYyeT

cooTBeTCTBYET

He COOTBeTCTBYyeT

COOTBETCTBYET

He COOTBETCTBYyeT

cooTBeTCcTBYyeT

He CoOTBeTCTByeT

cooTBETCTBYET

He COOTBeTCTBYyeT

cooTBETCTBYET

He COOTBeTCTByeT

cooTBETCTBYET

He COOTBeTCTBYyeT

COOTBETCTBYET

He COOTBETCTBYyeT

cooTBeTCcTBYyeT

He COOTBeTCTBYyeT

COOTBETCTBYET

He COOTBeTCTBYyeT

cooTBeTCTBYEeT

He coOoTBeTCTByeT

cooTBeTCTBYET

+3

+3

+3

+3

+0,5

+0,5

+3

+3

+3

+3

+3

+0,5
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He COOTBETCTBYET 0
13. Ccbinkn Ha CNOIb30BaHHbIE COOTBETCTBYET +0,5
WCTOYHUKM MHpopMaLmnni2
He cooTBeTCTBYeT 0

Ntoro

VToroBass KonnM4yecTBEHHas OLEHKa MeTodONIONMYECKOro KavyecTBa KNHUKO-3KOHOMUYECKOro WCCNenoBaHus
NneKkapcTBeHHOro npenapara:

ON5 BbIHECEHWNS 3aKNI0YEHUS O BbICOKOM METOA0/IONMYECKOM KayecTBe KIMHMKO-3KOHOMUYECKOro uccnenoBaHms
NeKapCTBEHHOro npenaparta He MeHee 29 6annoB Npy HanM4yMU MaTeMaTUYeckoin Moaenu, He MeHee 26 6anos Npu
OTCYTCTBUM MaTteMaTn4eckon Mooenu;

Ona BblHECEHUA 3aKNMio4YeHnsa O cpeaHeM MeTon0/Iorn4eckoM KayecTee KIMHUKO-3KOHOMMYECKOro nccnenosaHms
NnekKapCTBEeHHOro npenapara He MeHee 27 6annos npu Hann4nm mMaTtemMaTuyeckon mMogenu, He MeHee 24 6annos npu
OTCYTCTBUM mMaTteMaTn4eckoin Mooenu;

NS BbIHECEHWUS 3aKMOYEHUSI O HU3KOM METOLONOMMYECKOM KayecTBe KIMHUKO-3KOHOMMYECKOrO UCCNenoBaHmnst
NeKapCTBEHHOro npenapata MeHee 27 6annoB Mpu Hanvyuyu MaTteMaTuyeckoi mMoaenu, MeHee 24 6annos npw
OTCYTCTBUM MateMaTU4YecKor MoLenu.

1MokasaHns K NPUMEHEHMIO NPELNAraeMoro NeKapCTBEHHOrO npenapaTa, No KOTOPbIM MPOBOAMNACH KAUHUKO-

9KOHOMMYeCcKasa oueHKa, COOTBETCTBYIOT Noka3aHusMm, coaepXKalnmca B MHCTPYKUMKX NO Me ANUMHCKOMY NMPUMEHEeHUIO
nekapcTBeHHOro npenapara. B cnyyae Hannymga HecKoNnbKux nokasaHuim K NPUMEHEHNIO nNpencTaBnyaloTCA
pe3ynbTatbl KNIMHUKO-SKOHOMNYECKUX nccnenoBaHuii Mo BCEM NMOKasaHUsM Nnbo no nokasaHuam npun 3a60ﬂeBaHVI9|X,
XapakTepunsyruwmnxcs Hanbonbluel 3a60ﬂeBaeMOCTbI'O, CMEPTHOCTbIO A MHBanuansauunen.

2Ecnn  nekapCTBEHHbI MpenapaTt npennaraeTcsl K BK/OYEHWIO B MNEPEYEHb XWBHEHHO HEOB6XOOMMbIX U

BaXHEeWWNX NeKapCTBEHHbIX MpenapatoB AN MeOWUMHCKOro MPUMMEHEHWUs, B KayecTBe npenaparta CpaBHEHWS
UCMONb3yeTCa NEKAPCTBEHHLIA npenapat (npenapartbl), BKMIOYEHHbIA B MNepPeyYeHb XU3HEHHO HEOBX0OMMbIX W
BaXHEWWNX NEeKapCTBEHHbIX MpenapatoB AN MeOWUMHCKOro MPUMEHEHWs, eCnv NeKapCTBEHHbIM npenapart
npepnaraeTcs K BKNOYEHWNIO B NEPEYEHb NEKAPCTBEHHbIX MPenapartoB, NpefHasHayYeHHbIX Ans obecrnevyeHns nu,
60NbHBIX TreMOUNMeld, MyKOBUCLMAO30M, TMNOGM3apHbIM HaHU3MOM, 6one3Hblo [owe, 3n10KaYeCTBEHHbIMU
HOBOOOPa30BaHMSAMY NMMAOULHOW, KPOBETBOPHOW N POACTBEHHbIX UM TKAHEW, PACCESHHBLIM CKNEPO30M, FrEMONTIMTUKO-
YPEMMYECKMM CMHOPOMOM, HOHOLIECKMM apTPUTOM C CUCTEMHbIM Hayanom, mykononucaxapmgosom |, Il n VI tnnos,
annacTM4yeckolh aHeMuei HeyTOYHEHHOW, HacneacTBeHHbIM gedouuutom doaktopoB Il (dpubpuHoreHa), VI
(nabunbHoro), X (CtioapTa - MNpayspa), a TakXxe nul Nnocye TpaHCcnnaHTauun opraHoB 1 (Unn) TKaHel, B kayecTee
npenapara CpaBHEHUS WCMONb3yeTCs NeKapCTBEHHbI npenapar, BKYEHHbI B MNepedyeHb NeKkapCTBEHHbIX
npenapaTtoB, NpefHa3HaYeHHbIX A5 obecnedeHns nuu, BONbHbIX reMouInein, MykoBMCLMLO30M, rMNogu3apHbIM
HaHn3MoM, 6onesHbio [owe, 3N10Ka4eCTBEHHBIMM HOBOOOPA30BAHNAMU NUMADOVNIHON, KPOBETBOPHON M POACTBEHHbIX
UM TKaHeW, pacCesHHbIM CKNepO30M, reMONNTUKO-YPEMUYECKUM CUHOPOMOM, HOHOWECKMM apTPUTOM C CUCTEMHbIM
Havanom, mykononucaxapwugosom |, Il n VI Tunos, annacTu4yeckom aHemuein HeyTOYHEHHOW, HacnencTBEHHbIM
necpuumtom daktopoB Il (dombpuHoreHa), VIl (nabwunbHoro), X (Ctioapta - [Mpayspa), a Takxe nuy nocne
TpaHcnnaHTauun opraHoB u (Mnu) TkaHen. lMpenapat cpaBHEHWS MNPUMEHSETCA B TeKylehd npakTuke nevyeHus
naumMeHToB MO TEM Xe MOKasaHusIM 1 B TakOW Xe KMHUYECKOW CUTyauuu, YTO 1 npepnaraemblii N1eKapCTBEHHbIRA
npenapat. ONTUManbHOW anbTEPHATUBOW ANS CPaBHEHWUS SBNsSeTCS Haubonee agOEKTUBHBIA N3 NEKAPCTBEHHbIX
npenapaTos, BK/IIOYEHHbIX B COOTBETCTBYIOWMIA NEPEYEHb U UCMOMbIYIOWMXCA N0 TEM Xe MOKa3aHWsSM 1M B TaKOh Xe
KMHUYECKON CUTYyaunu, 4TO 1 NnpegnaraemMblii nekapcTBeHHbI npenapart. [pyM Hann4mMm HeCKONbKUX NeKapCTBEHHbIX
npenapaTros C 0AMHAKOBON 3(PEKTUBHOCTLIO ONTUMANbHOW anbTEePHATMBON ANS CPABHEHUS SBNSIETCHA TOT U3 HUX,
KOTOPbIN XapakTepusyeTcs HaMeHbLEeN CTOUMOCTbIO 3a KYPC leYeHus.

3Mpn Hannumm no  pesynbTataM  KAWHWYECKMX WCCNEeAOoBaHWA CTAaTUCTUYECKM 3HAYMMbIX Pasfiyuii Mo
adbdpekTUBHOCTU M (Mnm) 6e3onacHoCTVM Mexay npennaraeMblM JIeKapCTBEHHbIM MpenapaToM W npenapaTtom
CPaBHEHWSA WCMONb3YKOTCA METOAbl pacyeTa COOTHOWEHUS 3aTpat M 3EEKTUBHOCTW, MPU OTCYTCTBMU MO
pesynbtataM KJIUHUYECKMX WCCNEAOBaHWA CTaTUCTUYECKM 3HAYUMBIX Pasfiuuuii no agPeKTUBHOCTA U (1)
6e30MacHOCTN MexX .y npeanaraemMbiM NeKapCTBEHHbIM NPENapaToM 1 NpenapaTtoM CPaBHEHWUS UCMONb3YEeTCS METOL,
MUHMMM3aLMK 3aTparT.

4XapakTepucTUKM nauueHToB (Mon, BO3pacT, TedyeHue 3aboneBaHus, doopMa 3abonesaHus, CTanus
3aboneBaHnsl, NUHUS Tepanuu, NPefWwecTByOWas Tepanus) 1 CPaBHMBAEMbIX JIEKAPCTBEHHbIX MNpenapaToB
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(ﬂeKapCTBeHHaﬂ doopma, pexum [o3nposaHus, cnocob BBe,EI,eHI/IFI) B KJIMHMYECKUNX WnUccnenoBaHnsax, pe3dynbtaTthbl
KOTOPbIX NCMNO/b30BaAHbI ANA obocHoBaHMs Bbl60pa MeTona KNMHUKO-3KOHOMNYEeCKOro nccnengoBaHms, COOTBETCTBYIOT
XapakTepuctnukam naumeHTos W CpaBHMBAEMbIX NeKapCTBEHHbIX npenapartoB, ouUueHunBaeMbiM B KJINHUKO-
9KOHOMMYECKOM nccnenosaHun.

sBbibop KpUTEPUEB OLEHKWN 3DIEKTUBHOCTM NEKAPCTBEHHOrO NMpenapara, MCMoib30BaHHbIX NMPW MNPOBELEHWU
K/IMHMKO-3KOHOMMYECKOro  MUccnepnoBaHWs,  COOTBETCTBYET  pe3ynbTataMm  KIAWMHWYECKUX  UCCeloBaHwui,
npeacTaBfieHHbIX B COOTBETCTBYIOWEM MPEANOXEHWMN, yKadaHHOM B nyHkTe 13 [NpasBun dhopmmpoBaHus nepedHei
NeKapCTBEHHbIX MpenapaTtoB ON9 MeAMLUMHCKOro MPYMEHEHNs W MUHUMAaNbHOrO acCopTUMMEHTA NeKapCTBEHHbIX
npenapaTtos, HEOHXOAMMbIX 4N OKasaHus MeAULIMHCKOM MoMOoLM, YTBEP X AeHHbIX NocTaHoBneHueM MpaButenbctea
Poccuiickoin depepaunn ot 28 asrycta 2014 r. Ne 871 "O6 ytBepxneHun lNpasun ¢hopMUPOBaHWSA NepeYHeit
NeKapCTBEHHbIX MpenapartoB AN MeOVUMHCKOrO MPYMEHEHNS W MUHUMAaNIbHOrO acCOPTUMMEHTAa NeKapCTBEHHbIX
npenapartos, HeOBX0AMMbIX /15 OKa3aHUs MeaULMHCKOM nomowmn" (aanee - MNpaeuna).

sPacyeT 3aTpaT OCyWECTBNSIETCA Ha OCHOBAHWM LEHbl /eKapCTBEHHOro npenapaTta He HuXe LeHb,

MNaHVpyemoil K rocyAapCTBEHHOW peructpauunW, a B Cnydyae, €CNiu LeHa Ha npeanaraemblii NeKapCTBEHHbIN
npenapar yXe 3apeructpupoBaHa, - Ha OCHOBaHWWN NpejenbHON OTMYCKHOW LeHbl NPOn3BoANTENS C YH4ETOM Hanora
Ha po6aBNeHHY0 CTOUMOCTb.

7Pacuer NpsAMbIX 3aTpaTt, CBA3aHHbIX C HENOCPEACTBEHHbIM OKa3aHMeM MeAMLNHCKON NOMOLLN, OoCylecTBnAaeTCcsa

UCXOLS U3 CPELHUX HOPMATUBOB (PMHAHCOBBIX 3aTpaT Ha eauHuLy o6bemMa MeLMUMHCKOW NMOMOLWM, YCTaHOBNEHHbIX
nporpamMMoli rocyAapCTBEHHbIX rapaHTuin 6ecnnaTHOro okasaHusi rpaxaaHaMm MeOVUMHCKOW MoMoWwmn Ha oYepenHoi
rog v nnaHoBbI Nepuoa.

8|_|[Z)I/I nposefeHnn KNWHUKO-3KOHOMMYECKUX UCCnefoBaHUin C WUCNoNb30BaHMEM MEeTOA0B MaTeMaTuyeckoro

MOOENNPOBAHMS B COCTaBe OTYeTa (CTaTby), NPEACTABNEHHOrO B COOTBETCTBMU C npunoxeHnem Ne 1 k Mpasunam,
UNM B MPUIOXEHUN K HEMY NMPELCTABASETCS MaTeMatudeckasi MoLefb C OMNMCaHWEM METOLMKU MOLENVPOBAHUS,
BK/llOYAlOWas OMucaHWe CTPYKTYpbl MOLENM, OCHOBHbIX OOMNyWeEHWA MOAenn C Ux OOOCHOBaHMEM, KIHOYEBbIX
napameTpoB [LNs pacyeToB, UCTOYHUKOB MHCOOPMAUMW O 3HAYEHUSIX KIIOYEBLIX MAPaMeTPOB WU NPUBELEHMWE
MEeTOLMKU pacyeTa.

9|-|pVI onncaHnm pe3ynbTaTtoB NccnenoBaHMs oTOoeNbHO yKa3blBalOTCA:

3aTpaThl Ha NpeanaraeMmblil NekapCTBEHHbI Npenapar 1 npenaparT (npenapatbl) CPaBHEHNS;

Jpyrue npsmble 3aTtpaTtbl, CBA3a@aHHble C HENOCPEACTBEHHbIM OKas3aHWeM MeOWUMHCKOW MNoMowWWn (ecnu
paccyMTbiBannCh);

npsiMble 3aTpaTtbl, He CBA3aHHble C HEMNOCPeACTBEHHbIM OKasaHWeM MeaMUMHCKOM nomowm (ecnu
paccyMTbiBaInCh);

KOCBEHHble 3aTpaThbl, CBA3aHHbIE N HEe CBA3aHHbIe C HEMOCPEACTBEHHbIM OKasdaHueM MeanuUMHCKON nomolm (ecnu
paccunTbiBANuCh).

10Pe3yanaT aHanmsa MunHMMmsaunn 3atpat npencrtaBndeTcd B Buae pa3HuMubl B 3aTpartax, O6yCI'IOBJ'IeHHbIX
npuMeHeHneM npennaraeMoro neKkapCTBeHHOro npenapara v npenaparta CpaBHEHUA;

pesynbTaT aHanM3a COOTHOLWEHMS 3aTpaT U 3PEEKTUBHOCTY NPEACTABNAETCS B CNyyasx:

eCnu npennaraemblii NeKapCTBEHHbIN MpenapaTt xapaktepuayeTcsi 6onblert 3EKTUBHOCTbIO U Bonbluei
CTOMMOCTbIO, YeM npenapaTt CpaBHeHusl (B BMOE COOTHOLWEHMS 3atpaT U 3PEEKTMBHOCTM ONs NpeanaraemMoro
NleKapCTBEHHOrO npenapaTta W npenapata CpaBHEHUS W nokasaTens npupaweHns apdekTUBHOCTM 3aTpaTt
(MIHKPEMEHTHOro nokasaTensi COOTHOWEHUS 3aTpaT U aPPEKTUBHOCTM);

eCcnn npennaraemMblii NEeKapCTBEHHbIA Npenapat xapakTepuayeTtcst 6onblieli 3EKTUBHOCTbIO U MeHbLUEei
CTOMMOCTbIO, YeM MpenapaTt cpaBHeHus (B BUOE pasHULbl B 3aTpatax W pasHuubl B 3PMEKTUBHOCTU TaKmx
NEeKapCTBEHHbIX NMPENapaTos).

11 AHaIM3 YyBCTBMTENBHOCTY PE3YNbTAaTOB PACYETOB K MU3MEHEHUSIM ClieayoLWMX NapaMeTpoB MOLENN BKOYaeT:

0N aHannsa MUHMMM3auuMn 3atpaTt - LeHy Ha npegfaraemblii NekapCTBEHHbI npenapaT W UeHy Ha npenapat
CpaBHEHNS;

IONs aHanusa COOTHOLWEHWs 3aTpaT U apPEeKTUBHOCTU - LiEHYy Ha Npeanaraemblii NeKapCTBEHHbIA npenapart u
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UeHy Ha npenapaT CpaBHEHWs, nokasaTenu KAUHUYECKOM 3CPEKTUBHOCTM MpeanaraeMoro NekapcTBEHHOro
npenapara v npenapara cpaBHEeHUs.

12B oTyeTe (CTaTbe), npencrtasieHHOM B COOTBETCTBUU C NPUNOXKEHNEM Ne 1 k I'IpanmaM, YKa3blBalOTCA CCbINKN
Ha MCMNONb30BaHHbIE NCTOYHUKN MHpopMaLIMK ONa KaX A0ro 3Ha4eHus nokasartenei, a Takxxe MeToanku pacyeTa.

2. KonnyectBeHHas oueHKa WUCCNeAoBaHWs C WCMONb30BaHWEM aHanva3a BAUSHWUS Ha 6roaxeTbl HoaXeTHo
cuctembl Poccuiickoih ®depepaumun (oanee - 6l04XeT) NPOBOAMTCA B COOTBETCTBUM C KPUTEPUAMU OLIEHKU
METOA0/I0rM4eCKOro KayecTsa UCCNefoBaHNS C UCNONb30BaHMEM aHaNN3a BIMSHNSA Ha BloaxerT.

Kputepum oLeHKM MeTo0/1I0rM4eckoro Kauectea uccnieaoBaHusi ¢ UCMNoJib30BaHUEM aHanNu3a
BNUSIHNS Ha 610 aXeT

HanmeHoBaHne KpnTepus oueHKn PesynbTat oueHku Wkana
METOL0NOrMYecKkoro kayecTea OLEHKM
nccnenoBaHns (6annos)
1. [llpencTtaBneHbl pe3ynbTathl COOTBETCTBYET +3
OTEYeCTBEHHOr0 UCCnenoBaHus
(aBTOpP, Ha3BaHWe, NCTOYHUK He COOTBETCTBYeT 0

ny6nvkaumu, ron)

2. PaccmatpuBaeMble nokasaHus COOTBETCTBYET +3
K NPUMEHEHMIO !
He CoOTBETCTBYET 0
3. UeHa Ha nekapCTBEHHbIV Npenapat2  COOTBETCTBYET +3
He COOTBETCTBYET 0
4. Pacyert npsaMbIX MEOULMHCKUX 3aTpaT COOTBETCTBYET +3
3
He COOTBETCTBYET 0
5. OnwncaHue matemaTnyeckon MOLAENN  COOTBETCTBYET +3
(Npwn Hannynn) 4
He COOTBEeTCTBYeT 0
6. [pencraBneHve NPsIMbIX MEOULIMHCKUX COOTBETCTBYET +3
3artpart npu onMcaHumM pesynbTaToBss
He COOTBETCTBYET 0
7. BpeMeHHO ropnsoHT 6 COOTBETCTBYET +0,9
He COOTBeTCTBYeT 0
8. XapakTepuCTUKM U YNCNEHHOCTb COOTBETCTBYET +3
LeneBor NonynsaumMm nauneHToB
He CoOTBeTCTBYET 0
9. [peacTtasneHne pesynbTaTos’? COOTBETCTBYET +3
He COOTBETCTBYeT 0
10. AHann3 4yBCTBUTENbHOCTN 8 COOTBETCTBYET +0,5
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He COOTBETCTBYET 0
11. Ccbinky Ha MCMNOJIb30BaHHbIE COOTBETCTBYET +0,5
WCTOYHUKW MHpopMaLmn 9
He COOTBEeTCTBYET 0

Ntoro

NTorosas konumyectBeHHasi oLEeHKa MeTOLONOrMYEecKoro KayectTsa MCCNenoBaHNs C MCMOMb30BaHMEM aHanmaa
B/IMSIHUSA NEKapCTBEHHOro npenapaTa Ha 6ioaxerT:

ONsi BblHECEHUS 3aK/MOYEHUS O BbICOKOM METOOONIONMYEeCcKOM KadyecTBe uccnenoBaHuss € MCNONb30BaAHUEM
aHanmaa BAWSHWS IeKapCTBEHHOro npenaparta Ha 6ioaxeT - He MeHee 25,5 Hanna npu HanUYMM MaTeMaTuyeckon
mMo4enu, He MeHee 22,5 6anna npu oTCyTCTBMU MAaTEMATMYECKON MOLENu;

ONS BblHECEHMS 3aK/IOYEHUS O CpedHEeM MeTOLONOrMyeckoM KayeCTBE MWCCNenoBaHMS C MCMOb30BaHWEM
aHanusa BNUSIHUS NIeKapCTBEHHOro npenaparta Ha b6ioaXxeT - He MeHee 24 HannoB NPy HaNMYMKU MaTemMaTU4eckoi
mMoaenu, He meHee 21 Hanna Npu OTCYTCTBUM MaTEMaTUYECKON MoLenw;

ION15 BbIHECEHMS 3aKNI0YEeHNs O HU3KOM METOLO0NO0rMYeckoM KayecTse UCCefoBaHns C UCNOb30BaHMEM aHanmsa
BAIMSIHNS NEKapPCTBEHHOrO npenapaTta Ha b6oaXxeT - MeHee 24 6annoB NPy HANNYMM MaTeEMaTUYECKO MOAENN, MEHee
21 6anna npu OTCYTCTBUM MAaTEMATUYECKON MOAENN.

1lokasaHmsa K NPpUMEHEHO npepgnaraeMoro nekapCTtBeHHOro npenapara, No KOTOPpbIM npoBOAUNICA aHanu3

BNMSIHUS Ha OroaoxeT OioaxeTHol cuctembl Poccuiickoih ®epepaumn (nanee - 6104XeT), COOTBETCTBYIOT
nokasaHusaMm, CoOAEepXalmnMCs B MHCTPYKLUUN MO MEAMLIMHCKOMY MPUMEHEHUIO NEKapCTBEHHOro npenapara. B cnyyae
HanMunsi HeCKONbKMX MOKasaHWui K NMPUMEHEHWI0 MPeaCcTaBNsOTCS pe3ynbTaThbl aHanvM3a BAUSHUS Ha OoOXeT Mo
BCEM nokasaHusiM nmbo no nokasaHusm npu 3aboneBaHusX, xapakTepusylowmxcs Hanbonbluein 3a6oneBaemMocTbio,
CMEPTHOCTbIO U uMHBanupuaaumein. Ecnn nekapCTBEHHbI Npenapat npeanaraetcsa K BK/OYEHMIO B MepeyvyeHb
XW3HEHHO HEeobXOAUMbIX WM BaXHEWWWMx NeKapCTBEHHbIX NPenapatoB ANsS MeAULMHCKOro MpUMEHeHust u (1nau)
rnepeyeHb NEKApPCTBEHHbIX MNpPenapartoB, MpeAHasHayYeHHblX Ons obecrnedeHuss nud, O60NbHbIX reModunmen,
MYKOBMCLIMOO30M, TUMOCOM3apPHbIM  HaHM3MOM, 6o0nesHbto [owe, 3710Ka4YeCTBEHHbIMM  HOBOOOPA30BaHUSIMU
NMMAPONIHON, KPOBETBOPHOW W POACTBEHHbLIX UM TKaHER, pPacCesiHHbIM CKNepo30M, FeMOUTUKO-YPEMUYECKNM
CUHOPOMOM, HOHOWECKUM apTPUTOM C CUCTEMHbIM Havanom, mykononucaxapunosom |, Il n VI tunos, annactunyeckon
aHeMuein HeyTOYHEHHOW, HacneaCTBEeHHbIM Aedonumtom goakTopos Il (dpunbpuHorena), VIl (nabunbHoro), X (CtioapTa -
[Mpayspa), a TakXe nuu nocne TpaHcnnaHTaunm OpraHos U (UNK) TKaHen, U He UMeeT TepaneBTUYeCcKn aHanornyHoro
NleKapCTBEHHOro npenapaTa, obnapamwero [O0oKa3aHHbIMA KAVHUYECKUMK, U (MNIKM)  KINMHUKO-3KOHOMUYECKUMMN
npemMyliecTeamm, n (Mnn) ocobeHHOCTSAMU MexaHuM3Mma OeilcTBUSl, B COOTBETCTBYIOWEM MepeyHe (MpeacTtasnsieT
coboli HOBbLIi MOOXOO K JIeYEHWI), MokKasaHue, Mo KOTOPOMY TMPOBOOWUTCS aHanvM3 BAUSHUS Ha OrogXxer,
cooTBETCTBYET 3ab0NeBaHUSIM (COCTOSIHUAM) M3 TOW Xe Tpex3HayHoin pybpukn MeXxOyHapoOHOR CTaTMCTMYECKOi
Knaccudpukaumm 6onesHein 1 Nnpobnem, CBS3aHHbIX CO 300POBLEM, YTO U NMoKasaHue, cogepXalleecs B UHCTPYKLMM
no MEAMUNHCKOMY MPUMEHEHNIO NpeanaraemMoro nekapcTBEHHOro npenapara.

2MpenctaBneHne pacyeTta 3aTpaT OCYLWECTBNSIETCS Ha OCHOBAHWM LEHbl HEe HKXe LEHbl, MiaHupyeMon K
roCynapCTBEHHOW peructpaumu, a B Clyyae, €CnyM LeHa Ha Mpeanaraemblii NeKkapCTBEHHbIA mpenapart yxe
3aperncTpypoBaHa, - Ha OCHOBaHWW MpenenbHOW OTMYCKHOM LeHbl MNpOM3BOAMTENS C YYETOM Hanora Ha
n06aBNEHHYO CTOMMOCTb.

3PacyeT npambix 3aTpar, cBA3aHHbIX C HEMOCPEACTBEHHbIM OKa3aHMeM MeauLIMHCKOWM NMOMOLLW, OCYLWeCTBNSETCS
NCX0A5 N3 CPEeOHUX HOPMATMBOB (PMHAHCOBbLIX 3aTpaTt Ha efuHULY 06beMa MeOVLMHCKOR NOMOLLM, YyCTaHOBNEHHbIX
nporpaMMoi rocynapCTBEHHbIX rapaHTuii 6ecnnaTHoro okasaHus rpaxnaHaMm MeauLMHCKOM MOMOWM Ha oYepenHoii
ron 1 NnaHoBblA Mepunoa.

4|_|pl/l nposeneHMn aHanusa BAWAHNA Ha 6l00XeT C WUCNOMb30BaHMEM METOOOB MaTeMaTU4Yeckoro

MOLENMPOBaHMa B COCTaBe oTyeTa (CTaTbu), NPEACTaBNEHHOro B COOTBETCTBUMN C npunoxeHvem Ne 1 k MNpasunam
oOpMUPOBAHUS  MEepeyHelrt NleKapCTBEHHbIX MpenapaTtos ONn8 MeOUUMHCKOro MPUMEHEHUS W MUHUMAasbHOro
aCCOPTMMEHTA NeKapCTBEHHbIX MpPenapaToB, HEOOXOAMMbIX ANS OKa3aHUS MeLULMHCKOW NMOMOLWW, YyTBEPXAEHHbIM
noctaHosneHvem lMpasutenoctea Poccuiickoit @epepaunm ot 28 asrycta 2014 r. Ne 871 "O6 yteepxaeHun MNpasun
POpPMUPOBAHUS MepeyHelrt NeKapCTBEHHbIX MpenapaToB AONn8 MeOUUMHCKOro MPUMEHEHUs W MUHUManbHOro
accopTMMEHTa NeKapCTBEHHbIX MpenapartoB, HEOOXOAMMbIX ONS OKasdaHWs MeAWUMHCKON nomown", npeacTaBnseTcs
mMaTemaTmyeckas Mogenb, afanTUpoBaHHas K CUCTEME OTEeYECTBEHHOr0 3A4PaBOOXPaHEHNS, C ONMCaHWeM METOAMKN
MOLEeNMPOBaHNS, BK/OYAOWEl OnMcaHne CTPYKTYpbl MOAENW, OCHOBHbIX OOMyWEHUA Modenu ¢ nx 06OCHOBaHWEM,
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KNIOYeBbIX NapaMeTpoB AN pacyeToB, MCTOYHWKOB WHpOpMALMW O 3HAYEHUSAX KIIOYEBbIX MapamMeTpoB UAn
npueegeHne MeToankin pacyera.

sPacyeTbl He YYUTbIBAIOT NpsAMble 3aTpaTthbl, HE CBA3aHHble C HEenoCPeACTBEHHbIM OKasaHMeM MeaUUUHCKOMN

nomouwn, n 3arpartbl, CBA3aHHble N He CBA3aHHble C HEenocpencTBEeHHbIM OKa3aHneM MeOVLMHCKOW MOMOLLU (I'Ipl/l
onncaHmm pe3ynbTaTtoB OTAE/IbHO YKa3blBAOTCA 3aTpaTthbl HA NEeKapCTBEHHYIO Teparwno).

6BpeMeHHOI7I nepuon aHanm3a BNUAHUA Ha 6iogxeT coctaBnsieT He 6Gonee 5 ner, npn 3TOM OTAOENIbHO
yKasblBaloTCS pe3ynbTaTthl pacyeTos 3a 1-i rog.

7Pe3yanaT aHanusa BNusiHUS Ha booxer npencrtaesndeTcd B Buae pa3HuuUbl B NMPsMbIX 3aTpaTtax, CBA3aHHbIX C

HenocpPeACTBEHHbIM OKa3aHMeM MeAMUMHCKOW NMOMOLWW, MeXAy TeKyllei npakTMKOW nekapcTBeHHoin Tepanuun (6e3
yyeTa BK/IOYEHUS B COOTBETCTBYIOWMIA MNepedyeHb npennaraeMoro fekapCTBEHHOro npenapata) M 0Xuagaemon
NpPakTUKOM (C y4eTOM BK/IHOYEHUS B COOTBETCTBYIOWMIA NepeyeHb npennaraeMoro nekapcTBeHHOro npenapara) 3a
yKasaHHbI BpeMeHHol nepuod. [Npu 3TOM ecnv nekapcTBeHHbIV npenapaT npeanaraeTcs K BKIOYEHNIO B NepeyeHb
XN3HEHHO HEOBXOOMMBIX W BaXKHEWWMUX NEeKapCTBEHHbIX MpenapatoB AN MeAWUMHCKOro MNPUMEHeHns u (1nn)
nepeyeHb NEKapCTBEHHbIX MPEnapaToB, MpefHa3HAYeHHbIX AOnd obecnedyeHns nuu, O6ONbHbIX remMouUnmnen,
MYKOBUCUMOO30M, TuMnocousapHbiM  HaHM3MoM, 06onesHblo [owe, 3710Ka4yeCTBEHHbIMW  HOBOOHpPA30BaHUSAMU
NMMMAONIOHON, KPOBETBOPHOA M POACTBEHHbIX UM TKaHeil, pacCesiHHbIM CKNepo30M, reMOINTUKO-YPEMUYECKM
CYHIAPOMOM, IOHOLWECKUM apTPMTOM C CUCTEMHbIM Hayanom, mykononucaxapwugosom |, Il u VI Tunos, annactunyeckoi
aHeMuei HeyTOYHEHHOW, HacNeaCTBEHHbIM Aedonumntom goakTopos Il (dpunbpuHorena), VIl (nabunbHoro), X (CtioapTa -
Mpayapa), a Takxe nuu nocne TpaHcnnaHTauum opraHoB 1 (Mnn) TKaHen, Tekywas npakTnka n oXxXunaaeMmas npaktmka
Tepanuu BKNOYalT B cebsi TOMbKO NEKAPCTBEHHble Mpenapathl, BKMOYEHHbIE B COOTBETCTBYIOWMIA NepeyeHb U
NPUMEHSIOMNECS B NPaKTUKE NeYeHNs NaumMeHTOB N0 TOMY XXe MOKa3aHUIo U B TaKOW Xe KNTUHNUYECKON cuTyaumm, 4to
W npennaraemMblii IeKkapCcTBEHHbIN npenapar.

8 AHann3 YyBCTBUTENbHOCTN pPEe3yNbTaTtoB pacy4eToB K M3MEHEHUAM napamMeTpoB MOLENIN COOEPXWUT UeHbl Ha

NneKapcTBEHHblEe Mnpenapatbl, YACNEHHOCTb LEeNeBO MONynsuum NauMeHTOB M YUCNEHHOCTb (00NW) NauMeHTOoB,
nonyyarowmx npennaraemblii neKapCTBEHHbIV npenapar.

9B oTyeTe (cTaTbe), NPencTaBNEHHOM B COOTBETCTBUM C MOAMNYHKTOM 5.4 nyHkTa 5 npunoxeHus Ne 1 k

MNpaBunam hopMrpoBaHna NepeyHel NekapCcTBEHHbIX Npenaparos A1 MeAULMHCKOro NPUMEHEHNS U MUHUManbHOro
aCCOPTUMEHTA NEKAPCTBEHHbIX MPEenapaToB, HEOOXOAMMbIX A5 OKa3aHusl MeLULMHCKOW MOMOLWM, YTBEP X AEHHbIM
noctaHosneHvem lNMpasutenoctea Poccuiickoin @enepaunm ot 28 asrycta 2014 r. Ne 871 "O6 ytBepxaeHun Npasun
opMMpOBaHMS MepeyvyHeinl NekapCTBEHHbIX npenapartoB ANns MEeOUUMHCKOrO MPUMEHEHUS U MUHUMANbHOrO
aCCOPTUMEHTA NEKapCTBEHHbIX NpPenapatoB, HeOOXOOWMbIX ONS OKa3aHus MeOWLMHCKON nomowm", ykasblBaloTcs
CCbINIKW Ha WCMONb30BaHHbIE UCTOYHUKU UHAPOPMaLMU ONS KaXOOoro 3HaYeHWs nokasaTenen, a TakXxe MeToa4uKu
pacuerTa.

MpunoxeHue N 6

K [Npaeunam popMmpoBaHus nepeyHen
neKkapCcTBEHHbIX NpenapaTos

ON5 MeAVLIMHCKOr O NPUMEHEeHNs

N MMHUMANbHOrO acCopTUMeEHTa
NeKaPCTBEHHbIX Npenapartos, HEOOX0AMMbIX
AN9 oKasaHWs MeAMLMHCKOA NOMOLLM
(B penakumun, BBEOEHHON B fencTene
c 6 aerycta 2024 rona
noctaHoenexvem lNpaeutenbcrea
Poccuiickon ®enepaumu

ot 25 nmonga 2024 roga N 1009. -

CM. npeaplayluyto peaakumio)

VIHTerpaanble LKaNbl KOMMNEKCHON OLLeHKU neKapcTtBeHHOro npenapara

LLikana oL,eHKWN ypOBHEWN [0Ka3aTeNIbHOCTU pe3ynbTaToB KIMHUYECKUX UCCenoBaHUN
neKapCTBEHHbIX Npenaparos!
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XapakTepuctuka uccnenosaHuin YpoBeHb Wkana
JokKasatenbHOCTH OLEHKM
pe3ynbTaTos (6annos)
CucTtemaTtuyeckume o063opsbl I 10

PaHLOMU3NPOBAHHBIX KMHUYECKUX
nccnenoBaHuMiA ¢ MeTa-aHanmsamm

PaHoomunanpoBaHHbie cnenble KNMHUYeckne Il 9
nccnenoBaHus
PaHoomunanpoBaHHbIe OTKPbITblE KIMHUYECKNe I 8
nuccnenoBaHus
CerteBoit MeTa-aHanma 1] 7

(B TOM YyMCne HenpsMble CPaBHEHNS
N CMellaHHble CpaBHEeHs)

KoropTHble nccnegosaHus v 6
WccnenosaHua "cnyyain-koHTponb" Vv 5
OnmcaHue cnyyaes u cepun crnyyaes Vi 4
MHeHue akcnepToB Vi 3

LLikana oueHku ypOBHeU yﬁenuTeanocm [oKa3aTesibCTB KJIMHUYEeCKUX nccnenoBaHum
NeKapCTBeHHbIX NpenaparoB:

YpoBeHb XapakTepucTtmka nokasarens Wkana
ybenmTensHoOCTH OLEHKM
[0Ka3aTenbCTB (6annos)
A fokasaTenbcTea ybeaMTeNbHbI: UMEIOTCS BECKME 3

JokKasatenbCTBa npennaraemMoro yreepxneHus
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B

oTHOCUTENbHas y6eanTeNbHOCTb 10Ka3aTeNbCTB:
MMelTCa JOCTaTOYHble AoKa3aTenbCTBa B NoMb3y
TOro, 4T06bl PEKOMEHA0BATL NPELNIOXEHHbI
neKkapCTBEHHbIA npenapar ANns BKAYEHUS B
nepevYeHb XM3HEHHO HEOBXOOMMbIX 1 BaXKHERWUNX
nekapCTBEHHbIX NpenapaTos 415 MeAULVNHCKOro
NpUMeHeHUs (nanee - NnepeyvyeHb BaXHenwWwmx
neKkapCTBEHHbIX NpenapaTos) U (Mnn) NnepeyeHb
fekapCTBEHHbIX NpenapaToBs, NpeaHa3HaYeHHbIX

ans obecneyeHns nuu, 60NbHbIX reMogonnnei,
MYKOBUCLMAO30M, rMNOGOn3apHbIM HAHN3MOM,
6onesHblo Nowe, 3n0Ka4eCTBEHHbIMM
HOBOOOPa30BaHNAMY NTMMCDOUAHOW, KPOBETBOPHOM
N POACTBEHHbIX UM TKAHEWN, pacCesiHHbIM
CK/1EPO30M, FEMOINTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOLWECKNM apTPUTOM C CUCTEMHbBIM Hayanom,
Mykononucaxapuaosom |, Il v VI Tunos,
annacTuyeckom aHeMuen Hey TOYHEHHOM,
HacneacTBEHHbIM AedonunTom chakTopos I
(dombpuHorena), VIl (nabuneHoro), X (CtroapTa -

Mpayapa), a Takxe nuu nocne TpaHcnnaHTaumm

OpraHoB 1 (MNKn) TKaHen (oanee - nepeyeHb
[OPOroCTOSAWMX TIEKAPCTBEHHbIX MPenapartos)

C OOCTATO4YHbIX 0OKa3aTeNbCTB HET: UMEIOWNXCA
nokasaTtenbCTB HegOoCTaTO4YHO A4 BbIHECEHUA
pekomMeHoaunun, Ho pekoMeHgaunm mMoryT ObITb
OaHbl C Y4€TOM NHbIX 06CcTOSATENLCTB

I/IHTerpaanaa Ko/n4yectBeHHas oueHKa KadyectBa KJIMHU4YeCKOro nccnenosaHus neKkapcrteBeHHoro

npenapara
XapakTepuctuka YpoBeHb YpoBeHb Obuwas oueHka
nccnenoBaHns [okasaTtenbHOCTH | ybeanTenbHOCTH nccnenoBaHns
JaHHbIX [oKasartenbcTs (6annos)
Cuctematuueckuii 063op I A onpenenseTcs kak
PaHOOMU3MPOBAHHbBIX npovsseneHvne
KNUHNYECKMX OLLEeHKM
nuccnenoBaHuin ¢ MeTa- nccnenoBaHus
aHanM3oM C HU3KOW3 nnu (6annoB) ypoBHS
cpelHen4 BepoOsATHOCTbIO AfokasaTefibHOCTK
ownbok
PaHgoomMnaunpoBaHHble Il A JaHHbIX W OLLeHKW
KNMHU4Yeckne nccnenoBaHus
nucenenosaHms (6annoB) ypoBHS
C HMU3KOMS unu cpeHen4 ybeauTenbHoCTM
BEPOSITHOCTb0 OWN60K AOKa3aTenbCTe
CeteBoli MeTa-aHanu3a (B 1 A

TOM Yncne Henpsmble
CpaBHeHusA n cMelaHHble

CpPaBHEHUS) C HU3KOM 6 nnn

cpenHen4 BEPOSATHOCTbIO
owwnbok
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KoropTtHble nccnenosanus
C HWU3KOM 7 nUnn cpepHemn 4

BEPOATHOCTbIO owwnbok

ViccnepnosaHusa "cnyvain-
KOHTPO/b" C HN3KOMS nnn

cpenHen4 BEPOSATHOCTbIO
ownbok

Onwucanue cnyvaes, cepui
cnyvaes

MHeHne akcnepToB

ViccnepmosaHus noboro
Oun3anHa c BbICOKOW

BEPOSITHOCTbIO OWNBOK Y

(HU3KOro MeToaM4ecKoro
KayecTBa)

v

\

Vil

Vi

\l

C

C

MToroeas MHTEerpanbHasa Konn4yectBeHHas oueHKa KadecTtBa KIMHUYEeCKOro mccneposaHusa nekapCTtBeHHOro

npenapara:

He MeHee 18 - Ona pekoMeHOAUMU K BK/OYEHWIO NEKAPCTBEHHOrO Mpenapata B MepeyYeHb BaXXHEMWmX
NeKapCTBEHHbIX NMpenapaTtos U (Mnn) nepeYeHb LOPOroCTosWMX NeKapCTBEHHbIX NPenapaTos;

He MeHee 12 - Ons pekOMeHZauun K BK/YEHUI OPGIAHHOIO NEKapCTBEHHOro npenapaTall B NepeyveHb
BaXHEWWNX NeKapCTBEHHbIX MPenapaTtos 1 (UNK1) NepeyeHb AOPOrocToSWMX NEeKapCTBEHHbIX NpenapaTos.

KonuuyecTtBeHHasi oLueHKa 3Cb(peKTVIBHOCTVI npuMeHeHus neKkapCcTtBeHHOro npenapara B pamMmkax
KJINHNYECKUNX uccnenoBaHUm o

Pesynbtar XapakTepucTtumku Tepanum Bug Wkana
CpaBHUTENbHOM OLEHKU CcpaBHeHUs KMUHNYECKOro | OLeHKM
KJIMHMYECKOro ncxona ucxopa (6annos.)

Hanuuve cTatnctnyeckn Tepanus cpaBHeHus KOHEYHBbIN +10
3HaYMMbIX NPENMYLLECTB  BK/OYEHa B NepeyeHb

Ba>KHEMLWmX
neKkapcTBEHHOro neKkapCTBEHHbIX cypporarHblia +8
npenapara, npenapaTos/nepeyeHb
npepnnaraeMoro K JOPOroCToAWMX
BKJIIOYEHUIO neKkapCTBEHHbIX
B NepeyHn npenaparos

Tepannsa cpaBHeHUs He KOHEeYHbIi +6

BKJIlOYEHA B repeyeHb
Ba>XHenWwmnx
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HecpasHuTtenbHoe
nccnenosaHve

OrcyTcTtByIOT
CcTaTUCTUYeCKun
3HayMMble pasnnMyns B
3P PEKTUBHOCTH
NneKkapcTBEHHOro
npenapara,
npeanaraemMoro K
BKJ/IIOYEHWIO B MEpeYHU

Hanunune ctatuctuyeckn
3HAYMMO MEHbLUEN

3P PEKTNBHOCTH
NeKapCTBEHHOIO
npenapara,
npegnaraemoro K
BKJ/IIOUYEHWIO B NEPEeYHM

NTtoro

neKkapCTBEHHbIX
npenaparos/nepeyeHb
JOPOrocToaWmx
NEeKapCTBEHHbIX
npenaparTos

noanepxmvsatowas
Tepanusi/nnauebo

OTCyTCTBYET

Tepanunsa cpaBHeHu4d
BK/1lOYEeHa B nepeveHb
BaXXHenwmnx nekapcTBeHHbIX
npenaparos/nepeyeHb
[OPOrocToAWmX
neKkapCTBEHHbIX
npenapartos

Tepanusi CpaBHEHMUS He
BK/1lOYEeHa B nepeveHb
BaXHENWMX NEKAPCTBEHHbIX
npenapartos/

nepeyeHb [OPOroCTOSAWMX
neKkapCcTBEHHbIX
npenapartos

noggepxusaiolas
Tepanusi/nnauebo

Tepanms cpaBHEHNS
BK/IIOYEHA B NepeyeHb
BaXXHENWmnx
NEeKapCTBEHHbIX
npenapartos/nepeyeHb
JOpPOrocToswmx
neKkapCTBEHHbIX
npenaparos

Tepanus cpaBHEHNS He
BKJIlOUYEHA B NEpeYeHb
BaXXHeNwWmnx
neKkapCTBEHHbIX
npenaparos/nepeyeHb
[OPOrocToaWmX
NEeKapCTBEHHbIX
npenaparTos

noanepxuvsatowas
Tepanusi/nnauebo

CypporartHbii

KOHEeYHbI
CypporarHblii

KOHEeYHbI

cypporaTtHbli

noboi

KOHEeYHbI

CcypporaTHbii

KOHEeYHbI

CypporaTHbli

KOHEYHbIN

cypporaTtHbli

+4

+2

+1

(+4)11

(+2) 11

-10
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KonuuyectBeHHast oueHKa 6e30nacHOCTH npuMmeHeHus nekapCcTtBeHHOro npenapara B paMkKax
KNMHNYECKUX uccnenosaHnun

OueHka ypoBHsi 6e3onacHoCcTn Yucno cnyyaes OueHka Becosot
nekapcTBEHHOro npenapara HexXxenaTtesbHbIX (6annoB) |koacppULMEHT
peakuui
(npoueHTOoB)

HexenatenbHble peakuuu 0 0 0
OTCYTCTBYIOT
HexenaTtenbHble peakuun >10 -1 0,25
nerkow crenexu

>20 -1

>30 -1

>40 -2

>50 -2

>60 -3

>70 -3

>80 -3

>90 -4

100 -4
HexenatenbHble peakuun >10 -2 0,5
cpelHei cTeneHn

>20 -2

>30 -3

>40 -3

>50 -4

>60 -4

>70 -5

>80 -5

>90 -6

100 -6
HexenatenbHble peakuuu >10 -4 1
TAXENON CTEeNEeHN - COCTOSHUS,
npoanesatwolive
HaxoX.aeHue naumeHTa B >20 -4

cTauuoHape nnu
npencTaensowme yrposy ons
XUN3HU
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>30 -5
>40 -5
>50 -6
>60 -6
>70 -7
>80 -8
>90 -9
100 -10
Ntoro OLIeHKa YPOBHS 6€30MacHOCTM

(cymma npousBefeHwnin cpeaHnx 6annos
Mo KaxaoMy ypoBHo 6e30MacHoCT
NeKapCTBEHHOro npenapara v COOTBETCTBYIOLWErO
BECOBOro KoahhuumneHTa)

KonuyecTtBeHHas oueHKa A0MNOSIHUTESIbHOMN TepaneBTUYECKON LLeHHOCTU NIeKapCTBEHHOro

npenapara
HavnmeHoBaHue kputepus PesynbTart oueHku Wkana
LONONIHNTENBHOWA OLIEHKM
TepaneBTUYECKOW LLeHHOCTU (6annos)
1. KpatHocTb npuema cokpatleHne KpaTHOCTU npuema +2
COXpaHeHwue KpaTHOCTK npuema 0
yBeNu4eHne KpaTHOCTU nprema -2
2. HoBblih MeXaHU3M MMeeT KNNHMYEeCKMe npenmyliecTsa +2
JencTeuns
HE UMeeT KJIMHNYECKNX 0
NPeuMyLLeCTB
LLikana KNMHUKO-3KOHOMUYECKOMN OLLeHKU NleKapCTBEeHHOro npenaparai?
Pe3ynbTat oueHkm MpoueHT Wkana
OTKNOHEHNS OLEHKM
(6annos)
1. KnuHuyeckas appeKkTUBHOCTb 6onee 60 +10

npennaraemMoro nekapcTBEeHHOro
npenapara CTaTUCTMYECKN 3HAYNMO
BbllWe 13 KNMHNYECKON 3P EKTUBHOCTH ot 40 oo 60 +9

npenaparta CpaBHEHUS!, NPY 9TOM
NpUMeHeHve
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NnekapcTBEHHOro npenaparta ot 20 no 40
XapakTepusyeTcs MeHbLIMMK 3aTpaTamu,
4yeM npuMeHeHne npenaparta cpaBHeHus

ot 10 no 20

2.  KnuHnyeckas agppeKkTUBHOCTb no 10
npennaraeMoro neKkapcTBeHHoro
npenapara ctatucTuyeckn 3Ha4nMmo Bbllwe!s
K/IMHMYeckon adppekTMBHOCTY Npenapara
CpaBHEeHUs, Npy 3TOM NPUMEHEHne
nekapcTBEHHOro npenapara
XapakTepusyeTcs HECYLWECTBEHHbIMU
pasnnynaMu no CpaBHEHMIo ¢ 3aTpartamm Ha
npuMeHeHne npenapara cCpaBHEHUs

3. KnuHnyeckas adhdpekTMBHOCTb -
npennaraeMoro nekapcTtseHHoro
npenapara cornocrasuma ¢ KNMHUYECKOon
900 PEKTMBHOCTbLIO Npenapara cpaBHeHUs
(cTaTncTuyecky 3HauyMMble pasnnyuns
OTCYTCTBYIOT 14)

3.1. npuMeHeHVe nekapCTBEHHOro Npenapara 6onee 60
XapakTepusyeTcst MEHbLWMMN 3aTpaTtamu,
yeM NpUMeHeHne npenaparTa CpaBHEHNS ot 40 no 60

o1 20 0o 40
ot 10 no 20

3.2. MpuvMeHeHne nekapcTBEHHOro npenapara no 10
XapakTepunsyeTcs HeCcyLeCTBEHHbIMU
pas3nMynaMmn No CpaBHEHUIO C 3aTpaTamy Ha
NprYMeEHeHne npenaparta CpaBHEHUS

3.3. npuMeHeHVe nekapCTBEHHOro npenapara ot 10 no 20
xapakTepuayeTcs 60MbWwUMN 3aTpaTamu,
ueMm
npUMeHeHMe npenapaTa cpaBHEHNS ot 20 no 40

o1 40 oo 60

6onee 60

+8

+7

+6

+8

+6

+4

+2

-8

4. KnuHuyeckas appeKTMBHOCTb NpeaiaraeMoro NekapCcTBEHHOroO npenapara
CTaTUCTUYECKM 3HAYMMO BbILE 13 KNIMHUYECKOW 3¢pPEKTMBHOCTU NpenapaTa
CPaBHEHUs, MPW 3TOM NPUMEHEHME NEKaPCTBEHHOro npenapara
xapakTepuayetcsi 6onblwmnMmM 3aTpaTammn, YeM NPUMEHEHNE NpenapaTa

CpaBHEeHMs!

4.1. VHKPEMEHTHbIV nokasaTe/lb COOTHOLWEHUSA 6onee 60
3atpaTt u aPEKTUBHOCTU 4NA (6onee 40) 11
npeanaraemMoro nekapcTBeHHOro
npenapara Huxe, 4eMm peepeHTHoe
3HaYEeHNEe NHKPEMEHTHOrO NnokasaTens
COOTHOLWEHNS
3atpart u apPEKTUBHOCTIN IS ot 40 no 60

(o1 20 po 40) U1

+9

+8
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4.2. VIHKPEMEHTHbIV NokasaTe/lb COOTHOWEHMUS
3arpart 1 adpdPEeKTUBHOCTU Npeaaraemoro
NeKapCTBEHHOro npenapara cornoctasuM C
pedepeHTHbIM 3Ha4YEHMEM NHKPEMEHTHOIO
rnokasarve/sis COOTHOWEHNS 3aTpar 1
30 PEKTUBHOCTUN LS

4.3. VHKPEMEHTHbIV nokasaTe/lb COOTHOWEHMUS
3arpart 1 adpdPEeKTUBHOCTU Npeanaraemoro
NeKapCTBEHHOrO rnpernapara Bbilwe
pedepeHTHOro 3HayeHns
WHKPEMEHTHOro nokasartens COOTHOLWEHUS
3arpar u
3 PEKTUBHOCTUN S

5.  KnuHnyeckas adhdpekTMBHOCTb
npennaraeMoro neKkapcTBeHHOro
npenaparta ctaTUuCTUYeCcKn 3Ha4MmMo
HUXe13 KNMHUYEeCKOM adpPeKTUBHOCTH
npenapara cpaBHeHWs, Npn 3TOM
npuMeHeHne
NneKapcTBEHHOro npenapara
XapakTepusyeTcs MeHbLlVMK 3aTpartamu,
yeM NpUMeHeHWe npenapara cpaBHeHns

6. KnuHnyeckas agpPeKkTUBHOCTb
npennaraeMoro neKkapcTBeHHoro
npenapara ctaTUCTUYEeCKN 3Ha4YMMOo HMUXel3
K/IMHMYeckKon adppekTUBHOCTY Npenapara
CpaBHEHUs, Npy 3TOM 3aTparthbl Ha
npruMeHeHne nekapcTBeHHOro npenapara
XapakTepusyloTCs HecyleCcTBEHHbIMA
pas3nnynaMn No cpaBHEHUIO C 3aTpaTamu Ha
npenapart cpaBHeHNs

7.  KnuHnyeckas adpdpekTMBHOCTb
npegnaraeMoro
NeKapCcTBEHHOro npenapara ctaTuCcTUYecKu
3Ha4MmMo
HUXe13 KNMHUYeckom agodpekTUBHOCTH
npenaparta
CpaBHeHUs, Npu 3TOM NpUMEeHeHne
nekapcTBEHHOro npenapara
xapaktepuadyeTtcsa 60nbwrmMm 3aTpaTamm no

o1 20 no 40
(ot 10 po 20) 11

ot 10 no 20
(or5m010) 1

no 10 (mo 5)11

6onee 60
(6onee 40) 11

o1 40 oo 60
(o1 20 po 40) 1

o1 20 oo 40
(o1 10 po 20) 1

ot 10 mo 20
(otr5pmo10)
6onee 60

o1 40 no 60

ot 20 mo 40

ot 10 no 20

no 10

oT 10 mo 20

oT 20 mo 40

o1 40 oo 60

+7

+6

+5

+1

+2

+3

+4

+1
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CpaBHEHUIO C 3aTpaTaMu Ha npenapar 6onee 60
CpaBHeHMUs

-7

LLikana oueHKU BNUSIHUSA NeKapCTBEHHOro npenapara Ha 610 aXxeTbl 610 4XXKETHOW CUCTEMbI
Poccuinckon denepauum 2

PesynbTat oueHku MpoueHT
OTK/NOHEHMNS

lWkana
OLIEeHKM
(6annos.)

1. TNpuMeHeHne npeanaraemoro 6onee 60
NeKapcTBEHHOro npenapara npmMeoaunT K
CHUXEHWIO NPsIMbIX 3aTpar,
CBA3aHHbIX C HEMOCPEACTBEHHbIM ot 40 oo 60
oKasaHueM MeaMLMHCKOR noMowuie, no
CpaBHEHMIo
C TeKylen NpakTUKon Tepanuu 3a ot 20 oo 40
HanboNbWNi BDEMEHHOW FOPU30HT, HO HE
6onee 5 net
ot 10 mno 20

2.  [lpumeHeHune npeanaraemoro no 10
NeKapCTBEHHOro npenapara npuBoaunT K
HeCyLWeCcTBEHHOMY N3MEHEHMIO NMPSIMbIX
3artpar, CBA3aHHbIX C HENOCPEACTBEHHbIM
oKasaHveM MeauLMHCKON NoMoLwnie  no
CpaBHEHWIO C TeKyLLel NpakTUKomn
Tepanuu 3a HanbonbWKii BDEMEHHO
rOPU30HT, HO He Bbonee 5 net

3.  [lpumeHeHune npeanaraemoro ot 10 oo 20
NIeKapCTBEHHOr0 nNpenapara npmMBoanT K
yBENIMYEHNIO NPSAMbIX 3aTpar,
CBS3aHHbIX C HEMOCPEACTBEHHbIM ot 20 no 40
oKasaHueM MeauLIMHCKOR noMowunis,

Mo CPaBHEHUIO C TEKYILEN NpakTUKON ot 40 no 60
Tepanuu 3a HanbonbWnii BPEMEHHO
rOPWU30HT, HO He Bonee 5 net

+8

+6

+4

+2

+1

LLikana konnyecTBEeHHOW OLLeHKU AOMOJIHUTENbHbIX AAaHHbIX O NneKapCTBeHHOM npenaparte

Kputepuun oueHkm PesynbTat oueHku Wkana
OLIEHKM
(6annos.)
1. HeobxoaMMOCTb NPUMEHEHMs ha +2
nekapcTBEHHOro npenapara

ans
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OMarHoCTUKKM, NPOOUNAKTUKN, HeT 0
neyeHns unu peabunntauum
npwn okasaHun MG,D,VILI,I/IHCKOVI
nomowm B cnyyae 3abonesaHuii
1 COCTOSIHWIA, NpeobnanatoLmx
B CTPYKType 3aboneBaeMocTu 1
CMEPTHOCTW rpaxaaH
Poccuinckon ®denepaumu, Ha
OCHOBaHUW OaHHbIX
rocyLapCTBEHHOro
CTaTUCTNYECKOro HabnaeHus

2. Hannyne 3apernctpmpoBaHHbIX ha +1
B Poccuiickon depepaunu
BOCMNPOU3BEAEHHbIX UK HeT 0

6rnoaHanorosbix (6MONOA06HbIX)
NIeKapPCTBEHHbIX NMpenapaTos

3. Hanuune nekapcTBEHHOro HeT 0
npenapara B NepeyHe
cTpaTermyeckmn 3Ha4YnMbIx
NeKapCTBEHHbIX CPEACTB, na +1
NPON3BOACTBO KOTOPbIX
[ONXHO BbITh 0becneyeHo Ha
Tepputopun Poccuniickori
depepaumm

4. Hanwnyne nekapCTBEHHOro HeT 0
npenapara B NepeyHsx
NeKapCTBEHHbIX NPenaparTos,
PMHAHCUpPYeMbIX 3a cHeT na +1
cpencts 6t04XeToB Cy6bekToB
Poccuinckon ®epnepaumm

5. Hanwuyne npounssonctea HeT 0
(nokanusaumns)
nekapcTBEHHOro npenapara
Ha TeppuTopun Poccuiickoin nepsuyHas N BTopuyHas +2
denepaumu yrnakoBKa, BbinycKarowui

KOHTPOJIb Ka4yecTBa npu
HanM4nM 3aKNIOYEHHOr o
creumnarnbHoro
WNHBECTULIMOHHOIO
KOHTpakTa,
npegnnonaratollero cosgaHve
B Poccuiickon ®epepauun
npon3BOACTBA rOTOBOWA
niekapcTBeHHOM OOPMbI 1
C/HTEe3a MONeKy/bl
JencTByioLLero BelecTsa
npv Npon3BooCTBE
hapmaueBTNnYecKunx
cybcTaHumia, - na

NC «Kopekc: 6 nokoneHme» HTpaHeT
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BCE CTaaun Nnpon3sBoacTBa, +1
BKJIl0Has NPOn3BOACTBO

roTOBOW NeKkapCTBEHHOM

goopMbl (be3 cnHTe3a

MONEKY Nbl AeACTBYOWEero

BellecTBa Npv NPon3BoaACTBE
hapmaueBTNYeCcKunx

cybcTaHumin), - na

BCe cTaamm Nnpon3sBoacTBa, +3
BKJI0YAs NPOM3BOACTBO
roTOBOW NekapCTBEHHOM
gopMebl (6e3 cnHTesa
MONEKy bl 4eNCTBYOWero
BelecTBa Npy Npou3BoaCTBE
papmaueBTnyeckunx
cybcTaHumii), Npu HanMuum
3aKJIl0YEHHOro crneunanbHoro
WNHBECTULNOHHOIO
KOHTpakTa,
npennonaraoLwero

cosnaHuve B Poccuiickom
depnepaumm Npon3BoacTBa
nekapCTBEHHOro npenapara,
BK/ltOYaS CMHTE3 MONEKY bl
OEeNCcTBYIOLWero BelwecTesa
npuv Npon3soacTee
hapmaueBTnyeckunx
cybcTaHumi, - na

BCe cTaaun Nnpou3BoaCTBa, +7
BKJ/1H0Yas NpoOM3BOACTBO

roTOBOW NekapCTBEHHOM

OOpPMbI 1 CUHTE3 MONIEKY TbI
JencTByloLero BelecTsa

npu NPoOn3BoLACTBE
hapmaueBTnyeckunx

cybcTaHumii, - oa

MToroBas oueHka OOMOMHUTENbHBIX AaHHbIX O NEKApCTBEHHOM npenaparte (He MeHee +1 Ana pekoMmeHgauum K
BKJIIOYEHUIO OPPAHHOro NeKapCTBEHHOro npenapara, He MeHee +4 ONs peKoMeHOauun K BKJIIYEHUIO OCTasbHbIX
NeKapCTBEHHbIX MpenapaToB ¢ yyeToM 6annoB, BbICTABNEHHbIX FNaBHbIM BHEWTATHBIM cneumanuctom MuHnctepcTea
3apaBooxpaHeHns Poccuiickon depepaumun B nyHkTe 10 HayyHO OBOCHOBAHHbLIX PEKOMEHOAUMA O BKMOYEHUN (06
UCKJIIDYEHUN, OTKa3e BO BK/IOYEHWUWM) NEKApPCTBEHHOrO npenaparta B MNepeyHn NeKkapCTBEHHbIX npenapaTtosB Ans
MEONLMHCKOrO MNPUMEHEHNS W MUHUMANbHBIA aCCOPTUMEHT NEKAPCTBEHHBLIX MNPEenapaToB, HeobXxoAuMbIX Ans
0Ka3aHus MeOuUMHCKOW nomowm, no copme cornacHo npunoxenunto Ne 9 k lMpasBunam popMmpoBaHUs nepeyHen
NeKapCTBEHHbIX MnpenapartoB ON9 MeAWLMHCKOro MPYMEHEHNs W MUHUMAaNbHOrO acCopTMMEHTA NeKapCTBEHHbIX
npenapaTtos, HEOHXOOUMBIX LNS OKa3aHUS MeOMUMHCKOV MOMOLLW, YTBEP X AEHHbIM NocTaHoBNeHeM MpaButenbctea
Poccuiickoin ®epepaunn ot 28 asrycta 2014 r. Ne 871 "O6 ytBepxneHun lNpaBun hopMUpPOBaHWSA NepeYHeit
NeKapCTBEHHbIX MpenapaTtoB AN MeOVUMHCKOrO MPYMEHEHNS W MUHUMANIbHOrO acCOPTUMMEHTAa NeKapCTBEHHbIX
npenapartos, HEOOXOAMMbIX A5 OKA3aHUS MEANLUHCKOR nomMowmn”).

1YDOBeHb OokKasaTtebHOCTU pe3ynbTaTtoB KNMHNYECKNX nccnenoBsaHum npuMeHsaeTca ansa cpopmaanoM OUEeHKN
KayeCctBa OTAOENbHOIro KAMHWYECKOro uccnenoBaHuUsa nekapCTBeHHOro npenaparta. KnuHunyeckux wnccnepnosaHui
OOHOro nekapcTtBeHHOro npenapara MoXeT ObITb HEeCKO/1bKO, N YypOBHMU MX O0Ka3aTe/lbHOCTN B 3aBUCUMOCTU OT
AunsanHa KMHNYeCKoro nuccnenoBaHus MOTryT 6bITb pPas3nnyHbl.

2YpoBeHb yb6eanTenbHOCTU [0Ka3aTebCTB 3PEKTUBHOCTM NIEKAPCTBEHHbIX MpenapaTtoB NMPUMEHSIeTcs npu
OLIEeHKE COBOKYMHOCTY KJIMHUYECKUX UCCNIeA0BaHN NeKapCTBEHHbIX MPenapaToB OAHOMO U TOTr0 Xe JIeKapCTBEHHOro
npenapata. Ocywectensetcs 00600wWeHNe A[aHHbIX 00 YPOBHSX [L0KA3aTENbHOCTU OTAENbHbIX KAVMHUYECKMX
uccneaoBaHWiA NIeKapCTBEHHbIX MpenapaToB pasfiIMYHOro KayecTBa W MpucBavMBaeTcs OOUH U3 3 YpOBHeN
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ybeanTenbHOCTHU.

3Huakaa BeposATHOCTb OWMBOK MpUCBaMBaETCA cucTeMaTnyeckum o63opaM paHAOMU3MPOBAHHBLIX KIMHUYECKUX
1CCnefoBaHnin ¢ MeTa-aHann3oM nNpy cobNoaeHNN 0LHOBPEMEHHO CELYIOLMX YCOBWIA:

nowck 1 otéop paboT BbINONHEH ABYMS Uiy Bonee nccnenosaTensimu;
LNS novicka nnTepaTtypbl UCNOMb30BaNUCh Kak MUHUMYM 2 3neKTPOHHble Brbnuorpadmyeckme 6a3bl JaHHbIX;

npeactaBneHa WHGOPMaUWsi O KOJNIMYECTBE BK/IOYEHHbIX W WCKMIOYEHHbIX paboT € ykasaHueM MpU4YmnH
VUCKIOYEHUS;

npencrasneHa xapakTepucTmKa BKTIOYEHHbIX UCCNenoBaHui.

+CpellHsis BEepOSATHOCTb owubOK NpucBavMBaeTCs McCnenoBaHuWsM noboro OusaiHa B crlyyae OTCYTCTBUS

VHopMaunMnm wunn HepJoctaTto4yHOCTU MHGOOPMaLUKM MO OOHOMY WU bonee yCnosBumsaMm OLUEHKN BEpPOATHOCTU
BO3HWKHOBEHWS OWNOOK.

sHu3kas BEPOATHOCTb OWMUOOK PaHLOMU3VPOBAHHBIM KJMHUYECKMM UCCNEeO0BaHWAM MpUCBauBaeTCcs npu
cobnoAeHNN 0LHOBPEMEHHO CNENYIOWMX YCNOBWIA:

paHoomMn3auna npoeoonnacb Ha ocHoBe cnyqa|7|H0|7| nocnenoBaTenibHOCTU 4YKMcen, reHepMpyeMoﬁ KOMMbIOTEPOM;
obecrneyeHrne aHOHMMHOCTM AaHHbIX ("ocnenneHue") 6biNO 3asiBNEHO WM OTCYTCTBME "OcnenneHus" He MOorno
NoBANSATb Ha aPPekT BMewaTenbcTBa (€CNM U3yyYaeMblil B UCCNEOOBaHUM MEPBUYHBIA KpUTEepuii acpekTUBHOCTH
nnn 6e30nacHOCTU SABNANCS 06 BEKTUBHBIM);

[0Sl NaLUMeHTOB, BbIObIBLWMX U3 UCCNEenoBaHWs, cocTaBnna MeHee 20 NPOLEHTOB UMK N3y4Yasncsl aHanm3 BpeMeHu
10 cobbiTns (Hanpumep, obLas BbIXXMBAaEMOCTb, BbIXXMBAEMOCTb 6€3 NPOrpeccpoBaHns U ap.);

npencTasneHbl pesynbTaTbl MO BCEM 3annaHWpPOBaHHbIM AN U3Y4YeHUs KpUTepusam adpPeKTUBHOCTU W
6e30nacHoCTH.

sHnskasi BepoATHOCTb OWMBOK CETeBbIX MeTa-aHa/M30B (B TOM YWCNE HEMPSIMbIX CPaBHEHWU U CMeLaHHbIX
CpaBHEHWi1) NpucBanBaeTcs Npu cobnoaeHn 0LHOBPEMEHHO CNeayOWMX YCNOBUIA:

B CETEBOW MeTa-aHanM3 (B TOM 4KC/e HenpsiMoe CpaBHEHWE U CMEelaHHOE CpaBHEHUE) BKIIOYEHbI TONMbKO
paHOOMU3MPOBAHHbIE  KJIMHMYECKUE WCCNeaoBaHns WnM  MeTa-aHanuabl  PaHOoOMU3VMPOBAHHBLIX — KTMHUYECKMX
ncenegoBaHuii;

XapakTepucTukn I'IOI'IyJ'IFILI,I/II7I, BMewWwaTeNnbCTB 1 obLiero KOHTPO/1I4 CONOCTaBUMbl;
npeacTas/ieHo rpaguyeckoe unm TabnuyHoe onncaHue cetu 00Ka3aTeNbCTB;

npmeeneHbl pe3ynbTatbl OTAENIbHbIX nccnefnoBaHWi, BKOYEHHbIX B CETEBOW MeTa-aHanus (B TOM 4ucne
HenpsMoe CpaBHeEHNEe N cMellaHHoe CpaBHeHI/Ie).

7Hn3kas BepoATHOCTb OWWOOK KOrOPTHLIM MCCNEeAOBaHUSIM MPpUCBamMBaeTCs npu cobniofeHun OQHOBPEMEHHO
ClieflyowmX YyCNOBUIA:

KoropTa siIBNSETCS PENPE3EHTATUBHOW MO OTHOLWEHWIO K U3Y4YaeMO NONyNsLun;
n3yyaeMmble KOropTbl 0TOBpPaHbl 3 OLHOW U TOW Xe Nonynaunu;

MOATBEPXAEHO OTCYTCTBME WHTEPECYIOWEro Kputepust adekTUBHOCTM WA 6He3onacHOCTUM B Havane
NCCNeoBaHUs;

KpuTepum adppekTUBHOCTM 1y 6e30NacHOCT OLEHMBANNCL C NMOMOLLbIO HE3ABUCUMMOI OLEHKW (B TOM Yucne C
"ocnenneHnem") Unu CNoNb30BannCb CBEAEHNS O NauneHTax u3 6a3 faHHbIX (PErmcTpos).

sHnskass BeposiTHOCTb OWWBOK UCCNeaoBaHWsAM "Clyyai-kOHTPONMb" MpucBaMBaeTcs npu  cobnoaeHun
O0JHOBPEMEHHO CliedyoWnx YCNoBUiA:

nccneayemasi rpynna siBNsieTcs penpes3eHTaTnBHoM;

rpynna cpaBHeHns oTbupanacb U3 TOR Xe NonynsaumMmn, Y4To 1 uccnesyemas rpynna;

NC «Kopekc: 6 nokoneHme» HTpaHeT



06 yTBepxAeHu MpaBn hOPMUPOBAHMA NEePEYHEN JIeKapCTBEHHbIX MpenapaToB A/ MeANLUHCKOro NPUMEHEHNA 1 CtpaHuua 51
MWHVMaJIbHOIr0 aCCOPTUMEHTA JIEKAaPCTBEHHBIX NMPenapaToB, HEO6X0AUMBIX A1 OKa3aHUS MeAULNHCKOM MOMOLLM (C U3MEHEHUAMN

Ha 8 Hosbps 2025 roaa)

lMocTaHoBneHue lNMpaBuTenbcTBa P® ot 28.08.2014 N 871

MOATBEPXAEHO OTCYTCTBME WHTEPECYIOWEro Kputepust 3gekTUBHOCTM WM 6He3onacHOCTM B Havane
UCcCnenoBaHuUs;

KpruTepum adppekTUBHOCTM 1 6e30NacHOCT OLEHMBANNCL C NMOMOLLbIO HE3ABUCUMON OLEHKW (B TOM Yucne C
"ocnenneHvemM" NN UCNoNb30BaNNCb CBEAEHNS O naumneHTax u3 6as gaHHbIX (PermcTpos).

9Bbicokas BEPOATHOCTb ownbok nccnepgosaHuaM noboro ausaliHa npunceamBaeTCsa B Cliyyae HecobnoaeHns
oaHoro nnn bonee YCNOBUI OLLEHKM BEPOSATHOCTU BO3HUKHOBEHUS ownbok.

10iToroBas oueHka Mo pesynbTaTaMm KONMYECTBEHHOW OLEHKN 3PEKTUBHOCTM NMPUMEHEHUS NEKAPCTBEHHOMO

npenapata B paMKax KIMHWYECKUX WCCNedOBaHWi (oanee - MTOroBas OLEHKa) paccuuTbiBaeTcs kak Havbonbliee
KonmyectBo 6annoB, NONy4YeHHOE B paMKax MPeACTaBNEHHOr0 B MPEANOXEHUM KIUHUYECKOrO UCCNneaoBaHus
NEeKapcTBEHHOro npenapara.

B cnyyae npencTtaBneHus 3asiBUTENEM Pe3ybTaTOB HECKONbKUX KIMHWYECKMX UCCNefoBaHUl B paMkax O4HOro
rnokasaHusi Ans onpeaeneHnsl MTOroBoi OLEHKUN BeIBUpaeTcs nccnenoBanve, Habpaswee Hambonbwuia 6ann.

B cny4dyae npenctaBneHnsa 3asaBuTeneMm pe3ynbTtaTtoB HECKOJ/IbKUX KNMUHUYECKUX nccnegoBaHnin no pa3HbiM
nokKkasaHnsaM NToroeas oueHka OCylWeCcTBNAeTCA No KaX oMy 3asiBIeHHOMY NMoKa3aHuio.

11 [1n5 opgoaHHbIX NEKAPCTBEHHBIX MPENapaToB.

NekapCTBEHHbIA MpenapaTt cuuTatb OPMIAHHbIM MPU HANMYMU WHGOPMALUM B FOCYLAPCTBEHHOM pPEECTpe
NeKapCTBEHHbIX CPEACTB O AaTte MPUHSTUS PELLeHNsS O BO3MOXHOCTM paccMaTpuBaTth eKapCTBEHHbIV npenapart npu
rocynapCTBEHHOI pernctpaumm B ka4ecTse oppaHHOro NekapcTBEHHOro npenapara.

12/ltoroBasi oueHka Mo pe3ynbtaraMm OLEHKW 3KOHOMMYECKUX MOCNeACTBUA MNPUMEHEHUs neKkapCTBEHHOro

npenapara (He MeHee 2 6annoB - AN OpdaHHbIX NEKAPCTBEHHbIX NpenapaToB UK NeKapCTBEHHbIX NpenapaTos 4ns
neyeHnst ToNbko 3aboneBaHWin, BKNOYEHHBIX B MEPEYEHb XUIHEYTPOXAaoWUX U XPOHUYECKMX NPOrPECCUPYIOWMX
penkmx (opghaHHbIx) 3aboneBaHuii, NPMBOASAWMX K COKPAWEHMWIO MPOLOIXUTENBHOCTM XMW3HW rpaxiaH WM ux
WHBANNOHOCTW, YTBEPX OEHHbIN nocTtaHoBneHneM lMpaenutensctea Poccuiickon denepauun ot 26 anpens 2012 r. Ne
403 "O nopsioke BepeHus dPenepanbHOro perucrtpa nuu, CTpagalowmx XU3HEYrpoXalWnMn N XPOHUYECKUMN
nporpeccupyowwmMmn penkumm (opcpaHHbIMK) 3a60eBaHUSIMUY, MPUBOASWMMU K COKPAWEHWIO MPOAOIXUTENBHOCTM
XWU3HU rpaxgaH unm nx UHBanUMOHOCTW, W ero permoHanbHOro cerMeHTa" (Hanee - nepeyeHb XU3HEYrpoXarLwmx
3aboneBaHwit), He MeHee 6 6annoB - ANS UHbIX NEKAPCTBEHHbIX NPenapaToB) AN PEKOMEHAALMU K BKIOYEHMWIO B
COOTBETCTBYIOWME MEPEYHN, npu 3TOM Oannbl MO WKane KAMHUKO-3KOHOMWYECKOW OLEHKWM NeKapCTBEHHOrO
npenaparta v WwKkane OLEeHKMW BANSHUS NIEKapCTBEHHOro npenapaTa Ha 6oaxeTbl 6oaxeTHon cuctemsl Poccuiickoit
depnepaunm (panee - 6IOLXET) CYMMUPYIOTCS.

B cny4dyae npenctaBfieHnsa 3adButenieM pe3yibTatoB HECKO/IbKUX KIANHUKO-SKOHOMUNYECKUX I/ICCJ'IG,EI,OBB.HI/IVI
NeKapCTBEHHOro rnpenapata B paMkax OAHOro rokasaHusi ONsl onpefeneHusl UTOroBOW OUEHKM Bbibupaetcs
nuccnenoBaHne Co CPedHNM UMW BbICOKMM YPOBHEM METOA0NOrnyeckoro kavectsa, Habpasliee Haubonblumia 6ann,
IONs OpCPaHHbIX NIEeKapCTBEHHbIX NPenapaToB UMM NeKapCTBEHHbIX NpenapaToB ANS NeYyeHnsl ToNbko 3aboneBaHuii,
BKNTOYEHHbIX B nepequb )KI/I3HeprO)KaIOLI.I,I/IX 38.60ﬂeBaHVII7I, ans onpe,ueneHMﬂ MTOroBON OUEeHKN BbI6I/IpaeTCﬂ
nuccnenoBaHne C HU3KKUM, CPEOHUM UMM BbICOKUM YPOBHEM METOLOJNIOrMYeckoro KayecTea, Habpaslwee HanboNbLIWiA
6ann.

B cnyyae npenctaBneHus 3asiBUTENEM Pe3ynbTaToOB HECKONbKUX UCCNEAOBaHWA C UCMOMb30BaHWEM aHanvaa
BNMSIHUSI HA BIOLXET B paMkax OLHOrO MoKasaHusi Ons onpeneneHust NTOroBoi OLEeHKM BbibMpaeTcst nccnenoBaHue
CO CPEeOHUM W/ BbICOKMM YPOBHEM METOAOMOrMYEeCKOro kayecTsa, Habpaswee Havbonbwuit 6ann, ons opgaHHbIX
NEKapCTBEHHbBIX MPEnapaTtoB UM NEKAPCTBEHHbIX NMpenapaTtoB ANsl NEYEHUs TONbKO 3ab0neBaHunii, BKIOYEHHbBIX B
nepeyeHb XM3Heyrpoxatwowmux 3abonesaHunii, ANs ONpeAeneHns UTOroBol OLEHKW BblBMpaeTcs UccnepoBaHue C
HWU3KWM, CPeOHUM VK BbICOKUM YPOBHEM METOL0NOrMYECKOro kayecTsa, Habpasiuee Hanbonbwuii 6ann.

B cny4yae npencrtaBieHnsa 3adaButenieM pe3ybTaTtoB HECKONIbKUX KINHUKO-SKOHOMUYECKUX nccnenoBsaHum
NnekapcTBeHHOro npenapara no pas3HbiM NMoka3aHusM UToroeasi oueHka OCylWecTBNAeTCd Nno KaxXaomy 3asBNeHHOMY
nokKasaHuio.

B cnyyae npencrasfieHNs 3asiBUTENeM pe3ynbTaToB HEeCKONbKUX WCCNefoBaHui C UCMNONb30BaHWEM aHanuia
BNMSIHUS Ha 6rogxeTt no pa3HbiM MoOKa3aHunsaM WnUToroBas oOLUEeHKa OCYWeCTBNAeTCda No KaXaomy 3adBNeHHOMY
nokasaHuio.

13[lpn OuUEHKe CTaTUCTUYECKOMW 3HAYUMOCTU pasnnyuuini B 3aPEPEKTUBHOCTU OOBEPUTENbHbIA WHTEPBAN He
BKMYaeT 1 (AN OTHOCMTENbHOrO pPUCKa, OTHOWEHMS LWAaHCOB, OTHOWEHWS Yrpo3) K (Mau) nokasaTesnb
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cTaTucTmnyeckom aHauymmocTtum P < 0,05.

14Mpw oLeHKe CTaTUCTUYECKOW 3HAYMMOCTY pasnnynii B 30 OEeKTUBHOCTU LOBEPMTENbHbLIA MHTEPBaN BK/OYaeT

1 (ans OTHOCWUTENBbHOrO0 puUCKa, OTHOWEHWUS WAaHCOB, OTHOWEHUS yrpo3) M (MaM) nokasartesb CTaTUCTUYECKOW
3HaymmocTu P > 0,05.

15B kayecTBe pedepeHTHOro 3Ha4YeHUs MHKPEMEHTHOrO nokasaTens COOTHOWEHMS 3aTpaT M 3P PEKTUBHOCTU
MoryT 6bITb MCNONb30BaHbI CNeayiolwme nokasaTenu:

nokasartenb TPexKpaTtHOro BanoBOro BHYTPEHHEro MpoaykTa Ha Ayly HaceneHus nNpu pacyete NMHKPEMEHTHOro
nokasaTens COOTHOWEeHUS 3aTpaT 1 3PPEKTVBHOCTM ANF paccMaTprvBaeMOro NeKapcTBEHHOro mpenapara Ha roj
COXPaHEHHOW Ka4yeCTBEHHOW >XM3HW. [lokasaTenb TPeXKpaTHOro BaNOBOrO BHYTPEHHEro npomykTa Ha ayuwy
HaceneHns paccynTbiBAeTCS B POCCUMIACKMX PyOnsix HAa OCHOBE OaHHbIX O BAsIOBOM BHYTPEHHEM MPOAyKTE Ha Oyuy
HaceneHns cornacHo otyeTHocTM PenepanbHol Cnyx6Obl rocynapCTBEHHON CTATUCTWKM 3a Npeablaylmii
KaneHaapHblii rog 1 ony6MKoBbIBaeTCS B NTMYHOM KabrHeTe 3asBuUTens;

WHKPEMEHTHbIN nokasaTenb COOTHOWeEHNS 3aTpaT N aPPEKTUBHOCTU Npenaparta CpaBHEHWUS, pacCYNTaHHbIA No
OTHOLWEHWNIO K OPYroMy TeparneBTMYECKW aHanorMyHoMy NekapcTBEHHOMY mpenaparty, obnaparowemy noKasaHHbIMU
KVHUYECKMU, 1 (MNN) KIIMHUKO-9KOHOMUYECKMI MPEUMYLLECTBAMM, 1 (MK) OCODEHHOCTSMM MEXaHU3Ma LeicTBUSA
(Danee - TepaneBTUYECKMN aHANOTMMYHbIA NEKAPCTBEHHbIA Npenapar), BKAOYEHHOMY B COOTBETCTBYIOWMNIA NepeyeHb
(Tonbko B cnyyYae, €Cnu NEeKapCTBEHHbI npenapaT npegnaraetcs K BKAYEHUIO B MepeyvYeHb XU3HEHHO
HeoOXOANMBIX W BaXXHEWWMX NeKapCTBEHHbIX MpPenapaTtoB AN MEeOMUMHCKOrO MpUMEHeHUs (Oaanee - nepeyeHb
BaXHEWWNX NeKapCTBEHHbIX MpenapartoB) U (MNK) NepeyeHb NEKAPCTBEHHbIX MpenapaTtoB, npeaHasHaYeHHbIX Ans
obecneyeHnst nuu, O6O0MbHBIX reModounnen, MyKOBUCLIMOO30M, TMNOM3apHbIM HaHM3aMoMm, 6onesHblo [owe,
3/10Ka4YeCTBEHHbIMY HOBOOOpPa30BaHMSIMU NMMAOOUAHON, KPOBETBOPHON W POACTBEHHbIX WM TKaHER, pacCesiHHbIM
CK/NIEpO30M,  FeMONINTUKO-YPEMUYECKMM  CUHOPOMOM,  |OHOWECKUM  apTpUTOM C  CUCTEMHbIM  Hayasiow,
mykononucaxapugosom |, Il n VI TMnoB, annactuyeckon aHemMmen HeyTOYHEHHOW, HacneACTBEHHbIM AedULMTOM
gakTopos |l (cbmbpuHorena), VIl (nabunbHoro), X (CTioapta - lMpayspa), a TakXxe nul nocne TpaHcnnaHTaumu
OpraHoB 1 (Unn) TKaHen (panee - nepeyeHb OOPOroCTOAWMX NeKapCTBEHHbIX NPenapaTtos), U UMeeT TepaneBTUYeckn
aHanoruyHble neKkapcTBEHHble Npenaparbl, BKKOYEHHbIE B COOTBETCTBYIOWME NEPEYHN);

WHKPEMEHTHbIA nokasaTefnb COOTHOWEHUS 3aTtpat U aOdEeKTUBHOCTU ANS NeKapCTBEHHbIX MpenapaTos,
BK/IOYEHHBIX B MEPEYEHb BaXHEWIWMX NEKaPCTBEHHbIX NMPEnapartoB U NMPUMEHSAWNXCS Npu 3aboneBaHusX U3 TOro
Xe knacca MexoyHapoaoHOW CTaTUCTUMYECKOn knaccudgoukaumm 6onesHeit M npobnem, CBA3aHHbIX CO 3[0POBLEM
(Tonbko B cnyyae, eCnu nekapcCTBEHHbIM npenapart npennaraetcs K BK/OYEHWIO B MepeyeHb Ba>XHenwWwmnx
NEeKapCTBEHHbIX MpPenapaTtoB U He UMeeT TepaneBTMYECKW aHaNnorMyHbIX NEeKapCTBEHHbIX MpenapaTtoB B NepeyHe
BaXHeNWNX neKkapCTBEHHbIX NpenapatoB (npefctaBnset coboi HOBbIA MNOOXOHL K JEYEHUI0); WHKPEMEHTHbIN
nokasatefb COOTHOWEHMS 3aTtpaTt U 3(PEeKTUBHOCTN ONS NeKapCTBEHHbIX NpenapaToB, BK/OYEHHbIX B MepeyveHb
JOPOroCTOoAWMX NIeKapCTBEHHbIX MpenapartoB (TONbKO B Ciyvae, ecniv NekapCTBEHHbIA npenapaT npegnaraetcs K
BK/IIOYEHWIO B MepeyYeHb OOPOroCTOoSAWMX NeKapCTBEHHbIX MpenapaToB U He MMeeT TepaneBTUYECKW aHanornyHbix
NEeKaAPCTBEHHBLIX NPENapaToB B NepeyHe AOPOroCToSWNX NeKapCTBEHHbIX NpenapaToB (MpeactasnseT coboi HOBbIN
noaxoA K Ne4yeHuto).

16 3aTpaThl, CBA3aHHbIE C MPOLECCOM OKasaHns MeLMUUHCKOM MOMOLWM (3aTpaThl Ha NekapCcTBEHHbIE Npenaparhl,
MeOuLMHCKME W3LOenus, MeOuUMHCKWE Yycnyru, nabopaTtopHble W WMHCTPYMEHTanbHble MeTOObl WCCNELOBAHUS,
pacxofHble MaTtepuanbl, cogepXxaHve nauMeHTa B MeOMUMHCKOW OopraHusauumm, TPaHCNOPTUPOBKY CaHUTapPHbLIM
TpaHCnopToM n Ap.).

MpunoxeHune N 7

K [Npaeunam popmMmpoBaHus nepeyHen
NneKkapCTBEHHbIX NpenapaTos

AN5 MeAVLIMHCKOr O NPUMEHEeHNs

N MMHUMANbHOrO acCopTUMEHTa
NIEKAPCTBEHHbIX NpenapaTtos, HEOBX0ANMbIX
N9 oKa3aHns MeAMLMHCKOA NOMOLLM
(B penakumun, BBEOEHHOWN B feicTene
¢ 9 HosIbps 2018 roga
noctaHosneHuem lNMpaentenscrea
Poccwuiickoin bepepauun

0T 29 okTs16pst 2018 roga N 1283;

B pefakuuu, BBeAeHHOM B OeicTeme
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¢ 17 nexkabps 2020 roga
noctaHosneHvem lNpasutenscrea
Poccuinckon denepauun

oT 3 nekabps 2020 rona N 2021;

B pefakuuu, BBeAeHHOW B OeicTeme
c 6 aBsrycrta 2024 rona
noctaHoBneHnem lNpaesutenbcrea
Poccuiickon denepaumu

ot 25 nionga 2024 roga N 1009. -
CM. npeaplayluyto peaakumio)

(cbopma)

B komuccumio MuHucTepctea
3apaBooxpaHeHust Poccuiickon depepaunn
no cpopMUpPOBaHMIO NepPeYHei
NeKapCTBEHHbIX Npenapartos 4N
MeOMUNHCKOrO NPUMEHEHNS

1N MUHMMaNbHOrO accopTUMEHTa
NleKapCTBEHHbIX NpenapaToB, He06X0AUMbIX
ONs oKasaHna MeaULMHCKOW NOMOLM

3aknioyeHune no pesynbraTtam aHanu3a uHopmaLum o0 CpaBHUTENIbHOWN KIMHNYECKOMN
adochpekTMBHOCTM 1 6e30NacHOCTM NIEKapCTBEHHOr 0 npenapara

1. HacToslwee 3aknioyeHne kacaeTcs MaTepmanos, NpeacTaBNeHHbIX ANs:
1.1. BKNIOYEHNS NekapCTBEHHOro npenapara B:

1.1.1. nepeyeHb XWU3HEHHO HEOOXOOUMBIX WM BaXHEWWWX NEKAPCTBEHHbIX MpenapaToB ANAS MeOULMHCKOro
npuMeHeHns (Banee - nepevyeHb XN3HEHHO HEOOXOAMMbIX 1 BaXKHEMWMNX NEKapCTBEHHbIX NPenapaTos);

1.1.2. nepeyYeHb NeKapCTBEHHbIX NPenapaToB, NpeLHa3HAYEHHbIX Ans obecnedeHns nuu, BoNbHbLIX FeMogUmneN,
MYKOBUCLMOO30M, TuMnocousapHbiM  HaHM3MOM, 60ne3Hblo [owe, 310KaYECTBEHHbIMKM  HOBOOOPA30BAHUAMU
NMMAONOHON, KPOBETBOPHON M POACTBEHHbIX UM TKaHEeh, PacCesiHHbIM CKNepO30M, reMONNTUKO-YPEMUYECKNM
CYHIOPOMOM, IOHOWECKUM apTPUTOM C CUCTEMHbIM Hayanom, mykononucaxapwugosom |, Il u VI Tunos, annactunyeckoi
aHeMuein HeyTOYHEHHOW, HacneACTBEHHbIM AedonumToM goakTopos Il (dpunbpuHorena), VIl (nabunbHoro), X (CtioapTa -
lMpayspa), a Takxe nuu nocne TpaHCnnaHTauum opraHoB M (MNKW) TKaHeh (panee -nepedyeHb AOPOrOCTOAWMX
NeKapCTBEHHbIX NpenapaTos);

1.2. UCKNIOYEeHWS NekapCTBEHHOro npenapara us:
1.2.1. NepeyHs XN3HEeHHO HEOOXOAMMbIX N BaXXHEMNIWMX NEKAPCTBEHHbIX NpenapaTos;

1.2.2. nepeyHs JOPOroCcToAWMNX NEKAPCTBEHHbIX NpenapaTtos;

2. NIHgoopmaumsi 06 sKkCnepTHON KOMUCCUN:
2.1. HanMeHoBaHVe 3KCMnepTHOM opraHmnsauuu

2.2. coCTaB 3KCMepPTHOW KOMUCCUM (GPaMUNUSI, UMSI, OTYECTBO, LOJIXHOCTb)

2.3. agpec (MecTo HaxoXAeHuns) SKCNepTHON opraHnsaunm ;

TenedoH (akc) ;
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9N1eKTPOHHAas no4Tta

3. IHdhbopmauwms o nekapcTBeHHOM npenapare:

3.1. HauMeHoBaHwue:

3.1.1. MexayHapoaHoe HenaTteHToBaHHoe
HanmMeHoBaHwe

3.1.2. B crniyyae OTCYTCTBMS MEXOyHapOL4HOro HernaTeHToBaHHOr0 HauMeHOBaHNS -
rpynnUpoBoYHoE

HanMeHoBaHMe

3.1.3. B c/lyyae oTCyTCTBUSI MEXAYHApPOLHOrO HEMATEHTOBAHHOMO M FPYNNUPOBOYHOMO
HaMMEHOBaHWIA - XMMUYECKOE

HanMeHoBaHMe

3.1.4. B cniyyae OTCYTCTBUS MHbIX HAMMEHOBAHWI - TOProBoe HaUMeHoBaHne

3.2. Kol aHaTOMO-TepaneBTNYECKO-XUMNYECKOW KNaccuguKaumm nekapcTBEHHOro
npenaparta

3.3. npeanaraemble K BKJ/IOYEHWIO JNIEKAPCTBEHHblE (POPMbl, B TOM 4uCne
9KBUBANEHTHbIE, 3aPErMCTPUPOBAHHOMO NEKAPCTBEHHOMO Npenaparta (NepevyncnuTb)

3.4. HhopMaums 0 BOCMPOM3BEAEHHbIX MK BroaHanorosbix (6Monoao6HbIX)
NeKapCTBEHHbIX NpenapaTax (Mpu Hanuyum):

4. Cpoku npoBeneHnst aKcnepTu3bl:
c no

5. Pesynbtatbl KAMHWYECKON OLEHKM NpeanoxeHus (B cooTBeTCcTBMM C npunoxeHnem N 6 k [lpasBunam
dopMMpoBaHMA MepeyvyHein nekapcTBEHHbIX npenapartoB AN1s MEeOUUMHCKOrO MPUMEHEHUS U MUHWMANbHOrO
accopTUMEHTA NEKapCTBEHHbIX MpenapaToB, HEOOXOAMMbIX A5 OKa3aHusl MeLULMHCKOW MOMOLWM, YTBEPXAEHHbIM
noctaHoBneHvem lNpaBuTtenbcTea Poccuiickoit @epepauun ot 28 asrycta 2014 ropa N 871 O6 yTBepxneHuu
Mpasnn dhopMmMpoBaHUS NepeyHert NeKkapCTBEHHbIX NpenapaTtoB AN MeAUUUHCKOrO MPUMEHEHUS U MUHMMAbHOMO
ACCOPTUMEHTA NEKAPCTBEHHbIX NPenapaToB, HEOOXOANMBIX LN OKa3aHWA MEOULMHCKOM NOMOLWLN:

5.1. PeaynbTartbl oUEHKM Ka4yecTBa KINMHUYECKNX UCCNeaoBaHMi nekapCTBEHHOro npenapara, npeacTaBneHHbIX
3agBMTENEM U (MN) HANAEHHBIX CAMOCTOSATENbHO 9KCNEPTHOW KOMUCCMHE

XapakTepuctuka YpoBeHb YpoBeHb Obuwas
npeacTaBfieHHoro| ybeamTensHoCTH ybennTenbHOCTU oueHka
KNUHNYECKOro LaHHbIX [oKasaTenbcTB ncenenoBaHns
nccnenoBaHns B Hannax
]
2
3
4
5
n op.
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WToro: cpeiHee 3HauyeHWe (OTHOWEHWE CYMMbI OLLEHOK
nccnenoBaHns K X KOMYEeCTBY)

5.2. Pe3ynbTatbl KONMMYECTBEHHOW OLEHKN 3(PPEKTUBHOCTN NEYEHWUs NEKAPCTBEHHbIM MpPernapatoM B pamkax
KNIMHWYECKMX WUCCNeNoBaHuin, NpeacTaBNeHHbIX 3asBUTENEM W (MNM) HaNOEHHbIX CaMOCTOSITENIbHO 3KCMEepTHOM

KoMmuccuer
Pesynbtat XapakTepucTtuku Tepanuu Bug Wkana
CpPaBHUTENbHO CpaBHeHus KMHNYECKOrO| OLEeHKM
OLLEHKM ucxona (6annos)
K/MHNYECKOro
ncxona
Hanunuune Tepanus cpaBHEeHWNSs BKOYeHa B
CTaTUCTUYECKMN nepevYeHb XN3HEHHO HEOBX0AMMbIX
3HAYUMBbIX N BaXHeNWmMX NeKapCTBEHHbIX
npenMyLLecTs npenapaTos/nepeyeHb
neKapcTBEHHOMoO JOPOroCcTosWNX NeKapCTBEHHbIX
npenapaTos
npenapara, Tepanus CpaBHEHWNS He BKIYEHa

npennaraemMoro K
BKJ/TIOYEHUIO B

B nepevyeHb XN3HEHHO
HeobX0OMMbIX U BaXHeRWnX

nepeyHu NeKapCTBEHHbIX
npenapaTos/nepeyeHb
JOPOroCTOSAWMNX NeKapCTBEHHbIX
npenaparos
nopnepxvsarouas
Tepanus/nnauebo
HecpaBHuTenbHoe OTCyTCTBYET
ncecneposaHne
OrtcyTcTtBYIOT Tepanusa cpaBHEHUS BK/IOYEHA B
CTaTUCTUYECKH nepevYeHb XW3HEHHO HEOOXO0AMMbIX
3Ha4Yumble N BaXHENWNX NEKaPCTBEHHbIX
pasnuyns npenapaTos/nepeyeHb
B 3(PPEKTUBHOCTN OOPOroCTOAWMX TIEKAPCTBEHHbIX
nekapcTBEHHOro npenaparos
npenapara, Tepanusa cCpaBHEHUS He BKoYeHa

npegnaraemoro K
BKJTIO4YEHUIO B

B nepeyeHb XN3HEeHHO
HeoHX0OMMBIX 1 Ba>KHEMWMNX

nepeyHu nekapCcTBEHHbIX
npenapaTos/nepeyeHb
JOpPOrocTosAWwmx nekapcTBeHHbIX
npenapaTos
nogaepxvearouas
Tepanus/nnaue6o
Hannuune Tepanns CpaBHEHUs BK/OYEHA B
CTaTUCTNYECKMN nepevYeHb XN3HEHHO HEOBX0AMMbIX
3HAQYMMO MEHbLUE U BaXHEeNWnx nekapcTBEHHbIX
3o PEeKTUBHOCTH npenapaTos/nepeyeHb
neKkapcTBEHHOro JOpPOrocTosAWmx nekapcTBEHHbIX

npenaparos
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npenapara, Tepanus cpaBHEeHUs He BKJIloYeHa
npegnaraeMoro K B nepevyeHb XU3HEHHO
BKNTIOYEHNIO B Heo6XO,JJ,I/IMbIX 1 BaXXHenwmx
nepeyHu NeKapCTBEHHbIX
npenapaTos/nepeyeHb
JOPOrocTosWnX NeKkapCTBEHHbIX
npenapaTos
nogaepxusarowas
Tepanus/nnaue6o
WNtoro

5.3. PesyanaTb| KONMYECTBEHHOW OLEHKN 6e30nacHOCTU neyeHus nekapcCTBeHHbIM MpenapaTtoM B paMKax
KNIMHNYECKUX UCCnenoBaHumn, npencrtaBneHHblX 3asBUTeneMm u (I/IJ'II/I) HangeHHbIX CaMOCTOATENIbHO SKCﬂepTHOI7I

KOMUCCUEN

OueHka ypoBHs 6e30MacHOCTM
NEKapPCTBEHHOro npenapara

Uwncno cnyyaeB noboYHbIX
OeicTBuMiA (B NpoLeHTax)

OueHka B
6annax

MoboYHbIe AEACTBUS OTCYTCTBYIOT

MoboyHble OencTeua nerko
cTeneHu

MoboYHble AenCTBUSI CpeHel
TAXeCTun

MoboyHble OeNcTBUS TAXeNon
cTeneHun

NToroBasi oueHka ypoBHS 6e30MacHOCTU (CymMma NPOW3BEOEHWA CPeaHUX
6annoB Mo KaxAoMy YpOBHIO Ge30MmacHOCTW NeKapCTBEHHOro npenapaTa U
COOTBETCTBYIOLEr0 BECOBOro KO3 PULIMEHTA)

5.4. PesynbTathl OUEHKW OOMNONHUTENLHOW

TepaneBTUYecKomn

LUEeHHOCTN

NnekapCTBeHHOro

npencrasfieHHON 3a9BUTENEM U (I/IHI/I) HanOeHHON caMOCTOATE/IbHO 9KCNEePTHOW KoMuccuen

HaumeHoBaHue kputepms
JOMNONHUTENbHON
TepaneBTUYECKON LEHHOCTU

PesynbTtat oueHkn

OueHka B
6annax

1. KpaTHoCTb npuema

2. HoBbllh MexaHn3m
nencTemns

npenapara,

5.5. 'ToroBasi oueHka KMHUYECKOM OLEHKU NPeLNOXEeHUs (CyMMa UTOroBbIX 3HaYeHun Tabnuy 5.1-5.4).

6. PesynbTaTbl OLEHKN 9KOHOMUYECKMNX NOCNEACTBUIA NPUMEHEHNS NEKAPCTBEHHOro npenapara:

6.1. VcknioueH

6.2. VcknioyeH

7. NckntoyeH

8. WtoroBas cymMma OLEHKM MNpemnnoXeHuWs u BbiBOAbl SKCMEPTHON
KOMUCCUWM O pekoMeHoaunn nnum 006 oTkase B pekoMeHoaunn K BKJIKOYEHUIO
NEeKapCTBEHHOro Mpenaparta B npefnaraeMblii nepeyeHb neKkapCTBEHHbIX
npenapatoB (pekoMeHAoBaHbl MOryT OblTb TONbKO NEKApPCTBEHHblE
npenapartbl, HabpaBwwue Mo WKane UHTerpanbHOM KONMYECTBEHHON OLEHKM
KayectBa KIMHMYECKOro wnccnenoBaHmusa nekapCTBeHHOro npenapara He
mMeHee 18 6annoB (ONs OpgPaAHHOrO NEeKapCTBEHHOro npenaparta - He

MeHee 12 6annos):
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Moanucy u pacwmdpoBka noanuceii 3KCnepToB:

(th.n.0. pykoBOANTENS SKCNEPTHOWN OpraHn3aumm
(skcnepTa)

9. Ucknto4eH

10. UcknioyeH

B Komunccunio MuHuctepcTea
34paBooxpaHeHuns Poccuiickori
®degepaumm

3AKJTIOYEHUE

MpunoxeHune N 8

Kk [Npaeunam popMmpoBaHus nepeyHen
NneKkapCTBEHHbIX NpenapaTos

AN MEAVLIMHCKOr O NPUMEHEeHNs

N MMHUMANbHOrO acCopTUMeEHTa
NneKapCTBEHHbIX NpenapaTos,
HeobX0ANMBIX O OKasaHus
MeULNHCKON noMoLm
(JononHnTensHO BKIOYEHO

¢ 9 Hos16ps1 2018 roga
noctaHosneHuem lMpaeutenbcrea
Poccuinckon denepauun

oT 29 okTs16ps 2018 roga N 1283;

B pedakLmu, BBEEHHON B OeicTeue
¢ 17 viong 2020 rona
noctaHosneHvem lNpaesutenscTea
Poccuiickoin ®epnepaumm

ot 5 noHa 2020 roga N 829;

B pefakuuu, BBeAeHHOW B OeicTeme
¢ 17 pekabps 2020 rona
noctaHoeneHunem Npaentenbcrea
Poccuiickon denepauun

oT 3 nekabps 2020 rona N 2021;

B pedakumu, BBEEHHON B OeicTeune
C 6 aBrycta 2024 roga
noctaHosneHvem MNpasutenscTea
Poccuinckon ®epnepaumm

ot 25 nmong 2024 roga N 1009. -
CM. npegplaoyLyto peaakumio)

(cbopma)

no pes3ynbraTtam aHanM3a MeToO0/I0rMYecKoro KayecTesa KJIMHUKO-3KOHOMUYECKUX UccrnenoBaHUn
NneKapcTBEHHOro npenapara u uccnenoBaHUn C UCMOJIb30BaHMEM aHann3a BNUSIHUA Ha 610 aXeTbl
610 0 xeTHOM cuctembl Poccuinckon depepauum

1. HacTosiee 3aknodyeHne kacaeTcs matepuanos, npenctaBNeHHbIX:
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a) Ona BKNKOYEeHNA nekapCTBEHHOro npenapara B cnegyrouwne nepeyHn:

nepevYeHb XMN3HEHHO HEOOXOAMMbIX N BaXHEWWMX NEKAPCTBEHHbIX MPENAPaTOB AN MEAULMHCKOrO NPUMEHEHUS
(nanee - nepeyeHb XN3HEHHO HEOBXOOMMBIX N BaXHEWIMX NeKapCTBEHHbIX MPenapaTos);

nepevYeHb NEeKapCTBEHHbIX MpenapaToB, NpefHasHauyeHHblX Ons obecrneuveHust nuul, 60NbHbIX FeModnnnei,
MYKOBMCLIMOO30M, TUMOPM3aPHbIM  HaHM3MOM, 6o0nesHbto [owe, 3710KaYeCTBEHHbIMM  HOBOOOPA30BaHUSIMU
NMMMAONOHON, KPOBETBOPHOW M POACTBEHHbIX UM TKaHER, PacCesiHHbIM CKNEepPO30M, FeMOINTUKO-YPEMUYECKNM
CUHOPOMOM, HOHOWECKUM apTPUTOM C CUCTEMHbBIM Hadanom, Mykononucaxapmnosom |, Il n VI tunos, annactnyeckon
aHeMuelr HeyTOYHEHHOW, HacNeACTBEHHbIM AedomunToM goakTopos Il (pubpuHoreHa), VIl (nabunbHoro), X (CtioapTa-
Mpayspa), nuu, nocne TpaHcnnaHTauum opraHos 1 (Mnn) TkaHen (oanee - nepeyvyeHb OOPOroCTOSAWMNX NEKAPCTBEHHbIX
npenapaTos);

nepevYeHb JIEKAPCTBEHHbIX MNpPenapatoB AN MeAWLMHCKOrO TMPUVMEHEHWS,, B TOM YUCNE J1eKapPCTBEHHbIX
npenapatoB ANs MEOUUMHCKOrO MPUMEHEHUS, HA3HAYAEMbIX MO PEWEHU BpayebHbIX KOMUCCUIA MeaULIMHCKUX
opraHusauuii (anee - nepeyeHb IeKapCTBEHHbIX NpenapaToB ansi obecneyeHmnst OTAENbHbIX KaTEropuii rpaxaaH);

6) 4N WUCKNIOYEeHUs NeKapCTBEHHOro npenapata W3 MepeyHs XUSHEHHO HeOoOXOOUMbIX W BaXXHeWwWwux
NIeKapCTBEHHbIX MPEMnapaTtoB, MepPeyYHsl AOPOroCTOSIWMX NEKAPCTBEHHbIX MPEenapaTtoB W MepeyvHsi NeKapCTBEHHbIX
npenapaTtoB Ans obecneyeHmnst OTAeNbHbIX KaTeropuii rpax aaH.

2. WHoopmaums 06  ocywecTBASIOWMX  PACCMOTPEHME  MatepuanoB  COTPyAHUKax  dbeaepanbHoro
rocynapcTBEHHOro 610aXeTHOro yuypexaeHns "LieHTp aKcnepTusbl M KOHTPOAS KayecTBa MeLMLUMHCKOW nomowm”
MuHncTepcTBa 3apaBooxpaHeHns Poccuiickoi ®enepaunm (nanee - LieHTp akcnepTtuabl) BktoyaeT B cebs:

a) hamnnnio, NMS, OTYECTBO COTPYIHUKA, ero OOJIXHOCTb;
6) anpec LleHTpa akcnepTuabl, TeNedoH (hakc), SNeKTPOHHYIO MOYTY.
3. HdbopmMaums o nekapCTBEHHOM npenapare BKNoYaeT B cebs:

a) HanMeHoBaHuMe, B TOM 4Yucne:
MeXayHaponoHoe HenateHToBaHHOe HanMeHoBaHMe;
B Cfiy4ae OTCYyTCTBMA MEXOYyHAapPOOAHOro HenaTteHToBaHHOro HaMmMeHoBaHu4 - rpynnMpoBo4YHoOe HanMeHoBaHMe;

B C/llyd4ae OTCYyTCTBUA MeXOyHAapOoOdHOro HenaTteHToBaHHOIo Unn rpynnmMpoBoYHOro HanMEHOBAHWUI - XUMNYECKOE
HanMeHOBaHWNE;

B C/ly4ae OTCYTCTBUS yKa3aHHbIX HAMMEHOBAHWIA - TOProBOE HAVMEHOBaHNE;
6) Ko aHaTOMO-TepaneBTNYECKO-XUMUYECKO KNaccugomkaLmMm nekapcTBEHHOro npenapara;

B) Mpenfaraemble K BK/IOYEHMIO N1eKapCTBEHHbIE (DOPMbI 3aPErMCTPUPOBAHHOMO NEKAPCTBEHHOrO npenapaTa ¢
y4eTOM 3KBMBANEHTHbIX POPM, NPEAYCMOTPEHHbBIX NEPEYHEM HAMMEHOBAHWA NEKapPCTBEHHBIX (DOPM NEKAPCTBEHHbIX
npenapaTtoB AN MEeAWUMHCKOrO MPUMEHEHWS, YTBEPXAEHHbIM MWHUCTEPCTBOM 34paBOOXpaHeHns Poccuiickol
denepaunmn, ¢ ykasaHMeM OCHOBHOrO 3/7EMEHTA WM OOMONHUTENBHOrO 3NEMEHTA NEKAPCTBEHHbIX (DOPM, B TOM
yncne npv Heob6Xxo0UMOCTM TUNa BbICBOOOX AEHUS NEVCTBYIOWEro BELWECTBa, NPU 3TOM BMECTO NIEKAPCTBEHHbBIX (DOPM
nonyckaeTcs ykasaHwue criocoba u (Mnm) nyTv BBEAEHWS NEKaPCTBEHHOrO npenapara (NepeyncnnTb);

) HGoOpMaLMIO O BOCMPOM3BEAEHHbIX UK 6uoaHanoroebix (6MonoAobHbIX) NEKAPCTBEHHBbIX Mpenapartax (npwu
Hanuuum);

) VHOpMauulo O NeKapCTBEHHbIX npenapaTtax, BK/YEHHbIX B MNEpeYeHb XWU3HEHHO HeobXoOuMbIX WU
BaXHeNWNX NEKapCTBEHHbIX MPEeNnapaToB, MepPeyYeHb LOPOrOCTOAWMX NEKAPCTBEHHbIX NPEnapaTtoB W VMEKOWMX
aHasnorvyHole npegnaraemblM K BKJIIOYEHUIO NEKAPCTBEHHbIM MpenapaTtaMm MokKasaHWs K MPUMEHeHWo, a TakXxe
NMPUMEHSIOLWMXCS B aHANOMMYHbIX KIMHUYECKUX CUTYaLMSIX, C YHETOM KIIMHUYECKUX PEKOMEHAALINIA.

4. Pe3yanaTb| OLUEHKN MeToa0/1Iorm4eckoro Kka4yectesa KJIMHNMKO-9KOHOMNYECKUX VICCI'Ie,EI,OBaHI/IVI n VICCﬂe,ElOBaHVIVI
C UCMONb30BaHNEM aHanmaa BIusiH1A Ha 6ioaxeTbl 6togXeTHol cuctembl Poccuiickoin denepauvn (nanee - 6104xer)
BKKOYAKOT:
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a) pe3ynbTatbl OUEHKW MeToOoNnorn4yeckoro kayectBa KNMHUKO-3KOHOMUMYECKOro wuccnenosaHus, KOTOpPbie

3anofHATCS No cnenyowel PopMe Ha Kaxaoe nokasaHne K NPUMEHEHUIO:

Kputepuii OueHka
(6annos.)

OueHka
COOTBETCTBUA
TpeboBaHMAM

(cooTBeTcTBYET
nunun He
COOTBETCTBYET)

Ob6ocHoBaHue
pesynbTaToB
OLIeHKM
MEeTOL0/10rMYecKoro
KadyecTBa

10.

11.

12.

13.

lMpenctaeneHbl pesynbTaThl
OTEYECTBEHHOIO
uccnenosaHus (aBTop,
HasBaHue, NCTOYHUK
ny6nvkaumm, ron)

PaccmatpmBaemble
nokasaHusa K NpuMeHeHnto

Bbibop npenapata
CpaBHeHMns™

MeTon KNNHUKO-
9KOHOMMNYECKOr0
1CCnenoBaHnNS - COOTHOLWEHNE
3aTtpart 1 a0 PEKTUBHOCTN,
COOTHOLLEHWE 3aTparT U
None3HOCTN, MUHUMN3ALU NS
3arpart

XapaKTepVICTI/IKVI nauneHToB
N CpaBHMBAEMbIX
NnekapCTBEeHHbIX Npenapartos
B KJIMHNYECKUNX
ncecnenoBaHUAxX

Bbibop KpnTEPHEB OLIEHKM
3P PEKTUBHOCTU

LleHa Ha nekapCTBEHHbIN
npenapart

PacyeT npsiMbiX MeANLMHCKINX
3aTpart

OnucaHune matemaTnyeckon
MoZenu (Npu Hanmynm)

MpencTaBneHve 3aTpart npu
onuncaHnun pesynbTaTos

lMpencraesneHve pe3ynbTaTos
AHanns 4YyBCTBUTE/IbHOCTU

CcbInky Ha NCnonb30BaHHbIE
NCTOYHMKM MHGOOpMaLmm
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BoiBo4 (MeTOOONOrNYECKOE
KayecTBO KMHUKO-3KOHOMNYECKUX
nccnenoBaHuii - BbICOKOE, cpeaHee
WU HU3KOE)

6) pesynbTaThl OLEHKM METOLONOrMYecKoro KayecTea UCCNenoBaHuiA ¢ UCMONb30BAHNEM aHann3a BAUSIHAS Ha
6ro4xeT, KOTopble 3aMo/HATCA MO CNeayWein (PopMe Ha Kax 4oe NokasaHue K MPUMEHEHNIO:

Kputepwit OueHka OueHka O6ocHoBaHwue
(6annoe) | cooTBeTCTBUS pesynbTaTos
TpeboBaHMAM OLIEHKM
(cooTBETCTBYET [ METOAONOMMYECKOMO
Unn He KayecTsa
COOTBETCTBYET)

1. [NpencTaBneHbl pesynbTtaTthl
0TEeYeCTBEHHOro
ncenenosaHus (asTop,
Ha3BaHWe, UCTOYHUK
ny6nvkaumu, ron)

2. PaccmartpuBaeMble nokasaHus
K NPUMEHEHWIO

3. LleHa Ha nekapCTBEHHbI
npenapar

4. PacueT npsiMbix MELULMHCKMX
3arpat

5.  OnwucaHne mateMaTuyeckom
MOLENU (NPV HanMunm)

6. [lpencrasneHve NPsMbIX
MeAULMHCKMX 3aTpat
npv ONMCaHNM Pe3ynbTaToB
7. BpeMmeHHOI ropusoHT
8. XapakTtepucTtumku
N YACNEHHOCTb LieNneBoi
nonynsuMmn naumeHToB

9. [pencTtasneHve pesynbLTaToB

10. AHanu3 4yyBCTBUTENBLHOCTU

11. CcblIKM Ha UCMONIb30BaHHbIE
WCTOYHUKM MHpopmaunn

BbiBo4 (METO4ONOrMYECKOE KAYeCcTBO
nccnenoBaHunii ¢ UCMosib30BaHNEM
aHanmaa BnusiHUS Ha 6roaxeT:
BbICOKOE, CpeHee NN HU3KOoE).

5. NckntoyeH

6. UckntoueH.
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7. Mognucu n pacwmdgpoBka noanucen coTpynHukoB LleHTpa askcnepTusbi,
OCYLECTBNSAWMX OLEHKY METOLONOMMYECKOro KayecTBa KAMHUKO-9KOHOMUYECKMX
nuccnenoBaHnii U UCCnenoBaHuUiA C UCMONIb30BaHNEM aHann3a BAnsiHAS Ha BloaxerT:

(dp.n.o. cotpynHuka LleHTpa akcnepTnsbl, NOAMKCH)

(pykoBoauTenb LieHTpa akcnepTuabl, d.1.0., NOAMNUCH)

Hata

* MNpwn HeobxoaMMOCTM BbIBOP NpenapaTa CPaBHEHUS YTOYHEH C rMaBHbIM BHELWTATHLIM CNELMANUCTOM MO
COOTBETCTBYIOWEMY NPOdOWI0 (00.1.0. TNAaBHOrO BHEWTATHOrO cneumanmcTa) ;

neKkapcTBeHHbIE npenapaTbl CPaBHEHNS COMrNACHO MHEHWMIO MABHOr0 BHELITATHOrO CneuvanncTa, BKOYEHHbIE B
COOTBETCTBYIOWME NEPEYHN U MPUMEHSIEMbIE B aHaNOrMyHbIX KAMHWYECKMX CUTyaumsx, C y4eTOM KIMHUYECKUX
pekomeHaauvii: )

MpunoxeHne N2 8_1

Kk Mpasmnam popmMmnposaHns
nepeyHelt NeKapCTBEHHbIX NPenapaToB
AN MeNLMHCKOro NpUMeHeHns
N MMHUMaNbHOr0 acCopTUMEHTa
NeKapCTBEHHbIX NpenapaTos,
HeobHXoOMMbIX ONsi OKasaHns
MELMLIMHCKON NOMOLLM
(JononHnTenbHO BKAKOYEHO

c 6 aBrycta 2024 roga
nocTtaHoeneHmem MNpaesutenbcTea
Poccuiickoin depepaumu

ot 25 niona 2024 roga N 1009)

(cbopma)

B komuccuio MuHnctepcTsa 3apaBooxpaHeHns Poccuickon ®epnepaumm
no hopMUPOBAHNIO NEePEeYHEN NeKkapCTBEHHbIX NpenaparTos
AN MeAMLMHCKOro NPUMEHEHNS U MUHUMAaNbHOIrO acCopTUMEHTa
NeKapCTBEHHbIX NMpenapaToB, HE0OX0AMMbIX AN1s1 OKa3aHUs
MeOMLIMHCKOM NOMOLLM

3AKJTFOYEHUE
no pe3ynbtataM OUEHKN 3KOHOMNYEeCKUX nocnencTeumn NMPUMeHeHuns NneKkapCTBeHHOro npenaparta,
n3y4vyeHuns1 0ONONTHUTENIbHbIX nocnencrTeumn NMPUMEeHeHUsa NneKapCcTBeHHOro npenapara, a Takxe
OLUEeHKUN CTOMMOCTU roaoBOro Kypca repanum

1. HacToslwee 3aknoyeHWe KkacaeTcs MaTepvanoB, MNPELCTABMEHHbIX ANS BKIOYEHUS NeKapCTBEHHOro
npenapara B cnefyolme nepeyHu:

1.1. nepeyeHb XW3HEHHO HEOOXOOMMbIX W BaXHEWWMX NEeKapCTBEHHbIX MPEenapaToB ANns MeQULMHCKOro
npvMeHeHns (oanee - nepevyeHb XM3HEHHO HEOBXOOMMbIX 1 BaXXHEWUX TeKapCTBEHHbIX NPenapaTos);

1.2. nepeyeHb NEKAPCTBEHHbIX NMPenapaTtos, NpefHa3HaYeHHbIX Ans obecnedyeHns nuu, BoNbHbIX reMounmen,
MyKOBMCUMOO30M, TuMnocousapHbiM  HaHM3MoM, 06onesHblo [owe, 3710Ka4YeCTBEHHbIMKW  HOBOODpPA30BaHUSAMU
NMMAONOHON, KPOBETBOPHON M POACTBEHHbIX UM TKaHeil, pacCesiHHbIM CKNepo30M, reMOINTUKO-YPEMUYECKM
CYHIAPOMOM, IOHOLECKUM apTPMTOM C CUCTEMHbIM Hayanom, mykononucaxapwugo3som |, Il u VI Tunos, annactunyeckoi
aHeMuei HeyTOYHEeHHO, HacnenCTBEeHHbIM oedonumToM doakTopos |l (domnbpurorena), VIl (nabunbHoro), X (CTtioapTta-
Mpayapa), n1u nocne TpaHcnnaHTauum opraHoB u (Maun) TKaHen (oanee - nepeyvyeHb AOPOroCTOAWMX NEKAaPCTBEHHbIX
npenapaTos).
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CTpaHunua 62

2. VHdopmaums 06  OCYWECTBASIOWMX pPaACCMOTPEHVWE  MatepuanoB  COTPYLHWKax  goedepanbHoro
rocynapcTBeHHoro 6oaXxeTHoro ydpexaeHuns "LieHTp aKcnepTusbl 1 KOHTPOAS KayecTBa MeAMUMHCKOW nomowm”
MuHuncTepcTBa 3apaBooxpaHeHns Poccuniickoih @enepaunm (nanee - LieHTp akcnepTtu3abl) BKOYaeT B cebs:

2.1. dpamununio, UMs, OTYECTBO COTPYOHUKA, €ro OONXHOCTb;

2.2. agpec LleHTpa akcnepTuabl, TENedOH (hakc), SNeKTPOHHYO MOYTY.
3. NHdbopmMaLmst 0 nekapcTBEHHOM npenaparte BKtoYaeT B cebsi:

3.1. HanMeHoBaHue, B TOM Yucne:

3.1.1. MexayHaponHoe HenaTeHToBaHHOE HauMeHOBaHue;

3.1.2. B cnyyae OTCYyTCTBUS MeXOYHApPOOHOro HenaTteHTOBaHHOro HavMEHOBaHus -
HanMeHoBaHWe;

rpynnMpoBOYHOE

3.1.3. B cnyyae OTCYTCTBUSA MeXAYHAPOLHOr0 HenaTeHTOBaHHOro WAW rpynnupoBOYHOr0 HaMMEHOBAHUM -
XnMmn4yeckoe HanmeHoBaHue;

3.1.4. B cnyyae OTCyTCTBMS YKa3aHHbIX HaMMEHOBAHWUI - TOProBOE HAaMMEHOBAHWE;
3.2. Ko aHaTOMO-TepaneBTUYEeCKO-XMMUYECKON Knaccugomkauum nekapcTBeHHOro npenapara;

3.3. npennaraemble K BK/HOYEHUIO NIEKAPCTBEHHbIE (DOPMbI 3aPErNCTPUPOBAHHOIO NEKAPCTBEHHOrO nMpenaparta
(HeobX0oMMO NEPEYNCNTD);

3.4. HgopMaLMO 0 BOCNPOM3BEOEHHbIX v BrnoaHanorosbix (61MoNoaobHbIX) NekapcTBEHHbIX npenapartax (npu
HanMuum);

3.5. MHGopMaUMIO O feKaPCTBEHHbIX MpenapaTtax, BK/OYEHHbIX B MepeyYeHb XUIHEHHO HeobXoouMbiX W
BaXXHEeMWNX NekapCTBEHHbIX NPenapaTtoB 1 (Mn) nepedveHb AOPOroCcTOSIWNX TIEKAPCTBEHHbIX NPEnapaToB N UMELNX
aHanoruyHole npegnaraemMbiM K BKJIIOYEHWUIO NIEKAPCTBEHHbIM MpernapaTtaM MokasaHusi K MPUMEHEHWUo, a Takxe
NMPUMEHSIIOWNXCS B aHANOTNYHBIX KNMHUYECKUX CUTYaLMSIX, C YHETOM KTMHUYECKUX PEKOMEH AL

4. Pe3yﬂbTaTbI OLEHKWN 9KOHOMUYECKUMX NOCNEOCTBUNA NnpuMMeHeHnAa NeKkapCTBEeHHOro npenaparta:

4.1. pacyeT CTOMMOCTM Kypca (rofa) neyeHns npennaraemMbiM NeKapCTBEHHbIM MPEnapaToM MO CPaBHEHWIO C
TepaneBTUYECKN aHaNOrUYHbIMM NIEKAPCTBEHHbIMM MpenapaTtamy, obnafalwmMmn LoKa3aHHbIMY KIMHUYECKUMU, U
(UNK) KNIMHWMKO-9KOHOMUYECKMMMN NMPEUMYLLECTBAMU, U (MNIN) OCOOEHHOCTSAMU MEXaHu3Ma OEeNCTBUS, BKNOYEHHBIMW B
nepeyeHb XU3HEHHO HEOBXOAMMBIX U BaXHEMWMX NeKapCTBEHHbIX NpenapatoB U (UnM) nepevyeHb LOPOroCTOSWMX
NEKAPCTBEHHBIX MPEenapartoB Y NMPUMEHSIOWNMIACA MO TEM Xe NOoKa3aHUsM, 4TO W Npeanaraemblii NeKkapCTBEHHbIN

npenapar:

HanmeHoBaHme | Mexay- | lporHo3u- | Eom- | KonnyectBo | LleHa 3a CtoumocTb
rpynn HapogHoe| pyemas Huua eauHnL eanHuLy Tepanum
(kon aHaTOMO- | HeMaTeH- |YMCNEHHOCTD | N3Me- | M3MEPEHMNS | U3MEpPEHUS OLHOro
TEepaneBTUYECKO- | TOBAHHOE | LENEBON | peHus | nekapcTBeH- | (be3 yyeTa| naumeHTa
XVIMUYECKOM Hamme- | monynaumm HOro Hanora Ha COrnacHo
knaccudpmkaumu) | HoBaHue | NaLMeHTOB, npenapara | gobaBneH- [ MHCTPyKLUK
NEKapCTBEHHOrO | NEeKapcT- | MMEIoWnX cornacHo HYt0 no
npenapara BEHHOro | mokasaHus K WNHCTPYKLUMMN |CTOMMOCTb) | MEAMLUHCKOMY
npena- | Ha3Ha4YeHuo no MeZnLUuH- NPVIMEHEHWIO B
pata nekapcTBeH- CKOMyY rog (pyéneit)
HOro NPUMEHEHWIO 6e3 yueTa
npenaparta Ha 0HOro Hanora Ha
nauueHTa B nobaBneHHyto
ron CTOMMOCTb
Mpennaraemsbii
neKapcTBEHHbIN
npenapar
(pacuet
3aaBuTENS)
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Mpennaraemsbii
nekapCcTBEHHbIN
npenapart
(pacuet LeHTpa
3KCnepTu3bl)

TepaneBTnyeckm
aHanoruyHole
NeKapCTBEHHbIE
npenaparsl,
obnaparwolwme
Jl0Ka3aHHbIMM
KNUHNYECKMMU,
n (MNK) KIMHUKO-
9KOHOMUYECKUMN
npenMyLLecTBamu,
n (nnn)
0cobeHHOCTSAMY
MexaHu3ma
nencteus

4.2. pesynbTaTbl KJWHWKO-9KOHOMUYECKOW OLEHKM N OLEHKU BAMSHUS Ha 6togXxeTbl 604XETHON CUCTEMBI
Poccuiickoin depnepaumnn (nanee - 610aXeT) NeKaPCTBEHHOIO Npenapara no KaXaoMy noKasaHWio C ykasaHuem koaa
Me X ayHapoLHON CTaTUCTUYECKON Knaccudpmkaumm 6onesHein n npobnem, CBS3aHHbIX CO 300POBbEM, PaCLMPPOBKA:

K nnHnKo-skoHOMUYecKoe nccnenoBsaHne PesynbTtar OueHka
(aHann3 BnnsiHWA Ha BrooxeT) OLEHKM (6annos)

K NMHMKO-3KOHOMNYECKOE NCCneaoBaHmne

AHann3 BNMsSHNS Ha 6IO,£I,)KeT

NToroeas oueHka no pesynbTatam OLEHKM
9KOHOMMUYECKINX NMOCNEACTBUA MPUMEHEHUS
NleKapCTBEHHOro npenapara no rnokasaHuio

5. Pe3yanaTb| I/|3y'-IeHVI$I AOOMNONTHUTENbHbIX I'IOCJ'Ie,D,CTBVIVI npmmeHeva J'IeKapCTBeHHOFO npenapaTa BK/1HOYAKOT B
cebs:

5.1. cBegeHuss O rocyLapCTBEHHON peructpaumn, o6 obpaweHun, obbemax rocyLapCTBEHHbLIX 3aKymnok
npennaraeMoro NeKapCTBEHHOrO npenaparta, a TakXe JIeKAPCTBEHHbIX MPEnapaToB, BK/OYEHHbLIX B MEpPeYeHb
XWN3HEHHO HEOoBXOOMMbIX W BaXHEWWMX JIeKapCTBEHHbIX MpenapaToB W (MnM) nNepeyeHb LOPOroCcTOSWMX
NEKAPCTBEHHBIX NPENapaToB M UMEIWMX aHANOrMYHble NPeanaraeMblM K BKIIOYEHUIO NEKAPCTBEHHbIM MpenapaTtam
rnokasaHusi K MNPUVMEHEHNI0, a TakXe MPUMEHSIIOWMXCS B aHaNOrMyHbIX KJUHUYECKUX CUTyauusix, C Y4eToM
KNMHUYECKMX PEKOMEHLALNIA:

Mex ayHa- | Nekap- Homep Cpok | ObpalueHure (ynakoBku) Ob6bembl
POOHOE | CTBEH- | perMcTpaumoH- | OercT- | 3a nepuop He MEHee | rocyAapCTBEHHbIX
HenaTteH- | Has HOro BUS O[HOr0 KaneHaapHoro 3aKynok 3a
TOBaHHOE | hopMma | yLOCTOBEPEHUS | perucT- roaa, npeaLwecTBYOWMii
HauMeHo- (B cnyyae pauuoH- | NpeAaWwecTBYOWEro |KaneHaapHblid rog,

nogaye npeanoxXeHus,
MOCTYMNMBLIErO
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BaHue Hannuus 0AHOro| Horo B COOTBETCTBUN C ynako- | pybnei
permctpaumoH- | ygocTto- | nyHkTom 13 Npasun BOK
Horo BepeHus doopMnpoBaHUA
yOOCTOBEpPEHMS) nepeyHen
NN KONMYeCTBO NneKkapCTBEHHbIX
perncTpaumoH- npenaparos 41
HbIX MEANLIMHCKOro
yIOCTOBEPEHMN NPUMEHEHNS 1
(B cnyvae MUHMManbHOro
Hanuuns accopTuMeHTa
HECKONbKNX NneKapCTBEHHbIX
perncTpaumoH- npenaparos,
HbIX HeobXx0ANMbIX NS
yOCTOBEPEHNI) oKasaHus MeanLNHCKOWM
MOMOLWM, YyTBEP X AEHHbIX
NoCTaHOBMEHUEM
MpaButenbcTea
Poccuiickon

depnepaumm o1 28
aerycta 2014 r.

Ne 871 "O6
yTBEepxaeHun MNpasun
doopMnpoOBaHUSA
nepeyHen
NeKapCTBEHHbIX
npenapaTos Ans
MeOnLUHCKOro
NMPUMEHEHMNS U
MWHMMaNbHOro
accopTUMeHTa
NeKapCTBEHHbIX
npenaparos,
HeobXoAMMBbIX ANs
oKasaHuUs MeaULUMHCKOM
nomoun"

5.2. pe3synbTatbl 9KCNEPTU3bl MPOYMX AaHHbIX N0 NeKapCTBEHHOMY npenaparty no cnegytouwei opMe:

KpuTepun oueHkn OueHka
(6annos)

HeobxoaMMOCTb MPUMEHEHUSI NEKAPCTBEHHOMO NpenapaTa 4ns
OMarHoCTUKN, NPOONNaKTUKK, NeYeHns nnn peabunntaumm npu
oKasaHuM MeaVUMHCKOW nomowm B criyyae 3aboneBaHunil 1 COCTOSIHUIA,
npeobnapatowwmx B CTPYKType 3ab0n1eBaeMocTt U CMEPTHOCTM
rpaxnaH Poccuiickoin Pepepaunn, Ha OCHOBaAHUN OaHHbIX
rocynapcTBEHHOro CTaTUCTUYECKOro HabnoaeHus

Hanuuue 3apeructprpoBaHHbix B Poccuiickoit depepaumu
BOCMPOW3BEAEHHbIX Un BroaHanoroebix (6Monoao6HbIX)
NEeKapPCTBEHHbIX NpenapaToB

Hannune nekapcTBeHHOro npenapara B NepeyHe ctpaTermnyecku
3HA4YMMbIX 1EKAPCTBEHHbIX CPELACTB, NMPOU3BOACTBO KOTOPbIX AOMXHO
6bITb 0becrneyeHo Ha TepputTopun Poccuiickoin Penepaunn
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Hanvnuve nekapcTBEHHOro npenaparta B NEPeYHsIX 1eKapCTBEHHbIX
npenapartoBs, PUHAHCUPYEMbIX 3a CYET CPeacTB BI04 XETOB

cybbekToB Poccuiickoli denepaumu

Hanunune npomssonacTtsa (nokanmaauusl) nekapCTBEHHOro npenapara
Ha TeppuTopumn Poccuinckon depepaumu

VTorosas oueHka npoYnx OaHHbIX

5.3. cBegeHuMss 0O pekoMeHZauuax WHOCTPAHHbIX areHTCTB Mo OueHKe MeOUMUWHCKUX TEexXHONorun o

LenecoobpasHoCcTy

rocy4apCTBEHHOrO

NeKapcTBEHHOro npenapara no cnemyouein gopme:

pmHaHcnpoBaHuA B  MHOCTPaHHOM rocygapcrtee npepnnaraeMoro

[NokazaHue K
NPUMEHeHNIo

PekomeHpauuu MWHOCTPAHHbIX areHTCTB MO OUEHKe
MEeONLMHCKUX TEXHOJIOMNiA

6. CBefeHVs Ons MOLrOTOBKU MPELNOXEHUA MO KOPPEKUMM HaUMEHOBAHWUIA NEKAPCTBEHHBLIX MpenapatoB U

HanMeHOBaHWIA NeKapCTBEHHbIX POPM NEeKapPCTBEHHbIX

NeKapCTBEHHbIX CPECTB Mo cneayouein gopme:

npenapaTtoB B COOTBETCTBUAM C FOCYOaPCTBEHHLIM PEECTPOM

MexayHaponHoe
HenaTeHTOBaHHOE
HanMeHoBaHune

INekapcTtBeHHas
hopma

OTe4yecTBEHHbIN
nnm
WHOCTpPaHHbIN
npovssoauTesnb

CeeneHns ans noaroToBKM
npeanoXeHnn no Koppekunm
HanMeHOBaHWI
nekapcTBeHHbIX Npenaparos
1N HAMMEHOBAaHUN
nekapcTBEeHHbIX PopM
NnekapCcTBEHHbIX NpenapaTtos

7. IToroBasi cyMma OLEHKMW MPeAasioXeHUs 1 BbiBOAbl SKCNEPTHOW KOMUCCUN O
pekoMeHdaumn nam o6 oTkase B PEeKOMeHauun K BKJOYEHWIO NEKapPCTBEHHOro
npenaparta B MepeyYyHy NeKapCTBEHHbIX NpenapaTtoB (PeKOMEHAOBaHbl MOryT ObiTb
TO/IbKO NeKapCTBEHHbIe NpenapaTthl, HabpaBlwme Mo WKkane oueHKM SKOHOMUYECKIX
noCNeacTBuWiA NPUMEHEHNS NeKapCTBEHHOrO Npenaparta He MeHee 6 6annos (ons
opdhaHHOro NekapcTBEHHOro npenapara - He

MeHee 2 6annog):

Moonucu un pacwudpposka noanncen coTpyaHMKOB LI,eHTpa 3KCNepTun3bl,
ocyuwecTBNAWNX OUEeHKY:

(dp.n.o. cotpynHuka LleHTpa akcnepTnsbl, NOAMKCH)

(pykoBogmuTenb LleHTpa akcnepTuabl, ¢.1.0., NOANUCH)

Jarta

Mpunoxenne N 9

k MpaBunam dpopmMmpoBaHus nepeyHei
NeKapCcTBEHHbIX Mpenapartos

AN MEAMLIMHCKOrO NPMMEHEHNS
N MUHMMaNbHOMO acCOPTUMEHTA
NeKapCTBEHHbIX NpenapaTos,
HeobXxoaMMbIX AN OKasaHus
MeONLIMHCKOM NOMOLLN
(JononHnTenbHO BKAKOYEHO

¢ 9 Hosibpsa 2018 ropa
noctaHosneHvem lNpasutenscrea
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Poccuinckon denepauun

0T 29 okTs16pst 2018 roga N 1283;

B pefakuuu, BBeAeHHOW B OeicTeme
¢ 17 nmoHga 2020 roga
noctaHoBneHnem lNpaesutenbcrea
Poccuiickon depepauun

ot 5 nmioHa 2020 roga N 829;

B pefakuuu, BBEOEHHOW B JeNCTBUNeE
¢ 17 pekabps 2020 rona
noctaHosneHuem lNMpaentenscrea
Poccuinckon denepauun

oT 3 pekabps 2020 roga N 2021;

B pefakuuu, BBe4eHHOW B OeicTeme
c 6 aerycta 2024 roga
noctaHoBneHnem lNpaesutenbcTea
Poccuiickon ®enepaumu

ot 25 nons 2024 roga N 1009. -
CM. npenbiaylyio penakumio)

(cbopma)

Haquo obocHOBaHHas peKkoMeHgauuns o BKiro4yeHnn (06 UCKNMIOYeHUn, otkase BO BKHIO‘-IEHVIVI)
NneKapCTBeHHOro npenapara B nepe4yHu nekapCcTtBeHHbIX npenapartoB ojisd meauunHCKOro
NPUMEeHEeHUA N MUHUMaNbHbIN aCCOPTUMEHT NIeKapCTBEHHbIX Npenaparos, Heo6x0aUMbIX ONns
oKasaHusi Me ULLIMHCKOM NMOMOLLLU

1. HanmeHoBaHMe nekapcTBEHHOro npenapata (MeXayHapogHoe HenaTeHTOBAHHOE, FPynnMPOBOYHOE WNn
XUMUYECKOE)

2. lNMpennaraemble K BKIIOYEHUIO NEKAPCTBEHHbIE DOPMbl 3aperncTpMpoBaHHOrO NeKapCTBEHHOro npenapara ¢
Y4EeTOM 3KBUBAJSIEHTHbIX DOPM, NPEOYCMOTPEHHbBIX NEPEYHEM HAUMEHOBAHWUI NIeKapCTBEHHbIX POPM NIeKapCTBEHHbIX
npenaparos AN MeOUUUHCKOro MpUMEHEeHWs, yTBepXAeHHbIM MuHMCTepcTBOM 3apaBooxpaHeHus Poccuickon
Cbeuepaumm, C yKasaHnem OCHOBHOIo 3JjieMeHTa Unm OONONHUTENIbHOIO 3NneMeHTa JIeKapCTBEHHbIX cpopM, B TOM
yucne nNpu HeobxoAMMOCTY TUNa BbICBOOOX AEHMS LEeACTBYIOWEro BEWECTBA, NPY 3TOM BMECTO NIEKAPCTBEHHBLIX DOPM
fjoryckaetcs ykasaHue crnocoba u (MnvM) NyTM BBEOEHWS JIeKAPCTBEHHOro npenapata (NepedyncnnThb)

3. HacToswmin nokymeHT KacaeTcs MaTepuanos, NpeacTasieHHbIX:
3.1. ons BKNOYEHNS NeKapCTBEHHOro npenapara:

3.1.1. B nepeyeHb XU3HEHHO HEOOXOAMMbIX U BaXHEWWMX NEeKapCTBEHHbIX NpenapaTtoB OAS MeOWLMHCKOro
npvuMeHeHns (oanee - nepevyeHb XN3HEHHO HEOBXOOMMbIX 1 BaXXHEWWMNX NEKapCTBEHHbIX MPenapaTos);

3.1.2. B nepeyeHb NEKAPCTBEHHLIX MPENApaToB, MpeAHasHayeHHblX Ans obecnedyeHns nud, 60NbHbIX
reMmocpvnnein,  MyKoBMCUMOO30OM,  ruMnodom3apHblM  HaHuW3MoM,  6onesHbto  [owe,  3110KaYeCTBEHHbIMU
HOBOO6Pa30BaHMSAMN NMMMEOULHOW, KPOBETBOPHOW U POACTBEHHbIX UM TKAHEW, PACCESHHBLIM CKNEPO30M, FrEMONIMTUKO-
YPEMNYECKMM CUHIOPOMOM, IOHOWECKUM apTPUTOM C CMCTEMHBbIM Hauanom, mykononucaxapunosom I, Il n VI tnnos,
annacTMYyeckolh aHeMueil HeyTOYHEHHOW, HacneacTBeHHbIM aedouumutom  haktopo Il (pubpuHoreHa), VI
(nabunbHoro), X (Ctioapta-lpayspa), nuu nocne TpaHCcnnaHTauuv OpraHoB M (Mnn) TKaHeh (manee - nepeyeHb
JOPOroCTOAWMX NeKapCTBEHHbIX MpenapaTos);

3.1.3. B MUHUMasnbHbIA acCCOPTUMEHT NIEKAPCTBEHHbIX NMpPenapaToB, HeobXoOMMbIX ANS 0Ka3aHWs MeaULMHCKOM
noMoLm (ganee - MMHUMasnbHbIA aCCOPTUMEHT);

3.2. ons UCKloYeHns NekapcTBeHHOro npenapara:

3.2.1. U3 NepPeYHst XMIHEHHO HEOBXOAMMbIX U BaXHEMWMNX NEKAPCTBEHHBIX MPENAPAaTOB;
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3.2.2.u3 nepeyvyHsa oporoctosawnmx nekapCTtBeHHbIX npenapartos;

3.2.3. N3 MUHUMaNbHOrO aCCoOPTMUMEHTA.
4. 3aaBneHHble NokasaHns Ons NPMMEHEHNs NeKapCTBEHHOrO nNpenapara (nepeyncnnTb).

5. CBeneHus o ueneson rpynne nauleHToB, Hy X OalWnxcsa B JaHHOM NleKapCTBEHHOM npenapaTte, oTaesibHO Mno
KaXnomy nokasaHuio, yKkadaHHOMY B MHCTPYKLUWW MO MeANUNHCKOMY NMPpUMEHEHNIO NeKapCTBEHHOro npenapara.:

5.1. cBepeHua o NneKkapcCTBeHHbIX Mnpenapartax, KOTopble Mnosy4akT nauuneHTbl, C YykKa3aHuem Konyectea
nauneHToB, nonyyaruwnx Tepanuto;

5.2. konnyecTBo naumeHToB B Poccuiickon ®enepaumm, Hy X 4aolWwmuxca B Tepanum npeanaraemoro K BKAKYEHWIo
B MepeyYeHb XU3HEHHO HEOBXOAMMBIX U BaXKHEWWNX NEKAPCTBEHHbIX NPenapaTtoB U (MNK) nepedYeHb AOPOroCTOSWMX
NeKapCTBEHHbIX MpernapaTtoB /IeKapCTBEHHOro rnpernapara, ¢ ykasaHueM JiekapCTBEHHbIX MpenapatoB, C KOTOPbIX
OynyT nepeBefeHbl HA Mpennaraemblii K BKIIOYEHWIO NEKAPCTBEHHbIA Npenapart, B TOM YWCNE He Mofyyaolmx B
HacToslee BpeMs Tepanuio (B Cryyae ecnu nekapCTBEHHbI npenapart HasHavyaeTcs Ha BTOPOW, TPETbel 1 Npoumx
NMHNAX, HEOHXOAMMO yKa3aTb KONMYECTBO NAUMEHTOB HA KaX 4OV U3 NUHWIA Tepanun);

5.3. MHpopMauma 0 nepesode NauMEHTOB C TeKylen Tepanun (ykasbiBaeTcs nepuon, 3a KOTOPbIA NauMeHThl
O6yoyT nepeBedeHbl C CYLECTBYIOWEN Tepanuu Ha NeKapCTBEHHbI npenapart, npeanaraemblii K BKIIOYEHWIO B
nepeyYeHb XU3HEHHO HEOOXOAMMBIX U BaXHEMWMX NeKapCTBEeHHbIX NpenapatoB U (Unn) nepevyeHb LOPOrocTOSWMX
NeKapCTBEHHbIX NpenapaTos);

5.4. cpenHee KONMYECTBO YNakoBOK NIEKAPCTBEHHOro npenaparta, Heobxo4AMMoro Anst OAHOro nauueHTa B rof (¢
yKasaHueM nekapcTBEHHOW (POPMbl 1 AO3UPOBKMN).

6. TepaneBTMYECKM aHaANOrMyYHble NEKAPCTBEHHble mpenapatbl, obnajatowme [oKa3aHHbIMU KINHUYECKUMUA, Y
(MUNK)  KNIMHMKO-3KOHOMUYECKMMU MpenMylecTBamMn, U (nanM) OCOBEHHOCTSIMM MexaHuW3Ma [eincTBus (nanee -
TepaneBTUYECKN aHaNnorMyHblii NeKapCTBEHHbIA Mpenapart), BK/IYEHHbIE B MepeyYyeHb XWU3HEHHO HeoBXOoAMMbIX U
BaXHEWWNX NEKAPCTBEHHbIX MpPenapaTtoB, MepeYyeHb A0POrocTOSWMX NeKapCTBEHHbIX MpenapaTtoB (nanee -
MepeyHn), B pamkax MokasaHWui K MPUMEHEHMIO B COOTBETCTBMM C WHCTPYKUMEH MO MEeAUUMHCKOMY MPUMEHEHWIO
NeKapCTBEHHOr O Npenapara, CTaHAapPTOB MEANLMHCKON NOMOLWM U KNMHUYECKUX PEKOMEHJaLMiA.

7. Kpatkas cpaBHMWTeNbHAs xapakTepuctika adopeKTUBHOCTM 1 6e30MacHOCTM NIeKapCTBEHHOro npenaparta,
0COBEHHOCTM KNMHMYECKOro MPUMEHEHMSI NEeKAPCTBEHHOrO npenapaTa, a TakXe NPevMyllecTBa B CPaBHEHUU C
TepaneBTUYECKN aHanorMyHbiMKU NIEKapCTBEHHbIMU Mpenapatamm (KAMHWYecKue rpynnbl MauueHToB, BKOYas
BO3pacCTHble 0COBEeHHOCTM U npodounb 6e3onacHoCTM K Op.) C yKasaHWeM WTOroBOM OUEHKM Mo pe3ynbratam
KOMMJ/IEKCHOW OLEHKM B 4acTU CPaBHUTENbHOM KAMHUYECKON 300PEeKTUBHOCTM U 6e30MacHOCTU NeKapCTBEHHOro
npenapata (6annoB) (B Crnyyae ecnvM TepaneBTMYEeCKM aHaNnoruyHbIX JIeKapCTBEHHBLIX MpernapaToB HECKO/bKO,
CpaBHEHMWE NPOM3BOANTCS C KaXObIM U3 TaKMX NEKAPCTBEHHbIX Npenaparos).

8. KpaTKoe KNNHNKO-3KOHOMMNYECKOE CpaBHEHWEe npennaraeMoro nekapCTtBeHHOro npenapara C aHanoramu
(CTOI/IMOCTb NeKapCTBEHHOro npenapara n Kypca nedeHmd no 3asiB/ieHHbIM Noka3aHusaMm, CpaBHeEHNEe 3aTtpaTt CUCTEMbI
34paBOOXpaHEHUA N ﬂ,p) C yKasaHueM UTOroBoM OLEHKU Mo pe3yfibTaTaM KOMMIEKCHOM OLLEeHKU (63.)'”103).

9. PesynbTatbl METOOONOrMYECKOro KayecTBa KI/IMHWKO-SKOHOMUYECKWUX WCCNefoBaHWA W WUCCNenoBaHUA C
NCNONb30BaHMEM aHanu3a BAWMSHUS Ha 6toaxeTbl 6oaxeTHol cuctembl Poccuiickont denepaummn ¢ ykasaHuem
NTOrOBOW OLIEHKWM MO pe3ynbTataM KOMMNEKCHOW OLUEHKW (BblICOKOe, CpefHee MM HU3KOEe), a TakXe pesynbTaThl
OLIEHKM [OMONHUTENbHbBIX NOCNEACTBUIA MO NeKapCTBEHHOMY npenaparty (6annos).

10. LlenecoobpasHocTb BK/OYEHNS IEKAPCTBEHHOrO npenaparta B MepeyHn Y MUHMMAsbHbIA acCOPTUMEHT (B
CBSAA3N C HanuyMem B KJIUHWYECKMX pekoMeHZauusax W cTaHgapTax MeouUMHCKOM MOMOLWM Mo COOTBETCTBYIOWUM
nokasaHusMm) rno cnegytowen gopme:

Kputepun oueHkm PesynbTat oueHkun Likana oueHkm
(6annos)
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06 yTBepxAeHu MpaBn hOPMUPOBAHMA NEePEYHEN JIeKapCTBEHHbIX MpenapaToB A/ MeANLUHCKOro NPUMEHEHNA 1 CTpaHuua 68
MWHVMaJIbHOIr0 aCCOPTUMEHTA JIEKAaPCTBEHHBIX NMPenapaToB, HEO6X0AUMBIX A1 OKa3aHUS MeAULNHCKOM MOMOLLM (C U3MEHEHUAMN

Ha 8 Hosbps 2025 roaa)

lMocTaHoBneHue lNMpaBuTenbcTBa P® ot 28.08.2014 N 871

Hannune nnu uenecoobpasHocTb ha, BKoYeH/ +3
BKJIIOYEHUS NEKAPCTBEHHOro HeT, BKNOYEeHne
npenapara B K/IMHNYecKme LenecoobpasHo

pekomMeHoauun nnn ctaHoapThbl
oKasaHus MeJNLUWHCKOM noMoLun

11. 3aMeyaHns rnasHOro BHewWwTaTHOro cneunanucta MuHucTepcTea 3apasooxpaHeHns Poccuiickon Penepaunm
K pe3ynbTaTaM KOMMIEKCHOW OLEHKM (Npu Hanuymm).

12. NtoroBble H6annbl C y4eTOM pe3ynbTaTOB KOMMIEKCHOW OUEHKM U B COOTBETCTBUM C myHkTamyn 10 n 11
HacTosLWero AOKyMeHTa.

13. KpaTtkuii BbIBO4 O LieNnecoobpasHOCTM BKMOYEHNS (MCKOYEHWS) NeKapCTBEHHOro npenaparta B NnepeyHn u
MUHUMa bHbIA aCCOPTUMEHT, yKasaHHble B MyHKTe 3 HaCTOSAIWEro OOKYMeHTa (C yYeTOM Hanvmuus TepaneBTU4ecku
aHanorMyHbIX NeKapcTBEHHbIX NpenapaTos).

14. MpennoXeHusi No UCKNIIOYEHMIO NTEKAPCTBEHHbIX MPEenapaToB 13 NepeyYyHein 1 MMHUManbHOro acCopTUMEHTA B
cnyyae, ecnu CTOMMOCTb TMpeAnaraeMoro K pPacCMOTPEHUIO NEeKapCTBEHHOro mnpenapata HUXe CTOMMOCTU
TepaneBTUYECKN aHanornMyHoro NEeKapCTBEHHOro npenapaTta 3a Kypc Tepanuu, BK/KYEHHOTO B MEpPeyHu, Mpu
BK/IIOYEHUM aNnbTepHATMBHbLIX NEKapPCTBEHHbIX NpenapaToB, o6nagamwWwmx OOKasaHHbIMU KVHWYECKUMU, U (1)
K/IMHVMKO-39KOHOMUYECKUMY MPENMyWeEeCTBaMu, U (MnM) OCOBEHHOCTSIMU MexaHu3Ma LeWcTBus, u (unun) 6onblien
6e3onacHOCTbIO NPV OMArHOCTUKE, MPOCUNAKTMKE, NevyeHun unu peabunmtauum 3aboneBaHuii, CUHAOPOMOB W
COCTOSIHWI, a TakXe B Cny4Yae, eCnv BKJIIOYEHHbIAi B MEPEeYHU NeKapCTBEHHbIA MmpenapaTt He MpPUMEHsieTcsl B
CYLWECTBYIOWMX CXeEMax Tepanuu (NepeyncnnTb) C y4eToM nHpopmMaumm, NpeacTaBneHHo B NyHKTax 5-7 HacToswero
JOKYMEHTAa, U NPOrHo3upoBaHns 06ecneyeHHOCTN NauneHToB IEKapCTBEHHbIMY NpenapaTamn.**

15. [JaHHble 06 YHUKaNbHOCTW NIeKapCTBEHHOrO npenaparta (3anofiHAeTCsl B Cny4Yae OTCyTCTBMSI TepaneBTUYECKy
aHaNorMyYHbIX NeKapCTBEHHbIX MPenapaTtos (NpenapaToB CPaBHEHUS).

noAnuch 1 pacwmngpoBka NoanucK nara

* PekoMeHOaumm oopMmpyoTCs C y4eTOM 3aK/I0YEeHUiA No pedynbTaTtaMm aHanu3a MeTon0/I0rnyeckoro kavyectea
KNTMHNKO-3KOHOMUYECKUNX UCCNefoBaHWM 1 aHanusa nHcpopMaunm 0 CpaBHUTENbHON KNNHUYECKON 3CDPEKTUBHOCTN 1
6e30MacHOCTN NIEKAPCTBEHHOrO npenaparta, OUEHKWM SKOHOMUYECKMX MOCAELACTBMIA €ro MPUMEHEHUS), U3YYEHUS
JONONHUTENbHBIX NOCNEACTBUIA MPUMEHEHNS NeKapCTBEHHOr 0 npenapara, NpuMBedeHHbIX B npunoxeHnsx N 7 - 8_1 k
Mpasnnam opMmMpoBaHUS NepeyvHen NnekapCTBEHHbIX Npenaparos A8 MeAULUHCKOrO NPUMEHEHNS U MUHMANbHOMO
ACCOPTUMEHTA NEKAPCTBEHHbIX MPENapaToB, HEOOXOAMMbIX ONS OKa3aHWs MELULMHCKOW MOMOLWM, YTBEPXAEHHbIM
noctaHoeneHvem MNpaBuTtenbcTea Poccuiickoit denepauun ot 28 aerycta 2014 r. N 871 O6 yTtBepxaeHun MNpasun
dopMMpoBaHMA MepeyvyHein nekapcTBEHHbIX npenapartoB ANs MEeOUUMHCKOrO MPUMEHEHUS U MUHWMANbHOrO
accopTUMEHTA NeKapCTBEHHbIX NpenapaToB, HE0BX0ANMBIX LNs OKa3aHWsl MeAULIMHCKOM NOMOLLW.

** Topnexunt obs3aTenbHOMYy 3anofIHEHUIO MPU PACCMOTPEHMU TMPEAIoXEHNs O BKJIOYEHUN B MEPeYHu
anbTepHATMBHbIX NIEKAPCTBEHHBLIX MpenapaTtoB, obnajakwolmx [0Ka3aHHbIMU KAVHUYECKMMU, U (MAKN)  KIUHUKO-
SKOHOMUYECKVMY NMPEUMYLLECTBAMU, U (UIM) 0COBEHHOCTAMU MexaHnama AeicTBus, u (nnn) onbwel 6e30nacHOCTbI0
npu [OMarHOCTUKE, NPOIMNaKTUKe, nevyeHun wunm peabunutaumu 3abonesBaHWid, CUHOPOMOB W COCTOSIHWIA, MO
CPaBHEHMIO C NEKAPCTBEHHbIMM NpenapaTtamu, BKIIOYEHHBIMUA B MEPEYHM, B TOM YMC/E C YYETOM CYLLECTBYIOWUX CXEM
NeKapCTBEHHOM Tepanun, OTPaXeHHbIX B akTyanbHbIX CTaHAapTax OKka3aHWs MeOMUMHCKON MOMOWM N KIMHUYECKNX
pPEKOMeHLaUUSsIX.

Pepakuus noKyMeHTa C y4eTom
N3MEHEHW 1 OOMONMHEHU NOAroTOBNEHA
AO "Kopekc"
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