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[TIPABUTEJIBCTBO POCCUICKON ®EJEPALIIN
ITOCTAHOBJIEHUE
ot 28 aBrycra 2014 r. N 871
OB YTBEP)KJIEHNU ITPABIJI ®OPMIPOBAHNS I[TEPEYHEN
JIEKAPCTBEHHBIX ITPEITAPATOB HJIS1 MEAVULIMHCKOI'O TIPUMEHEHUWS 1
MUWHUMAJIBHOT'O ACCOPTUMEHTA JIEKAPCTBEHHBIX ITPETTAPATOB,
HEOBXOJIMIMBIX J1J151 OKA3AHUS MEJULIMTHCKON [TOMOIIN

(8 pen. ITocranoBnennii IlpaBurtenscrsa PO ot 12.06.2017 N 700, ..., ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)
IoKa3aTh BCe

[TpaButenbcTBo Poccuiickoit @emepaiiny noctaHoBsieT: (B pex. [locranoBaennii [IpaButensctsa PO ot 12.06.2017 N 700, ot
25.07.2024 N 1009)

1. yTBep}lI/ITb npujiaraemMbie HpaBI/ma (bOpMI/IpOBaHI/IH HepequI‘/’I JIEKapCTBEHHBIX IIPEIIapaToB OJIsI MEOAULIMHCKOI'O IIPYMMEHEHUS U
MMHMMAaJIbHOTO aCCOPTMMEHTA JIEKAaPCTBEHHbIX ITpEerapaTos, HEO6X0,EU/IM]>IX JJIs1 OKa3aHUA MEJIMLII/IHCKOVI IIOMOIINA.

2. MuHMUCTepCTBY 3ApaBooxpaHeHns: Poccuiickoit @emepaliy yTBepAUTD MONIOKEeHME 0 KOMUCCUY MUHMCTEPCTBA 34 paBOOXPaHeHMST
Poccuitckoit @epepatyy 1o GopMUPOBAHUIO TIEpEUYHETi JIEKapCTBEHHBIX ITPENapaToB IJIsT MEAUIIMHCKOTO TPUMEHEHMS U
MUHMMAaJIbHOTO aCCOPTMMEHTA JIEKAPCTBEHHBIX MIPernapaToB, HEOOXOAMMBIX JIJIS1 OKa3aHMS MeIUIIMHCKOI TOMOIIM, ¥ COCTaB
YKa3aHHO KOMUCCUN.

3. YcTaHOBUTD, UTO B 2014 roamy npepjioskeHus 1o GopMMUPOBaHUIO IlepeuHeit 1eKapCTBeHHbIX ITpenapaToB AJisl MeIULIITHCKOTO
MIPUMMEHEHMS ¥ MMHMMAJIbHOTO aCCOPTYMEHTA JIEKaPCTBEHHBIX MPEIapaToB, HEOOXOMMMbIX JJIst OKa3aHUSI MEIUIIMHCKO TOMOIIIHN,
HaMpasJsoTCs B MMHMCTEpCTBO 3ApaBooxpaHeHust Poccuiickoit @enepaium B opsigke, mpegycMoTpeHHoM [IpaBuiamu,
YTBEPKAEHHbIMM HACTOSIIMM ITOCTaHOBJIEHMEM, 10 15 ceHTa0ps 2014 1.

4. ITyukT 4 moctanoBaeHus [IpaBuTenbcTBa Poceniickoit @emepanyy ot 29 okta6ps 2010 1. N 865 "O rocymapCcTBeHHOM

peryamMpoBaHuy IeH Ha JIeKapCTBEHHbIE TPernapaThl, BKIIOYEHHbIE B ITepedeHb KM3HEHHO HeOOXOAMMBbIX Y BasKHEMIITUX
JieKapCTBeHHbIX MpernapaToB” (CobpaHue 3akoHomaTenbcTBa Poccuiickoit ®@emepannm, 2010, N 45, ct. 5851; 2012, N 37, c1. 5002)
1ocse ¢JIoB "MMHUCTEPCTBOM 5KOHOMMUYECKOT0 pa3BuTus Poccuiickoit @enepanuu” 4OMNOIHUTD CI0BaMU ", MMHMUCTEPCTBOM TpyLa U
colManbHoO 3amuThl Poccuiickoit @enepauyn, MUHUCTEPCTBOM peTMOHANBbHOTO pa3Butust Poccuiickoii @enepauyu, DemepaabHOin
AHTMMOHOTIONBHO CITY3k6071, efepanbHOII CITY>k6071 110 Ha30py B chepe 3aMMUTHI IIPAB IMOTPedUTENEN U 6IATOMOMYYNS YeTIOBeKa,
denmepasbHBIM areHTCTBOM HAyUYHBIX OpraHM3aLuii".

5. MuHMcTepcTBY 3apaBooxpaHenust Poccuiickoit @epgepanuy faBaTh pa3bsCHEHMS O NOpsiaKe npuMeHeHus [IpaBui, yTBepsKoeHHbIX
HaCTOSIIIMM ITOCTAaHOBJIEHUEM.

IIpedcedamens Ipasumenscmea
Poccutickoli @edepayuul

. ME/IBEJTEB

YTBEP)K/JIEHbI

nocmatosneHuem Ilpasumenscmea

Poccutickoii @edepayuul
om 28 aseycma 2014 2. N 871

[TIPABUJIA ®OPMUPOBAHNS ITEPEUHEN JIEKAPCTBEHHBIX ITPEITAPATOB
IJ19 MEJULIMHCKOT'O ITPUMEHEHUS I MUHUMAJIBHOT'O ACCOPTUMEHTA
JIEKAPCTBEHHBIX ITPEITAPATOB, HEOBXOIMMBIX IJI151 OKA3AHUA
MEIUIIVTHCKOV [TOMOIIU
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(8 pen. Iocranosaennii IlpaBurenscrsa PO ot 12.06.2017 N 700, ..., ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)
IoKa3aTh Bce

1. Hacrosimue IpaBuiia ycTaHABAMBAIOT MOPSAOK GOpMMUPOBAHMS :

a) TIePeYHS JKM3HEHHO HeOOXOMMMBIX M BsKHENMIIMX JIEKaPCTBEHHbIX MPENapaToB IjIsl MeOVIMHCKOTO IIPMMeHeHus (Jajee -
repeveHb BasKHEMIIMX JIEKaPCTBEHHBIX [TPeNapaToB);

6) IE€PeYHs JeKapCTBEHHBIX MPenapaToB, IpeJHa3HaueHHbIX /IS 00eCieueHMsI I, G0IbHbIX reModuIneit, MyKOBUCIIMIO30M,
rurnodu3apHbIM HaHM3MOM, 60/1e3HbI0 Tollle, 3JI0KaueCTBEHHBIMY HOBOOGPa30BaHUSIMM IMM(OUIHOM, KDOBETBOPHOI U
POACTBEHHBIX MM TKaHe, pacCesTHHbIM CKIepO30M, TeMOIUTUKO-YPEMUIECKUM CMHIPOMOM, I0HOIIECKUM apTPUTOM C CUCTEMHBIM
HayajoM, MyKoronucaxapuao3om I, IT u VI TUTIOB, ariacTuueckoi aHeMuei HeyTOUYHEeHHO, Hac/IeACTBEHHBIM feuIMTom
daxropos II (bnbpuHorena), VII (mabunbHoro), X (CtioapTa - [Ipayspa), a TaksKe JIUII TOC/Ie TPAHCIUIAaHTAIlMY OPTaHOB U (W)
TKaHel (gajee - mepeyeHb JOPOrOCTOSIIMX JIEKapCTBEHHBIX MMpenapaToB); (B pen. [loctanosnenuii [IpaButenscrsa PO ot 20.11.2018
N 1390, ot 05.06.2020 N 829)

B) TOZNITYHKT yTpaTwiI cuiy. (B pen. Ilocranosnenus Ilpasurenscrsa PO ot 03.12.2020 N 2021)

r) MUHMMAJIbHOT'O aCCOPTMMEHTA JIeKapCTBEHHBIX IIPerapaToB, HEOOXOAMMBbIX [IJIsS OKa3aHMs MeJULIMHCKOI oMol (Iajee -
MUHUMAaJIbHbII aCCOPTUMEHT).

2. TlepeueHb BasKHEMIINX JIeKapCTBEHHBIX ITpenapaToB GopMMUpyeTcs 13 JieKapCTBEHHBIX MPENapaToB AJs MeAUIIMHCKOTO
MpuMeHeHMs (Jajee - ieKapCTBeHHbIe ITperapaTsl) M0 MeXIyHapOJHbIM HellaTeHTOBAaHHBIM HaVIMEeHOBAaHMSIM 3TUX JIeKaPCTBEHHBIX
npernapaToB (MIpY OTCYTCTBUM TakKMX HAMMEHOBAHMIA - TI0 TPYIIIMPOBOUYHBIM MJIM XMUMUUECKMM HauMeHOBaHUSIM), B TOM UKC/Ie C
YY4eTOM CTaHAAPTOB MEIUIIMHCKOI MTOMOIIM, Pe3Y/IbTaTOB KIVMHMYECKO apobanyy MeTog0B MpoGOUIaKTUK, AMATHOCTUKMA,
JIeUeHUS ¥ peabuInTaluy M KIMHUYECKUX PeKOMEeHIAIINIA, C yKa3aHMeM CIIocoba 1 (M/IM) MyTH BBeIEeHMs IeKapCTBEHHOTO
Tperiapara, a Tak’ke OCHOBHOT'O 3JIEMEHTA MJIY JOTIOHUTEIbHOTO 3JIEMEHTA JIEKapCTBEHHBIX GOPM, B TOM UMCIIe TUIIA
BBICBOOOKIEHMSI IEICTBYIOIIETO BEIIeCTBa (MPY HAIMYMM), OTBEYAIOIIMX OMHOBPEMEHHO CIEAYIONIMM KPUTEpUSIM: (B pef.
[TocranoBnenus [IpaButenbcTsa PO

a) JIeKapCTBEHHBI [perapar 3aperMcTpUpoBaH B YCTAHOBJIEHHOM nopsifake B Poccuiickoit ®enepauny; (B pen. [loctaHoBIeHYS
IIpaBuTtenbcrBa PO ot 25.07.2024 N 1009)

6) JIeKapCTBEHHBIN MpernapaTt IPUMEHSIETCS C IeJIbI0 IMArHOCTUKY, TPODMIAKTUKY, IEUEHUS Y peabuanTaIMu Ipy OKa3aHuu
MeIUIIMHCKOM MOMOIIY B ¢JTydae 3a60eBaHMii M COCTOSTHUI, B TOM YMCIIe TTpeo6IajaloniX B CTPYKType 3a601eBaeMOoCTy B
Poccuiickoit @efepaiuu, a Takke 3a601€eBaHN, TPEACTABISIONIMX OMACHOCTD J/IST OKPYsKaouuXx; (B pex. [locTaHOBIeHNS
IIpaBuTtenbcrBa PO ot 25.07.2024 N 1009)

) JIEKAPCTBEHHBIN ITpenapar 06;1a1aeT JOKa3aHHBIMU KIMHUYECKVIMU, U (VUIM) KIVMHUKO-9KOHOMUYECKVIMY ITPEeMMYIIeCTBAMMU, U
(M) 0COGEHHOCTSIMY MeXaHM3Ma JeMCTBYS, ¥ (WTn) 60sbIeit 6€30MacHOCThIO IIPU TMarHOCTHUKe, TPOGIIIAKTHUKE, TeYeHU WU

peabunuTauyy 3aboneBaHMit, CUHIPOMOB M COCTOSIHUIA I10 CPaBHEHUIO C APYTMMM JIeKapCTBEHHbIMM IIperiapaTaMy IIpy JieueHUM

ompezesIeHHOrO 3a601eBaHMsI MM COCTOSTHUS. (B pel. IloctaHoBneHus [IpaButenscrBa PO ot 25.07.2024 N 1009)

3. IlepeueHb TOPOTOCTOSIIMX JIEKAPCTBEHHBIX MTPEIapaToB GOpMUPYETCs MO MEKAYHAPOAHBIM HENTATEHTOBAHHBIM HaMEHOBAHMSIM
9TUX JIEKAPCTBEHHBIX MIpenapaToB (MIPU OTCYTCTBUU TAKMX HAMMEHOBAHMIA - TI0 TPYHNIIMPOBOYHBIM WJIM XUMUYECKUM
HayMeHOBaHMSIM) B Mpefeiax 06beMOB OI0/IKETHBIX aCCUTHOBAaHMIA, ITPeIyCMOTPEHHBIX B (hefiepasbHOM OI0KeTe Ha
COOTBETCTBYIONINIT (GDMHAHCOBBIN IO, ¥ TUIAHOBBIN MEPUO]I, U3 JIEKaPCTBEHHBIX ITPerapaToB, OTBEUAIOMIVX CIETYIONIIM KPUTEPUSIM
(B pen. [Toctanosienust [IpaButenbcrBa PO ot 12.06.2017 N 700)

a) JIeKapCTBEeHHbII Mperapar 3aperucTpMpoBaH B yCTAHOBJIEHHOM mopsifKe B Poccuiickoit Pepepaiiyiu;
6) JIeKapCTBEHHBIN MpernapaT BXOAUT B IiepeueHb BasKHEMIINX JTeKapCTBEHHbIX IIPernapaToB;

B) JIeKapCTBEHHBII IMpenapar MMeeT IPEMMYIECTBO 110 CPABHEHUIO C PYTVMM JIeKapCTBEHHBIMM IIperapaTaMy Ipy Je4eHUu L,
60/bHBIX TeModIINel, MyKOBUCITMA030M, TMTIO(P3apHBIM HAHUM3MOM, 601e3HbI0 To111e, 37T0KaYeCTBEHHBIMY HOBOOOPA30BaHUSIMU
JMMdOUIHO, KPOBETBOPHOI M POACTBEHHBIX MM TKaHEN, pACCESTHHBIM CKJIEPO30M, TEMOTUTUKO-YPEMUUECKUM CUHAPOMOM,
IOHOWIECKVM apTPUTOM C CUCTEMHBIM HauajloM, Mykononucaxapugosom I, II u VI Tunos, artactuyeckoit aHeMyeil HeyTOUHEHHO,
Hac/lIeqCTBeHHbIM neduiintom dpakTopos II (pubpunorena), VII (tabunbHoro), X (Ctioapra - IIpayaspa), a TakKe JIMII IIOCTIe
TpaHCIUIAHTALMM OPTraHOB U (V1K) TKaHeli. (B pen. ITocranoBaenuit IIpaBurtenbcrea PO ot 20.11.2018 N 1390, ot 05.06.2020 N 829)

3.1. BimtoueHue eKapCTBEHHOTO IIperapara B [lepeueHb JOPOrOCTOSIIIMX JIeKapCTBEHHBIX ITpelapaToB U TPy HeOOXOOIMOCTHU
JCK/IIOUEHMe M3 Hero B COOTBETCTBUY C ITONOKEHMSIMM HACTOSIIMX [IpaBuit anbTepHaTMBHOrO JIEKAPCTBEHHOIO ITpernapara He
JOJDKHO IIPUBOAUTD K YBEIMUYEHNIO 06beMOB OI0[)KETHBIX aCCUTHOBaHUIt, IPelyCMOTPEeHHBIX B denepaabHOM OrofiskeTe Ha
COOTBETCTBYIONINI (GMHAHCOBBIN I'OM, M TIAHOBBIN Nepuo. (B pen. [ToctaHoBieHus IIpaButenbcrBa PO ot 12.06.2017 N 700)

4. TIyHkT yrpatun cuny. (B pex. [locranoBnenus [IpaButenscTBa PO ot 25.07.2024 N 1009)
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5. MuHMMAaNbHBII acCOPTUMEHT (GopMUpPYyeTCs: IJis Pa3INYHbIX BUIOB allTeUHbIX OpPraHN3aLuii M MHAUBUIYATbHbBIX
MIpenNpUHMUMATeeli 10 MeXXAYHAPOIHBIM HellaTeHTOBAaHHBIM HAaMMEHOBAHUSIM JIEKAPCTBEHHBIX IIPeIapaToB (IPY OTCYTCTBUM TaKUX
HaVMeHOBaHU - 110 TPYNIIMPOBOYHBIM WJIM XMMUYECKMM HaMMEHOBaHMSIM) M3 JIeKapCTBEHHbIX ITperapaToB JJIsl MeIUIIMHCKOTO
MIpUMeHEeHNsI, OTBEYAIOIUX CIeSYIOUM KPUTEePUSIM:

a) JIeKapCTBEHHBII ITperapar 3aperMcTpUpoBaH B YCTAHOBIEHHOM Nopsiike B Poccuiickon ®enepauun;
6) JIeKapCTBEHHbIN MMpernapaTt BXOAUT B IlepevyeHb BasKHEeIINX 1eKapCTBeHHBIX IIPeNapaTosB;

) JIEKAPCTBEHHBI MTpernapar, HaXOAsSImuiics B obpaieHnn Ha Tepputopun Poccuiickoit @enepanum, UMeeT He MeHee 2
COOTBETCTBYIOIUX €MY 10 MeXXIYHAPOAHOMY HENaTeHTOBAHHOMY HAaIMEHOBAHUIO MO0 3aMeHSIIONEMY TaKoe HaMeHOBaHue
IPYIIIMPOBOYHOMY MJIM XMMUUECKOMY HaMEeHOBaHMIO BOCIIPOM3BEIeHHbIX MY 6/10aHATIOTOBBIX (6110T10J06HBIX) TeKapCTBEHHBIX
MpenapaToB B aHAJTOTUYHBIX JIEKAPCTBEHHBIX (POpMax U T03UPOBKaX, MPOU3BOAUMBIX ABYMS U 60siee IIPOU3BOAUTENSIMH (32
MCKJIIOUeHVeM JIeKapCTBEHHBIX [1peIapaToB, IPOM3BOLVMbIX eIVHCTBEHHBIM OTeYeCTBEHHBIM IIPOM3BOANTENEM); (B Pef.
[Tocranosnenusd [Ipasutenscrsa PO ot 03.12.2020 N 2021)

r) JIeKapCTBEHHbIN MpernapaT COIaCHO JaHHBIM 06 00beMax Mpoaask Ha (hapMalleBTMUeCKOM pbIiHKe Poccuiickoit ®emepaiyn
BOCTPeOOBaH CUCTEMOI1 3[paBOOXpaHEeHMs Y Hace/leH)EM B TeUeHNe BCero KajJeHJapHOoTo rofia.

6. JlekapCcTBeHHbIe MperapaThl UCKIIOYAIOTCS U3 TepeuHs] BaXKHEeNIINX JIeKapCTBeHHBIX MTpenapaToB, TepeyuHst LOPOTOCTOSIIIUX
JIeKapCTBEHHbIX IIpenaparoB (Jajiee - IepevyHi) ¥ MMHMMAaIbHOTO aCCOPTUMEHTA 10 pellleHUI0 KOMUCCUM, YKa3aHHO B ITyHKTe 8
HacTosux [IpaBui, mpyu nepecMOTpe NepeyHst BaXKHeN X JieKapCTBeHHbIX MTpernapaToB 10 NpeaokeHnsiMm MyuHucTepcTBa
3gpaBooxpaHenus Poccuiickoii @emepaiiniy, IIIaBHOTO BHELITATHOTO crielnanucta MuHUCTepCTBa 34paBooxpaHeHns: Poccuiickoii
Qepepanuy (manee - IIABHbIN 9KCIEPT) U CyOBEKTa 0OpaleHNsI TIeKapCTBEHHbBIX CPECTB (ajiee - 3asIBUTENb) C MIPUIOKEHNEM
JIOKYMEHTOB U CBefeHMIi, MOATBePXXAAI0IINX Ha/IMyMe OGHOTO 13 CJIeAYIoIIMX ciiydaeB: (B pen. [locranosneHus [IpaButenbctsa PO
ot 25.07.2024 N 1009)

TpefiCTaB/IeHV e HAYYHO 0O0CHOBAHHOM PeKOMEHIAIIMM ITIAaBHOTO 3KCITepTa, MPeAyCMOTPEHHOM MYHKTOM 26 HacTosmux [IpaBu,
TIpY BKJTIOUEHUY B IEPEUHM TepareBTUUECKM aHaJOTMYHOTO JIeKapCTBEHHOTO MpenapaTta, 06/1aaolero fJoKa3aHHbIMU
KIMHUYECKUMMU, U (VIT) KITMHUKO-3KOHOMUYECKUMY IPEUMYIIECTBAMU, U (MTM) OCOOEHHOCTSIMM MexaHM3Ma IeiicTBUS (Janee -
TepaneBTUYECKM aHAJOTUYHBII JJeKapCTBEHHBIN Mpenapar), a TakKe B ¢Iydyae, eJiv BKIIOUEHHBIN B TepeYH JJeKapCTBeHHbBIN
TIperapar He MPUMEHSIETCS B CYIECTBYIONIMX cxeMax Tepanuu; (B pen. [TocranoBienus [TpaBurtenbctsa PO ot 25.07.2024 N 1009)

NpefcTaB/ieHNe MPOU3BOUTEEM JIEKAPCTBEHHOTO CPeCTBa MO0 AepskaTeeM W BlaleablieM PerMCTPalMOHHOTO YA0CTOBEPEH NS
JIeKapCTBEHHOTO ITpernapaTa MpejiokeHns 06 MCKITIOUeHUY JIeKapCTBEHHOTO MperapaTta 13 rnepevyHeii Ipy MosIBIEHUY CBEIEHUI O
TOKCUYHOCTY MJIM HeXKeaTebHbIX PeaKkiIusIX Mpy MpMUMeHeH ) IeKapCTBEeHHOTO MperapaTta ¥ HaJIuuuy 060CHOBaHMS TaAKOTO
uckmoueHust; (B pex. Ilocranosnenus IpaButenbcrBa PO ot 25.07.2024 N 1009)

MIPUOCTaHOBJIeHMEe TIPUMMEeHEeHNS JIEKapCTBEHHOTO Ipenapata B Poccniickoit ®enepauny; (B pen. [loctanosnenus [IpasutensctBa PO
oT 25.07.2024 N 1009)

OTMeHa TOCYIapCTBEHHOM perucTpauny (perucTpaimm) ieKapcTBeHHOro npemnapara; (B pel. [locranosyienus [IpaButenbcrsa PO ot
25.07.2024 N 1009)

TpeKpaieHue MPou3BOACTBA JeKapCTBEHHOTO Mpernapara inbo ero moctaBok B Poccuiickyio ®@enepalinio, OTCYTCTBME B TeUEHME
Tiep1o/a, MPEeBLILIAIOIIEro OAMH KajJeHIapHbIi oI, BBO/IA JIeKapCTBEHHOTO IpernapaTa B rpaskIaHCKuit 060poT B Poccuiickoii
®denepanyy U OTCYTCTBME OCTATKOB JIeKapCTBEHHOIO Ipernapara B Poccuiickoit @enepanuu; (B pen. [loctanosnenns [IpaBurenbCcTsa
P® or 25.07.2024 N 1009)

VCKJTIOUEHMe JIeKapCTBeHHOTO MpernaparTa U3 lepevyHs BaKHeNIINX JIeKapCTBEeHHbIX MPernaparTos - )11 TepevHst JOPOTOCTOSIINX
JIEKapCTBEHHBIX IIPeIapaToB ¥ MMHUMMAJIBHOTO acCcopTuMeHTa. (B pen. [TocraHoBneHus I[IpaBurenbcrBa PO ot 25.07.2024 N 1009)

TepMuH "Cy6bEKT 06paleHNsT IeKaPCTBEHHBIX CPEACTB" UCIIONb3YETCS B HACTOSIMX [IpaBuiaX B 3HAaUeHNUM, YCTAHOBIEHHOM
®demepanbHbIM 3aKOHOM "O6 06paleHNM JIeKapCTBEHHbIX cpeacTB'. (B pel. [Toctanosienus [IpaButenbersa PO ot 25.07.2024 N
1009)

HeKapCTBeHHbIﬁ mnpemnapar MOoAJIEXXUT MCK/ITIOUEHNIO 13 nepequI‘/’I ¥ MMHMMAaJIbHOT'O aCCOPTMMEHTA B COOTBETCTBMM C HACTOSAIIMM
ITYHKTOM U ITYHKTOM 6.1 HacTOSIINX HpaBI/IJI IpU HACTYIIVIEHMM OOHOTO M3 YKa3aHHbIX B JAHHBIX ITYHKTAX C/TydaeB B OTHOILIEHUN
BCeX 9KBMBAJIEHTHBIX JIEKAPCTBEHHbIX CI)OpM TAKOTO JIEKapCTBEHHOT'O IIperapara. (B pen. [TocTraHOBIEeHMS HpaBMTeJ’[bCTBa P® ot
25.07.2024 N 1009)

6.1. JleKapCTBeHHbIe MperapaThl MOAJIEXKAT VCKITIOYEHMIO U3 TTIepeyHeit ¥ MMHMMAIbHOTO aCCOPTUMEHTA, €C/IU B TeUeHMe 6 MecsIeB

TI0C/Ie BKITIOUEHMS JIEKapCTBEHHOTO Mperaparta B epevueHb BasKHEMIIMX IeKapCTBEHHbBIX ITPerapaToB He 3aperucTpupoBaHa
MpeenbHast OTITYCKHAsI IleHa ITPOU3BOAUTEIS Ha IeKapCTBEHHbIN mpemnapar. (B pel. [ToctraHoBieHus [TpaBuTenbcTBa PO ot
29.10.2018 N 1283)

6.2. B mepeuHu M MMHUMAaIbHbBIN ACCOPTUMEHT BK/TIOUAIOTCSI OMHOKOMITOHEHTHbBIE JIeKapCTBEHHbIE MpenapaTsl. KoMOMHMPOBaHHbIE

JIeKapCTBEHHbIE MTpernapaThl BKIIOUAIOTCS B [IEPeYHM B CJTy4ae, ecyiu 110 Pe3yJIbTaTaM OIeHKM, TPOBeNeHHOI B COOTBETCTBUM C
MIOAITYHKTOM "6" myHKTa 19 HacTosimmx [IpaBui, 4OKa3aHO X MPEUMYIIECTBO B TPUMEHEHUN ¥ CTOMMOCTH 110 CPaBHEHUIO C
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OIHOKOMITOHEHTHBIMM JIEKAPCTBEHHBIMM IperiapaTamu. (B pen. [loctanosienuii [IpasurenscrBa PO ot 29.10.2018 N 1283, oT
03.12.2020 N 2021, ot 25.07.2024 N 1009)

[pu BKIIOUeHUY KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MTPEMApaTOB B IEPEUYHM Y MMHMMAJIbHBI aCCOPTUMEHT OJHOBPEMEHHO
BKJIIOYAIOTCSI BCe 3aperucTpupoBaHHble B Poccuiickoit @enepaliny ONHOKOMIIOHEHTHbIE JieKapCTBeHHbIe MTpernaparhl, M3 KOTOPbIX
COCTOUT Takasi KoMOuHalus. (B pel. [TocraHoBmeHus [IpaButensctea PO ot 29.10.2018 N 1283)

Ecnu xoTst 6b1 0IMH KOMIIOHEHT KOMOGMHMPOBAHHOTO JIEKAPCTBEHHOTO IIperapaTa He 3aperMCcTpUpOBaH 1 He 00paliaeTcs Ha
Tepputopun Poccniickoit @emepaliinm Kak OGHOKOMIIOHEHTHBbIN JIEKApPCTBEHHBI Mperapar, Ipy BKIKOYEHU B TIEPEYHU U
MUHMMAJTIbHBI aCCOPTUMEHT TaKOTO KOMOMHMPOBAHHOTO JIEKAPCTBEHHOTO ITperapaTa He IPMMEHSIIOTCS TOoKeHMsT a63a1ia epBoro
HacTosllero nmyHkra. (B pex. [loctanosnenus [IpaBurtenscrsa PO ot 03.12.2020 N 2021)

6.3. IIyHKT yTpaTui cuiy. (B pen. [TocraHoBieHus [IpasutenbctBa PO ot 25.07.2024 N 1009)

7. TlepeueHb BasKHENMIINX JIeKAPCTBEHHbIX IIPerapaToB GOPMUPYETCS U ITepecMaTPUBAETCS He peske OMHOTO pasa B rofl. [lepeueHb
JIOPOTOCTOSIIINX JIEKAPCTBEHHBIX TTPEIapaToB M MMHUMAJIbHBIN aCCOPTUMEHT (POPMUPYIOTCS He peXke OJHOTO pa3a B 3 roza. (B pef.
[TocranoBnenus [IpaButenbcrsa PO ot 03.12.2020 N 2021)

8. GopMMpOoBaHMe ITepeUHeli ¥ MMHMMAIbHOTO aCCOPTUMEHTA OCYIIECTBISIETCS 00pa30BaHHO MIUHMCTEPCTBOM 3PaBOOXPaHEH NS

Poccuiickoit @epepauyy KoMmuccuei no GopMmupoBaHUIO IIepeuHeli JIeKapCTBEeHHbIX MTPernapaToB M MUHMMAIbHOIO aCCOPTYMEHTA
(manee - komuccus). (B per. [Tocranosnenus IIpasurtenscrsa PO ot 12.06.2017 N 700)

9. BHeceHMe M3MeHeHWIi B IePeYHM ¥ MYMHMMAaJIbHbBIN aCCOPTMMEHT OCYILECTBIISIETCS B COOTBETCTBUM C TIOJIOKEHUSIMUM HAaCTOSIIINX
Ipaswui. (B pen. [Toctranosnenus [IpasutenscrBa PO ot 12.06.2017 N 700)

9.1. OmepaTuBHOe BHECEHME VI3MEHEHMI B IEPEUYHY ¥ MMUHMMAa/IbHBIN aCCOPTVMEHT OCYLIECTB/SIETCSI B COOTBETCTBUM C
TIONOXKEHMSIMM HacTOSIIMX [IpaBul Ha OCHOBaHUM U B CPOK, KOTOPbIe YCTaHOBJIEHBI COOTBETCTBYIOLIMM ITOpyyeHueM [IpaBuTenbcTBa
Poccuitckoit @efepaliyii 0 pacCMOTPEHMM KOMUCCHET TTPeIIosKe M 0 BKIIoUeHUM (00 MCKIIOUeHNI) JIeKapCTBeHHbBIX ITPerapaToB B
TepeyHy ¥ MMHMMAaJIbHBIN acCOPTUMEHT. (B pef. IloctaHoBnenus [IpaBurtenscta PO ot 12.06.2017 N 700)

9.2. OmepaTuBHOe BHECEHME B IIepeueHb BayKHEeMIINX JIeKapCTBEHHbBIX IPeNapaToB MU3MeHeHMIi B YaCTY BK/IIOUEHMSI JIeKapCTBEHHbIX
MperapaToB, BO3MOKHBIX K HA3HAUEHUIO U IPUMEHEHUIO JJ1s1 ieueHus U TpOdUIaKTUKY 3ab0eBaHMi, TIPeCTaB/ISIIOINX OMaCHOCTD
JLIS1 OKPY>KaIOIMX, IIPeyCMOTPEHHBIX METOAMYECKMMY peKoMeHIauysiMy MMHKUCTepCTBa 34paBooxpaHeHus: Poccuiickoii
denepaluy, B yCUIOBUSIX UPE3BBIYAITHOM CUTYaAIMM Y (VJTU) TIPY BOSHUMKHOBEHMM YTPO3bI PACIIPOCTPAHEHMS TaKMX 3a00/I€BaHMIA,
OCYILECTBJISIETCS TI0 TIPeiCTaBAeHII0 MUHUCTEPCTBA 6€3 TPUMEeHeHMST TIOJIOKEeHWH, YCTaHOBIEHHBIX ITYHKTaMM 13 - 35 HaCTOSITIUX
IIpaBwui. (B pen. [TocranoBneHus [IpaBurtenscrsa PO ot 12.08.2020 N 1212)

IpencraBieHHble MUHMCTEPCTBOM 3ApaBooxpaHeHust Poccuiickoit demepaliny MpeaioskeHs 10 BHECEHUIO YKa3aHHbIX M3MeHEeHMt
B ITlepeveHb BasKHEHMIINX JIEKAPCTBEHHBIX MTPENapaToB IMOAJIeXKAT ONMepaTUBHOMY PACCMOTPEHMIO Ha 3aceaHUy KOMMUCCUY C YIacTUEM
npencTaBuTeNneit MuHuctepcTBa 3gpaBooxpanennst Poccuiickoit ®@emepatiny, MMHUCTEPCTBA ITPOMBIIIIEHHOCTY ¥ TOPTOBJIN
Poccuiickoit @enepariyn, @enepanbHoii CTYKObI TI0 Haf30py B chepe 3mpaBooxpaHeHs, ®enepanbHOii CTyKObI TI0 HaJ30py B chepe
3aIMTHI IIpaB MOTpebuTeseit u 6aromnoayuns yeaoseka 1 degepanbHOit aHTUMOHOITONBbHO CTYKObI, SIBJISIONIMXCS YWieHaAMMU
Komuccuu. Ha 3acemanyie KOMUCCHUM TIPUTIAIIAIOTCS IJIABHBIN 9KCIIEPT, a TAKKE MPECTaBUTETb TPOU3BOIUTEIS IEKAPCTBEHHOTO
TIperiapara B IeJIIX paCCMOTPEeHMs 1 COIIacOBaHMSI LieHbl Ha JIeKapCTBEHHBII IpernapaT, KOTOPYIO IIPOM3BOAUTENb INIAHUPYEeT
3aperucTpmupoBars. (B pel. I[TocranossieHus [Ipasurtenscrea PO ot 12.08.2020 N 1212)

10. OpraHM3alMOHHO-TEXHUYECKOE 0becIieueHye essTeIbHOCTY KOMUCCUM OCYIECTBIsIeT MUHMUCTEPCTBO 3 PaBOOXPaHEHNS
Poccuiickoir ®enepainn.

11. B cocTtaB KomMuccum BXOOsT npeacraBuTen MMHMUCTEPCTBA 3a4paBooxpaHeHns Poccuiickoi ®epepaiyiu, MMHUCTEPCTBA
MIPOMBILITIEHHOCTHU U TOProsiu Poccuiickoit @epepanum, MuHucTepCTBa TpyLa U cCOUManbHOM 3amuThl Poccuiickoii @emepanyy,
denmepasbHOI CIYKOBI 110 HAA30pY B cdepe 3apaBooxpaHeHms, PenepanbHOI CIYKObI 0 HaI30pY B cdepe 3alIUThHI ITpaB
ToTpebuTenel u 6Jaronoayuns yenoBeka, @egepasbHO aHTUMOHOIIOIbHOI CTYskKObI, PelepaaTbHOTO MeIMUKO-6M0IOTUYECKOTO
areHTCTBa, MMHMCTEPCTBA HAYKM U BbICIIEro oopasoBaHust Poccuiickoit @emepanyi, MHbIX henepaabHbIX OPTaHOB UCTIOTHUTENIbHOM
BJIACTY U UCIIOJTHUTEbHBIX OPTaHOB Cy6bekTOB Poccuiickoit @emepatium B chepe OXpaHbl 30POBbsI, 06pa30BaTEIbHBIX OPTaHU3ATINIT
BBICIIIEr0 06Pa30BaHMs, pean3yIoIMX 06pa3oBaTebHbIe IPOrpaMMbl MEOUIIMHCKOTO 06pa30BaHms U (papMalleBTMUYEeCKOro
06pa3oBaHysl, IOABEIOMCTBEHHBIX (elepaJbHbIM OpraHaM VCIIOTHUTEIbHOI BIACTH, & TAKKe MEIULIIMHCKUX, GapMalleBTUIeCKUX U
HaYYHBIX OpraHu3alnii, TOIBeAOMCTBEHHbIX (he/lepa/ibHbIM OpraHaM UCIIOTHUTEIbHO BIACTY (32 UCKTIOYEHMEM TaKUX
OpraHM3aLnyii, OCyeCTBISIIOINX KOMIUIEKCHYIO OLIEHKY B COOTBETCTBUM C IMyHKTOM 19 Hacrosiux IIpasuin). (B pen. [ToctaHOBIEHMS
[TpaBuTenbcTBa PO ot 25.07.2024 N 1009)

Ha 3acemanuy KoMUCCHUM IPUCYTCTBYIOT TIPY HATMUMM TIPEIBAPUTEIbHOTO 00pallieHusl B MMCbMEHHO opMe B aipec KOMUCCUH,
TIOCTYIIMBIIETO He TTO3/IHee YeM 3a 5 pabounx AHe 10 JHS COOTBETCTBYIOIIErO 3aceqaHusl KOMUCCUMU, TPeICTaBUTENb 3asIBUTENIS,
TIpeACTaBUTENN BCeX TPOU3BOAUTEEN JIeKapCTBEHHBIX ITpenapaToB U (M) BAadeablibl (epskaTe/in) perucTpalMOHHbBIX
YIOCTOBEPEeHMIi B paMKaxX MeXIyHapOIHbIX HEITaTeHTOBAaHHbIX HayMeHOBaHMIA, KOTOPbIe MpeIaralTcsl K paCCMOTPEHMIO,
MIpeCTaBUTENb 06IIeCTBEHHOTO 00beIMHEHMS], OCYIECTBIISIIONIEr0 AesITEIbHOCTD B chepax 3mpaBooOXpaHe s, 06paleHus
JIEKAPCTBEHHBIX CPEJCTB M 3aIINUTHI IIPAB IPAKAAH B 3TUX chepax, a TAKKe MPeICcTaBUTeNN UHBIX dhefepalbHbIX OPTaHOB
MCITOJTHUTEIbHO BIACTU U UCIIOIHUTEIbHBIX OPTaHOB Cy6heKTOB Poccuiickoit ®emepaliny B cepe oXpaHbl 30POBbS,
MpeICTaBUTEIM KOTOPBIX He BXOIST B COCTAaB Komuccuu. (B pef. IToctanoBnenust ITpaBurenbcTBa PO ot 25.07.2024 N 1009)
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12. 3acemaHMsi KOMUCCUM TPAHCIMPYIOTCS Ha oduIMambHOM caiitTe MUHMCTEPCTBA 3ApaBooxpaHennst Poccuiickoit ®emepaniny B
MHGOPMAIMOHHO-TeJIEKOMMYHMKALIMOHHOI ceTy "VIHTepHeT" (Iasee - oduIMaabHblil caiiT B ceTu "IHTepHeT").

13. 3asIBUTEJb HAITPaBJIsIeT He Mmo3aHee 10-ro YKcIa mepBoro Mecsiia KBapTaaa B KOMMUCCHUIO CIeTYIONIe MPeIoKeHNs B

9JIEKTPOHHOM BUI€ TIOCPEICTBOM MH(POPMALIIOHHO-KOMMYHMKAIIMOHHBIX TEXHOJIOTHI C MTPUIOKEHVEM B 3JIEKTPOHHOM BUJIE
COOTBETCTBYIONIMX IOKYMEHTOB U cBefeHuii: (B pen. [loctanoBnenus [IpaButenbcTBa PO ot 29.10.2018 N 1283)

a) TIpemJIoskeHMe O BKIIOUEHMY JTIeKapCTBEHHOTO IIperapaTa B iepeyHu 1o ¢opme comtacHo npuiaoxeHuio N 1;
6) IpeIJIoskKeHye O BKIIOUEeHUN JIEKaPCTBEHHOTO ITperapara B MMHMMAJIBHBI aCCOPTUMEHT IO (OpMe COTMIACHO MpUIokeHuio N 2;
) TIpelJioskeHMe 06 MCKITIOUEHNY JTeKapCTBEHHOTO IIperiapaTa 13 IepeyHeii 1o ¢popme cornacHo npuiokeHuio N 3;

r) IIpenjoXeHue 00 UCKITIOUeHUU JIEKapCTBEHHOTIO IIperapaTta M3 MMHMMAaJ/JIbHOIO aCCOPTMMEHTA I10 d)opMe COIVIACHO MpUIokeHu1o N
4.

14. TIyHKT yTpaTtun cuiy. (B pen. [locranosnenus [IpaButensctsa PO ot 29.10.2018 N 1283)

15. Komuccust B TedeHme 4 pabounx IHEN co THS MOCTYIUIEHUS TTpeIIoskKeH N, yKa3aHHbIX B IyHKTE 13 HacTosmux [IpaBui (ganee -

peAJjioskeHye), OpraHn3yeT MpoBefeHe UX JOKYMEeHTAIbHOM 3KCIiepTussl. (B pex. [loctanoBnennii [IpaBurtensctea PO ot
29.10.2018 N 1283, ot 25.07.2024 N 1009)

[Ipu NOKyMeHTaabHO 3KCIIepTH3e IPoBepsieTcs Haiexkaliee odhopmieHe PeIIoKeHNsI B COOTBETCTBUM C HACTOSIIUMU
IpaBwIamMu, IOTHOTA M TOCTOBEPHOCTH MTPEICTABIEHHOI MH(OPMAaLY 0 JIeKapCTBEHHBIX ITperapaTax, B TOM YMC/Ie ee COOTBETCTBUE
CBeZleHMSIM, COePsKaIIMMCS B TOCYIAPCTBEHHOM peecTpe JieKapCTBEeHHBIX CPEJICTB, [0 pe3y/ibTaTaM KOTopoit odopmiisieTcst
3aKJIIoueHue 1Mo GpopMe cornmacHo mpwiokeHuio N 5 (masee - 3aK/II0U€HMe 110 pe3y/lbTaTaM JOKYMEHTAIbHOI SKCIIEPTU3HI).

16. TIpemJiokeHye OTKIOHSIETCS OT JajIbHEIIero paccMoTpenust rpu: (B pes. ITocranosnenust IIpaBurtenbersa PO or 25.07.2024 N
1009)

a) HeHajesxkareM ohopMIeHN TTPeIIoKeHNS Y pUIaraeMbIX K HeMY OKYMEHTOB M CBEAEHMIA, a TAK)Ke HATMINY B

MIpeICTaB/IeHHBIX TeKTPOHHBIX (haiiyiax MoBpeskIeHnit, He TIO3BOJISIIOIMX PAaCcIIO3HATD €ro copepkaHue; (B pel. IloctaHOBIEHNS
[TpaBuTenbcTBa PO ot 25.07.2024 N 1009)

6) TpeacTaBJIeHUM JOKYMEHTOB M CBEIEHMIT B HEIIOJIHOM 00beMe; (B pef. [TocraHoBiaeHus IIpaBurtenbcTBa PO ot 25.07.2024 N 1009)

) TPEICTaBIEHNUY MPEIJIOKEHMS B TEUeHYE 6 MeCSIIEB TTOC/Ie AAThI €0 IMOAAYM TP BhIHECEHUY KOMMCCHEN pellieHnst 06 0TKase BO
BKJIIOUEHUM (B UCK/TIOUEHMM) JIeKapCTBEHHOTO Mpernapara B epeyHu (13 repevyHeit), MMHMMAaJbHbI aCCOPTUMEHT (U3
MMHMMAaJIbHOTO aCCOPTMMEHTA) B paMKaX MeXIyHapOJHOr0 HelaTeHTOBAaHHOTO HaMeHOBaHMS JIeKapCTBEHHOTO Ipenapara (Ipu
OTCYTCTBUM TAKOTO HAMMEHOBAHMS - B pAMKaX IPyNIIMPOBOYHOTO WIM XMMUYECKOTO HAMMEHOBaHMs), 32 UCKII0OUeHMEeM (JIyJaeB,
MpeaycMOTpeHHbIX TyHKTamu 9.1 u 9.2 Hacrosimux ITpasui; (B pen. [Tocranosienus [IpaBuTenbcrsa PO ot 25.07.2024 N 1009)

r) NpefCTaB/lIeHy IIPe[JIOKeHNsI B TedeHye 6 MecsLeB I10C/e JaThl ero I0fa4yy IIpy BbIHeCeHUM KOMUCCHell pellleHys O BKII0YeHU
JIeKapCTBEHHOTIO IperiapaTa B [lepedeHb BaKHEIIMX JIeKapCTBeHHbIX [IpeapaToB B paMKax MeXIyHapOAHOrO HellaTeHTOBaHHOTO
HaMMeHOBaHM JIEeKapCTBEHHOrO ITpenapara (Ipy OTCYTCTBUYM TAKOTO HAVMEHOBAaHMS - B paMKaXx I'PYIIIMPOBOYHOTO WU
XMMMUYECKOT0 HaMeHOBaHMS) - /151 JIeKapCTBEHHBIX [IPeIapaToB, [IpefJjiaraeMbIX K BKIOUEHMIO B IlepedyeHb JOPOTOCTOSIIINX
JIeKapCTBEHHBIX TTpernapaToB; (B pel. [loctanosnenus [Ipasutenbcrsa PO ot 25.07.2024 N 1009)

m) TIPeICTaBIeHUN HeIOCTOBEPHON WM UCKaxkeHHON nHopmanuu; (B pex. IlocranoBnenus [IpaBurenscTBa PO ot 25.07.2024 N
1009)

e) IpeJCTaBlIeHNN NIPeJJIOKEeH)S B TeueHye 6 MeCs1eB I10C/Ie JaThl ero IOBTOPHOTO OTKJIIOHEeHMS 10 pe3y/ibTaTaM JOKYMEeHTaIbHOM
9KcrepTu3ssl. (B pex. IloctanoBnenus [IpaButenscrBa PO ot 25.07.2024 N 1009)

17. [Ipu OTKIOHEHUU TIpeJIOKeHMSI OT AadbHeNIIero pacCMOTPeHMSI KOMUCCHEeN 3aKII0UeHIe 110 pe3y/abTaTaM JOKYMEeHTa/IbHO
9KCIIEPTU3bI HATIPABJISETCS 3asIBUTENIO TIOCPENCTBOM MH(GOPMAIMOHHO-KOMMYHMKAIIMOHHBIX TEXHOJIOTU B CPOK, HE
MpeBbIIIaInNii 3 pabounx THe co THS ero BbiHeceHus. (B pef. ITocranosenust ITpaBurenbcTBa PO or 29.10.2018 N 1283)

IopaboTaHHOe 3asBUTEIEM MPEJIOKEHNE C YCTPAHEHHBIMM 3aMeUaHUSIMU, YKA3aHHBIMU B 3aK/IIOYEHUN 110 Pe3yabTaTaM
JOKYMEHTAJIbHO 9KCIIePTH3bI, MOKET ObITh IIOBTOPHO HAIMPaB/IEHO B KOMMCCHIO TIOCPEICTBOM MH(POPMAaIIOHHO-
KOMMYHMKAI[MOHHBIX TEXHOIOTHI He Mmo3Hee 10 paboumx JHE Co THS MOTyueHMs 3aKII0UeHNST TI0 pe3y/abTaTaM JOKYMEeHTaIbHO
aKcnepTussl. (B pex. IToctanosnenus [IpaBurensctBa PO ot 29.10.2018 N 1283)

Komuccus B cpok, He IpeBbIIAIONIMIT 2 paboumX JHe CO THS MOCTYIUIEHMSI JOPAOOTaHHOTO 3asIBUTENIEM ITPeJIOKEeHNSI, OPTaHU3YeT
IIpOBefieHVe TIOBTOPHOJ JOKyMeHTalbHO 3KcIiepTu3bl. [IpennokeHns], B OTHOIIEHUY KOTOPBIX 10 Pe3y/abTaTaM JOKyMEeHTaIbHOM
9KCIEePTU3BI BBIHECEHO 3aK/TI0UeHNe C 3aMeYaHSIMU O HECOOTBETCTBUM YCTAHOBIEHHBIM TPeGOBAHVSIM, OTKJIOHSIIOTCST OT
JlajpHejilero pacCMOTpeHMsI KOMMUCCHeTi C HallpaBjleHyieM COOTBEeTCTBYIOLEro YBeLOMIEH S Ha IeKTPOHHYIO ITOUTY 3asiBUTeJIS,
aJpec KOTOpOJi yka3aH B npefyioxkeHun. (B per. [locranosnenns Ipasurenscrsa PO ot 25.07.2024 N 1009)
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18. VIHbopManys o MOCTYMMBUINX B aipec KOMUCCUY TIPeAJIOKeHNSIX, B TOM UMCIIe IPOIIeNINX JOKYMeHTaIbHYI0 9KCIIePTH3Y,
pasmeniaeTcs Ha oGUIIMATBHOM cajiTe B ceTu "VIHTEpHET" B TeueHue 3 pabouux JHe mocie 3aBepiieHns JOKyMeHTaabHO
9KCIepTu3sl. (B pex. IloctaHoBnenus [IpaButenberBa PO ot 25.07.2024 N 1009)

19. Ilo pe3yinbTaTaM ,HOKVMEHTaHbHOﬁ SKCIIEPTU3bI B OTHOLIEHMM JIEKAPCTBEHHBIX ITPpEIrapaToB, IIpeajiaraéMbIX OJ/1s1 BKIIOUYEHUS B
IIepeyHn, 3a NUCKIKYEeHeM Hpe,HJ'[O)KEHI/If/Il, B OTHOLIE€HMM KOTOPbIX BBIHECEHO 3aK/II0OUe€HMEe C 3aMeUaHUAMM O HECOOTBETCTBUN

YCTAaHOBJIEHHBIM TPEGOBAHMSIM, OCYILIECTBIISIETCS KOMITIEKCHAST OlIEeHKA, BKIIOYAIOIIas CieAyolue Tamnbl: (B pex. [loctaHOBIEeHUS
ITpaBuTenbcTBa PO ot 25.07.2024 N 1009)

a) TMpoBeneHMe (emepasbHbIM I'OCYIAaPCTBEHHBIM OIOIKETHBIM YUpekaeHreM "1IeHTp SKCIIepTMU3bl M KOHTPOJISI KauecTBa
MeOUIMHCKONM moMouiyu" MuHucTepcTBa 3apaBooxpaHenns Poccniickoit @enepainu (gaiee - LeHTp sKCIiepTu3bl) aHa/IM3a
MeTOI0/IOTMUYECKOTO KaueCTBa KIMHUKO-9KOHOMUYECKUX UCCAeq0BaHNI IeKapCTBEHHbBIX ITpenapaToB U UCC/IeJOBaHUIA C
MCIOIb30BaHMEM aHaIM3a BIAMSHMUS Ha OI0/KeThI OI0IKEeTHOI cucTtemMbl Poccuiickoii @efepauym (qajiee - aHaIN3
MEeTOI0/IOTMYECKOTO KaueCcTBa) B COOTBETCTBUM C TPEOOBAHMSIMM K METOHOIOTMYECKOMY KaueCTBY KIMHUKO-IKOHOMUYECKUX
MCCIIeIOBaHMIA JIEKapCTBEHHOIO TIperapaTa M UCCAeI0BaHNii C MCIIOIb30BaHMEM aHaIM3a BIUSIHUS Ha OI0KeThbI O0IKETHOI
cucrembl Poccniickoit @eneparuu, KOTOpble puBeaeHsl B mpwioxkenun N 5.1; (B pex. [TocraHoBnenus [paBurenscrea PO ot
25.07.2024 N 1009)

6) TpoBeAeHMe LIeHTpOM 3KCITepTU3bl KIMHUKO-I9KOHOMMUUECKOV OlleHKM JIeKapCTBEHHOTO IpernapaTa, OLleHKM BAVSHUS
JIEKapCTBEHHOTO Mperapara Ha GI0IKeThl 610KeTHOI cucTeMbl Poccuiickoit @emepanyin, KOJMUeCTBEHHON OIeHKU
IOTIOJIHUTEIbHBIX AHHBIX O IEKAPCTBEHHOM Mpenapare Ha OCHOBE MHTErPAJIbHbIX 1IKaJl, KOTOPbIe IPUBeAeHbI B NpUIoKkeHUU N 6;
(8B pen. IMocranoenus I[MpaButenbcrBa PO ot 25.07.2024 N 1009)

B) TIPOBeEeHMEe 06pa30BaTEbHBIMY OPTaHM3AIMSIMY BBICIIIETO 06Pa30BaHMS, PEATU3YIOMIVIMY 06pa3oBaTeIbHbIE TPOrPaMMBbI
MeIUIIMHCKOTO 06pa3oBaHus 1 dhapMaleBTUIECKOT0 06pa30BaHMs, MOABEAOMCTBEHHBIMU MUHUCTEPCTBY 3IPaBOOXPAHEHNS
Poccuiickoit @enepaiium uiay MUHUCTEPCTBY HAyKM U BhICIIero o6pasoBanus Poccuiickoit @epepariin, MeIUIVMHCKAMMY,
apmareBTHUECKMMM, HAYUHBIMM OPraHM3aAUMUSIMMU, TOABEAOMCTBEHHBIMM MUHUCTEPCTBY 31paBooxpaHeHust Poccuiickoi
®epnepaiiuy i MUHUCTEPCTBY HayKu U BbIcIiero o6pasoBaHust Poccuiickoit @emepanyu (ganee - SKCIIepTHAsT OpraHm3aiius),
aHa/M3a KOMMYECTBEHHO O1[eHKY 3G GheKTUBHOCTM MTPUMeHeHNs JIeKapCTBEHHOTO Mperapara B paMKax KIMHUUECKUX
MCCIeI0BaHMI, KOMMUECTBEHHOI OLIeHKM 6€30IaCHOCTHM ITPMMEHEeH ST JIeKapCTBEHHOTO IperapaTa B paMKax KIMHUYECKUX
yccaeq0BaHMit Ha OCHOBE MHTEerpajbHbIX IIKaJI, KOTOPbIe MpuBeaeHbl B TpuioxkeHuu N 6. (B pen. [locranosienust [lpaBurtenbcrsa PO
ot 25.07.2024 N 1009)

19.1. KomMmccust B CpoK, He TTpeBBIIIAIONINI 2 pabounX JHEi Co MHS BhIHECEHNMS 3aK/TIOUeH ST TI0 Pe3y/bTaTaM JOKyMeHTaIbHO
SKCIePTU3bI B OTHOIIEHUY JIeKapCTBEHHbBIX IIpernapaToB, IpejaraeMbIx AJ1s1 BKIIOUeHUS B IIepeuHu, 3a UCKII0UeHeM
TIpeJIOKEH M, B OTHOIIEHMM KOTOPBIX BBIHECEHO 3aK/II0UeHNE C 3aMeYaHUSIMIU O HECOOTBETCTBUYM YCTAHOBIEHHBIM TPEOOBAHMSM,
HarmnpasJsgeT MpeIaoKeHUsI C MPefoCTaBJIeHeM JOCTYNa K UX JIEKTPOHHBIM BePCUSIM C TPUIaraeMbIMI JOKYMeHTaMU U
CBeJeHVSIMY [IJISI IPOBeIeHNsI aHaIM3a B COOTBETCTBUM € ITOAITYHKTOM "a" myHKTa 19 Hacrosiiux [IpaBui B LleHTp sKciepTu3sl ¢
Hamnpas/ieHeM COOTBETCTBYIOIIEro YBeJOMIEHUS Ha JIEKTPOHHYIO TIOUTY 3asiBUTEJSI, afpec KOTOPOi yka3aH B MpeaJiIoKeHUN. (B pe/l.
IMocranonenus I[TpaButenbcrea PO ot 25.07.2024 N 1009)

LleHTp 9KCIEPTH3BI B CPOK, He IIPeBbIIIAIONIMIL 15 pabounx AHel co THS MOCTYIIIeHNS Tpe/IJIoKeHMSI, OCYLIeCTBsIeT aHaINu3
MEeTO/IOJIOTMYeCKOTO KaueCTBa, TI0 Pe3yJIbTaTaM KOTOPOTo COCTABJISIET 3aKIoueHne 1o popme cormacHo mpuioxkenuto N 8 (ganee -
3aK/II0UeHMe 10 pe3y/lbTaTaM aHa/IM3a MeTO0/IOTMYeCKOr0 KauecTBa) U IIpe/iCTaB/sIeT ero B KOMMUCCHIO, KOTOpasl HallpaBJsieT
COOTBETCTBYOIIee YBeAOMJIEHNE 3asIBUTEIO0 HA 3JIEKTPOHHYIO MouTy. (B pefl. [ToctraHoBneHus [IpaButensbcrBa PO ot 25.07.2024 N
1009)

19.2. Komuccust B CpOK, He MTPEBBIMIAONINIT OJHOTO paboYUero JHS CO THS MOMyUeHMs 3aK/TIOUEeHMS TT0 Pe3yIbTaTaM aHaIn3a
METO/I0IOTMYECKOro KauecTBa: (B pell. [ToctaHoBieHus [IpaBuTtenberBa PO ot 25.07.2024 N 1009)

B C/Iy4yae yCTAHOBJIEHUS B 3aK/II0YEHMM 10 pe3yJbTaTaM aHaIM3a MeTOL0/I0rMYeCcKoro KaueCcTBa BbICOKOrO YPOBHS
MEeTO[0NIOTrMYeCKOro KauecTBa OAHOI0 U3 NPeJICTaBIeHHbIX B IIpeJIOKeHNY KIVMHUKO-3KOHOMUYECKUX MCCIef0BaHNI
JIeKapCTBEHHOTO ITperapara ¥ (M/y) MccIeloBaHuIi C MCII0Nb30BaHMeM aHalIK3a BAMSHMS Ha GI0[KeThbl O10/I3KeTHO CUCTeMBbI
Poccuiickoit @epepanyy HanpasisieT IpeAjiokeHye C IpeloCTaBIeHeM JOCTYIIA K ero 3IeKTPOHHBIM BEPCUSM C IIpUiaraeMbIMu
JIIOKYMeHTaMM ¥ CBeIeHUSIMU J/1sl [TPOBeleHNsI OLleHKM B COOTBETCTBMM C IIOAIIYHKTOM "6" myHKTa 19 HacTosmux ITpasui B LleHTp
SKCIIEPTU3BI U )1 IPOBEIeHNMS aHaIM3a M OLLeHKY B COOTBETCTBUM C IMOAITYHKTOM "B" IyHKTa 19 Hacroswmux [IpaBuil - B 9KCIIepTHYIO
OpraHM3aLMIo C HallpaB/IeHVeM COOTBETCTBYIOIErO YBeOM/IEH)S Ha SJIeKTPOHHYIO [10UTY 3asiBUTeIs, afipec KOTOPOJ YKa3aH B
npenoskeunu; (B pen. [Tocranosnenust [Ipasurenscrea PO ot 25.07.2024 N 1009)

B (JIyyae YCTAaHOBJIEHMS B 3aK/IIOUEHMM T10 Pe3yJibTaTaM aHa/l13a MeTOI00TMYeCKOro KauecTBa CpeJHero Wiy HU3KOTO YPOBHS
MeTOJ0/IOTMUEeCKOTO KaueCTBa OJJHOTO U3 TIpeJiCTaBAeHHbIX B IPeII0KeHUN KIMHUKO-39KOHOMUUECKUX UCC/IeJOBaHMIT
JIEKapCTBEHHOTO TpernapaTa 1 (W) UCCIeIOBaHMI C MCIIOIb30BaHMEM aHaIM3a BIUSHMS Ha OI0KEThI OFO’KeTHOI CYCTEMbI
Poccuiickoit @emepaniy yBeJOMIISIET 3asIBUTEIS TOCPEACTBOM HallpaBieHUsI COOTBETCTBYIONIEro yBeJJOMJIEHUS Ha JIEKTPOHHYIO
TIOUTY, aZpec KOTOPOii yKa3aH B MPeAJIOKEHMM, O BOSMOKHOCTY JOPA6OTKY MPeJIOKEHNS B YACTH KIMHUKO-9KOHOMUYECKUX
MCCeI0BaHMiT TeKapCTBEHHOTO TIpernapaTa 1 (M) UCCIeI0BaHuii C MCTIOIb30BaHMEM aHaIM3a BAUSIHMS Ha GI0KeThbI OI0IKEeTHOI
cucteMbl Poccuiickoit @enepaivu (majee - yBeIoMIeHe O BO3MOKHOCTHM TOPabOTKM ITpeioskeHus). (B pefl. [locTaHOBIeHUST
[TpaBuTenbcTBa PO ot 25.07.2024 N 1009)

3asBUTENb B CPOK, He MPEBBIMIAIONINI 3 pabounx JHE o OHS IIOMyYeHNs YBEIOMIECHMSI 0 BO3SMOKXHOCTY AOPAbOTKY MPeIIOKEHMS,
YBEIOMJISIET KOMMCCHIO B 3JIEKTPOHHOM Bifie 06 OTKase B TOPabOTKe MPEeAJIOKEeHMs MM O HAMEPEHUY ero 0paboTKY B YaCTH
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K/IMHMKO-3KOHOMMYECKMX MCCIeI0BaHNIi IeKapCTBEHHOTIO IIpernapara 1 (M/In) UCCaeL0BaHuii C MCII0Ib30BaHMEM aHaIM3a BIUSHUS
Ha GIo/KeThI 6I0/IKeTHOI cucTeMbl Poccuiickoit @epepatimu. (B pef. [loctaHosnenust [IpaButenbersa PO ot 25.07.2024 N 1009)

19.3. Komuccus B CpOK, He HPEB]:IH.IalOU.U/[ﬁ OOHOTIO pa6oqer0 OHA CO OHA IIOTyYeHMS HallpaBJIEHHOTO 3asdBUTEJIEM B COOTBETCTBUM C
a63aueM YeTBEPTbIM ITYHKTA 19.2 HaCTOAIINX HpaBI/IJ'[ YBEAOMJIEHUS 06 oTKase B ,uopa60TKe npeayjIoXXeHnd UJIn CO JHS UCTEeUeHUA

CpoOKa, YKa3aHHOro B ab63aile BTopoM IyHKTa 19.4 Hactosiuux IIpaBui: (B pen. [TocranoBienust [TIpaBurtenbcrsa PO ot 25.07.2024 N
1009)

a) B CJIyyae yCTaHOBJIEHMS B 3aK/II0UEHMM 10 pe3y/ibTaTaM aHa/ll3a MeTOL0I0TrMYeCKOro KauecTBa CpeJHET0 YPOBHS
MeTO[0M0TMYeCKOr0 KauecTBa OAHOTO U3 MPeiCTaBlIeHHbIX B IIpeIIoKeHUY KIMHUKO-3KOHOMMYEeCKUX MUCCaef0BaHu
JIEKapCTBEHHOTO Iperapara u (M/I1) UCCIeLOBaHMUIA C VICIIONb30BaHMeM aHaIN3a BIMSHMS Ha GIOIKeThbI OI0/IKeTHOM CHUCTEeMBI
Poccuiickoit ®enepaiiun (3a MCKIIOUeHKEeM opbaHHbIX JIeKapCTBEHHBIX MperapaToB) HaMpaB/seT IpeaioskkeHe C IpeocTaBieHeM
JIOCTYIIA K ero 2J1eKTPOHHBIM BEepPCHUSIM C ITpuUIaraeMbIMy JOKYMEHTAMM U CBELEeHVSIMU JIJIS IPOBeleHNsI OLIeHKY B COOTBETCTBUM C
MTOAITYHKTOM "6" yHKTa 19 HacTosimux [IpaBui B LIeHTp 3KCIIEPTU3bI U [JIS TPOBEIEHMST aHa/IM3a 1 OLIEHKY B COOTBETCTBUM C
MOAMYHKTOM "B" IMyHKTa 19 HacTosinux [IpaBuil - B SKCIEPTHYIO OPraHU3alMIo C HallpaBJIeHMEM COOTBETCTBYIOIIETO YBeOOMJIEHMST Ha
3JIEKTPOHHYIO ITOUTY 3asIBUTEJISI, aipec KOTOPOii yKa3aH B MpejiokeHnn; (B pem. [TocraHoBneHus I[IpaButenbcrBa PO ot 25.07.2024 N
1009)

6) B CJIyuae YCTAaHOBJIEHMS B 3aKJIIOUEHUY I10 Pe3yabTaTaM aHa/IN3a METOL0I0IMYeCKOT0 KaueCTBa CpeJHero Wiy HU3KOro YpOBHS
MeTOZL0JIOTMYECKOTO KaueCTBa OJHOTO U3 MPe/ICTaBAeHHbIX B IPeIJI0KeHUN KIMHUKO-39KOHOMUYECKNX UCCIeN0BaHUIT
JIeKapCTBEHHOTO TIpemnapaTa 1 (MIn) UCCIeI0BaHMii C MCIIOIb30BaHMeM aHaIM3a BIAUSIHMS Ha GI0[KeThl OI0KeTHOM CYCTEMbI
Poccuiickoit ®enepaliyy B OTHOIIEHMY OphaHHbBIX JIEKaPCTBEHHBIX MTPeIapaToB HAMPaBJIseT MpejIoKeH)e C MPeJoCTaBIeHeM
JIOCTYTIa K €0 JIeKTPOHHBIM BepCUSIM C IIpUIaraeMbIMy JOKYMEHTaMM U CBeIeHUSIMMU JJ1s1 POBefeHMs OIIeHKU B COOTBETCTBUM C
TIOATYHKTOM "6" IyHKTa 19 HacTosmux [TpaBui B LIeHTpP 9KCITepTU3bI U JJIS1 TPOBEIEHMS aHAIM3a Y OI[EHKY B COOTBETCTBUMA C
MOJAMYHKTOM "B" IyHKTa 19 HacTosuux [IpaBu - B 3KCIIePTHYIO OpraHM3aluio ¢ HallpaBjeHMeM COOTBETCTBYIOIIEro yBegOM/IeHMST Ha
9JIEKTPOHHYIO TTOUTY 3asIBUTEJIS, afipec KOTOPOi1 yKa3aH B MpeyiokeHnn; (B pel. [TocranoBienus [IpaButenbcrBa PO ot 25.07.2024 N
1009)

B) B CJlydae YCTAaHOBJIEHMS B 3aK/IIOUEHMM TI0 pe3yJIbTaTaM aHajIM3a MeTOL0NI0TMYeCKOro KauecTBa HU3KOr0 yPOBHS
MeTO[0JIOTMYeCKOTO KaueCcTBa OTHOTO U3 MIpeICTaBIeHHBIX B IIPeIJIOKeHUM KIMHUKO-9KOHOMMUYECKUX UCCIef0BaHMit
JIEKapCTBEHHOTO Iperapara ¥ (M) UCC/IeOBAaHMUIA C VICIIOb30BaHMeM aHaIN3a BIMUSHMS Ha GIOKeThI OI0/IKeTHOM CUCTeMBI
Poccuiickoit @epepanuu (3a uckiIoueHreM opdaHHbIX TeKapCTBEHHBIX [TperlapaToB) OTKIOHSET IIpefJIoskeH)e OT Aa/lbHelIIero
paccMOTpeHMs C HallpaBjieHeM COOTBETCTBYIOIIEro YBeIOM/IEHNMSI Ha SJIeKTPOHHYIO MTOYTY 3asiBUTEISI, a[pec KOTOPOil yKa3aH B
npepjiokeHun. (B pef. [Tocranosnenus [paButenberBa PO ot 25.07.2024 N 1009)

19.4. Komuccus B CPOK, He HPEBBIHJaIOHlMﬁ OOHOIo paﬁoqero OHS CO OHA IIOTyYeHMs HallpaBJI€EHHOT'O 3adBUTEJIEM B COOTBETCTBUM C

ab3alleM ueTBepThIM ITYHKTa 19.2 HacTosuyx [IpaBui yBeqoMIeHNMSI O HAMePeHUM 10paboTKM IIpelJIoskeH s, HallpaBiisieT
TIpefJioskeHue 3asiBUTeNIo. (B pel. [locranoBnenus [IpaButenbctBa PO ot 25.07.2024 N 1009)

CpOK opaboTKy IPeIIosKeHUST He MOKET ITPeBbIIIaTh 30 paboumx JHel co AHS MOMyUIeHMS 3asIBUTEIEM YBEJOMIIEHUS O
BO3MOXKHOCTH AOPabOTKM TIpeaiokeHus. (B pes. [ToctaHosienns [IpaBurtenbctBa PO ot 25.07.2024 N 1009)

Komuccust B CpoK, He IPeBILAIoIIMii 2 paboumx JHEN CO OHsI TOCTYIUIEHMSI JOPAab0TaHHOIO 3asIBUTEIEM IIPeJIOKEHNS, HAallpaBJIsieT
MpeIJIoKeHe C MPeA0CTaB/IeHMEM TOCTYIIA K €r0 3JIEKTPOHHBIM BEPCUSIM C MTpUIaraeMbIMM JOKYMEHTaMM U CBEIEHUSIMMU IS
MIPOBeIEeHMsI aHa/IM3a B COOTBETCTBUM C MTOAMYHKTOM "a" myHKTa 19 HacTosimx [Ipasumt B LIeHTp 3KCIIepTU3bI C HAllpaBIeHNeM
COOTBETCTBYIOIETO YBENOM/IEHNS Ha JIEKTPOHHYIO TIOUTY 3asiBUTEIST, afipec KOTOPOIt yKa3aH B IIPeJIosKeHU . (B pefl.

[Mocranosnenus IpaBurtensctsa PO ot 25.07.2024 N 1009)

LleHTp 3KCIIepTU3bI B CPOK, He TIPeBbIIIAoNuii 15 pabounx qHel co HS MOCTYIIEHUS TTPeIJIOKe s, TOBTOPHO OCYIIECTBIISIET
aHaM3 METOOIOTMYECKOTO KaueCTBa, 10 pe3y/IbTaTaM KOTOPOTO COCTABISIeT 3aKIoueHre o hopme comtacHo npuaokeHuio N 8 u
MIpeJiCTaBIIsIeT er0 B KOMUCCHUIO C HallpaBJieHVeM COOTBETCTBYIOILETO yBeAOM/IEHNS Ha JIEKTPOHHYIO [TOUTY 3asiBUTeN, afipec
KOTOPOJt yKa3aH B mpejioxkeHun. (B pen. [ToctanosieHust IlpasurenscrBa PO ot 25.07.2024 N 1009)

19.5. Komuccus B CpoK, He TpeBbIIAKIINIA OGHOTO paﬁoqero OHS CO OHA IIOTYyYeHMS 3aK/II0OUEeHMS 110 pe3yjbTaTaM aHa/In3a

MeTOZ0IOTMYECKOT0 KaYecTBa B COOTBETCTBMM C ab3aleM ueTBepThIM IyHKTa 19.4 Hactosiumx IIpaBui: (B pel. [locTaHOBIEHWS
[TpaBuTenbcTBa PO ot 25.07.2024 N 1009)

a) B Cy4Yae YCTAHOBJIEHMS B 3aK/IIOUEHUM 10 pe3ylIbTaTaM aHaau3a MeTOLOI0TUUYECKOT0 KaueCTBa CPpeIHero Uau BbICOKOTO YPOBHSI
MeTO[0NIOTMYeCKOro KauecTBa OAHOT0 U3 NPeICTaBlIeHHbIX B IIpeIoKeHNY KINMHUKO-3KOHOMUYEeCKNX MUCCIef0BaHnI
JIEKapCTBEHHOTO Mpernapara 1 (M) UCCIeqoBaHMii C MCIIOb30BaHMEeM aHaIM3a BAMSHUS Ha OI0IKeThI OI0IKETHO CUCTEMBbI
Poccuiickoit ®enepanun (3a ucKIOUeHreM opbaHHbIX JIeKapCTBEHHBIX MIpeapaToB) HalpaB/iseT IpeaaoskkeHNe ¢ IpefocTaBlieHeM
JIOCTYTIA K €r0 3JIeKTPOHHBIM BEPCUSIM C MpuUIaraeMbIMu JOKYMEHTAMMU U CBEJeHUSIMU JIJIs IPOBeIeHMSI OLIeHKY B COOTBETCTBUM C
MIOAITYHKTOM "6" myHKTa 19 HacTosiumx [IpaBut B LIeHTp 3KCIIePTU3bI U [1S] TPOBEEHMUS aHAIM3a U OLIEHKY B COOTBETCTBUM C
MOJAIYHKTOM "B" IyHKTa 19 HacTosimmx IIpaBuil - B SKCIIEPTHYIO OPraHU3alMIo C HallpaBeHMeM COOTBETCTBYIOILErO yBeLOMJIeHMST Ha
9JIeKTPOHHYIO TIOUTY 3asiBUTEJIsT, aipec KOTOPOii yka3aH B NpexjiokeHun; (B pel. [locranosienus [IpaBurenbcrsa PO ot 25.07.2024 N
1009)

6) B C/lyyae YCTaHOBJIEHMS B 3aK/JII0YEHMM 110 pe3y/IibTaTaM aHa/Ii3a MeTOA0/IOTMYECKOro KayeCTBa BbICOKOTI'O, MJIM CpeJHero, Uin

HM3KOTO YPOBHSI METO0JIOTMYeCKOr0 KaueCcTBa OAHOI0 13 MPeiCTaBlIeHHbIX B MPeIIosKeHUY KIMHUKO-9KOHOMUYECKUX
MCCIeI0BaHMiT TeKapCTBEHHOTO TIpernapaTa 1 (M) UCCIeI0BaHuii C MCIOIb30BaHMEM aHaIM3a BIAUSIHMS Ha GI0KeThbI OI0IKeTHOI
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cucrembl Poccniickoit @emepaiiny B OTHOLIEHUY OpdaHHbIX JIEKApCTBEHHbIX IIperapaToB HallpaBiIseT IIpeaioKeHne ¢
peAoCcTaB/ieHeM JOCTYTa K ero 3JIeKTPOHHBIM BepPCUSIM C TIpuiaraeMbIMy JOKYMEHTaMU U CBeOeHUSIMU /151 TPOBeleHUs OLIeHK! B
COOTBETCTBUM C ITOAITYHKTOM "6" ITyHKTa 19 Hactosumx IIpaBui B LIeHTp SKCIepTU3bI U 111 MPOBEAeHMS aHaIM3a U OI[€HKY B
COOTBETCTBUM C MOAITYHKTOM "B" MyHKTa 19 HacTosinux [IpaBuii - B 9KCIEPTHYIO OpraHM3al1I0 C HallpaBieHMeM COOTBETCTBYIOIIETO
YBe[lOMJIEHMSI Ha 3JIEKTPOHHYIO TIOUTY 3asBUTeJIs, aipec KOTOPOi1 yKasaH B peaioskennu; (B pen. [TocranoBneHus [IpaBuTenbCcTBa
P® ot 25.07.2024 N 1009)

B) B CIy4ae yCTAaHOBJICHMS B 3aK/II0OYEHNM I10 pe3y/IbTaTaM aHa/IM3a MeTOL0/I0rMYeCKOro KaueCTsa HM3KOr0 YPOBHS
MeTO[0NIOTMYeCKOr0 KauecTBa OAHOI0 U3 NPeiCTaBlIeHHbIX B IIpeIIoKeHUY KIVMHUKO-3KOHOMMUYEeCKUX MUCCIef0BaHni
JIEKapCTBEHHOTO ITperapaTa ¥ (M) MCCIeIOBaHMIA C MICIIOb30BaHMeM aHaIN3a BIMSHMS Ha GI0KeThI OI0/IKeTHO CHCTeMBI
Poccuitckoit @enepanun (3a uckioueHueM opbaHHbIX JIeKapCTBEHHBIX MTperapaToB) OTKIOHSET IIpeloskkeHe OT AalbHeiiero
paccMOTpeHMs C HallpaB/IeHVeM COOTBETCTBYIOIErO YBeLOM/IEHMSI Ha 57IeKTPOHHYIO [10UTY 3asiBUTeIsS, aipec KOTOPOJi yKa3aH B
npepjiokeHun. (B pel. [Tocranosnenus [IpaButenbcrsa PO ot 25.07.2024 N 1009)

20. 3asiBUTeNb B CIy4ae Hecoiacus C 3aK/II0YeHMeM I10 pe3y/bTaTaM aHa/lu3a MeTOA0I0rMYeCcKOoro KauecTsa BIIpaBe B CPOK, He
MIPEeBBILIAONINI 3 pabounx SHEM CO JHS MOMYyYEHNUS] TAKOTO 3aK/ITI0UeH S, IPeACTaBUTh B KOMUCCHIO MMICbMEHHOE oGpalleHNe C
TIPUJIOKEHVEM TOKYMEHTOB ¥ CBeJIeHMi1, 000CHOBBIBAIONIVIX HECOIVIACKE C 3aKTIOUEHEM T10 pe3y/IbTaTaM aHaau3a
METOI0JIOTMYECKOro KauecTBa. (B pen. [TocraHoBnenus I[IpaButenbcrBa PO ot 25.07.2024 N 1009)

Pemienne o ganpHelilieM pacCMOTPEHUY TIPeJIOKeHNSI MPUHMMAEeTCSI Ha OuepefHOM 3acefaHy KOMUCCUH, TIO pe3yabTaTaM
KOTOPO KOMMCCHSI YBeIOMJISIET 3asIBUTEIIS ITIOCPELCTBOM HAllpaBJIeHMs COOTBETCTBYIOLIEro yBeLOM/IeHUS Ha JEKTPOHHYIO TIOUTY,
aZpec KOTOpOit yKasaH B MpeIoKeHNn1, 06 OMHOM 13 CJIeOYIONIuX pelieHnii: (B per. IloctanoBaeHus [IpaBuTenbcTBa PO ot
25.07.2024 N 1009)

0 HalpaB/IeHUY NPeJJIOKeHNs C IIPeOCTaB/lIeHeM JOCTYIIa K €r0 37IeKTPOHHBIM BEPCUSIM C IIpuiaraeMbIMy JOKYMeHTaMI U
CBeIeHVSIMU JIsI TPOBEIeHNST OLeHKM B COOTBETCTBMM C IOAITYHKTOM "6" myHKTa 19 Hacrosux [TpaBui B LIeHTp 3KCIePTU3BI U AJIST
[IpOBeZIeHMs] aHa/IM3a ¥ OLIeHKM B COOTBETCTBUY C IIOITYHKTOM "B" ITyHKTA 19 HacToswmux IIpaBui - B 3KCIIEpTHYIO OpraHu3anyio; (B
pen. ITocranoBnenus [IpaButenscTBa PO ot 25.07.2024 N 1009)

00 OTKJIOHEHWM TTPEIJIOKEHMS OT JaJbHEIIero paCCMOTPEHMSI B CJTydae HEIOATBEePKAEHMS MTO3ULINY, TIPEICTABIEHHO 3asiBUTeIeM
B 0OpallleHMM, yKa3aHHOM B ab3alle TepBOM HACTOSIIErO IMyHKTA. (B pef. ITocraHoBnenust ITpaBurenbcTBa PO or 25.07.2024 N 1009)

20.1. Komuccust B Liesisix mosydeHust TIO3MIMY OPraHOB rOCYAapCTBEHHOI BIacTu cyobekToB Poccuiickoit @enepaiivn B chepe 0XpaHbl
3[I0OPOBbSI 10 MPEJIOKEHNUSIM O BKIIIOUEHMM JIEKAPCTBEHHBIX IIPENapaToB B TepeyeHb BasKHENIINX JIeKapCTBEHHBIX IIPENapaTos,

nan

HaIlpaBJIeHHBIM Ha KOMIUIEKCHYIO OI[€HKY B COOTBETCTBUM C ab3areM BTOPBIM IMyHKTa 19.2, mopmyHkToM "a" myHKTra 19.3,

MOJITYHKTOM "a" myHKTa 19.5 HacTosmux [IpaBui, HallpaBIsieT 3alIpoC B OpraHbl rOCYJapCTBEHHOI BiacTy cyobeKToB Poccuiickoit
Qepnepaiuu B chepe oxpaHbl 3M0pOBbs. (B pel. [TocraHoBienus [IpaBurtenbcrBa PO ot 25.07.2024 N 1009)

Ipu ipencTaBaeHUM TTO3UIMHA, YKAa3aHHO B a63a1ie MepBOM HACTOSIIEr0 ITYHKTa, OpraHbl TOCYJapCTBEHHOI B/IaCTU CyObEKTOB
Poccuitckoit @epepauyy B chepe oXpaHbl 340POBbS YKa3bIBAIOT CIemylolye cBeneHus: (B pen. [TocraHoBnenus [IpaButenbcTBa PO
ot 25.07.2024 N 1009)

o6I1iee KOMMYECTBO IMAIVIEHTOB OTAEIbHO 110 KasKIOMY IT0Ka3aHUI0, YKa3aHHOMY B MHCTPYKIIMY I10 MeIUIIMHCKOMY ITPYMEeHEeHUI0
JleKapcTBeHHOro npenapata; (B per. [loctanosnenus [Ipasurtenbcrsa PO ot 25.07.2024 N 1009)

CBeZeHMs O JIeKapCTBEHHBIX MperapaTax, KOTOpbIe MOyJaloT MalyeHTsl B cyobekTe Poccuiickoit Pemepaniniy, ¢ ykazaHueM
KOJIMYeCTBa MalMeHTOB, MOTyJalouuX Tepanuio; (B pel. [Tocranosnenus [IpaBuTenbersa PO ot 25.07.2024 N 1009)

KOJIMYECTBO NAlMEeHTOB B cyobekTe Poccuiickoit Peepanuu, HysKIAIOLUIMXCS B 06ecrieueHny MPpeAiaraeMbIM K BKITIOYEHMIO B
repevyHy JeKapCTBeHHbIM MIperapaToM M0 KaxkJI0MY [T0Ka3aHUI0, YKa3aHHOMY B MHCTPYKLMM IO MEIULIMHCKOMY IPMMeHEeHMI0
JIleKapCTBeHHOro mpenapata; (B pen. [Tocranosienus [IpaBurtenscrsa PO ot 25.07.2024 N 1009)

[I03M1LIMSI [TIaBHOTO BHELITAaTHOIO CreluanucTa cyobekTa Poceniickoit denepaiy ¢ yueTom Mpodusist ero gesiTeIbHOCTY O
1[e71eco06pPa3HOCTM BKITIOUEHNS JIEKaPCTBEHHOTO IIperapara B COOTBETCTBYIOLINIA ITepeueHb, B TOM UMCiIe CBeIeHMsI O TPAKTIKE
TIpMMeHEeHMs JIEKapCTBEHHOTO Mpernapara B cyobekTe Poccuiickoit @emepaliuy (pyu Hanuumm); (B pef. [locTaHOBIEHMS
ITpaBuTtensctBa PO ot 25.07.2024 N 1009)

cpefHeB3BellleHHas LieHa eIVHUIIbI JIeKapCTBEHHOTrO Iipernapara (ykazaHHas B eJMHOM CTPYKTYPMPOBaHHOM CITpaBOYHMKe-KaTajiore
JIeKapCTBEHHBIX IIPEIapaToB 151 MEAUIMHCKOTO MPUMEHEHMS), CJIOKMBIIASICSI HA MOMEHT (DOPMMUPOBAHMS TIO3UIIMA (TIPU HATTUYUUMA);
(8 pen. IToctanosnenus I[IpaButenbcrea PO ot 25.07.2024 N 1009)

06beM 3aKYTIOK JIeKapCTBEHHOTO ITpernapara 3a MpeAmecTBYIOMNiA rog, (Ipy Hammuumn); (B pel. [locraHosnenus [IpaBuTenbcTsa PO
ot 25.07.2024 N 1009)

M3MeHeHMe Harpy3Ky Ha 61oKkeT cyobekTa Poccuiickoit @enepaiiuu B cyvae BKIIOUEHNMs JIEKaPCTBEHHOTO Mperapara B riepeueHb
BaKHEHMIINMX JIEKAPCTBEHHBIX MTPEINapaToB C yUeTOM KOJMMUYEeCTBa MAIMeHTOB B cyobekTe Poccuiickoit @emepaniny, HyKIAIOIMIMXCS B
Teparnuy yKa3saHHbIM JIeKapCTBEHHBIM MTPENapaToM, ¥ MO3ULIUY [JTABHOTO BHEIITATHOTO CHeIMaancTa CyobekTa Poccuitckoit
®eneparyu; (B pen. ITocranoBaenust ITpaBurenbcTBa PO or 25.07.2024 N 1009)
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MHbIE CBeJIEeHMS 110 JIeKapCTBEHHOMY Mpernapary (IIpy HeobxogumocTtn). (B pes. [ToctanosieHust IIpasurenscrBa PO ot 25.07.2024 N
1009)

21. IlepeueHb 5KCIIePTHBIX OPraHU3aLuil yTBepxkaaeTcs MUHMCTEPCTBOM 3apaBooxpaHeHus Poceuiickon ®enepauyy u
pa3MeniaeTcst Ha obuLIMaIbHOM caiiTe B ceTu "VIHTEepHeT".

22. KomriekcHast olieHKa B COOTBETCTBUM C MOAITYHKTaMM "6" 11 "B" myHKTa 19 HacTosiux [IpaBuit ocyinecTsiseTcs LieHTpom

9KCIIEPTU3BI ¥ SKCIIEPTHBIMY OPraHU3alMUsSIMU B TeueHue 15 pabounx JHelt co THs MOMyUeHMs OT KOMUCCUM TTPEIJIOKEHMSI. (B pefl,.
IMocranosienus IpasurtenbctBa PO ot 25.07.2024 N 1009)

23. Jly1s1 IpoBeeHNs KOMIUIEKCHOM OLIeHKY B COOTBETCTBUM C IMOAIYHKTOM "B" ITyHKTa 19 Hacrosmux [IpaBuit skcniepTHas
OpraHM3aLus CO3aeT IKCIEPTHYIO KOMMUCCHUIO U3 CIEIMAIMUCTOB C BHICIIMM MEIUIIMHCKUM, (hapMalieBTUUeCKUM WU
610JI0TMUYeCKMM 06pa30BaHMeM C ITPEMMYIeCTBeHHBIM YUaCTHEM CIIeLMaICTOB, MMEIOIIMX BhICIiee MeIUIIMHCKOoe 1
dbapmarneBTHUeCcKOe o6pasoBanume. (B pen. [TocraHoBiennit [IpaBurtenbera PO ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

24. TIpu MpoBeAeHMM OLIEHKM B COOTBETCTBUY C TIOAITYHKTOM "6" yHKTa 19 HacTosimmx [IpaByI OCyIIECTBIISIETCS B TOM UMC/Ie pacyeT
CTOMMOCTM Kypca (Tofa) ieueHusI Ipef jiaraeMbIM JieKapCTBEHHbBIM IperapaToM 10 CpaBHEHMIO C TeparneBTUYeCKM aHAIOTMYHBIMU
JIeKapCTBEHHbIMM MTpeltapaTaMy, BKIIOUEHHbIMM B TIEPEUHM, UCXO/IS U3 CAeOYIOMMX JaHHbIX: (B pel. [locTraHoBieHMs [IpaBuTenbCcTBa
P® ot 25.07.2024 N 1009)

MpeiesbHAs OTITYCKHAS 1leHa JIeKapCTBeHHOTO Ipernapara, KOTOpYIo MPOM3BOAUTENb ITVIAHUPYET 3aperucTpupoBaTh Min
repeperucTpMpoBaTh B COOTBETCTBIUM CO cTaTheli 61 MemepanbHOro 3akoHa "O6 obpaleHny JIeKapcTBeHHbIX CpecTB”; (B pef.
IMocranosnenus IpasurtenbctBa PO ot 25.07.2024 N 1009)

pacuyeTHas LieHa, COOTBETCTBYIOIIAs CPeHe U3 3aperCTPUPOBAHHBIX B YCTAHOBIEHHOM IIOPsIJIKe ITpefe/IbHbIX OTITYCKHBIX 1IeH
TIPOM3BOJMTEIIEN HAa COOTBETCTBYIOIINE IeKaPCTBEHHbBIE MTpernaparsl (1151 TepaneBTUYeCKY aHaJO0TUYHBIX JIEKapCTBEHHBIX
IIpenapaToB), HAXOSLIVECS B IPaskIaHCKOM 060pOTe B TeUeHMe Trofa, IIPeAIlecTBYIOIero ToAy oauy MpeIIoKeHus; (B pe/.
[Mocranosnenus [IpaBurtensbctsa PO ot 25.07.2024 N 1009)

peXuM 03VPOBaHMS IeKaPCTBEHHBIX IIPENIapaToB B COOTBETCTBUM C MHCTPYKLMEN 10 MeIULMHCKOMY IIPYMEHEHMIO JTIeKapCTBEHHbBIX
IpenapaToB WM KIMHUYECKMMY peKOMEeHAAIVSIMM Y CTaHapTaMy MeIUIIMHCKO oMol (B cydae, eciay nHopmays o
MIPOAO/DKUTENIBHOCTY JIeYeHMS OTCYTCTBYeT B MHCTPYKLIMY 110 IPYMEHEHMIO JIeKapCTBEHHOrO Npenapara). (B peq. [loctaHOBIeHMS
ITpaBuTenbcTBa PO ot 25.07.2024 N 1009)

IIpy OTCYTCTBMM 3aperMCTPUPOBAHHBIX B YCTAHOBJIEHHOM IODSIIKE LieH Ha TepaneBTUUYeCK) aHAJIOTMYHbIe IeKapCTBeHHbIe
nperniapaTbl KOMIUIEKCHAS OLleHKA OCYIECTBISIeTCS B OTHOLIEHMY PAaCYeTHBIX LIeH Ha 3aKylaeMble JJeKapCTBEeHHbIe Npernaparhl B
COOTBETCTBUU ¢ MHGOpMaIMeli 0 LieHax JIeKapCTBEHHBIX IIPerapaToB, COAEePIKaIIMXCsl B peecTpe KOHTPAKTOB, 3aKITI0UeHHBIX
3aKa3umMkamu. [Ipu 3TOM pacueTHasi IieHa Ha JJeKapCTBEHHbIe MTperapaThl COOTBETCTBYET CPeIHEB3BelIeHHOI IleHe (haKTHUecKux
3aKyIOK Ha BOCIIPOM3BeIeHHbIE MY 610aHalIoroBble (610N0N00HbIe) IeKapCTBeHHbIe ITpenapaTsl (IIpu Hanuuun). [Ipy oTCyTCTBUM
BOCITPOV3BeIeHHBIX MM 6M0aHATOTOBBIX (6MONOOOHbIX) JIEKAPCTBEHHBIX IIPEIIapaToB pacueTHas IjeHa Ha JIeKapCTBeHHbIe
IpenapaThbl COOTBETCTBYET CpeIHeB3BellleHHOI IleHe (hakTuuecKuX 3aKyIlloK OpUTMHAIbHBIX JIEKAPCTBEHHBIX ITpenapaToB. (B pe/.
IMocranosnenus IpasurtenbctBa PO ot 25.07.2024 N 1009)

ITpy HaMMUMM 3aperuCTPUPOBAHHBIX B YCTAHOBJIEHHOM IOPSIKe 1IeH Ha TepareBTUYeCK) aHaJOTUYHbIe JIeKapCTBeHHbIe TTperapaThl
OLleHKa CTOMMOCTM TOf0BOTO Kypca Tepaluiu B CJlydyae pacCMOTPEeHMS BKJIIOUeHMSI IipefiaraeMoro JiekapCTBEHHOTO IIpernapara B
repeveHb JOPOTOCTOSIIMX JIeKaPCTBEHHBIX MPEIapaToB OCYIIECTB/ISIETCS] B OTHOIIEHMM paCYeTHBIX LIeH Ha 3aKyraeMbie
JIeKapCTBEHHbBIE MTPerapaThl B COOTBETCTBMYU ¢ MH(MOpMaIMei o IleHaX JIeKapCTBEHHBIX ITPeIapaToB, COAePKAIINXCS B PeecTpe
KOHTPAKTOB, 3aK/II0YEHHBIX 3aKa3zumMkaMu. [Ipu 3TOM pacueTHas LieHa Ha JieKapCTBeHHbIe TIperapaThbl COOTBETCTBYET
cpemHeB3BeIIeHHO 1leHe (aKTUUecKMxX 3aKyIOK Ha BOCIIPOM3BeJeHHbIe WM 6110aHa/IoTOBbIe (6110TI0M06HbIE) IeKapCTBEHHbIE
Tiperiapatsl (Ipy Haymumm). IIpy OTCyTCTBUM BOCITPOM3BEIEHHBIX MM 6M10aHATIOTOBbIX (OMOMOLOOHBIX) IEKAPCTBEHHBIX ITPerapaToB
pacyeTHas IleHa Ha JIeKapCTBEHHbIE MTperapaThl COOTBETCTBYET CpeIHEB3BEUIEHHO IieHe (PaKTUUECKUX 3aKYITOK OPUTHMHATbHBIX
JIeKapCTBEHHBIX IIperapaToB. (B pel. [ToctaHosneHus [IpaButenberBa PO ot 25.07.2024 N 1009)

IIpm oLleHKe OMOMTHUTEIbHBIX ITOC/IeACTBII IPYMEHeHMs IeKapCTBEHHOT0 ITperapaTa TakkKe OCyLeCTBISIeTCS] aHalIu3 JaHHBIX O
roCyZapCTBEHHON perucrpanny, aHaan3 obpauieHns JIeKapcTBeHHOTO ITpernapara, peJjiaraeMoro Jisl BKIIOUeHNs B TIepeyHy, a
TaIOKe TepalleBTYeCcKy aHaJIOTMUHbIX JIeKapCTBEHHBIX IIpeniapaToB, BKIOUEHHBIX B ITlepeuHl. (B pell. [locTaHOB/IeHNS
[TpaBuTenbcTBa PO ot 25.07.2024 N 1009)

B 1e/sIx momyueHust Heo6X0aMMOIi TOTTOTHATEIbHOM MHGOPMAaIMK U YTOUHEHMs TIPeACTaBJIeHHbIX B TIPEIJIOKEeHUN CBeIeH pu
MPOBEeEHMM KOMILJIEKCHO OI[@HKM OCYIIEeCTBISIETCS TTOVCK MHGOPMAIMK O JIEKAPCTBEHHBIX MpernapaTax B paMKax IIpejjiaraeMoro K
BK/IIOUEHMIO MEKOYHAPOLHOTO HEMMAaTeHTOBAHHOTO HAaMMEeHOBaHUS (TIPYU OTCYTCTBUYM TaKOTO HaMMEHOBAHUS - B paMKax
IPYNIMPOBOYHOTO WIM XMMUYECKOTO HAMMEHOBaHMS), B TOM UMCIe O KIMHUYECKUX U (MIN) KITMHUKO-9KOHOMUYECKUX
MUCCIIeIOBAHMSIX JIEKAPCTBEHHBIX MTperapaToB. [Ipy 3TOM K 3aK/II0UeHMSIM, YKa3aHHBIM B IIYHKTe 25 HacTosmux [IpaBu, mpuiararoTcst
TIOJIHOTEKCTOBBIE ITYOIMKAIINY TaKUX MCCIeqoBauuii. (B per. [ToctanoBienus IIpaBurtenbcrsa PO ot 25.07.2024 N 1009)

25. ITo pe3ynbTaTaM KOMIUIEKCHOJ OLIEHKM 9KCIIEPTHAsI OPTaHM3alMsl COCTAB/ISIET 3aK/TI0UEHMe 10 Pe3y/IbTaTaM aHaau3a
uHGOPMAIMM O CPABHUTENIBHOM KIMHUYECKO 3P (HeKTUBHOCTY 1 6€30IaCHOCTH JIEKAPCTBEHHOTO IIperapara rno opmMe coracHo
nipuiaoxkeHuio N 7, LIeHTp 9KCIIepTH3bl COCTAB/ISET 3aKII0UeHNe TI0 Pe3y/bTaTaM OLIeHKM SKOHOMUYECKUX MOCIeICTBUI TPUMeHEeHUst
JIEKapCTBEHHOTO ITperapara, M3yueHus JOIOTHUTEIbHbBIX TIOC/IeICTBIUI IPMMEHEHMS JIEKAPCTBEHHOTO MperapaTa, a TakKKe OleHKM
CTOMMOCTM TOIOBOTO Kypca Teparuiy MpejiaraeMbIM JIeKapCTBEHHBIM MperapaToM 10 CPABHEHMIO C TePATIeBTUYUECKA
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AHAJIOTMYHBIMY JIEKAPCTBEHHBIMMY TTperapaTamMmu, BKIIOYEHHBIMM B TIEPEUHH, 110 ¢hopMe cornacHo mpmiokenno N 8.1 u
MPeACTaBISIIOT X B KOMMCCHUIO C HallpaBJeHMeM COOTBETCTBYIOIErO YBeAOM/IeHMSI Ha 37IeKTPOHHYIO TTOUTY 3asIBUTEIS, aipec
KOTOPOJ yKa3aH B mpejioxkeHun. (B pex. [Toctanosienust IpasurenscrBa PO ot 25.07.2024 N 1009)

26. IIpennosxkeHye, B TOM 4McCiIe [IpyjaraeMble K HeMy JOKYMEHTBI M CBeJleHMs], a TAakoKe 3aK/II0UeHMsI 110 pe3y/IbTaTaM KOMIIJIEKCHOM
OILIeHKM B TeueHMe 2 pabounx JHe co THS UX IONydeHNs] HAIIPaBIISIIOTCSI KOMMCCHET ¢ ITpeocTaBaeHreM JOCTyIa K 3/IeKTPOHHBIM
BepCUSIM MPeIoKeHNsI C IpuiaraeMbIMM JOKYMeHTaMy U CBeeHMUSIMI IJIaBHOMY 3KCIIepTY C YI4eTOM NMPOdUJIST ero AesiTeIbHOCTU
JISI TIOATOTOBKY IO 3TOMY IIPeJIOKeHMI0 HayYHO 060CHOBAaHHOI PeKOMeHJAIMM O BKIIOUeHNY JIeKapCTBEHHOI'o ITperapara B
TepeuH ¥ MMHUMAaJTbHBIN aCCOPTUMEHT 10 HopMe corTacHO npuiokeHuio N 9 (maee - HAayYHO 06G0CHOBAaHHAs peKOMeHaLus). (B
pen. ITocranosnenus IpaButenbcrBa PO ot 25.07.2024 N 1009)

26.1. IIpu popmMupoBaHMM MUHMMAIBHOTO aCCOPTMMEHTA, a TAKKe ITPY MOCTYIUIEHUM IIPeIJIOKeHNS 00 VICKITIOUeHUM
JIEKapCTBEHHOTO ITpernapaTa 13 IepevyHeil ¥ MMHMMAaIbHOTO aCCOPTYMEHTA KOMMUCCHSI B CPOK, He TTPEBBIMIAIOIINIA 2 pabounx JHei co
JIHSI BBIHECeHMS 3aK/II0UeHMsI II0 pe3y/IbTaTaM JOKYMEeHTa/IbHOM 5KCIIePTH3bI, 3a UCKIII0UeHeM IIpe/ijIoKeH, B OTHOLIeHUN
KOTOPBIX BBIHECEHO 3aK/TII0UeHNe C 3aMeYaHUsIMM O HECOOTBETCTBUM YCTAaHOBJIEHHBIM TPeOOBAHNSIM, HATIPABIISET IPeAJIOKeHNeE C
NpeloCTaBIeHNeM JOCTYIA K ero 3/IeKTPOHHBIM BePCUSIM C IIpuiaraeMbIMy JOKYMEHTaMy U CBEIEHMSIMY HE MeHee YeM JBYyM
[JIaBHBIM 3KCIIEPTAM C yU4eTOM MPODOUIS UX IeSITeTbHOCTH C HAaIlPaB/IeHMeM COOTBETCTBYIOLIETO YBeLOM/IEHNS Ha /IEKTPOHHYIO
TIOUTY 3asiBUTeJIS, aipec KOTOPOt yKa3aH B ImpeoxkeHuu. (B pea. [TocranoBnaeHus [IpasutensctBa PO ot 25.07.2024 N 1009)

27. TmaBHBIN 9KcepT B TeueHMe 10 paboumx THel CO JHS MOMyUeHNS JOKYMEHTOB, YKa3aHHbIX B TYHKTaX 26 1 26.1 HACTOSIINUX

[IpaBwJ1, IpefCTaBiIsieT B KOMMUCCHIO B lIEKTPOHHOM BUJle HAYYHO 060CHOBAaHHYI0 peKOMeHIauuo. (B pesi. [locTaHOBIeHNS
ITpaBuTtenbctBa PO ot 25.07.2024 N 1009)

[Tpy MOArOTOBKE HAYYHO 0OOCHOBAHHBIX PEKOMEH IalMii IIaBHbIE SKCIIEPTHI B IIEJISIX TOTYUEH ST JOTIOMHUTEIbHOM MH(pOpMAaIu o
6e30IacHOCTH, KauecTBe 1 3 (HEeKTUBHOCTY B paMKaXx IIpe/IjiaraeMoro K BKIIOUEHMI0 MEKIYHAPOJHOTO HelaTeHTOBAHHOTO
HayuMeHOBaHMs (MPY OTCYTCTBMM TAKOTO HAaMMEHOBAHMS - B PAMKaX IPYMIMPOBOYHOIO MM XMMUYECKOTO HAMMEHOBAHMS) MOTYT
HampaBJIsITh 3aMIPOChI B TpodeccroHaTbHble HEKOMMepUeCKye OpraHu3alym, cCo3faBaeMbie MEAUIIMHCKUMM PaGOTHUKAMU U
dapmarieBTMUeCcKMMU paboTHMKAMMU. (B pell. [ToctaHoBieHus [TpaBuTenberBa PO ot 25.07.2024 N 1009)

[maBHBIE SKCIIEPTHI ITPY IMOATOTOBKE HAYUHO 0O0CHOBAHHBIX PEKOMEHIAIMIA IEIAI0T BHIBOJ, O 11€7IeCO06Pa3HOCTY VCKITIOUEH NS
JIeKapCTBEHHBIX IIPeapaToB U3 [epevHeli B cydae, eciy CTOMMOCTD IpefiaraeMoro K pacCMOTPEeHMIO JIeKapCTBEHHOT O Ipernapara
HIDKe CTOMMOCTY TepaleBTMUYeCKy aHaJO0TMYHOr0 JIeKapCTBEHHOTO IIperapara 3a Kypc Tepanuy, BKJIIUeHHOTO B IIepeyHu, Ipu
BKJTIOUEHMM QJTbTEPHATUBHBIX JIEKAPCTBEHHBIX MPENapaToB, 00/1aIal0MKX JOKa3aHHBIMY KIMHUYECKUMY, U (VJTU) KITMHUKO-
SKOHOMUYECKMMMU MPEUMYIECTBAMU, U (M) OCOOEHHOCTSIMM MeXaHM3Ma AeiCTBUS, U (MI1) 60sbiielt 6e30TacHOCThIO TPK
JIMAarHOCTHKe, MPOQIIAKTHKe, TeYeHUN WU peabunutanyy 3a60aeBaHuit, CMUHIPOMOB U COCTOSTHUIA, a TAKXKe B CJTyJae, eCsin
BKJIIOUEHHBIIi B [TIepeyHM JIeKapCTBEHHBII MpernapaT He IPUMEHSIETCS B CYIIECTBYIOLMX CXeMax Tepanuiu. (B pell. [loctaHOBIeHMS
[TpaBuTenbctBa PO ot 25.07.2024 N 1009)

28. Ilpm Hecornmacuy MOMHOCTBIO MM YaCTUYHO C 3aK/IYEHMSIMY SKCIIePTHON oprannsaumy u (um) LleHTpa sKkcrepTussl ITaBHbIN
9KCIIEePT FTOTOBUT HAYYHO 0O0CHOBAHHYIO PEKOMEHAINIO, B KOTOPOIi YKa3bIBaeT 3aMeUYaHus C JeTaTU3MPOBAHHBIM 060CHOBAaHUEM U
CCBUIKaMM Ha ITyGIMKaluy O JaHHbBIX KIMHMYECKUX MCCIe0OBaHN 1 JIeKapCTBEHHOTO IIperapaTa U (M1n) ZaHHBIX MOHUTOPMHTA ero
sbderTUBHOCTM U Ge30macHOCTM Ha TeppuTopuu Poccuiickoit @epepatinm U (Mn) 32 py6esKoM, a TaKske TaHHbBIX KITMHUKO-
9KOHOMMYECKUX UCCIeOBaHU 1 PacueToB, 0O0CHOBBIBAIOLIVX €TI0 BBIBOJIBI, C IIPUIIOKEHMEM ITUX IyOIMKALViL. (B pef.
[Mocranosnennit [IpaBurenscrsa PO ot 29.10.2018 N 1283, ot 25.07.2024 N 1009)

28.1. 3asIBUTEJNb B CJTy4ae HECOMIACKS C pe3y/abTaTaMy KOMIUIEKCHO OIIeHK!M ¥ HaYYHO 0OOCHOBAaHHOI peKOMeH Iallyeli IIaBHOTO
9KCIIepTa BIIpaBe He MOo3aHee ueM 3a 5 pabounx JHelt 10 3acefaHnss KOMUCCUY TIPEICTaBUTh B KOMUCCHIO B 3JIEKTPOHHOM BUIE
JIOTIONTHUTEbHbIE JOKYMEHTBI U CBeIE€HMSI 110 MpeJIoKeHUI0 (KIMHUYECKMEe UCCIeloBaHMs, HOBOE 1IeHOBOE IpeIJIoKeHne,
MOATBEPKOEeHHOE pe3y/bTaTaMy KIMHUKO-IKOHOMUUECKMX UCC/IeJOBAaHMI U UCCeN0BaHMIi C MCTIONb30BaHMEM aHa/IN3a BAUSHUS Ha
61015KeT, 63 M3MEHEeHMH, HO C yUeTOM HOBOJA I[€HbI, C TIPE/ICTABIEHMEM COOTBETCTBYIOLIMX Mojiernel ¢ pacueTamu). Komuccust
HarmpasJisgeT TaKoe MpefAJjoskeHNe ¢ ITpeJoCTaBIeHMeM JOCTYIIA K eT0 3/IeKTPOHHBIM BEPCUSIM C IpUIaraeMbIMy JOKYMEHTaMU U
CBeIeHMUSIMU JIJISI TIOBTOPHOTO MPOBEAEHMS 3TAlIOB KOMIUIEKCHO OI€HKY, TTPeIyCMOTPEHHBIX MOAITYHKTaMM "6" 1 "B" IMyHKTa 19
Hacrosiiux [IpaBui, ¢ HaMpaB/eHeM COOTBETCTBYIOIIEro YBeJOMIEHUS Ha 3JIEKTPOHHYIO MIOUTY 3asIBUTES, afpec KOTOpOo ykasaH B
TIpeAJIOKeHNM, B TeUeHMe 3 pabounx JHei ¢ JaThl MOMyYeHUs MTPeJIOKeHS C IPeACcTaBIeHeM Pe3y/IbTaTOB Ha 3aceqaHnUM
komuccuu. (B pex. ITocranosnenus [Ipasutenscrsa PO or 25.07.2024 N 1009)

29.-
30. IIyHKTBI yTpaTuau cuiy. (B pen. [Tocranosnenus [Ipasurtenscrsa PO ot 29.10.2018 N 1283)

31. 3acemaHMsi KOMUCCUM TPOBOJATCS A0 10-To umcia 2-ro Mecsilia KBapTasa, c/ieAyloliero 3a KBapTajaom, B KOTOpoM LieHTpom
9KCIIePTU3bI IPeLICTABIEHO 3aK/IoUeH e 110 pe3y/IbTaTaM aHa/Iu3a MeTOL0I0TMYeCKOro KauecTBa O CpeJlHEM MJTM BBICOKOM YPOBHE
MEeTO0/IOTMYECKOTO KaUecTBa XOTS 6bI OJHOTO M3 MPECTABIeHHbIX KIMHNKO-9KOHOMMUYECKMUX UCCIeTOBAHNI IEKAPCTBEHHOTO
Mperapara 1 XoTs1 6bI OTHOTO U3 MPeICTaBIeHHbIX MCCIeOBAHMIA C MCITONIb30BaHMEM aHa/IN3a BJMSHIS Ha OI0[KeT B paMKax OJHOTO
TTOKa3aHUS K TPUMEHEHUIO JIEKapCTBEHHOTO Iperiapara, 3a MCKIIUeHeM opbaHHbIX JIEKaPCTBEHHBIX MTPEapaToB. B OTHOIIEHUY
opdaHHBIX JIEKAPCTBEHHBIX ITPEITapaToOB 3aceJaHMss KOMUCCUY TTPOBOASTCS 10 10-ro umcia 2-ro Mecsiia KBapTaia, CJIeqyouero 3a
KBapTa/ioM, B KOTOPOM IIpeACTaB/IeHO IpejiokeHue. (B pef. IloctaHoBmenust IlpaBurenbcra PO ot 25.07.2024 N 1009)

PernieHus1 o mpejioskeHUsIM, B TOM YMCIe TIPY IIPeCTaBAeHM B HayYHO 060CHOBAHHO peKOMEeHJaliMy IJTABHOTO CITeYaINCTa,
cofiepsKaiiieit mpeajioxkeHne 06 UCKIIOUEHM JIeKapCTBEHHBIX MTPerapaToB U3 MepevHeit, MPMHMMAIOTCS Ha 3aceJaHusIX KOMUCCUY B
COOTBETCTBUM C JIMCTAMY rOJIOCOBAHMS WIEHOB KOMUCCHUY, TPUCYTCTBYIOIIMX HA 3aceqaHMM KOMUCCUU, COAEPKAIIUMU Pe3yIbTaThl
KOMIIJIEKCHOJ OLIEHKM, C yUeTOM HayuYHO 060CHOBAaHHOM peKOMeHaIuy TJIaBHOTO 3KCcIepTa. IIpy 3ToM Hay4yHO 060CHOBaHHAs

https://normativ.kontur.ru/document?moduleld=1&documentld=475739&ysclid=mfcdt44Irt4 16421065 10/49


https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53
https://normativ.kontur.ru/document?moduleId=1&documentId=323642#l61
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l66
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53
https://normativ.kontur.ru/document?moduleId=1&documentId=323642#l64
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l53

09.09.2025, 17:02 MoctaHoBneHue Mpasutenscrtea PO ot 28.08.2014 N 871 — Pepakums ot 25.07.2024 — KoHTyp.Hopmatus

peKoMeHalMs IJIABHOT'O SKCIIepTa IIpeCcTaB/sIeTcs WieHaMy Komuccuu. (B pen. IToctanoBnenust ITpaBurenscTsa PO or 25.07.2024 N
1009)

KoMuccust mpy MpUHSITUM pellieHns] 0 BKIIoUeHUM (00 MCKITIOUeHNM) JIeKapCTBEHHBIX MPeIapaToB B epeuHy (13 IepevuHeit) u
MMUHMMAaJIbHBII aCCOPTUMEHT (M3 MMHMMAaJIbHOTO aCCOPTUMMEHTA) YUUThIBAET CBeIEeHMSI O ITOCTaBKax JeKapCTBEHHOrO Mpernapara Ha
TeppuTopuio Poccuiickoit @emeparyiu, a Takke MO3UILMIO OPraHOB roCyIapCTBEHHO BIacTu cyobeKToB Poccuiickoit ®emepalinu B
cdepe oxpaHbl 340POBbBS, yKazaHHYIo0 B myHKTe 20.1 HacTosimyx [IpaBuit. (B pen. [TocranoBnenus [IpaBuTenbcTBa PO ot 25.07.2024 N
1009)

KoMmuccust mpuHMMaeT pelieHye 06 MCKIIUeHUY JIeKapCTBEHHOTO Mperapara 13 rnepeyHeii ¥ MUHMMAaJIbHOTO aCCOPTUMEHTA MpU
TIOATBEPKAEHUM CTy4aeB, YKa3aHHBIX B a63a1lax TPeTheM - CeIbMOM ITyHKTA 6 HacTosuX [IpaBuil, a Takxke MIPU MIPeCTaBIeHUN
Hay4YHO 000CHOBAHHOI pPeKOMEeHIAIINM, TIPeICTaBIeHHO [JTaBHBIM SKCIIEPTOM B COOTBETCTBUM C a63alleM BTOPBIM MYHKTa 6
Hacrosux IIpaBut. (B pen. ITocranoBnenust ITpaBurtenbcTBa PO ot 25.07.2024 N 1009)

[Ipy pacCMOTpEHUY TIPEAJIOKEHMS], B OTHOIIIEHMM KOTOPOTO B HAYYHO 060CHOBAHHOM peKOMEHAIMY [JIAaBHOTO SKCIIePTa B
COOTBETCTBMM C ab3a1eM TPeTbUM MyHKTa 27 HacTosmux [IpaBusI caenaH BHIBOS, O 11e7IeCO06PA3HOCTY MCKIIOUEH NS JIEKaPCTBEHHBIX
NpenapaToB M3 NlepevyHeii, Ha 3aceaHyie KOMUCCUYM TIPUITIALIAIOTCs IIpefCTaBUTENN BCeX IPOU3BOAUTENEN TeKapCTBEHHBIX
npernapaToB U (WIN) BlIafeNbleB (IepsKkaTeneii) perMcTpaliOHHbIX YIOCTOBEPEeHMI TaKMX JIEKAPCTBEHHbBIX IIPernapaToB B LeJIsIX
paccMOTpeHMs BOIIpOCca UCK/II0UeHNs JIeKapCTBEHHbIX NpernapaToB M3 IlepevyHeil nin repeperucTpauyum 3aperucTpyupoOBaHHbBIX
TIpeeNIbHBIX OTITYCKHBIX I[€H IMTPOU3BOAMTENE Ha HUX. (B pel. [ToctraHoBmeHus [IpaBuTenbeTBa PO ot 25.07.2024 N 1009)

B cirydae paBeHCTBa rOJIOCOB PellaOIVIM SIBJISIETCS TOJIOC IIpeficeaTe/IbCTBYIOIIEro Ha 3acefaHny KoMuUccuu. (B pes. IloctaHoOBIeHNs
[TpaButenbctBa PO ot 25.07.2024 N 1009)

32. Ha 3acemanue Komuccuy NMpuUriamiaeTcs npeacTaBUTeNb GefepaabHOT0 Ka3eHHOTO yupeskaeHus "denepaibHblit LIeHTP
IUTaHMPOBAHMS M OPraHM3alyM JIEKaPCTBEHHOTO obecrieueHys rpakaad” MyHKcTepeTBa 3apaBooxpaHenust Poceuiickoii ®epeparym,
a TaKkKe B IIeJISIX HAYYHOTO OIITOHMPOBAHMS ITpefcTaBuTe iy LleHTpa SKCrepTu3bl ¥ SKCIEPTHOM OpraHu3auumn. (B pef.
IMocranosnenus IpaButenbctsa PO ot 25.07.2024 N 1009)

33. MHGOopMaIus 0 Xoe M pe3yJibTaTaX pacCMOTPEeHMS IIPeIJIOKeHMS, a TAKKe O MeCTe, TaTe ¥ BpeMeH! 3acelaHs KOMUCCUU
pasMmerniaetcs 3a 7 paboumx JHe 10 COOTBETCTBYIOIIETO 3acejaHNs Ha odulMaIbHOM caiite B ceTu "MiHTEpHeT'. (B pep.
[TocranoBnenust [IpaButenbctsa PO ot 29.10.2018 N 1283)

VHdopmanust o IpUHSITHIX HA 3aCeIaHNy KOMUCCUM pelieHnsIX 06 omoOpeHn (OTKIOHEHM M) TIPeAJIOKEeHIi pa3MellaeTcs: Ha
oduLManbHOM cajiTe B ceTy "IHTepHeT" B TeueHue 5 pabounx IHe mocie mpoBeaeHns 3acefaHust KOMUccuu (B pel. [locTaHOBIEHMS
ITpaBuTtenbcrBa PO ot 25.07.2024 N 1009)

34. IIpy BO3HMKHOBEHUYM KOHGINKTA MHTEPECOB COOTBETCTBYIOIIME WIEHBI KOMUCCUM HE YUaCTBYIOT B IPOIeAyPax MPUHSITUS
perieHuit Mo KOHKPETHOMY ITPeIJIOKEHUIO.

CrenmaamncTbl 9KCIepTHOM opranu3anumu u LieHTpa aKCIepTu3bl, yUacTBYOINIME B OATOTOBKE 3aK/II0UeHMS IO Pe3yabTaTaM
KOMIUIEKCHOJ OII€HKH, TTPeIyCMOTPEHHOI MyHKTOM 19 HacTostmux [IpaBul, IIaBHbIe SKCIIEPTHI U WIEHBI KOMUCCUM, IPEICTABUBIINE
HeJJOCTOBEPHYI0 MHMDOPMAIINIO M He TIpeiCTaByUBIINe (HECBOEBPEMEHHO ITPeICTABUBIINNE) B KOMMCCHIO MHOOPMALIMIO O HATMIUU
06CTOSITENTBCTB, CITOCOOHBIX IIPUBECTY K KOHQIMUKTY MHTEPECOB IIPU PACCMOTPEHUY MIPEIIOKEHNIA, TI0 PELIeHNI0 KOMUCCUU
OTCTPAHSIOTCS OT JAJTbHENIIET0 YYacTus B JesITeTbHOCTHM TT0 (OPMUPOBAHMIO TIEPEUHEe M MMHUMMAIbHOTO aCCOPTUMEHTA, 8 PellleHue
TI0 MPeIOKEHNIO, IPUHATOE KOMUCCHEt TIPY UX YUaCTUU, TTIOAJIEXKUT IIepecMoTpy. (B pel. [ToctraHoBmeHuit [lpaBuTenbeTBa PO ot
29.10.2018 N 1283, ot 25.07.2024 N 1009)

[aBHbBIE SKCIIEPTHI, YWIEHbI KOMUCCUM, IKCIIEPTHAS OpraHu3aius, LIeHTp 9KCIIepTH3bl, a TAKKE CIEIMaTNCTbl SKCIIEPTHOM
opra’msauum u lleHTpa sKCcIiepTH3bl He BIIpaBe OCYIeCTBISITh KOHCY/IbTYPOBaHMe 3asiBUTeJeN, B TOM UMC/Ie OKa3bIBATh IJIATHBIE
YCIYTU 110 KOHCY/IbTMPOBAHMIO, IIPU PACCMOTPEHUM IPeIJIOKeHM . (B pef. [TocraHoBeHus IIpaBurtenbcrBa PO ot 25.07.2024 N 1009)

35. Ilo pesynbTaTam 3acefaHMii KOMUCCUM TOTOBSTCS IIPOEKTHI pacrnopsbkeHuit IIpasurenbcTBa Poccuiickoit @enepany 0 BHeCEHUM
M3MEHEHMI1 B IEPEUYHM ¥ MMHMMAJIbHBIA aCCOPTUMEHT, KOTOpbIE pa3MeNIaloTCs Ha oDUIMaTbHOM cajiTe B ceTy "MIHTepHeT" Ha CPOK
He MeHee 10 pabounux nHeit. (B pen. Ilocranosnenus [IpaBurenbcTBa PO ot 25.07.2024 N 1009)

[MpoekTsl pacniopskenuii [IpaButenscrBa Poccuiickoit @efepauyiu 0 BHECEHUM U3MEHEHUI B IepeuHy U MMHMMaJbHbIN
accopTuMeHT GOPMUPYIOTCS IO pe3ysibTaTaM 3aceJaHnit KOMUCCUM C YKa3aHMeM MeKIyHapOAHbIX HelaTeHTOBAHHbIX
HayMeHOBaHMIi IeKapCTBEHHBIX IIpenapaToB (IIPY OTCYTCTBMM TaKUX HAMMEHOBaHUI - 110 TPYNIIMPOBOYHBIM WM XMUMUYECKUM
HaMMeHOBaHMSIM), C YKa3aHMeM Criocoba v (M/u) IyT BBeJEHMs IEKAaPCTBEHHOTO Mperapara, a Takske Ipy Heo0X0AUMOCTH
OCHOBHOTO 37IeMEHTA UM JOMOTHUTEIBHOTO 3JIeMeHTa JIeKAPCTBEHHBIX (GOPM, B TOM UMCIIe TUIIA BHICBOOOKIEHMS AeJICTBYIOIIEro
BerecTBa. (B pep. [TocranoBenus IIpaBurtenbcrBa PO ot 25.07.2024 N 1009)

36. IIpOeKTbI IlepeyHeil ¥ MMHMMAaJIbHOTO aCCOPTMMEHTA MOJJIEXAT COITIAaCOBAHUIO C MMHUCTEPCTBOM IPOMBIIIJIEHHOCTY U TOPTOBIN
Poccuitckoit @epepauyy, MunmcrepcTBoM puHaHcoB Poccuiickoit @emepaiiviv, MMHUCTEPCTBOM TPYAa M COIMATBHO 3aIUThI
Poccuiickoit @emepanuyn, MMHUCTEPCTBOM 9KOHOMMUYECKOTO pa3BuTus Poccuiickoilt ®@epepanum, GenepanbHOl aHTUMOHOIIOIBHOM
CTyx60it, enepanbHOii CTysk6071 1o HaA30py B cepe 3aluThl MpaB MOTpe6uTeseit 1 61aromnoayuns yeioBeka 1 MUHMUCTEPCTBOM
HayKM ¥ BbIcIIero o6pasoBanust Poccuiickoit @emepanyy v BHeceHUIO B IIpaBUTenbCTBO Poccuiickoit @emepaliuy He mo3gHee 15
OKTSIGPS TEKYILero KajeHaapHoro roaa. (B pex. Ilocranosnenuii [paButensersa PO ot 12.06.2017 N 700, ot 29.10.2018 N 1283, ot
25.07.2024 N 1009)
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Ilpunoxcerue N 1

Kk IIpasunam popmuposanus nepeunet
JIEKAPCMBeHHbIX Npenapamos

07151 MeOUYUHCKO20 NPUMeHEeHUS!

U MUHUMAJILHO20 ACCOpMUMeHMa
JIeKapCmeeHHbIX Npenapamos, HeoOxXo0uMblx
0718 0Ka3aHust MeOUYUHCKOLl nomouju

(popma)

B xomuccuto Munucmepcmea
30pasooxpareHus Poccutickoti @edepayuu
no popmuposaHuro nepeuHet
JlekapcmeeHHslX npenapamos s
MeQUYUHCKO20 NPUMEHEHUS]

U MUHUMATIbHO20 ACCOpMUMEHMA
JIeKapcmeeHHbIX npenapamos, HeooxoouMblx
071 0Ka3auus MeduyuHcKkoti nomouu

ITPEOJIOKEHUE O BKIIIOYEHMN JIEKAPCTBEHHOTI'O ITPEITAPATA B ITEPEUYHU

JIEKAPCTBEHHDLIX ITPEITAPATOB IJII MEAVMLIMHCKOI'O TIPUMEHEHUS <*>

(8 pen. ITocranoBaennii IlpaBurenscrsa PO ot 12.06.2017 N 700, ..., ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

IIOKa3aTb BCe

1. Hacrosiiee mpezjioskeHye KacaeTcst BKIIOUEHMS JIEKAPCTBEHHOTO ITperiapara B epeyHi IeKapCTBEHHbIX ITPeIapaToB:

1.1. TIepevYeHb ) XKM3HEHHO HeOOXOIMMBIX U BasKHEMIIINX JIEKapCTBEHHBLIX IIPEIapaToB,

1.2. TIepedyeHb JIEKapCTBEHHbIX IIPeI1apaToB, IIPpeIHA3HAYEHHBIX IJI5 obecreyeHust JIn1i, GOJIbHBIX I'eMOCl)I/IJ'[I/Ief/'I, MYKOBUCIMIOO30M,

I‘I/Il'[O(l)I/BapHI)IM HaHU3MOM, 60/1€3HbI0 FOI.L[e, 3JIOKaYe€CTBEHHbIMMU HOBOO6paSOBaHI/I$IMI/I )'[I/IMCl)OI/I,E[HOI‘/JI, KpOBeTBOpHOf;I n

POAOCTBEHHBIX UM TKaHe, pacCessTHHBIM CKJI€PO30M, FreMOJIMTUKO-YPEMUUYECKUM CMHOAPOMOM, IOHOMIECKUM apTPUTOM C CMCTEMHBIM

HavajoM, MyKoronucaxapuaosom I, I v VI TumoB, amiacTuueckoi aHeMueil HeyTOUHEHHO, Hac/eACTBeHHbIM Je(UIINTOM
daxropos II (bubpuHorena), VII (mabunbHoro), X (CtoapTa - [Ipayapa), a TaksKe JIUII ITOC/Ie TPAHCIUTAHTAIIMY OPTaHOB U (VITN)

TKaHeit; (B pex. [TocranoBnenus [IpaButenscrsa PO ot 25.07.2024 N 1009)
1.3. IlyHKT uckitoueH. (B pen. [ToctanoBnenus IIpasutensctBa PO ot 03.12.2020 N 2021)
2. MHbopMalus o 3asiBUTENE:

2.1. HaMMEHOBaHMe OpraHm3aluumn min (l)aMI/LT[I/IH, nms, OT4eCTBO (HpI/I HaJ'H/['-II/II/I) Tpa)koaHMHa

)

2.2. OTBETCTBEHHOE JIMNIO0, JO/DKHOCTDb

2.3. aapec (MeCTO HaXOKIEHMS) UIY MECTO SKUTEIbCTBA

TenedoH (dakc)

3JIEKTPOHHas Imo4yTa

3. MHdopMaIus o JeKapcTBeHHOM Iperapare:
3.1. HaMeHOBaHMe JIeKapCTBEHHOrO IIperapara:

3.1.1. MeXOyHapOoOgHO€ HeIlaTeHTOBAHHOE HaMMEHOBaHNe

3.1.2. B CJiydae OTCYTCTBUA MEXOAYHAPOOHOI'O HEIIaTEHTOBAHHOI'O HAMMMEHOBAHMS - I'PYIIIIMPOBOYHOE HAMMEHOBaHNME

)

3.1.3. B CJiydae OTCYTCTBUA MEXOYHAPOOHOI'O HEIIATEHTOBAHHOIO U I'PYIIIMPOBOYHOTO HauMeHOBaHMI1 - XMMMUYeCKoe HauMeHOBaHMe

)
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3.1.4. B (JIy4ae OTCYTCTBMS MHBIX HAMEHOBAHUI - TOPrOBOe HauMeHOBaHMe

’

3.2. KOJ, aHATOMO-TePaTeBTUUECKO-XMMUIECKOI KiaaccudyKamyy JeKapCTBEHHOTO Mpernaparta

)

3.3. 3asBJIEHHbIE TTOKA3aHMS K TPUMEHEHMIO JIEKaPCTBEHHOTO Mpernapara COIaCHO MHCTPYKIIMY 110 TIPMMEHEeHUIO ¢ yKa3aHMeM Kojia
MeXayHapomHOM CTaTUCTUUECKO Knaccubukaiy 60esHelt 1 mpo6aeM, CBSI3aHHBIX CO 30POBhEM (IT€PEUNCTUTD)
; (B pen. [ToctanoBnenust [IpaButenbcrsa PO ot 29.10.2018 N 1283)

3.4. TOCYAApCTBEHHAas perucrpauus jekapcTBeHHOTo npenapara B Poccuiickoit @epepaunu: gata (U4.MM.TTTT)

HOMeED permcCTpauMoOHHOro ymoCTOBEepeHMs N

JlaTa MOATBePKIeHNS TOCyNapCTBEHHOM perucTpauuy JJeKapcTBeHHOTO Mpernapara (Mpy Haauuuu) (44.MM.ITTT)

)

perucTpaius B Kauectse opdaHHOI0 JeKapCTBEHHOTO Ipenapara (ma/Her); (B pen. ITocranosnenust ITpaBurenscTsa PO or 03.12.2020
N 2021)

3.5. HaMMeHOBaHMe U afpec (MeCTO HaXOKAeHMs) IOPUIMUECKOTO ML, HA UMSI KOTOPOTO BbIZAHO PETUCTPALIMOHHOE YIOCTOBEPEeHe
JIeKapCTBEHHOTO IIpernapara, MCIIoIb3yeMOTro B KauecTBe IperapaTa CpaBHeHUs (IpY HATUUMM)

)

TIPOU3BOUTENh JIEKAPCTBEHHOTO Iperapara, UCIob3yeMOro B KaueCcTBe MperapaTta CpaBHeHUs (TIpy HATMIUN)

)

3.6. JaHHbIe O IPOM3BOACTBE JIeKapCTBEHHOTO Mpernapara B Poccuiickoit @emepauyy (Ipy HATUUUMA) ;

3.7. TIpe[jjaraemMble K BKIIOUEHUIO JJeKapCTBeHHbIEe GOPMbI 3aperucTpMPOBAHHOTO JIEKAPCTBEHHOTO Mperapara, B TOM uuciie
SKBUBAJIEHTHbBIE, ITPeIyCMOTPeHHbIe [lepeyHeM HaMMeHOBAHMIT JIeKapCTBEHHBIX GOPM JIeKapCTBEHHBIX MTPEIapaToB s
MeOUIIMHCKOTO TpMMeHeHMs], yTBepsKAeHHbIM MIUHMCTEepCTBOM 3 paBooxpaHeHus Poccuiickoit @epepanium (mepeuncianThb)

, C yKa3aHMeM OCHOBHOTO 3JIEMEHTA U/ TOTIOTHUTEIbHOTO 3JIeMeHTA JIeKapCTBEHHBIX (GOPM, B TOM
Yiicie TPy HeOOXOAMMOCTY TUITa BLICBOOOKIEHMS eI CTBYIONIETO BellleCcTBa, Py TOM BMECTO JIeKapCTBEHHbBIX (OPM JOMYyCKaeTCs
yKasaHue crocoba v (M) myTy BBeJeHMs JIeKapCTBEHHOTO Ipernapara; (B pex. IToctranoBaeHuii [TpaButenbersa PO ot 29.10.2018 N
1283, or 03.12.2020 N 2021, ot 25.07.2024 N 1009)

3.8. CBEIEHMSI O BOCIIPOM3BEINEHHBIX MM 6110aHAIOTOBBIX (6MOMOIOGHBIX) IEKaPCTBEHHBIX Mpenaparax (Mpy HaIuduin)
; (B pen. [TocranoBneHus IIpaBurtenscrsa PO or 03.12.2020 N 2021)

3.9. CBEIEHMS O LIeJIEBOi IPYIIIie MalMeHTOB (IPY BKIOYEHMM JIEKAPCTBEHHOTO TIpernapara B IlepeueHb, YKa3aHHbI B ITOAITYHKTE 1.2
MMyHKTa 1 HacTosIero npemyioxkenus); (B pem. [TocranoBienus [TpaButenbcrBa PO ot 25.07.2024 N 1009)

3.10. CBeJleHMs O MOCTaBKax JeKapCTBeHHOTO Npemnapara Ha Tepputopuio Poccuiickoit @enepaumn: (B per. [locTaHOB/IeHUS
ITpaBuTenbcTBa PO ot 25.07.2024 N 1009)

KOJIMYECTBO YIIAKOBOK JIEKAPCTBEHHOTO IIpernapara, BBeJeHHOTO B IPaXXAAHCKUIT 060POT 3a IIepyuop, MpeIIecTBYIOLIVIi ofaye
TIpeIoKeHs (IOMECSIIHO, 3a TOI, IPeAIIeCTBYIOIINIA faTe ogauu npenyiokenus); (B pen. [locranosnenus [Ipasutenscrsa PO ot
25.07.2024 N 1009)

KOJIMYECTBO YITaKOBOK JIeKapCTBEHHOTO Mpernapara, INIaHPyeMoro K BBOLY B TPaXKIAaHCKIUI 060POT (ITOMECSUHO Ha IIPeCTOosIne
365 mHeii). (B pen. IToctaHoBienus IpaButensctBa PO ot 25.07.2024 N 1009)

4. CBefieHMs M TaHHbIE O JIEKAPCTBEHHOM IIpernapare, IpejiaraeMoM [Ijisl BK/IIOUEeHMsI B TIePEeUHY JIEKAPCTBEHHBIX IIPENapaToB:

4.1. HayYHO 060CHOBAaHHbBIE JAHHbIE 0 HEOOXOAMMOCTY U 0GOCHOBAHHOCTY MIPYMEHEHMS JIEKapCTBEHHOTO TperapaTa Ajist
JIMArHOCTUKY, TPOGMIAKTUKY, IEUEHMS WM PeabuInUTaIMu 3a60IeBaHNit, CUHIPOMOB M COCTOSIHUA, IPe06/IafaioniX B CTPYKTYpe
3260/1eBa€MOCTY U CMepPTHOCTY rpaxknaH Poccuiickoit @emeparuy Ha OCHOBAHUY JAHHBIX TOCYLAPCTBEHHOTO CTATUCTUYECKOTO
HaOII0Ae ST (TTPY HAIMUMM TaKUX CTATUCTUUECKMX TaHHbIX);

4.2. HaMMYYe HAYYHO 0OOCHOBAHHBIX JAHHBIX O KIIMHUYECKUX U (HapMaKOIKOHOMUYECKMX MTPEVMYIIECTBAX MPUMEHEHMS
JIeKapCTBEHHOTO NperapaTa Jijis JieueHusl T, GOMbHbIX reModuveii, MyKOBUCIIUA030M, TUTIOGM3apHBIM HAHU3MOM, 60Ie3HBIO
Torre, 3710KaYeCTBEHHBIMY HOBOOOPA30BaHMUSIMY TMMGOVIHOM, KDOBETBOPHOI 1 POLCTBEHHBIX MM TKaHe, pacCesTHHbIM CKIIEPO30M,
reMOJUTUKO-YPeMUYECKUM CMHAPOMOM, IOHOIIECKMM apTPUTOM C CUCTEMHBIM HavyaaoM, Mykornonucaxapumo3om I, IT u VI Tumos,
aruIacTMYecKoi aHeMMyell HeyTOUYHeHHO, HacaeCTBeHHbIM Ieduuytom dakropos I (bubpuHoreHa), VII (mabmibHoro), X (Ctoapra
- [Ipayapa), 111y, ocje TpaHCIUIAaHTaLMM OPTaHOB U (MJIM) TKaHeli, 10 CPaBHEHMIO € IIperapaTaMy, Y)Ke BKIIOUeHHbBIMY B [IEPEYHU
JIeKapCTBEHHBIX MTpernapaTtoB; (B pex. [ToctaHosienuit [TpaBurtenbcrBa PO ot 20.11.2018 N 1390, ot 05.06.2020 N 829)
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4.3. HaJaM4ye HAyYHO 0O0CHOBAHHOI MHMOPMALIMY O MPEeUMYIIecTBax 1 (W) 06 0COGEHHOCTSIX MeXaHU3Ma AeCTBUS
JIEKapCTBEHHOTO ITperapaTa 1o CpaBHEHUIO C aHAJIOTaMy, B TOM YMC/Ie BXOISIIMMM B TI€PEUHM JIeKaPCTBEHHBIX MTPernapaToB s
MeIOUIMHCKOTO TIPMMEHEHS], TIPU IMarHOCTHKe, MPOMGIIaKTIKe WM JiIeueHM 3a60/1eBaHuii, CMHIPOMOB M COCTOSTHUI C yUeTOM
CTAaTUCTUYECKMX TAHHBIX O CTPYKTYpe 3a060/IeBAEMOCTI U CMEPTHOCTY B Poccuiickoit ®emepaiinmn;

4.4. BOCTpeGOBAaHHOCTbD (COIMabHAsI 3HAUYMMOCTD) JIEKAPCTBEHHOIO MpelapaTa CUCTEMOI 3paBOOXPaHEH NS Y HaCeJIeHMEM C YUETOM

HaJIMuMsI JIeKapCTBEHHOTO ITperapaTa B IepevyHsIX JIeKapCTBEHHBIX MPeIapaToB, GMHAHCUPYEMBIX 3a CUET CPEMICTB GIOIKETOB
cyobekToB Poccuiickoit ®enepatinm;

4.5. HaJIM4ye JeKapCTBEHHOTIO IIperapara B IIepeuyHe CTpaTermuyecky 3HaUyMMBbIX JIeKapCTBEHHBIX CPeACTB, IIPOM3BOACTBO KOTOPBIX

JIOJDKHO OBITH 06ecrieyeHo Ha TeppuTopuu Poccuiickoit @enepaiinm, yTBepsKAeHHOM pacropsbkeHneM IIpaBurtenbcTBa Poccuiickoit
®enepanyum ot 6 g 2010 r. N 1141-p;

4.6. HaIuuue (JIOKaJIM3aLys) IPOU3BOACTBA IeKapCTBEHHOTrO Npemnaparta B Poccuiickoii ®emepanyy, B TOM YKcie TJIaHbl 10

JIOKa/IM3au My IPOM3BOJCTBA JIEKAPCTBEHHOTO ITpenapaTa Ha Tepputopun Poccurickoit @enepanuu. (B pen,. [loctaHOBIeHNS
ITpaBuTenbcTBa PO ot 25.07.2024 N 1009)

5. OGOCHOBAHMS [IJIST BKITIOUEHMSI JIEKapCTBEHHOTI'O ITperiapaTa B IIepeUYHM JIEKapCTBEHHbBIX IIPpEeIIapaToB:

5.1. SMUAEMMUOIOTMUECKIE TaHHbIe (IIPV HAJMUMM) - TaHHbIE 10 3a60IeBaeMOCTY, CMEPTHOCTH, MHBAJIMIHOCTY B OTHOIIEHUN
3a60/ieBaHMsI, CMHIPOMA WM COCTOSTHUS, IJIST IYMATHOCTUKMA, TPOMUIAKTUKY, IEUEH S MY peabuInTalM KOTOPBIX TTOKa3aH
JIeKapCTBEHHbII ITpernapaT (IIPeCTaB/SIOTCS HA OCHOBAHUY PE3yIbTaTOB TOCYIaPCTBEHHOTO CTATUCTUYECKOTO HAOTIOMEHNS, APYTUX
obULIMaTbHBIX MUCTOYHMKOB ¥ SMNUIEMUOIOTMUECKMX MUCCIeIOBaHN pacIipoCTpaHeHHOCTH 3a60/IeBaHus);

5.2. KJIMHUYECKME TaHHbIE - IOTHOTEeKCTOBbIE BEPCUU KIMHUYECKMX UCC/IeJOBaHMi (CTaTbU, OTUEThHI HA PYCCKOM SI3bIKe WJIN
nepeBefeHHbIe Ha PYCCKMUIA SI3bIK, 3aBepeHHbIe 3asiBUTe/IeM) (YKa3bIBalOTCSI aBTOPbI, HAMMeHOBaHMe, AM3aliH UCCIeq0BaHMS,
KOJINYECTBO MalMEeHTOB, BKIIIOUEHHBIX B MCCIeIOBaHME, TEPMO] HAOTIOMeHMS, TOKa3aHue K MeOUIMHCKOMY IPUMEHEHWIO
JIeKapCTBEHHOTO TIpernapaTa, KOTOpoe M3yJyasoch B MCCIeIOBaHNUY, KpUTEPUM OlieHKM 3¢ PeKTUBHOCTH (6e30I1aCHOCTHM),
JIeKapCTBEHHbIE TTPernapaThl, C KOTOPHIMY CPABHMUBAJICS ITpeIIaraeMblil JeKapCTBEHHbBIN Mpenapar (Mpy HaIuaun), riane6o-
KOHTPOJIb WIM OTCYTCTBME JIeUeHUsI, Pe3y/bTaThl UCCAeO0BaHMS C YKa3aHMeM KOIMUeCTBeHHbIX JaHHbIX, 3aK/I04eHye, CIMCOK
JIUTEPaTYpPHI 110 CXeMe: aBTOP, HAMMeHOBaHMe MCCAeJ0BaHM, BBIXOAHbIe TaHHbIe. [I0 KaKaoMy KIMHUUYECKOMY MCCIe0BaHUI0
YKa3bIBAeTCs yPOBEHbD JI0KA3aTETbHOCTHU 3G (PEKTUBHOCTY JIEKAPCTBEHHOTO IperapaTa ComIacHo npuiokenuio N 6 kK ITpaBunam
(hopmupoBaHus MepeyHei T1eKapCTBeHHBIX IPeIrapaToB sl MeIUIIMHCKOTO IPUMEHEeHMSI M MMHMMAJIbHOTO aCCOPTUMEHTA
JIeKapCTBEHHbIX MTPEapaToB, HeO6XOAMMBIX [1JisT OKa3aHMsSI MeIUIIMHCKOM IOMOIIY, YTBePKIeHHbIM ITOCTaHOB/IEHMEM
IpaBuTenbcTBa Poccniickoit @emepanyy ot 28 aBrycra 2014 r. N 871 "06 yrBepskaerun [Ipasun dopmMupoBaHus repevyHeit
JIeKapCTBEHHBIX MIpernapaToB /IS MeIUIIMHCKOTO MIpUMeHeHMS ¥ MMHUMAa/IbHOTO aCCOPTUMEHTa JIeKapCTBeHHBIX NTpeIapaToB,
HeOoOXOAVIMBIX J/IST OKa3aHMST MEAVITMHCKOI Tomotu"); (B pel. [TocranoBnenus [IpaBuTenbersa PO ot 25.07.2024 N 1009)

5.3. JaHHbIE O TepaHEBTI/I‘IECKOﬁI SKBUBAJIEHTHOCTU (HpI/I HEO6X0,E[I/IMOCTI/I) - IIOJTHOTEKCTOBbIE BePCUM CPABHUTEJIbHBIX KIMHUYECKNUX
MUCC/IeOBaHMT (CTaTbI/I, OTYeTbl HA PYCCKOM SI3bIKe MJIM CTAaTbU, OTUYETHI, IIepeBeIeHHbIC Ha pYCCKV[ﬁ SI3BIK, 3aB€pEeHHbIE BHHBI/ITQJIQM)
(yKaBbIBaIOTCH aBTOpPbI, HAMMEHOBaHNeE, ,Il]/I38.I7[H nccaegoBaHuAa, KOJINMYECTBO ITallMEHTOB, BKIIOYEHHBIX B MCCIIEJOBaHMe, IIEPUOL
HaGIIIOLLEHI/IH, ITOKa3aHMe K MeIMIMHCKOMY ITPYMMEHEHUIO JIEKAPCTBEHHOTI'O ITpeliapaTa, pe3yJabTaTbl MCC/IeJOBaHNS C YKa3aHEM
KOJIMYECTBEHHbIX JaHHbBIX, 3aK/IIOUE€HMEe, CIITMCOK JIMTEePATYPhI I10 CXeMe: aBTOP, HAMMEHOBAaHIME MCCIIeJOBaHN s, BbIXOOHbIE ,JIaHHbIe);

5.4. TaHHbBIE O KIMHUKO-IKOHOMMUYECKUX ((hapMaKOIKOHOMIUYECKUX) XapaKTePUCTHUKAX JIEKAPCTBEHHOTO Mpernapara -
TTOJTHOTEKCTOBbIE BEPCUM KIVMHUKO-IKOHOMUYECKIX UCCIeN0BaHNIT (CTAThy, OTUEThI HA PYCCKOM SI3bIKE MUJIM CTAThM, OTYETHI,
TiepeBeleHHbIEe Ha PYCCKUIA 13BIK, 3aBEPEHHbIE 3assBUTENIEeM) (YKa3bIBAIOTCS CBeIeHMs 06 aBTOpax, HaMeHOBaHMe VCCIeIOBaHMS,
CCBUTIKM Ha MCCIeq0oBaHue, IU3aiiH UCCIeqoBaHys (DETPOCIIEKTUBHOE, TIPOCIIEKTUBHOE, MOJIeTIMPOBaHMe <**>) Bu[ aHaIU3a,
CBeZieHMs O JIeKapCTBEHHBIX MpernapaTax, KOTOpbIe MCITOIb30BAINCH JIJIS CDAaBHEHMS C MTpejiaraeMbIM JIEKAPCTBEHHBIM ITPEIapaToM,
3aTpaThl, KOTOPbIE YUUTHIBAIUCH B MCCIEIOBAHNY, Y KOMMUECTBEHHbIE 3HAUEHMS 3aTPaT B PyO/IsiX, 3¢ GEKTUBHOCTb CPaBHMUBAEMbIX
JIEKapCTBEHHBIX MTPEINapaToB (KpUTepuu olieHKM 3D (MEKTMBHOCTY U KOIMYECTBEHHbIE 3HAUEHMST), Pe3Y/IbTaThl MCCTIENOBAHNS, CITVICOK
JIUTEPATYPBI - aBTOP, HAMMEHOBAHME UCCIENOBAaHMSI, BBIXOJHbIE TAHHBIE) <***>;

5.5. JaHHbIE O CTOMMOCTH U [IeHe JIeKapCTBEHHOrO Mpernapara: 5.5.1. CToMMoCTb OHOTO Kypca JiedeHust JIeKapCTBEHHBIM
MpernapaTom;

5.5.2. CTOMMOCTbS JieueHMsI JIEKapCTBEHHBIM IIpernapaToM B T€Ue€HMe OQHOro roga

’

5.5.3. JaTa IIpoBeJeHMs pacueTOB LIeHbI Ha HeKapCTBEHHbII}'I Ipernapar

>

5.5.4. 1I€Ha, KOTOPYIO ITPOM3BOAMUTENb IUVIAHMPYET 3aPETUCTPUPOBATH B COOTBETCTBUM C TPEOOBAHMSIMY 3aKOHOIATEIbCTBA
Poccuitckoit @epepanym <***#> ; (B pen. TTocTaHOBIEHMS
[IpaButenbcrBa PO ot 12.06.2017 N 700)

5.6. JaHHbBIE O (haKTUUECKUX 00'beMax MPOask JeKapCTBEHHOTO Mpernaparta B Poccuiickoit @efeparium 3a Tof, MpeIiecTBYIOInii

rojayve IMpeIjIoKe s, B HATypabHbIX IIOKA3aTE/ISIX 110 JIEKAPCTBEHHBIM (POpMaM 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
rpernaparoB ;
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5.7. TaHHbIE OTUETOB O pPe3yIbTaTaX MOHUTOPMHTA 6€30ITaCHOCTY JIEKAPCTBEHHOTO Tperapara (B Poccuiickoit ®enepaiivn u (Man) 3a
pyo6eskom) ;

5.8. JaHHbIe, [TpeCTaB/IEHHbIEe 3asBUTe/IeM B MHULIIMATUBHOM IIOpsOKe

6. OB6Iee KOMMYEeCTBO MPECTaBIeHHbIX JOKYMEHTOB ; Ha JIUCTax.
TMopnuch / /
3asIBUTENA

Harta

<*> 3anomHeHne BCeX MyHKTOB MPeIOKeHUs 00s13aTebHO. [Ipy OTCYTCTBUM CBeI,eHMIi TI0 COOTBETCTBYIOLIEMY ITYHKTY YKa3bIBAeTCsI
"CBeIeHMsI OTCYTCTBYIOT . JJTOKYMEHTBI M MaTePUaIbl IIPEICTAB/SIOTCS Ha PYCCKOM SI3BIKE, B CTydae MpeIoCTaBIeHUs ITyoamuKaImii,
JIOKyMEHTOB U CTaTeli Ha MHOCTPAHHBIX S3bIKaX AOIOJIHUTENBHO IIPUIaraeTcs lepeBeleHHOe Ha PYyCCKUIA SI3bIK pe3l0Me YKa3aHHbIX
MaTepuaioB, 3aBepeHHOe 3asiBUTe/IEeM.

<**> [Ipu UCIIOIb30BaHMM MaTEMaTUIECKOTO MOJIeMPOBAHMSI IPEICTABISIIOTCS] B JIEKTPOHHOM BIJie Bce pa3paboTaHHbIe MO, a
TaKKe TOMYIIEHMS 111 pa3paboTKM COOTBETCTBYIOIINX MOJIeneli M GopMysibl pacueToB, UCIIOMb30BaHHbBIE B MOJEJISX.

<**¥> C yueToM IOJIoKeHMIt uacTi 6 cratbu 18 @emepanbHOro 3akoHa "O6 o6painieHnH JeKapCTBEHHBIX CPeACTB" U uacTu 3 ctaThy 13
®enepanbHOro 3akoHa "O6 0CHOBaX OXpaHbI 3M0POBLSI TpakaaH B Poccuiickoir ®emepariyn .

<**%> [naHMpyeMasi K TocyIapCcTBEHHO perucTpaiyy lieHa Ha JTeKapCTBeHHbII ITperapaT pacCUMTHIBAETCS C YUeTOM I10JIOKeHM I
yactu 3 crateu 61 @emepanbHOro 3akoHa "O6 06paleHN JIeKAPCTBEHHBIX CPEICTB" U MPY FOCYLAPCTBEHHON PETUCTPALUY He MOXKET
IIpeBbIIATh TaKylo LieHy. [Inanupyemas K roCcyapCTBEHHOJ PerucTpauyy lieHa Ha JIeKapCTBeHHbIN ITpernapar 110 MHULIVATHBe
3asIBUTEJISI YKA3bIBAETCS I10 KAKAOM JO3MPOBKE, & TAK)KE MOXKET ObITh YKa3aHa LieHa, KOTOPYIO ITPOM3BOAUTENb IUIAHUPYET
3apermucTpupoBaTh, B CJlyyae OAHOBPEMEHHOI'O BK/IOUEHMS B [IepeyeHb JIeKapCTBeHHbIX IIpenapaToB, IpeHa3HaueHHbIX IS
obecrieueHust JInil, 60JbHbIX reMoGuIneli, MyKOBUCIIMI030M, TUTTOGM3aPHBIM HAaHM3MOM, 60/1e3HbI0 [olIle, 3/7T0KaueCTBEHHbIMMU
HOBOOOpa30BaHMSIMM TMMGOUIHOI, KPOBETBOPHOI M POJICTBEHHBIX MM TKaHej, pacCesTHHbIM CKJIEpO30M, T€MOTUTUKO-
ypeMUUeCKUM CMHIPOMOM, I0HOLIECKUM apTPUTOM C CMCTEMHBIM HavyajaoM, mykononucaxapuposom I, IT u VI tumnos, annactuueckoii
aHeMueli HEYTOUHEHHOI, HacaenCcTBeHHbIM AebuunToM daktopos II (bubpuHorena), VII (mabunpHOro), X (CTioapra - [Ipayapa), a
TaloKe JIUL, TI0C/Ie TPaHCIIAaHTaly OPTaHoB U (MIM) TKaHeii. [Ipy 3TOM Ipu pa3aMyHbIX YPOBHSIX LieH MTpe/iCTaB/lIeHHbIe
MCCe0BaHMS BKIIOUAIOT pacyeThl Ha 6a3e BCeX IVIAaHMPYEeMbIX K FOCYAapCTBEHHOM perucTpaimu eH. (B pex. IlocTaHOBIeHMI
[paBuTenscTBa PO ot 12.06.2017 N 700, ot 29.10.2018 N 1283, ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

Ilpunoxcenue N 2

Kk IIpasunam popmuposanus nepeunet
JIeKapCcmeeHHblx Npenapamos

07151 MEOUYUHCKO20 NPUMeEHEHUS!

U MUHUMATIbHO20 ACCOpMUMEHMA
JIeKapCmeeHHbIX Npenapamos, HeoOXo0uMblx
0718 0Ka3aHust MeOUYUHCKoL nomouju

(popma)

B komuccuiw

MuHucmepcmea 30pagooxpaHeHust
Poccutickoli @edepayuul

no opmuposauio nepeuHeti
JIeKapCmeeHHbIX npenapamos o
MeOUYUHCKO20 NPUMeHeHUs

U MUHUMAJIbHO20 accopmumeHma
JleKapCcmeeHHblX npenapamos,
Heob6X00UMbIX 0N OKA3aHUs
MeduyuHckoti nomowu

IMPEIJIOKEHUE O BKIIIOYEHNMUM JIEKAPCTBEHHOTI'O TTPEITAPATA B
MUWHVMAJIbHBI1 ACCOPTUMEHT JIEKAPCTBEHHBIX ITPEITAPATOB,
HEOBXOOMUMBIX IJI1 OKA3AHMSI MEOUIIMHCKOM ITIOMOIIN

(B pex. [ToctanoBneHuit [IpaButenscTBa PO ot 29.10.2018 N 1283, o1 03.12.2020 N 2021, ot 25.07.2024 N 1009)
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1. VHdopmaLus o 3assBUTENIE:

1.1. HaMMeHOBaHMe OpraHm3aluyumn min d)aMI/IJ'[I/Iﬂ, nmsd, OT4eCTBO (HpI/I HaJ'[I/[‘II/II/I) Tpa)kKoaHMHa

)

1.2. OTBETCTBEHHOE JINIO0, JOXKHOCTDb >

1.3. agpec (MeCTO HaXxOKIOeHMs MU MeCTO KUTEIbCTBA)

TenedoH (dakc) ;

JJIEKTPOHHA Imo4Ta

2. ViHbopMalius o IeKapCTBEHHOM IIperapare:
2.1. Ha¥MMeHOBaHMe:

2.1.1. MeXIOYHapOOHO€ HEeIIaTeHTOBAHHOE HalIME€HOBaHIe

2.1.2. B Q1y4vae OTCYTCTBUS MEKAYHAPOOHOTO HEIIATEHTOBAHHOI'O HAMMEHOBAHMS - TPYIIIIMPOBOYHOE HAaVIMEHOBaHMe

)

2.1.3. B (1y4yae OTCYTCTBUS MEKAYHAPOOHOTO HEIIATEHTOBAHHOI'O U I'PYIIIMPOBOYHOTO HauMeHOBaHUI1 - XMMU4YeCKoe HauMeHOBaHMe

)

2.1.4. B C1y4yae OTCYTCTBUS MHBIX HaMeHOBaHMI1 - TOProBO€ HAMMMEHOBaHNMe

)

2.2. KO[, aHaTOMO-TepaHeBTI/I‘IECKO-XI/IMI/I‘—IECKOI‘Z KJ'[aCCI/[Cl)I/IKaLU/H/[ JIEKapCTBEHHOTIO IMperapara

2.3. 3asiBJIeHHbIe TTOKa3aHMsI K MPYMMeHEeHMIO JIeKapCTBEeHHOTO MpernapaTta COrJiaCHO MHCTPYKIMY T10 IPUMeHeHHUIO C yKazaHueM Koja
MeskIyHapOogHOI CTaTUCTUYUECKOI KinaccubuKkanym 60e3Hel 1 Mpo6iieM, CBI3aHHBIX CO 3[J0POBbEM (TTEPEUNCTUTD)
; (B pen. ITocranoBnenus [IpaButenbctBa PO ot 29.10.2018 N 1283)

2.4. TOCyOAapCTBEHHAsl perucTpanus iekapCTBeHHOro npemnapara B Poccuiickoit @epepanym:

JaTa (44.MM.ITIT) >

HOMeED permcTpauMoOHHOro ymoCTOBEepeHUs

JaTa MOATBepKAeHMsI TOCYAapCTBEHHON percTpanum JIeKapCTBEeHHOro Ipernapara (Ipyu Haauunm) (44.MM.ITTT)

)

2.5. IaHHbIe O TPOU3BOACTBE JIeKapCTBEHHOTrO Npemnaparta B Poccuiickoit @epepanyy (py Hanuumun)

)

2.6. TIOAIIYHKT YTpaTui cuiy. (B pex. IlocranoBnenus [IpaButenscrsa PO ot 25.07.2024 N 1009)

2.7 cBefieHMs 0 BOCIIPOM3BEIEHHBIX MJIM OM10aHAIOTOBBIX (OMOITOIOOHBIX) JIeKapCTBEHHBIX IIpernapaTax (Mpy HaTUIMA)
. (B pen. [Tocranosnenus [Ipasurenscrsa PO ot 03.12.2020 N 2021)

3. CBe,ZLeHI/[H " DaHHbIE O JIEKAPCTBEHHOM IIpeIiaparTe, rpeajiaraeMoM /IS BKIIIOUEHNUA B MMUHMMAaJIbHbINI ACCOPTUMMEHT
JIEKapCTBEHHBLIX IIpeIapaTos, HeO6XO,E[I/[MI)IX JJIs1 OKa3aHUs Me,[[MLU/[HCKOV[ IIOMOIINn:

3.1. HEKapCTBeHHbIIZ Ipernapar BXOOUT B ITepedyeHb )KU3HEHHO H606XO,11]/IMI)IX U BKHEMIINX JIEKapCTBEHHBIX IIPEITIapaToB;

3.2. JIEKapCTBEHHBIN IpenapaT COrIaCHO MHCTPYKIMYM 110 TPUMEHEHMIO MOKET MTPUMEHSIThCST TP OKa3aHUY MEeIUIIMHCKOM ITOMOIIN
B aMOY/IaTOPHBIX YCIOBUSX MIPU IMATHOCTUKE, TPOMGIIAKTUKE, IEUEHUY UM peabuanTanumu Haubosee paclpoCcTpaHEeHHbBIX
3aboseBaHMit, CMHIPOMOB U COCTOSTHMIA;

3.3. HaImuue FOCyﬂapCTBEHHOﬁ peructpaumm B Poccuiickoit (De,uepaLUAM COOTBETCTBYIOIIMX II0 MEXXOYHAPOAHOMY

HeIaTeHTOBaHHOMY HaMEHOBAHMIO, TMOO0 3aMEHSIOIIEMY €ro IPYIIMPOBOYHOMY WM XMMUYECKOMY HaMEHOBaHMIO
BOCITPOV3BeJeHHBIX MV OM0aHAIOTOBBIX (6MONOL0OHBIX) JIEKAPCTBEHHBIX CPELICTB ABYX M O0see MPOU3BOLUTENeI (32 UCKITIOUeHNEM
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JIEKapCTBEHHBIX MTPEIapaToB, TPOU3BOAVMBIX eIMHCTBEHHBIM OTEUEeCTBEHHBIM ITPOU3BOAUTENEM); (B pell. [TocTaHOBIEHMIT
ITpaBuTtenbcrBa PO ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

3.4. BOCTpe6OBaHHOCTb JIEKapCTBEHHOTIO IMperapara CUCTEMO 30PaBOOXpPAaHEHMS M HAaCeJIeHeM Ha OCHOBAHMM OAHHBIX

MCITOJIHUTEIbHBIX OPTaHOB Cy6heKTOB Poccuiickoit ®emepatiuy B chepe oXpaHbl 3M0POBbS ¥ MapPKETUHIOBBIX MCCIeIOBaHMIT O
TpoJaskax JeKapCTBEHHOTO mpenaparta B Poccuiickoit @emepariy Ipy 0KasaHUy MeIUIIMHCKOM ITOMOIIY B aMOY/IaTOPHBIX YCIOBUSIX
B TeueHMe KaJIeHJapHOro rofia (BXOXIeHle B COTHIO Haubosiee IIpofaBaeMbIxX JIeKapCTBEHHBIX MpertapaToB Ha pbIHKe Poccuitckoii
denepalyu 3a KaJleHaapHbIi roxm). (B pen. [Toctanosnenus [TpaButenberBa PO ot 25.07.2024 N 1009)

4. JTaHHbIe, 060CHOBBIBAIONIVIE MTPEIJIOKEHMS O BKITIOUEHMY JIEKAPCTBEHHOTO IMperapara B MUHMMATbHbBI aCCOPTYMEHT
JIeKapCTBEHHBIX MTPENapaToB, HEOOGXOMMMBIX AJISI OKa3aHMSI MEIUIIVMHCKOM ITOMOIIIN

4.1. SMMIEMMOJIOTHYECKMe TaHHbIe (IIPY HAJIM4YMN) - ZaHHBIe 0 3a60/1eBaeMOCTH, CMEPTHOCTHM, MHBaIUIHOCTY B OTHOIIEHUN
3a60meBaHMsI, CMHIPOMA MJIM COCTOSIHUS, I7IS1 TUATHOCTUKM, TPOQIIIAKTUKY, IEUEeHUS VUTU PeabuInTaIMU KOTOPBIX ITOKa3aH
JIeKapCTBEHHbII Tpenapar (MpeJCcTaBIsIoTCs HA OCHOBAHMY Pe3y/IbTaTOB TOCYaPCTBEHHOTO CTATUCTUYECKOTO HAGIOAeHNS, APYTUX
0oUIMATbHBIX MCTOYHVKOB U SMMUIEMMUOIOTYECKUX VICCTIEIOBAHMIA PACIIPOCTPAHEHHOCTY 3a00/1eBaHNs);

4.2. OAaHHbI€ O CTOMMOCTH U I€He JIEKapCTBEHHOTI'O ITperiaparTa.

4.2.1. CTOMMOCTb OGHOTO Kypca jieueHus (OLHOTO MecCs1ia JieueHMs JIeKapCTBEHHbBIM IIpernapaTom)

’

4.2.2. pgaTa IIpoBedeHMs paCueTOB 3aTpaT Ha JieUueHMe JIeKapCTBEHHbIM IIperapaTomM

)

4.3. maHHbIe 0 hakTMUecKMx 06beMax MPoJaxK JieKapcTBeHHOro mpenapata B Poccuiickoit ®enepaiiun 3a rof, mpesuiecTByOIMii
riofave MpeaaoskeHNsI, B HATYPaIbHbIX MIOKA3aTENSIX 10 JIeKapCTBEHHBIM (hOpMaM PermcTpUpyeMbIX JIEKapCTBEHHBIX ITPerapaToB

, @ TaKKe KOJIMYeCTBO YIIaKOBOK JIEKAPCTBEHHOT0 IIpernapara, IJiaHupyeMoro
K BBOZY B I'PasKAAHCKMIT 060POT (TIOMECSIYHO Ha MpeAcTosme 365 qHeit); (B pen. [loctanoBienust [IpaBurtensbctBa PO ot 25.07.2024
N 1009)

4.4. ODAHHbIE, IIpeACTaBJIEHHbIE 3asIBUTE/IEM B MHUIIMIATUBHOM IIOPSAKe

5. OO6Iee KOMMYECTBO MPeCTaBIeHHbIX JOKYMEHTOB Ha JINCTaX.
ITognucek / /
3asIBUTENIS

Hata

Ilpunoxcerue N 3

k IIpasunam opmuposarus nepeureti
JIeKapCcmeeHHblx Npenapamos

07151 MeOUUUHCKO20 NPUMEHEHUS

U MUHUMAIbHO20 ACCOpmMUMeHma
JIeKapCcmeeHHblx Npenapamos, Heo6Xo0UMbIX
07181 OKa3aHust MeUYUHCKOL nomouju

(popma)

B komuccuio

MuHucmepcmea 30pasooxpaHeHus
Poccutickoli @edepayuu

no hopmuposaruio nepeuneti
JIeKapCMeeHHbIX npenapamos o
MeOUUUHCKO20 NPUMEHEHUS

U MUHUMAJIbHO20 ACCOpMuUMeHma
JleKkapcmeeHHblX npenapamos,
HeoOX00UMbIX 07151 OKA3AHUS
MeOuyuHcKoti nomowju

ITPENJIOKEHUE Ob NCK/TIOYEHWY JIEKAPCTBEHHOTI'O ITPEITAPATA 13
[TEPEYHE JIEKAPCTBEHHBIX IMTPETTAPATOB IJII MEIWULIMHCKOTO
ITPUMEHEHV
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(B pen. IToctanoBnenuii [TpaButenberBa PO ot 29.10.2018 N 1283, ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

1. Hacrosiiee npepioskeHre KacaeTcsl MCKIIOUeHMSI IeKapCTBEHHOTO Nperaparta 13 epeyHeii iekapcTBeHHBIX MTperapaToB JJIst
MeAVLMHCKOTO TPUMEHEHUS :

1.1. TIepeYHSs KM3HEHHO HeOOXOIMMbIX M BaKHEIIMX JIeKapCTBEHHBIX MPEerapaTos;

1.2. TIepeYHs AOPOTrOCTOSIUIMX JIeKapCTBEHHBIX MperapaTos;

1.3. ITyHKT ucknwoueH. (B peq. [ToctanoBnenus [IpaButenbctBa PO ot 03.12.2020 N 2021)
2. MudopMmalus o 3asiBUTeNe:

2.1. HaMMeHOBaHMe OpraHm3auyumn min d)aMI/IJ'II/IH, UMSI, OTYECTBO (TIpY HAIMYNU) TPAKAaHMHA

2.2. OTBETCTBEHHOE€ JINILO, JO/IKHOCTDb H

2.3. afapec (MECTO HaXO)KJIeHI/[H) WMJIN MeCTO >KUTEJIbCTBa

tenedon/dakc ;

3JIEKTpPOHHaAa 1mo4Ta

3. MHdopMaIus o JeKapcTBeHHOM Iperapare:
3.1. HaMeHOBaHMe:

3.1.1. MeXOyHapOoOgHOe HeIIaTEeHTOBAHHOE HaMMEHOBaHNe

3.1.2. B CJiydyae OTCYTCTBUA MEXOYHAPOOHOIO0 HEIIaTEHTOBAHHOI'O HAaMMMEHOBAaHMS - I'PYIIIMPOBOYHOE HAMMMEHOBaHNMeE

)

3.1.3. B CJIydyae OTCYTCTBUA MEXOYHAPOIHOI'O0 HEIIaTEHTOBAHHOIO U I'PYIIIIMPOBOYHOTO HaMMeHOBaHMI1 - XMMMUUYeCKOe HauMeHOBaHMe

’

3.1.4. B CJIydyae OTCYTCTBUSA MHBIX HauMeHOBaHMIA - TOProBO€ HAMMMEHOBaHNe

’

3.2. Kon aHaTOMO-TepaHeBTM‘IeCKO-XMMM‘IECKOﬁ KJ'[aCCI/I(l)I/IKaLU/H/[ JIEKapCTBEHHOTIO IMperapara

)

3.3. 3asiBJI€HHbIe IT0Ka3aHMs K IPUMMEHEHUIO JIeKapCTBEHHOTO Mpernapara CorIaCHO MHCTPYKIMM 110 IPMMEeHEeHMIO € yKa3aHueM KoJa
MeXayHapoIHOM CTaTUCTUUECKO Kiaccubukaimu 60e3Helt 1 TpobaeM, CBSI3aHHBIX CO 3[[0POBHEM (IT€PEUMCTUTD)
; (B pen. [locranoBnenus IIpasurenscrsa PO ot 29.10.2018 N 1283)

3.4. TOCYAApCTBEHHAs perucrpaunyus JeKapCTBeHHOro npemnapara B Poccuiickoit ®epepannm:

nara (44.MM.ITIT) ;

HOMeED permcTpauMoOHHOro ymoCTOBepeHMs

[aTa MOATBepKAeHMs TOCYAapCTBEHHON perucTpanum JIeKapCcTBEeHHOro Ipernapara (Ipyu Haauunm) (44.MM.ITTT)

’

3.5. TpefjaraeMble K MCKIIOUEeHMIO IeKapCTBEHHbIE (POPMbI, B TOM UMCJIe SKBUBAJIEHTHbBIE, 3aPETYCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara (IepeymcinTb) ; (B pen. IToctanoBnenus [IpaButensctBa PO ot 03.12.2020 N 2021)

3.6. CBEIEHMS O BOCIIPOM3BEAEHHBIX MM 6110aHAIOTOBBIX (6MOTION06HBIX) JIeKapCTBEHHBIX MpernapaTtax (Ipy Haauaum)
. (B pen. [ToctaHosnienust [IlpaButenbcrsa PO ot 03.12.2020 N 2021)

4. CBe,ELeHI/IH " DaHHbIE O JIEKApCTBEHHOM IIpeIiapare, rpeajiaraeMoM OJId MCK/IIOUEHU U3 nepequﬁ JIEKapCTBEHHBIX IIPpEIapaToB
JJI1 MEAUMIIMHCKOT'O IIPMMEHEeHM
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4.1. HaJaM4ye HAYYHO 0O0CHOBAHHO MH(OPMALMY O MPEeUMYIIECTBaX U (MI1) 0COOEHHOCTSIX MexXaHM3Ma JIeiicTBYS, 60oIbIeit
6e30ITaCHOCTH aJIbTEPHATYBHOTIO JIEKAPCTBEHHOTO Mpernaparta, BKII0UaeMoro B riepeuetb, Py AMarHOCTVKE, TPOGUIAKTUKE,
JIeUeHUM WU peabuanTaim 3a60eBaHmit, CMHAPOMOB U COCTOSIHMIA C YIETOM CTaTUCTUUECKUX JAHHBIX O CTPYKTYpe
3a60/1eBaeMOCTM U CMEPTHOCTY B Poccuiickoit ®enepaiinn;

4.2. BHOBb TOSIBUBLIMECS CBEJEHVSI O TOKCUYHOCTYU MM BBICOKOJi YACTOTE HEXeIAaTelbHbIX TTOO0YHbIX SIBJIEHWIT TIPU IPUMEHEeHUM
JIeKapCTBEHHOTO MperapaTa ¢ yka3aHueM 060CHOBaHMST UCKTIOUeH NS IEKAPCTBEHHOTO Mperaparta 13 nepeyHeii ¢ IpuioskKeHnemM

MMOATBEPKAAIOIIMX JOKYMEHTOB U CBelleHMi; (B pel. IToctaHoBmeHust ITpaBurtenbcTBa PO or 25.07.2024 N 1009)

4.3. TIPMOCTaHOBJIEHME IPUMEHEHMST IEKaPCTBEHHOTO TIpernapara B Poccuiickoit ®enepanniu;
4.4. OTMEHA rOCyAAapCTBEHHOII PErUCTPALINIA JIEKAPCTBEHHOTO MperapaTa;

4.5. TIpeKpallleHue MTPOM3BOICTBA JIEKAPCTBEHHOTO Mpernaparta Jimbo ero nmocraBok B Poccuiickyro defepainio 1 (M) OTCYTCTBUE
JIeKapCTBEHHOTO Mperapara B rpaxkgaHckoM o6opoTe B Poccuiickoit @enepaliny B TeUeHMe TIEPUO/IA, ITPEBBIIIAIONIEro OaUH
KaJeHAapHbIN TOf,

5. O60oCHOBaHUS AJIS1 UICK/TIOUEHM A JIEKaPpCTBEHHOTO IIperapara 13 nepequﬁ JIEKaPCTBEHHBLIX IIPEIapaToB I MEeOAULIMHCKOI'O
IIpMMEHEHUI:

5.1-
5.2. TIyHKTBI UCKIIOUeHBI. (B pel. [locranoBieHus [IpaButenscrBa PO ot 03.12.2020 N 2021)

5.3. JaHHbIe 0 (haKTUUeCKUX 00beMax MPoask JeKapCTBEHHOTO Mpemnapara B Poccuiickoit @emeparyu 3a 3 roaa, MpeiiecTBYoe
rogayve MpeaiokeHus, B HAaTypaJIbHbIX MTOKA3aTe/IsIX 110 JIEKapCTBEHHBIM (POpMaM 3apermcTpypoOBaHHBIX JJEKAPCTBEHHBIX
npemnapartos (pu Hannuum); (B pex. [loctanosnenus [IpaBurtenscrsa PO ot 03.12.2020 N 2021)

5.4. TaHHBIE ¥ TOKYMEHTbI, IOATBePXKIAIOIIMe ITPeKpalleHye IPOM3BOACTBA JIEKAPCTBEHHOTO Mperapara a1ubo ero MocTaBok B
Poccuiickyio @emepannio v (MIM) OTCYTCTBUE JIEKAPCTBEHHOTO IIperapara B TpaskIaHCcKoM 060opoTe B Poccuiickoit ®enepauym B

TeueHMe TIeP1o/a, MPEBBINIAONIET0 OAVH KaJeHAaPHbINM rof (TpY HaTUUUN);

5.5. TAaHHbIE OTUETOB O Pe3y/IbTaTaX MOHUTOPMHTA 6€30MacHOCTH JIeKapCTBEHHOTO MpernapaTta (B Poccuiickoit @emepaiimm u (Mm) 3a
pybexkom);

5.6. JaHHbIe, IIpeCTaBJIeHHbIe 3asIBUTEIEeM B MHULIMATUBHOM IIOPSIAKE.

6. Obliee KOMMYECTBO MPeCTABIeHHbIX JOKYMEHTOB Ha JIUCTAX.
[Moamnuch / /
3asBUTeENS

Hara

CHOCKM <*> - <**> - J[ckimoueHsl. (B pen. [TocranoBnenus [IpaBurenscTBa PO ot 03.12.2020 N 2021)

Ipunoxcerue N 4

k IIpasunam opmuposarus nepeuret
JIeKapCcmeeHHbIX Npenapamos

07151 MeOUUUHCKO20 NPUMEHEHUS

U MUHUMATILHO20 ACCOpMUMeEHMAa
JIeKapCcmeeHHblx Npenapamos, Heo6Xo0UMbIx
0718 oKa3aust MeQUYUHCKOL nomouju

(popma)

B komuccuto Munucmepcmea
30pasooxpaHeHus Poccutickoti @edepayuu
no ¢popmuposauio nepeuHeti
JleKapCmeeHHbIX npenapamos o
MeOUYUHCKO20 NPUMeHeHUs

U MUHUMAJIBHO20 accopmumeHma
JIeKapCmeeHHblX npenapamos,
Heob6X00UMbIX 0N OKA3aHUs
MeduyuHckoti nomowu
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I[MTPEOJIOKEHME Ob NCK/TIOYEHVN JIEKAPCTBEHHOTI'O TTPEITAPATA 13
MUVHHWMAJIbHOT'O ACCOPTUMEHTA JIEKAPCTBEHHDIX ITPEITAPATOB,
HEOBXOJVIMBIX JJ151 OKA3AHUS MEJULIMTHCKON [TOMOILIN

(B pen. [ToctanoBnennit IIpaBurtenscTBa PO ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

1. Uudopmainysi o 3asiBUTENE:

1.1. HaMMEeHOBaHMe OpraHm3auuy Wiy GaMuIns, UM, OTUYECTBO (IIPY HATMYUU) TPKIAHNHA

)

1.2. OTBETCTBEHHOe JINI0, JO/DKHOCTD 5

1.3. agpec (MeCTO HaXOXAEeHMS) UJIM MECTO XXKUTEIbCTBA

TenedoH (daxc) ;

3JIEKTpOHHa# 1moyTa

2. ViHbopMalius o IeKapCTBEHHOM IIpernapare:
2.1. Ha¥MeHOBaHMe:

2.1.1. MeXIOyHapoaHOe HellaTeHTOBAaHHOe HalIMeHOBaHle

2.1.2. B CJIy4yae OTCYTCTBMS MEXKOYHAPOAHOIo HeIIaTeHTOBAHHOI'O Ha¥MMEHOBAHMS - TPYIIIIMPOBOYHOE HAaMMEHOBaHMe

)

2.1.3. B CJIy4yae OTCYTCTBMS MEXOYHApPOAHOIo HeIIaTeHTOBAHHOI'O U I'PYIIIMPOBOYHOIO HaMEeHOBaHUI1 - XMMMUYeCKOe HauMeHOBaHMe

>

2.1.4. B CjIy4yae OTCYTCTBUS MHBIX HaMeHOBaHMIA - TOProBO€ HaMMMEHOBaHMe

2.2. KOJl aHATOMO-TepareBTUIeCKO-XMUIeCKOi KiaccudmKanyy JIeKapCTBEHHOTO Ipernapara

)

2.3. TOCYyOApCTBEHHAsl perucTpanus iekapCTBeHHOro npemnapara B Poccuiickoit @egepanmu: gara (44.MM.ITTT)

)

HOMeEp PerucTpaluoOHHOTO YAOCTOBEPEHMSI

’

JlaTa MOATBePKIeHNS TOCYNapCTBEHHOM perucTpannuy JjeKapcTBeHHOTO Mpernapara (Mpy Haauuuu) (44.MM.ITTT)

’

2.4. IAHHBIE O IIPOU3BO/ICTBE JIEKAPCTBEHHOIO Mpenapara B Poccuiickoii @enepanyu (Ipy HAIMYNUMA)

)

2.5. TIOAITYHKT UCKITIOUEH. (B pel. [TocraHoBienus [paBuTenbersa PO ot 25.07.2024 N 1009)

2.6. CBEAEHMS O BOCIIPOV3BEIEHHBIX MM 6110aHATIOTOBBIX (GMOTIOA0OHBIX) JIEKAPCTBEHHbIX MpernapaTax (Ipy HaTudum)
. (B pen. Ilocranonenus [IpaButenbcrsa PO ot 03.12.2020 N 2021)

3. OCHOBaHMUS JJIs1 UCKJTIOUEHMS JIEKAPCTBEHHOTO Mperapara U3 MMHMMAaIbHOTO aCCOPTMMEHTA JIEKAaPCTBEHHBIX MTPErapaTos,
HEeoOXOIVMBbIX JIJISI OKa3aHMs MeIMIIMHCKOM TOMOIIIN:

3.1. JIEKApCTBEHHbIIT IIPerapaT He BXOAUT B TepeUeHb KM3HEHHO HEOOXOAMMBbIX 1 BaXKHEMIINX JIEKAPCTBEHHBIX TIPErapaTosB;
3.2. TIPMMeHeHMe JIeKapCTBEeHHOTO Ipemnapara B Poccuiickoit demepaniyiy IpUOCTaHOBIIEHO;

3.3. TOCYHapCTBeHHAas perucrpanys JeKapcTBeHHOro npemnapara B Poccuiickoii @enepanyiy OTMeHeHa;
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3.4. TpeKpalleH IpakaaHCKuii 060POT IeKapCTBEHHOTO Mpenapara B Poccuiickoit ®emepaiiny, B TOM YKC/Ie IIPeKpalleHo ero
MTPOU3BOJICTBO.

4. ,H,OKYMEHTBI " DaHHbIE, O6OCHOBbIBaIOI.L[I/Ie npeajoxXeHue 00 MCKITIOUEeHUU JIEKapCTBEHHOIO ITperapaTta M3 MMHMMAJIbHOI'O
dCCOPTMMEHTA JIEKAaPCTBEHHBIX ITPErapaTos, HEO6XO,E[I/IM])IX IIJISI OKa3aHMs MeOUIIMHCKO TTOMOIIN:

4.1. IOKYMEHTbI 1 JaHHbIE, MO TBEPKAA0IINE TPeKpallieHI e rPaXKAaHCKOT0 060pOTa JIeKapCTBEHHOTO mperapaTa B Poccuiickoit
denepalini, B TOM YKC/Ie IPeKpalieHne ero mpoms3BoaCTBa

4.2. OaHHbIE, IIpeaCTaBJIEHHbIE 3asiBUTE/IeM B MHUIIMATUBHOM IIOpsKe

5. OO6I1ee KOMMYECTBO MPeICTaBIeHHbIX JOKYMEHTOB Ha JIMCTaX.
ITognuce / /
3asIBUTENIS

Harta

Ipunoxcenue N 5

k IIpasunam opmuposarus nepeureti
JIeKapcmeeHHslX Npenapamos

07151 MeOUUUHCKO20 NPUMEHEHUS

U MUHUMAILHO20 ACCOpMUMEHMA
JIeKapCcmeeHHblx Npenapamos, Heo6xXo0UMbIX
0718 oKa3aHust MeoUYUHCKOL nomouju

(popma)

3AKJ/IIOUEHME T10 PE3VJIBTATAM ITPOBEJEHMS JOKYMEHTAJIbHOM
OKCIIEPTU3LI ITPEIJIOXKEHNMS O BK/IIOYEHWNW (MCK/IIOYEHNN)

JIEKAPCTBEHHOTI'O ITPEITAPATA B ITEPEYHI JIEKAPCTBEHHDBIX ITPEITAPATOB

1 MMHVMAJIBHBI ACCOPTUMEHT JIEKAPCTBEHHBIX ITPEITIAPATOB,
HEOBXOJVIMBIX IIJII OKA3AHMSI MEIWULIMTHCKOM ITOMOIIU

(B pen. IToctanoBnenuii [TpaBurtenberBa PO ot 29.10.2018 N 1283, ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

1. Hacrosmiee 3akmoueHye KacaeTcs MaTepuaios, IpeACTaBAeHHbIX IJI5:

1.1. BKJIFOUEHMSI JIeKapCTBEHHOTO I1perapara B:

1.1.1. TIepeyeHb JKU3HEHHO HEOOXOAVMBIX Y BasKHEMIIIMX JIeKapCTBEHHBIX MTPenapaTos;
1.1.2. TlepeyeHb JOPOTrOCTOSILIVMX JIeKaPCTBEHHBIX ITperapaTos;

1.1.3. ITyHKT uckmtoueH. (B pen. [TocranoBnenus [Ipasutenscrsa PO ot 03.12.2020 N 2021)

1.1.4. MMHMMAaJIbHbIII aCCOPTUMEHT JIEKaPCTBEHHBIX IIPernapaToB, HEOOXOAMMBIX JIJIST OKa3aHUS MeIUIIMHCKOI TOMOIIN
(MMHMMAIbHBIN ACCOPTUMEHT);

1.2. MCKJIIOYEHMS IEKAaPCTBEHHOTO Ipernapara us3:
1.2.1. TIepeYHsI sKkM3HEHHO HeOOXOOMMbIX U BaXKHEMIIMX JIeKapCTBEeHHBIX MPernapaTos;

1.2.2. TIepeYHsI JOPOTOCTOSIIMX JIEKAPCTBEHHBIX TPernaparTos;

1.2.3. IIyHKT uckitoueH. (B pen. [locraHosnenus [Ipasurtensersa PO ot 03.12.2020 N 2021)

1.2.4. MMHMMaJIbHOTO aCCOPTMMEHTA.
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2. ViHdopmalius o ieKapCTBEHHOM IIperapare:
2.1. Ha¥MeHOBaHMe:

2.1.1. MeXIOYHapOOHOE HeIlaTeHTOBAaHHOE HalIMEeHOBaHIe

2.1.2. B Q1y4dae OTCYTCTBUS MEKAYHAPOOHOTO HEIMIAaTEHTOBAHHOI'O HAMMEHOBAHMS - TPYIIIIMPOBOYHOE HAVIMEHOBaHe

)

2.1.3. B (j1y4yae OTCYTCTBUS MEKAYHAPOOHOTO HEITATEHTOBAHHOI'O U I'PYIIIMPOBOYHOTO HauMeHOBaHUI1 - XMMMUUYeCKoe HaMeHOBaHMe

)

2.1.4. B C1y4yae OTCYTCTBUS MHBIX HaMeHOBaHMIA - TOProBO€ HAMMEHOBaHNMe

)

2.2. KO[, aHaTOMO-TepaHeBTI/[‘—IeCKO-XI/IMI/I‘IECKOI‘Z KJ'[aCCI/[Cl)I/IKaLU/H/[ JIEKapCTBEHHOTIO IIperapara

’

2.3. TIpeljaraemble K BKJIIOUEHUIO JeKapCTBeHHbIe (OPMbI 3aperMCTPUPOBAHHOrO JIEKapCTBEHHOTO Mpernapara (IepeuncinTb):

’

2.4. TIpenJjiaraeMble K MCKJIIOUEHUIO JIeKapCTBEHHbIE d)OprI 3aperMcTpMpPOBAHHOIO JIEKAPCTBEHHOTO Tpernapara (lepeuncianThb):

3. Cpoxu nmpoBeleHMsI JOKYMeHTaIbHOI SKCIIePTU3BI: C no

4. JToKyMeHTaIbHasl 9KCIIepTHU3a MpeaoskeHusl (B COOTBETCTBMM ¢ npminokeHussMu N 1 u 2 k [TpaBuwiam ¢hopMupoBaHus MepevHesi
JIeKapCTBEHHBIX IIperapaToB JJ1s1 MEAUIMHCKOTO MPUMEHEHMSI M MUHMMAa/IbHOTO acCCOPTUMMEHTA JieKapCTBEHHBIX IIperapaTos,
HeOoOXOAVIMBIX /IS OKa3aHMsST MEAUIIMHCKOI TTIOMOIIM, YTBEPKIeHHbIM ITOCTaHOBIeHUeM IIpaBuTenbcTBa Poccuiickoit @enepaiium ot
28 aBrycta 2014 1. N 871 "O6 ytBepsknenuu [IpaBua hopmMupoBaHus IiepeyHeit 1eKapCTBeHHbBIX MTPerapaToB IJisi MeIUIIMHCKOTO
TIpYMeHEeHMs ¥ MMHMMAaIbHOTO aCCOPTUMEHTA JIeKapCTBEHHBIX MPeIapaToB, HeOOXOAMMBIX IJIS1 OKa3aHMUS MeAUIIMHCKOM ToMonun"):
(8B pen. ITocranoenus I[TpaButenbcrBa PO ot 25.07.2024 N 1009)

TpebyeMmble CBeAEHUS Vudopmanus o mpencTaBieHu TpebyeMbIX CBEIEHM
3asIBUTENIEM
1. Wudopmarius o 3asgBuTene 1.1. mpencTaB/ieHa B MOTHOM 06beMe

1.2. mpefcTaBjieHa He B ITOJIHOM 00beMe (TIePEeYNCIATD):
1.3. He TipefcTaB/ieHA

2. Hudbopmatiust o 1ekapcTBEHHOM IpernapaTe 2.1. mpencTaBiieHa B IOJIHOM 0ObeMe
2.2. IpeficTaBjieHa He B TTIOJTHOM 00beMe (TIePeunCInTh):
2.3. He IIpefCTaB/IeHa

3. CBeneHus 0 JIeKapCTBEHHOM ITperiapaTe AJis 3.1. mpencTaBiieHbl B IIOJIHOM 00beMe
BKJ/IIQUEHMUSI B TIepeUYeHb KM3HEHHO 3.2. IpeaCcTaBjieHbl He B IOJTHOM 06beMe (TTepeuyCInTh):
HEO0OXOOVMMBIX ¥ BasKHEMIINX 3.3. He mpeICTaBIE€HbI

JIeKapCTBEHHBIX MTPEIapaToB, TepevyeHb
JIOPOTOCTOSIIIMX JIEKAPCTBEHHBIX
MperapaToB ¥ MMHMMAaJIbHbII aCCOPTUMEHT
(MCKITIOYEHUS U3 TIePeYHs JKM3HEHHO
HeOOXOAVMBIX Y BasKHEMIITNX
JIeKapCTBEHHBIX MTPEIapaToB, TepevHs
JIOPOTOCTOSIIIMX JIEKAPCTBEHHBIX
MpernapaToB ¥ MMHMMAIbHOTO

aCCOPTMMEHTA)

4. JaHHble, 060CHOBBIBAIOLIME TIPEJIIOKeHNe O 4.1. IpeficTaBieHbl B IIOTHOM 06beMe
BKJ/IIOYEHMM JIEKaPCTBEHHOTO IIpernapara B 4.2. IpepncTaBIeHbI He B IIOJIHOM 00beMe (TIepeunCInTD):
nepeyeHb XKU3HEHHO HEOOXOIVIMBIX U 4.3. He IpefiCTaBIEHbI

BaKHEIINX JIEKAaPCTBEHHBIX MTPEIapaToB,
repeveHb JOPOTOCTOSIINX JIeKapCTBEHHbIX
MperapaToB ¥ MMHMMAJIbHbII aCCOPTUMEHT
(06 MCKITIOUEHUY JIEKAPCTBEHHOTO
rperiapara u3 rnepevyHs Ku3HeHHO
HeOOXOIVMBIX ¥ BasKHEMIITNX
JIEKapCTBEHHBIX MTPEIapaToB, TepevHs
JIOPOTOCTOSIIIMX JIEKAPCTBEHHBIX
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1penapaTroB ¥ MMHMMAJIbHOTO
aCCOPTMMEHTA)

(B pen. ITocranoBneHus [IpasutenscrBa PO ot 25.07.2024 N 1009)

5. 3aMeuaHMs 10 pe3y/lbTaTaM AOKYMEHTAJIbHO 9KCIIePTU3bI NpeaiokeHNs (Ipy HATMUMUM HY’KHOE OTMEeTUTD): (B pe.
IMocranoBnenus [MpaButenbcrBa PO ot 25.07.2024 N 1009)

5.1. HeHajJiexkaliee Od)OpMTIeHI/IE MpeajIoXXeHud U IpujiaraéMbiX K HeMy JOKYMEHTOB U1 CBe,HEHMIZ, a TaK)Ke Ha/Inuye B

IIpeiCTaB/IeHHBIX IeKTPOHHBIX (pajinax MoBpeskaeHMt, He TIO3BOJSIOIMX PAacIIO3HATD ero cofiepkaHue; (B pel. IloctaHOBIEHNS
ITpaBuTtenbctBa PO ot 25.07.2024 N 1009)

5.2. TIpeJCTaBjleHue JOKYMEHTOB ¥ CBeIeHMIT B HEITOJTHOM 00beMe; (B pen. [TocraHoBienus [IpasurtenberBa PO ot 25.07.2024 N 1009)

5.3. TIpeICTaB/IeHVe TIPeAJIOKEHMS B TeUEHME 6 MeCSIIIEB ITOC/IE IaThl €r0 MTOJaUM IIPY BbIHECEHUM KOMMCCHEN pelleHyst 06 0TKase BO
BKJIIOUEHMM JIEKAPCTBEHHOTO Tpernapara B IlepeueHb JKM3HEHHO He0OX0AVMBbIX M BasKHEMIIINX JIeKapCTBEHHBIX IPEIapaTos,
TepeyeHb JOPOTOCTOSIIMX JIeKaPCTBEHHBIX MPeNapaToB U MUHUMAJIbHBIV aCCOPTUMEHT (B UCKIIOUEHMUM JIeKapCTBEHHOTO MpernapaTa
U3 TepevHs KM3HEHHO HeOOXOAMMbIX ¥ BaXKHENIIIMX JIEKApCTBEHHBIX ITperapaToB, IEPEUHS JOPOTOCTOSIINX JIeKaPCTBEHHBIX
TpenapaToB U MUHUMAa/IbHOTO aCCOPTMMEHTA) B paMKaxX MeXIYHapPOJHOTO HelaTeHTOBAHHOTO HaMMeHOBaHMSI JIeKapCTBEHHOTO
npenapara (IIpy OTCYTCTBUM TAKOTO HAMEHOBaHMS - B paMKax IPYNIMPOBOYHOTO WM XMMUYECKOTO HaMMeHOBaHMsl), 3a
MCK/TIOUeHMEM CTyJaeB, TPeayCcMOTPeHHbIX IyHKTaMu 9.1 1 9.2 IIpaBun ¢popmmpoBaHus repeuHeii IeKapCTBEHHBIX ITPeIrapaToB JJ1st
MeAULVHCKOTO IPMMEHEeHMS ¥ MMHMMAaJIbHOTO aCCOPTMMEHTA JIEKapPCTBEHHBIX MPerapaToB, HEOOXOAMMBIX IJI51 OKa3aHMsI
MeIMUIIMHCKOM MTOMOIIIY, YTBEPKIEeHHbBIX TTocTaHoBAeHeM [IpaBuTenbcTBa Poccuiickoit @emepanyy ot 28 aBrycta 2014 1. N 871 "06
yrBepkaeHun [IpaBmit hopMUPOBAHMS TIepeUHet JeKapCTBEHHbIX ITPerapaToB AJIT MeOUIIMHCKOTO ITPUMeHEeHUS M MUHUMAaTbHOTO
aCcCOpPTUMEHTA JIeKapCTBEHHBIX MperapaToB, HEOOXOAMMBIX IJIST OKa3aHMUST MeOUIIMHCKOIT TomMolu”; (B pel. [locTaHOBIeHUS
ITpaButenbcrBa PO ot 25.07.2024 N 1009)

5.4. TIpefCTaBjeHye IpeljIoKeHNs B TedeHye 6 MecsLeB I10C/Ie JAaThl ero I0fa4yy IPY BbIHeCEHUM KOMUCCHEeN peleHus O
BKJIIOUEHMM JIEKaPCTBEHHOTO IIperapara B llepeyeHb KM3HEHHO He0OXOOVMBIX M BasKHEHIIMX JIeKapCTBeHHBIX ITpeapaToB B paMKax
MeXIyHapOJHOTO HellaTeHTOBaHHOTO HaMEeHOBaHM JIeKapCTBEHHOTO Npernapara (IIpy OTCYTCTBUM TaKOTO HAXMEHOBAaHMS - B
paMKax IpyIIMpOBOYHOIO MY XMMMUUECKOTO HaMMeHOBaHMS) - IJIs1 JIeKapCTBEHHbIX [1pelapaToB, [Ipe/jlaraeMbIX K BKIIOUEHUIO B
repevyeHb JOPOTrOCTOSILINX JIeKAPCTBEHHBIX MpernapaTtoB; (B pen. [loctaHoBnenus IIpasurenscrea PO ot 25.07.2024 N 1009)

5.5. TIpefCTaBleHNe HeTOCTOBEPHO WM MCKaskeHHOM nHbopmaluu; (B pex. IToctanosneHus [TpaButenbcTBa PO ot 25.07.2024 N
1009)

5.6. TIpefCTaB/ieHVe IpeJIOKeHMs B TeUeHye 6 MeCsLeB ITOC/Ie 1aThl er0 IOBTOPHOIO OTKJIOHEHMS 10 pe3ynbTaTaM JOKyMeHTaIbHOM
9KcIepTu3ssl. (B pex. IloctranoBnenus [IpaButenscrsa PO ot 25.07.2024 N 1009)

6. Pesynbrart:

6.1 HampaBUTb IIpeLJIo’KeHe Ha KOMILJIEKCHYIO OLleHKY; (B pen. IloctaHoBieHus [IpaBurtenscrBa PO ot 29.10.2018 N 1283)
6.2 HaMpaBUTh B aZipec 3asIBUTEJIS 3aK/TI0UeHMe C 3aMeUaHusIMM O HECOOTBETCTBMM YCTAHOBIEHHBIM TPeOOBaAHMSIM;

6.3 HaNpaBUTb ITpeJJIOKeHME BHEIITATHOMY ClienuaancTy MyHUCTepCTBA 3IpaBooxpaHenus Poccuiickoit @efepauym s
MOZITOTOBKY PEKOMEH/IAIMY O BKIIOUEHUY (MCKTIOUEHMN) JIEKAPCTBEHHOTO MpernapaTa B MMHMMAIbHbI aCCOPTUMEHT.

[Ipencenarens (3aMeCTUTeNb IIpeAcenaTess)
KoMuccum MUHUCTEPCTBA 3[IpaBOOXPaHeHMST
Poccuiickoit ®epepaunm

1o (OpMUPOBAHUIO TTIEPEUHETT
JIEeKapCTBEHHbIX MPernapaToB s
MeIUIIMHCKOTO ITPUMeHeHUs

Y MMHUMAJIbHOTO aCCOPTMMEHTA
JIeKapCTBEHHBIX ITperapaTos,

HeO6XOAMMBIX [IJISI OKa3aHMs

MeIMIIMHCKO ITIOMOIIIN

(8 pen. [locranosnenwus [IpasurtenscrBa PO ot 03.12.2020 N 2021)

(mara) (TIOLNUCH, pacumdpoBka
TIOATIVICU)

Ipunoxcerue N 5.1
Kk IIpasunam gpopmuposanus nepeutet
JIEKapCmeeHHbIX Npenapamos
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07151 MeOUUUHCKO20 NPUMEHEHUS

U MUHUMATILHO20 ACCOpMUMEHMA
JIeKapCcmeeHHbIX hpenaparmoe,
HeobX00UMbIX 011 OKA3AHUS
MeduyuHckoti nomowu

(8 pedakyuu nocmaHo81eHus.
Ipasumenscmea Poccuiickoti @edepayuu
om 25 urons 2024 2. N 1009)

TPEBOBAHUV K METOJOJIOTUYECKOMY KAYECTBY KJIMHUKO-

SKOHOMMYECKUX VCCJIETOBAHWI JTJEKAPCTBEHHOT'O ITPEITAPATA U

VCCJIETIOBAHUH C UCITOJIb3OBAHMEM AHAJIN3A BIIUSSHUS HA BIO/IDKETHI
BIO/IKETHOW CUCTEMBI POCCUVICKON ®EIEPAIINU

(B pen. ITocranoBnenus [IpaBurtenbctBa PO ot 25.07.2024 N 1009)

1. KonnuectBeHHast OLleHKa KJIMHMKO-3KOHOMMNYECKNX MUCC/IefOBaHMIT JIEKapPCTBEHHBIX IIPEerapaToB IIPOBOAUTCSI B COOTBETCTBUM C
KPpUTEePUAMU OEHKM METOAO0/IOTMYECKOIO KaueCTBa KIMHNKO-3KOHOMMYECKOTO 1NCCiieJOBaHM .

HanmeHoBaHMe KpUTepud OLl€HKN METOOO0/IOTMYeCKOro KauecTtsa

KpI/ITepI/II/I OLIEHKNM MeTOO0JIOIMYEeCKOT0 KauyeCTBa KJIIMHMKO-3KOHOMMYECKOIo MCccjied0BaHMsI

ucciaegoBaHusAa

1.

10.

11.

12.

13.

[IpencraBiieHbl pe3yabTaThl OTeYeCTBEHHOTO
MCCenoBaHusI (aBTOP, Ha3BaHMe, MCTOYHMK ITyOIMKAIINN,
rom)

PaccmaTpuBaembie MOKa3aHUs K MIPMMeHeH o <1>

Boi6op mpemnapaTa cpaBHeHMs <2>

MeTo[ KITVMHMUKO-9KOHOMUYECKOTO UCCIeNOBAHMS -
COOTHOIIIEHNE 3aTpaT 1 3(PHEKTUBHOCTH, COOTHOIIEHME
3aTpaT U MOJe3HOCTU, MMHUMM3AIIVST 3aTpaT <3>

XapakTepuCTUKM MAIMeHTOB ¥ CPaBHUBAEMbIX
JIEKapCTBEHHBIX IIpernapaToB B KIMHUUYECKUX
VICC/IeIOBAHMSIX <4>

Boi6op kpuTepues oleHKM 3GGEKTUBHOCTH <5>

IleHa Ha JieKapCTBEHHBII ITperapar <6>

Pacuer IIPpAMbBIX MEOAMIMHCKUX 3aTpaT <7>

OmnucaHue MaTemMaTU4YeCKO Mmogenn (Ipu Haanumm) <8>

[IpencraBneHyue 3aTpaT Ipy ONMCAHUM Pe3yJIbTaToB <9>

[IpencraBnenue pesynpraToB <10>

Ananu3 yyBCTBUTENbHOCTH <11>

CChUIKYM Ha MCITO/Ib30BaHHbIE UCTOYHMKY MH(POpMaLu
<12>

PesynbTaT o1jeHKU

COOTBETCTBYET
He COOTBETCTBYET

COOTBETCTBYET
HEe COOTBETCTBYET
COOTBETCTBYET
He COOTBETCTBYET

COOTBETCTBYET
He COOTBETCTBYET
COOTBETCTBYET
He COOTBETCTBYeT

COOTBETCTBYET
He COOTBETCTBYET
COOTBETCTBYET
He COOTBETCTBYeT
COOTBETCTBYET
He COOTBETCTBYET
COOTBETCTBYET
He COOTBETCTBYeT
COOTBETCTBYET
He COOTBETCTBYET
COOTBETCTBYET
He COOTBETCTBYeT
COOTBETCTBYET
He COOTBETCTBYET
COOTBETCTBYET

He COOTBETCTBYeT
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[lIkanma oueHKM
(6a71710B)

+3
0

+3
0
+3
0
+3

0
+0,5

+0,5

+3

+3

+3

+3

+3

+0,5

+0,5
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Htoro

HWTorosast KOJIMYECTBEHHASI OLIEHKA METOLOJIOTMYECKOTO KaueCTBa KIMHUKO-3KOHOMMYECKOTO MCC/IEN0BaHMS JIEKAPCTBEHHOIO
npemnapara:

JI7IS1 BBIHECEHMST 3aK/TI0YEHNST O BBICOKOM METO0JIOTMUECKOM KaueCTBe KIMHUKO-3KOHOMMUUECKOTO MCC/IeA0BAHMS JIEKAPCTBEHHOTO
Tiperiapara - He MeHee 29 6aJI/IOB MPY HATMUMM MaTeMaTUIeCKOi Mozenn, He MeHee 26 6aJUTOB IPU OTCYTCTBUM MaTeMaTUUeCKO
MOZAENN;

JLIS1 BbIHECEHMSI 3aK/II0YeHNS O CPeJlHEM MeTO[0/I0rMYeCKOM KadyeCTBe KIVMHYUKO-9KOHOMMUYECKOr0 MCCIeJOBaHMS JIEKapCTBEHHOTO
mpenapara - He MeHee 27 6aJI/IOB IPM HAIMUMY MATeMaTUIeCKOoil Mofenn, He MeHee 24 6aJ/UI0B IIPY OTCYTCTBUY MaTeMaTUYECKOIA
MOZAeN;

[IJIS1 BBIHECeHMST 3aK/TI0UeHMSI 0 HU3KOM MeTO/I0JIOTMUYEeCKOM KauecTBe KIMHMKO-3KOHOMMUYECKOT0 MCC/Ief0BaHMs TIeKapCTBEHHOTO
Tperiapara - MeHee 27 6aJIJIOB IMPY HATMYMY MaTeMaTUUECKOi MOJieny, MeHee 24 6aJIJIOB MPY OTCYTCTBUM MaTeMaTUUYECKO MOIEN.

<1>ITokasaHus K MPUMEHEHUIO ITpeJjlaraeMoro JJeKapCTBEHHOTO Ipernapara, 10 KOTOPbIM MPOBOAWIACH KIMHUKO-9KOHOMMUYECKAsT
OlleHKa, COOTBETCTBYIOT ITOKa3aHMSIM, COlePsKaIllMMCST B MHCTPYKIMY 110 MeAUIIMHCKOMY IIpMMeHeHMI0 JJeKapCTBeHHOTo Iperapara.
B cimyyae HanmuMumsl HECKOIBKUX ITOKAa3aHUI K MPUMEHEHMIO TIPeICTABISIOTCS Pe3y/IbTaThl KIMHUKO-9KOHOMUYECKUX UCCIeN0BaHU
I10 BCeM ITOKa3aHMUsIM 6O I10 MOKa3aHMSIM Py 3a60/1eBaHNIX, XapaKTePU3YIOIIMXCst HauboJIbIlel 3a60/1eBaeMOCThI0, CMEPTHOCThIO
VI UHBAJIUAM3aLI Ve,

<2> Eci 1ekapCcTBeHHbIN Mpernapar npeajiaraeTcs K BKIIOUEHNIO B IepeueHb KM3HEHHO HeOOXOIMMbIX Y BaXKHEM X
JIeKapCTBEHHBIX MpenapaToB JIJIsI MeIUIIMHCKOTO IpMMeHeHMs, B KaueCcTBe MperapaTa CpaBHEeHMS UCIOAb3YeTCs IeKapCTBeHHbI
TIperiapar (Mpernaparhl), BKIIOYEHHBIN B TepeyeHb KM3HEHHO HEOOXOAMMBIX Y BaKHEIITNX JIEKaPCTBEHHBIX MTPENapaToB st
MeOUIMHCKOTO TPMMeHeHMs], eC/IU JIeKapCTBEHHbII Mpenapar MpeajaraeTcs K BKIIOUeHUIO B liepeyeHb JeKapCTBeHHBIX MperapaTos,
TpeAHa3HAYeHHbIX JJIST 0OecrieueHus Jnll, 60bHBIX TeModutneil, MyKOBUCIIMI030M, TUITOOWU3apHBIM HAHU3MOM, 6071e3Hbl0 T'o1e,
3JI0KaueCTBEHHBIMM HOBOOGPAa30BaHUSIMM TMM(OMIHOI, KPOBETBOPHOI 1 POACTBEHHBIX MM TKaHe#, pacCesTHHbIM CKIEPO30M,
reMOJINTUKO-yPEMUYECKMM CUHAPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM HauyajaoM, MyKonoaucaxapuzosom I, I u VI tunos,
aruIacTMYeCcKoi aHeMMell HeyTOUHeHHO, HacaeICTBeHHbIM neduuytom dakropos II (bubpuHorena), VII (mabunbHoro), X (CTioapra
- IIpayapa), a Taxke UL IOC/Ie TPaHCIJIAaHTALMM OPTraHOB U (WIM) TKaHel, B KaueCTBe IIpernapara CpaBHeHMS UCIIO/Ib3YyeTC s
JIeKapCTBEHHbIIT ITperapaT, BKIIOUEHHBIi B IlepeueHb IeKapCTBEHHbIX IIPerapaToB, IpegHa3sHaueHHbIX )i 06eCcrieueHust JIAII,
60bHBIX TeModIINel, MyKOBUCITIMA030M, TMTIO(DU3apHBIM HAHU3MOM, 601e3HbI0 To111e, 37T0KaYeCTBEHHBIMY HOBOOOPA30BaHUSIMU
JMMdOMIHO, KPOBETBOPHOI M POACTBEHHBIX MM TKaHENM, pACCESTHHBIM CKJIEPO30M, TEMOUTUKO-YPEMUUECKUM CUHAPOMOM,
IOHOWIECKMM apTPUTOM C CUCTEMHBIM HauajoM, Mykononucaxapuaosom I, II u VI Tunos, artactTuyeckoit aHeMyeil HeyTOUHEHHO,
Hac/lIeqCcTBeHHbIM AeduiintoM dpakTopos II (pubpunorena), VII (tabunbHoro), X (Ctioapra - IIpayaspa), a TakKe JIMII ITOCTIe
TPaHCIUIAaHTAlMY OPTaHOB U (M) TKaHell. [IpernapaTt cpaBHeHMS IPUMEHSIETCS B TeKyILeli IIPaKTUKe JleYeHMs [IallieHTOB 110 TeM Ke
TMOKa3aHMUSIM U B TaKO¥ ke KIIMHUYeCKOI CUTyaluu, 4YTO U IpeAjiaraeMblii ieKapCcTBeHHbIN mpenapat. ONTUMaabHOM albTepHAaTUBOM
IL7IS1 CpAaBHEHUS SIBJIsIeTCsT Haubomee 3G heKTUBHBIN 13 JIeKapCTBEHHBIX MTPEINapaToB, BKIIOYEHHBIX B COOTBETCTBYIOIIVI TepeyeHb U
VCTIO/Ib3YIOIIMXCS TI0 TeM JKe MOKa3aHMUSIM U B TaKOM JKe KIMHMYECKOM CUTyalluu, UYTO U MpeAjiaraeMblii IeKapCTBEHHbIN Ipenapar.
ITpu HaTVMYMY HECKOIbKUX JIEKAPCTBEHHBIX ITPEIIapaToB C OAMHAKOBOI 3P (EKTUBHOCTHIO ONTUMATIbHOJ aJbTePHATUBOI [IJIs
CpaBHEHMSI SIBJISIETCSI TOT U3 HUX, KOTOPBI XapakTepu3yeTcsl HaMMeHblleil CTOMMOCTbIO 3a KypC JIeUeHMsI.

<3> IIpu HAIMUMHK TI0 Pe3yIbTaTaM KIMHUUECKUX UCCIeIOBAHMIT CTATUCTUUECKM 3HAUMMBIX pasanunii o 3GpGeKTUBHOCTH U (UITH)
6e30MaCcHOCTM MEKIY ITpe/iaraeMbIM JIEKapCTBEHHBIM IIperapaToM ¥ IperapaToM CpaBHEHMS MCIIOMb3YIOTCSI METOMbI pacyeTa
COOTHOIIEHMS 3aTpaT U 3G HEKTUBHOCTH, TIPU OTCYTCTBUM 10 Pe3yIbTaTaM KIMHUUYECKUX MUCCIeOBAHN CTATUCTUUYECKY 3HAUMMbBIX
pasanunii 1o 3¢ beKTUBHOCTM U (WJTM) 6e30MaCHOCTY MeKIY IpeiaraeMbIiM JJeKapCTBEHHBIM MperapaToM | IpernapaTom
CpaBHEHMS UCIIONb3yeTCs METO MUHMMM3aIuM 3aTpar.

<4> XapaKkTepuUCTUKY MalIeHTOB (I10J1, BO3PACT, TeueHue 3aboneBanus, popma 3aboseBaHus, CTanus 3a0607eBaHus, IMHAS TePaTIni,
MIpeIIeCcTBYIOLIAs Tepanysi) ¥ CpaBHMBAEeMbIX JIEKaPCTBEHHBIX [TPerapaToB (JlekapcTBeHHas: popMa, pexkuM JO3MPOBaHMsI, CIIoco6
BBeJI€HNST) B KIIMHNYECKUX VICC/IEIOBAHMUSX, PE3Y/IbTaThl KOTOPBIX MCITOIb30BaHBI 11 000CHOBAaHMS BHIOOpA METOIa KIIMHNUKO-
9KOHOMMYECKOTO MCCIeL0BaHNSI, COOTBETCTBYIOT XapaKTePUCTMKAM ITallMEHTOB Y CPAaBHMBAEMBIX JIeKAPCTBEHHBIX MPENapaToB,
OLIEHMBAEMbIM B KJIMHMUKO-9KOHOMUYECKOM MCC/IEIOBAHNMN.

<5> BoI60p KpuTepueB O1leHKY 3(PGEKTUBHOCTHM JIEKAPCTBEHHOTO ITpernapaTa, MCIOIb30BaHHbIX MPU MTPOBEIEHNN KIVMHUKO-
SKOHOMMYECKOTO MCC/IeJOBaHMsI, COOTBETCTBYET pe3y/lbTaTaM KIMHUYECKUX UCCIeN0BaHNi, TpefCTaBIeHHbIX B COOTBETCTBYIOIIEM
TIpeJIOKeHMM, YKa3aHHOM B ITyHKTe 13 [TpaBwt hopMUpOBaHMs MTepevHeli JeKapCTBEHHbBIX ITPerapaToB AJs MeIUIIVTHCKOTO
TIpMMeHEeHMs ¥ MMHMMAaJIbHOTO aCCOPTUMEHTA JIeKapCTBEHHBIX MperapaToB, HeOOXOAMMBIX IJIs1 OKa3aHUS MeAUIIMHCKOI TTOMOIIN,
YTBEPXKIEHHBIX TOCTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoit @emepanyy ot 28 aBrycta 2014 1. N 871 "06 yrBepskmeHuu [TpaBut
(opmupoBaHMs MepeyHei 1eKapCTBEHHBIX MPEINapaToB ISl MEIUIIMHCKOTO MTPUMEHEHMS] M MUHMMAIbHOTO aCCOPTUMEHTA
JIeKapCTBEHHBIX IIpeIapaToB, HeOOXOAMMBIX [IJIsl OKa3aHMsI MeOUIIMHCKO momoiu” (najee - IpaBuia).

<6> Pacuert 3aTpaT OCYILIECTBJISIETCS HA OCHOBAHUY 1[€HbI JIEKAPCTBEHHOTO Mperapara He HYKe 1eHbl, ITIAaHUPYeMOil K
rOCyJapCTBEHHO PerucTpaium, a B crydae, eciy lieHa Ha MpeJiiaraeMblii IeKapCTBEHHBIN Mpernapar yske 3aperucTpupoBaHa, - Ha

OCHOBaHUM HpE,E[BIIbHOfI OTHYCKHOI7[ LI€HbI IIPOM3BOANUTEJIS C YUYE€TOM HaJiora Ha ,E[OG&BJIQHHYIO CTOMMOCTbD.

<7> PacueT MpsSMbIX 3aTPaT, CBSI3aHHBIX C HETIOCPEACTBEHHBIM OKa3aHMEM MeIUIIMHCKOI MTOMOIIM, OCYIECTBISIETCS VICXOAS U3
CpeIHUX HOPMaTUBOB (PMHAHCOBBIX 3aTPAT HA eIUHUITY 06beMa MeIUIIMHCKOI TTOMOIIM, YCTAaHOBIEHHBIX MTPOrpaMMOii
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rOCYIapCTBEHHBIX TAPAHTMI OECTVIATHOTO OKA3aHMS TpakgaHaM MeIMUIIMHCKOM ITOMOIIIY Ha OUepeIHO IOl U TUIaHOBbII IIEPUOI,.
<8> IIpu mpoBeeHUM KINMHUKO-IKOHOMMUYECKUX UCCAeN0BaHMI C UCIT0/Ib30BaHMEM METOJ0B MaTeMaTUUeCKOT0 MOIeIMPOBAHMS B
cocTaBe oTueTa (CTaTbM), IPELCTaBI€HHOTO B COOTBETCTBUM ¢ TpuioxkeHneM N 1 k [IpaBunam, win B IpUJIOKEHUM K HEMY
MpeJiCTaBJISeTCsI MaTeMaTUueckas MOZeNnb C ONMCaHUEM METOOMKM MOZEeNMpPOBaHMSs, BKIOYAIOIIasl ONCcaHue CTPYKTYPbl MOJeNN,
OCHOBHBIX JIOTTYIIEHMIT MOZE C UX 060CHOBAaHMEM, KJTIOUEBBIX ITapaMeTPOB /IS PACUETOB, MICTOYHMKOB MHGOPMAIIMM O 3HAUEHUSIX
K/TI0UEeBBIX ITapaMeTpPOB MM MIpUBeHeHe MeTOOMKY pacueTa.

<9> Ipu onyucaHUM pe3yabTaTOB MUCCIeN0BaHMs OTAEIbHO YKa3bIBAIOTCS:

3aTpaThl Ha TIpeJiaraeMbli ieKapCTBEHHbII MMpernapar 1 rpemnapar (IperapaTbl) CpaBHEHMST;

IpyTue TpsiMble 3aTPaThl, CBSI3aHHBIE C HEIIOCPEICTBEHHBIM OKa3aHeM MeIUI[MHCKOM TOMOIIM (€CM PaCCUUTHIBANCD);

TpsiMble 3aTPaThl, He CBSI3aHHbBIE C HEITOCPeACTBEHHBIM OKa3aHMeM MeqUIIMHCKOM TOMOIIM (€CIM PaCCUUThIBAINCD);

KOCBEHHbI€ 3aTPAaThbl, CBSI3aHHbIE M HE CBA3aHHbIE C HEIIOCPEACTBEHHBIM OKa3aHMEM Me,EU/[LU/IHCKO]‘/JI rmomMommn (ecm/[ paCC‘-H/[TbIBaJH/[Cb).

<10> Pe3ynbTaT aHA/IM3a MUHMMM3ALMUY 3aTPaT MMPEACTABISIETCS B BUIe Pa3HUIIbI B 3aTpaTaX, 00YCIOBIEHHBIX TPMMEeHEHEM
TpezJjiaraeMoro JeKapCcTBeHHOTrO Ipernapara 1 ImpenapaTa CpaBHeHusl;

pes3y/bTaT aHaI13a COOTHOLIEHNS 3aTPaT U 3¢ GHEKTUBHOCTY MTPECTABIISIETCS B CIyYasX:

ecIu TIpeijlaraeMblii IeKapCTBeHHbIN MpenapaTt XxapakTepusyeTcs 60bIieit 9hGeKTUBHOCTBIO U 60JbIleli CTOMMOCTHIO, YeM
Tperiapart CpaBHeHMS (B BUJIe COOTHOLIEHMS 3aTpaT 1 3G GeKTUBHOCTY AJIs MTpe/IaraeMoro JIeKapCTBEHHOTO Mperapara U mpernapara
CpaBHEHMS U TTOKasaTess mpupanienns 3pheKTUBHOCTM 3aTpaT (MHKPEMEHTHOTO ITOKa3aTeIsi COOTHOIIEHMS 3aTpaT U

s peKkTUBHOCTH);

eIy Mpe/iIaraeMblii JIeKapCTBEHHbIN IIPerapaT XapakTepusyeTcs 60sbliieii 3¢ GheKTUBHOCTBIO ¥ MEHBIIIE)  CTOMMOCTBIO, YUEM
rpernapar CpaBHeHMsI (B BIIe PA3HMLIBI B 3aTpaTax ¥ PasHULbI B 3G GEKTMBHOCTM TaKMUX JIEKAPCTBEHHBIX IIPEIapaToB).

<11> AHanu3 YyBCTBUTEILHOCTU Pe3YJIbTATOB PACUETOB K M3MEHEHUSIM CIeYIOIIMX TapaMeTPOB MOJeV BKIIIOUAeT:
IS aHaIM3a MUHMMM3AIMM 3aTparT - [leHy Ha IIpefJiaraeMblii TeKapCTBEHHBI ITperapar 1 [ieHy Ha IIperiapaT CpaBHEeHMSI;

IIJIS1 aHAIM3a COOTHOIIEHM 3aTpaT U 3G GeKTUBHOCTY - IIeHY Ha ITpeijlaraeMblii JeKapCTBEHHbBIN MMpenapar U eHy Ha rpernapar
CpaBHEHMSI, TOKA3aTeau KIMHNYECKo 3 GeKTMBHOCTH IpejlaraeMoro JIeKapCTBEHHOTO TIperapaTa | nmpernapara CpaBHeHMSI.

<12> B orueTe (CTaTbe), nIpeacCTaBJI€eHHOM B COOTBETCTBUM C IIPUIOJKEHMEM N1k HpaBI/IJ'IaM, YKa3bIBAIOTCA CCbIUIKM Ha
MICIIOJIb30BaHHbIE€ UCTOYHUKUA I/IH(bOpMaL[I/II/[ JJI Ka>KO0ro 3HaYeHUs HOK&BHTEHEﬁ, d TaKo)kKe MeTOAMKM pacyeTa.

2. KonmuecTBeHHas OLleHKa MCCIeOBAHNS C MCIIONb30BaHMEM aHaaM3a BIMUSHMS Ha GI0IKeTbl OI0KeTHOI cucTeMbl Poccuiickoit
Qepmepaiuu (ganee - GI0KeT) MPOBOIUTCS B COOTBETCTBUM C KPUTEPUSIMU OLIEHKM METOI0JIOTMYECKOTO KaueCcTBa MCCIeI0OBaHM C

MCIIO/JIb3OBaHMEM aHa/IM3a BJAUSHUSA Ha 6]0,[[)KeT.

KpnTepI/m OLI€HK!M MEeTOA0JIOTMYeCKOTO KaueCTBa MCC/IedOBaHMs C MCITIOJIb30BaHMEeM aHa/IM3a BIMSIHNUS Ha 6IO,EL)KET

HammeHOBaHMe KpUTepUs OLLIEHKM MeTOA0/I0OTMUECKOro KayecTBa ~ PesynbTaT OLleHKU [IIkana oLeHKN
UCCIIeIOBaHMs (6am10B)
1. [TpencraBieHbl pe3yabTaThl OTEUECTBEHHOTO COOTBETCTBYET +3
UCCIenoBaHus (aBTOP, Ha3BaHMe, UCTOYHUK ITyGIMKALINMN,
rom) He COOTBEeTCTBYeT 0
2. PaccmaTpuBaemble MOKa3aHMs K MPUMEHEHUIo <1> COOTBETCTBYET +3
He COOTBETCTBYET 0
3. LleHa Ha JieKapCTBEHHbIN IIpenapar <2> COOTBETCTBYET +3
He COOTBETCTBYeT 0
4. PacueT npsiMbIX MeAUIIMHCKUX 3aTpaT <3> COOTBETCTBYET +3
He COOTBETCTBYET 0
5. OnucaHue mareMaTU4YeCKOi Mogenu (Ipy Haauumm) <4> COOTBETCTBYET +3
He COOTBETCTBYeT 0
6. [TpencraBneHne NpSIMbIX MEIULIMHCKMX 3aTPaT IPU COOTBETCTBYET +3
ONVCaHUM Pe3yNbTaTOB <5>
He COOTBETCTBYET 0
7. BpemeHHOII TOPU30HT <6> COOTBETCTBYET +0,5
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He COOTBETCTBYeT 0
8. XapakTepUCTUKU U YMCIIEHHOCTD LieJIeBO MOMYIS U COOTBETCTBYET +3
[aleHToB
He COOTBETCTBYeT 0
9. [TpencraBneHne pe3yabTaToB <7> COOTBETCTBYET +3
He COOTBETCTBYeT 0
10. AHanu3 4yBCTBUTENBHOCTU <8> COOTBETCTBYET +0,5
He COOTBETCTBYeT 0
11. CChUIKM Ha MCII0/Ib30BaHHbIE UCTOUHMKY MH(POpMaLu COOTBETCTBYET +0,5
<9>
He COOTBETCTBYeT 0
Uroro

HVToroBast KOJIMUYECTBEHHAs OI[eHKa METO/0JIOTMYECKOTO KauecTBa MCCIe0BaHMsI C MCIIOIb30BAHMEM aHAJIM3a BAUSHUS
JIEKapCTBEHHOTO ITperapara Ha G10[IKeT:

TSI BBIHECEHMSI 3aK/TI0UEHMSI O BICOKOM METO0IOrMYECKOM KaueCTBe MCCAeI0OBaHMS C MCIIO/Ib30BaHMeM aHaIN3a BIVSTHUS
JIeKapCTBEHHOTO MperapaTa Ha GI0[KeT - He MeHee 25,5 6ajiia mpy HaIMuMiu MaTeMaTUUeCckoi MoJesiu, He MeHee 22,5 6ajuia mpu
OTCYTCTBUM MaTE€MaTUUECKO MOZIEJIN;

/ISl BBIHECEHMSI 3aK/TIOUEHMSI O CPeIHEM METOL0/IOTMUEeCKOM KaueCTBe MCC/IeN0BaHMsI C MCIIONIb30BaHMEM aHA/IM3a BIVSTHUS
JIeKapCTBEHHOTO MperapaTa Ha GI0[KeT - He MeHee 24 6aJI0B TPY HATUMYUY MaTeMaTHYeCcKOoi Mofiesu, He MeHee 21 6aia mpu
OTCYTCTBUM MaTeMaTUUECKOI MOZIEJIN;

JL7Is1 BBIHECEHUS 3aK/II0UeHMsI O HU3KOM METO0IOrMYeCKOM KavyecTBe MCCAeA0BaHMsI C UCIIOIb30BaHMEM aHalIN3a BIAUSHUS
JIEKapCTBEHHOTO Iperapara Ha O10/KeT - MeHee 24 6aJ/UT0B TP HAIMYMM MaTeMaTUIeCcKoit Mozeny, MeHee 21 6ajuia Ipu OTCYTCTBUU
MaTeMaTu4eckoil MoJiesn.

<1> ITokasaHus K MPMMEHEHMIO TTPeIJIaraeMoTo JIEKAPCTBEHHOTO Tperapara, o KOTOPbIM IMTPOBOAMIICS aHAIN3 BIAUSHUS Ha OIOKET
6I0IKEeTHOII cucTeMbl Poccuiickoit @emepanyn (gaiee - 610KeT), COOTBETCTBYIOT IIOKa3aHMSIM, COIepsKallMMCsI B MHCTPYKIIMM 110
MeAVLVHCKOMY IIPMMeHEeHUI0 IeKapCTBEHHOTO Npenapara. B ciayyae Haamuus HeCKOIbKUX MTOKa3aHU K TPUMeEHEHUI0
TIPeACTaBJISIOTCS Pe3y/abTaThl aHAJIM3a BAMSHMS Ha GIOIKET IO BCeM MTOKa3aHMSIM JI60 IO MTOKa3aHUSIM Py 3a60IeBaHMSsIX,
XapaKTepU3YIOIMXCS Hauboblei 3a601eBaeMOCThI0, CMEPTHOCTBIO M MHBaIMAM3aLMet. ECiv IeKapCcTBeHHbIN TperapaT
TIpefJiaraeTcs K BKIIOUEHMIO B TIepeueHb JKM3HEHHO HeO6XO0MMMBIX M BasKHEMIINX JIeKapCTBeHHbIX IpernapaToB /I MeIUIIMHCKOTO
TIpMMeHeHusI U (MJTK) TTepedeHb JIeKapCTBEHHbIX IIPenapaToB, MpeJHa3HauUeHHbIX JIJIs1 0OecrieueHust i, 60IbHBIX TeModuineii,
MYKOBMCIMI030M, TUTTOGM3aPHBIM HaHM3MOM, 60/1e3HbI0 ['olIle, 3/T0KaYeCTBeHHBIMM HOBOOOPa30BaHUSAMM JIMMGOUTHOIA,
KPOBETBOPHOIi 1 POJCTBEHHBIX MM TKaHe, pacCessHHbIM CKJIepPO30M, FeMOJIMTUKO-YPEMUUECKUM CUHAPOMOM, FOHOILIECKUM
apTPUTOM C CUCTEMHBIM HavyajaoM, MyKononaucaxapunosom I, I u VI Tunos, annacTuieckoit aHeMueli HEyTOYHEHHOI,
Hac/lieqCcTBeHHbIM AeduiiutoM dhakTopos II (bubpmuorena), VII (tabunbHoro), X (Ctoapra - IIpayspa), a TakKe JIUII TTOCe
TpaHCIUIAaHTAIlMM OPTaHOB M (WJIM) TKaHe, M He MMeeT TeparieBTUUeCKY aHaJIOTMYHOTO JIEKapCTBEHHOTO Mpernapara, 06/1a1aionero
JIOKa3aHHBIMY KIMHUYECKUMMU, U (VIT) KIMHUKO-3KOHOMUYECKUMY ITPEUMYIIeCTBaMu, 1 (MJIM) 0COOEHHOCTSIMM MexaHM3Ma
JIeiiCTBMSI, B COOTBETCTBYIOIEM TTepeuHe (IIpeicTaB/sieT c0607 HOBbIN MOIXO K JIEUeHMIO), TOKa3aHue, 0 KOTOPOMY ITPOBOAUTCS
aHaNMM3 BAMUSIHMS Ha OI0KET, COOTBETCTBYET 3a60/1€BaHMSIM (COCTOSTHMUSIM) M3 TO¥ JKe Tpex3HAUHOM py6puKu MeskmyHapogHO
CTaTUCTUYECKOI Kiaaccuduranyy 6oe3Heit v mpobieM, CBSI3aHHbBIX CO 3M0POBbEM, UTO U TTOKa3aHMe, CoaepsKalieecs: B MHCTPYKLIUMU
110 MeJUIIMHCKOMY IIPMMEHEHMIO TIpeJiaraeMoro JiekapCTBEHHOTO Mpernapara.

<2>IIpencraBieHue pacueTa 3aTpaT OCYIIEeCTBISIeTCS Ha OCHOBaHUM LieHbl He HIKe 1eHbl, TVIAaHUPYeMOii K TOCyIapCTBeHHO
perucTpaimu, a B cIydae, eciv lieHa Ha MpeijiaraeMblit JeKapCTBEHHBIN IpernapaT yyKe 3apermcTpupoBaHa, - HA OCHOBaHUY
TpefebHOM OTITYCKHOI 1[eHbI IIPOM3BOIMUTES C YIeTOM Hajora Ha 4,006aBIeHHYI0 CTOMMOCTb.

<3> PacueT NpsIMbIX 3aTPaT, CBSI3aHHBIX C HEIIOCPEACTBEHHBIM OKa3aHMeM MeIUIIMHCKOI ITOMOIIM, OCYIIeCTB/ISIeTCS MCXOMAS U3
CpeIHMX HOPMAaTUBOB (PMHAHCOBBIX 3aTPAT HA eIMHUITY 06beMa MeIUIIMHCKOI TTOMOIIY, YCTAHOBJIEHHBIX ITPOTPaMMO¥i
roCyIapCTBEHHbBIX TApaHTHI 6eCIIaTHOTO OKa3aHMs TpakaaHaM MeaUIIMHCKOM ITOMOIIYM Ha OuepeIHO IO 1 TIaHOBbII TIePHUOo,.

<4> TIpu poBeIeHUM aHaIM3a BIUSIHMS Ha GIOMKET C MCIIOIb30BaHMEM METO0OB MaTeMaTUYECKOTO MOIeIIPOBAHMS B COCTaBe
oTyeTa (CTaThy), IPEACTABIEHHOTO B COOTBETCTBMM € rpuiokeHueM N 1 K ITpaBuiaam popMupoBaHMs ITepeyuHeii 1eKapCTBEHHBIX
TIperapaToB JjIs1 MeAUIIMHCKOTO IPYMEHEeHNSI ¥ MMHMMAa/IbHOTO aCCOPTMMEHTa JIeKapCTBEHHBIX MPernapaToB, HEOOXOIMMBbIX IS
OKa3aHMs MeIULIMHCKOM ITOMOIIY, YTBEPXKIeHHbIM ITocTaHoBIeHMeM [IpaBuTtenbcrBa Poccurickoit ®@enepauym ot 28 asrycra 2014 1.
N 871 "O6 yrBepskaeHun [IpaBuia GopMUpOBaHUS TIepeyuHeit IeKapCTBEHHBIX ITPerapaToB IJIsT MeOUIIMHCKOTO TIPUMEHEeHMs 1
MUHMMAJIbHOTO aCCOPTMMEHTA JIeKapCTBEHHBIX MTPerapaToB, HEOOXOAMMBbIX /IS OKa3aHMs MeIUIIMHCKO TOMOIIMN ", TTPeICTABISIeTCS
MareMaTu4iecKasi MoJelib, afanTUPOBaHHAs K CUCTEMe OTeUeCTBEHHOTO 3paBOOXpPaHeHMsI, C ONMCAaHUEeM MEeTOIVKI
MOAEMMPOBAHMSI, BKITIOUAOIIEN OMICaHNe CTPYKTYPbI MOJIeNN, OCHOBHBIX TOMYIIEHMIT MOJEIN C X 000CHOBAHMEM, KITIOUEBBIX
rmapaMeTpOB IJIs1 PACUETOB, MICTOYHMKOB MHGOPMALIMM O 3HAUEHMSIX KITIOUEBbIX TTapaMeTPOB WM IPUBeeHMe METOOUKYM pacyeTa.

<5> PacueTsl He YUMTHIBAIOT MIPSIMbIE 3aTPAThI, He CBSI3aHHBIE C HEIIOCPEICTBEHHBIM OKa3aHVeM MeIUIIMHCKO MOMOIIN, U 3aTPaThI,
CBsI3aHHbBIE ¥ He CBSI3aHHBIE C HEITOCPe/ICTBEHHBIM OKa3aHMeM MeJUIIMHCKO oMoy (IIPY ONMCaHUY Pe3yabTaTOB OTHENbHO
YKa3bIBaIOTCS 3aTPAThI HA JIEKAPCTBEHHYIO TEPAIINIO).
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<6> BpeMeHHOII TTeprojI aHaIM3a BAMSHUS Ha GI0MKET COCTABIISIET He 6osiee 5 JIeT, Mpy 3TOM OTJeTbHO YKa3bIBAIOTCS PE3YTbTATHI
pacueToB 3a 1-7i rog.

<7> Pe3yabTaT aHAIM3a BIMUSHUS Ha GIOMKET MPEeICTaBIIsIeTCs B BU/Ie Pa3HUIIbI B TPSIMbIX 3aTpaTax, CBSI3aHHBIX C
HeroCpenCcTBEHHBIM OKa3aHueM MeAUIIMHCKOM TTOMOIIM, MeKAY TeKYIIeil TPaKTUKO IeKapCTBeHHO Tepamnuu (6e3 yueTa
BK/IIOUEHMS B COOTBETCTBYIOIINII IepeueHb MpeaaraeMoro JeKapCTBeHHOTO IpenaparTa) U OKuaaeMoli MpakKTUKO (C y4eToM
BKJIIOUEHMSI B COOTBETCTBYIOLINIL [IepeueHb IpeJjiaraeMoro JIeKapCTBEHHOTO IIpernapara) 3a yKa3aHHbI/ BpeMeHHOI rtepuon. ITpu
9TOM eI/ JIeKapCTBEHHbII Mperapar MpejiaraeTcsl K BKAUEHNIO B TepevyeHb KU3HEHHO HeOOXOAMMBbIX Y BasKHEMIITNX
JIeKapCTBEHHBIX IIpenapaToB JJ1s1 MEAUIMHCKOTO MPUMeHEeHMS U (M/IM) IiepeveHb 1eKapCTBEHHBIX MIperapaToB, pegHa3sHauYeHHbIX
ILIs1 oGecrieueHus i, 60bHBIX TeMOoduIneit, MyKOBUCIIMI030M, TUITIO(GU3apHbIM HaHK3MOM, 60/1e3HbI0 T'ollle, 3JJ0KaYeCTBEHHBIMM
HOBOOGPa30BaHMSIMY TMM(OUIHO, KPOBETBOPHOI 1 POACTBEHHBIX UM TKaHEH, pacCessHHbIM CKIePO30M, TeMOIUTUKO-
ypeMUIeCcKM CUMHIPOMOM, I0HOIIECKUM apTPUTOM C CMCTEMHBIM HavyajaoM, mykomnonucaxapuposom I, IT u VI Tumnos, annactuueckoii
aHeMueli HEYTOUHEHHOI, HacaenCcTBeHHbIM AebunnToM dakropos II (bubpuHorena), VII (mabunpHOro), X (CTioapra - [Ipayapa), a
TaKKe JIMIT TI0C/Ie TPAHCIIAHTALMY OPTaHOB U (MJIM) TKaHel, TeKyIast MpakKTHKa ¥ OXXugaemMmast IpakTUKa Tepaniui BKIIYAloT B ceOst
TOJIBKO JIeKapCTBEHHbIE MIpernapaThl, BKIIOUeHHbIe B COOTBETCTBYIOIINI ITlepeueHb U MIPUMEHSIOUIMecs B IPaKTUKe JTeYeHUST
MalMeHTOB 10 TOMY Ke ITOKa3aHUIO U B TAKOI ke KIIMHUYECKO CUTyaluy, YTO U IIpeijlaraeMblii TeKapCTBeHHBII Mpernapar.

<8> AHanM3 YyBCTBUTEIBHOCTY PE3YIBTATOB PACUETOB K M3MEHEeHMSIM ITapaMeTPOB MOJIe/TM CONEPKUT IIeHbI Ha JIeKapCTBEeHHbIE
IIpenapaThl, YMCAEHHOCTb 11e/1eBOjt MONYIISLIMM NAlMeHTOB U YMCIeHHOCTD (N0/11) TallyieHTOB, MOTyYaloluX IIpe]iaraeMblii
JIeKapCTBEHHBII Ipernapar.

<9> B oTueTe (CTaTbe), IPEICTABIEHHOM B COOTBETCTBUM C MOAITYHKTOM 5.4 myHKTa 5 mpuioskeHus N 1 k [TpaBuiam GopMupoBaHus
repeyHeli ieKapCTBEHHBIX IIPeNapaToB [l MEAUIMHCKOTO MPUMEeHEHMSI M MMHMMAa/IbHOTO aCCOPTUMEHTA JIeKapCTBEHHBIX
TIperapaToB, HEOOXOAVIMBIX J/ISI OKa3aHUST MEAVIIMHCKOI ITOMOIIM, YTBEPKIeHHbIM ITOCTaHOBIeHeM IIpaBuTenbcTBa Poccuiickoit
@enepaiuy ot 28 aBrycra 2014 r. N 871 "0O6 yrBepskaeruu [IpaBun hopMupoBaHus MepeUHelt IEKAPCTBEHHBIX MPENapaToB JJIst
MeIUIIMHCKOTO MPUMeHEeHUs ¥ MMHMMAaIbHOTO aCCOPTMMEHTA JIeKapCTBEHHBIX MPEeIapaToB, HEOOXOAMMBIX JJIsT OKa3aHUS
MeIMUIIMHCKOM MOMOIIN ", YKa3bIBaIOTCSI CChIIKM Ha MCTIOAb30BaHHbIE MCTOUHMKY MHGOPMAaIMK IJIs1 KaskIOTO 3HaUeHMsI IIoKasaTeseit,
a Takke MeTOAMKM pacueTa.

Ilpunoxcernue N 6

k IIpasunam ¢opmuposarus nepeuHeri
JIEKAPCMBEHHbIX NPENapamos

071 MeOUYUHCKO20 NPUMEHEHUs

U MUHUMATIbHO20 ACCOPMUMEHMA
JIeKapcmeeHHbIX Npenaparmoe,
Heob6X00UMbIX O OKA3aHUs
MeduyuHckoti nomowu

MHTETPAJIBHBIE IIKAJIbI KOMITJIEKCHOM OLIEHKU JIEKAPCTBEHHOT'O
[TPEITAPATA

(8B pen. [ToctanoBnenust IIpaBurtenscTsa PO ot 25.07.2024 N 1009)

[lkana oueHKNU ypOBHeI7I J0Ka3aTe/JIbHOCTM Pe3yJbTaTOB KIMHNYECKUX uccaenoBaHui JIEKaPCTBEHHBIX IIpernapaToB <1>

XapaKkTepucTuKa UCcaeT0BaHmit VpoBeHb [ITkana oLeHKu
JI0Ka3aTeIbHOCTH (6a10B)
pe3ysnbTaToB

CucremaTtuyeckye 0630pbl paHAOMMU3MPOBAHHBIX KIMHUYECKUX I 10

UCCIIeNOBaHNI C MeTa-aHaaM3aMu

PaHg0MU3MPOBaHHbBIE CJIETIbIe KTMHUYECKIE UCC/IeTOBaAHMUS I 9

PaHg0MU3MPOBaHHbIE OTKPBIThIE KIMHUYUECKME VCCIETOBAHMS I 8

CeTeBOJi MeTa-aHaIN3 III 7

(B TOM UMC/I€ HeIIPpSAMbIe CDABHEHNMSA U CMEIIaHHbIe CpaBHeHI/IH)

KoroprHble uccienoBaHus v 6
VccnenoBaHus "CTyyaii-KOHTPOJD' A" 5
OnucaHue CIy4aeB U CEPUK CIydaeB VI 4
MHeHMe 3KCIIepToB VII 3

[lIkaia oueHKNU ypOBHeﬁ Y6€‘,ELI/IT€III>HOCTI/I J10Ka3aTeNbCTB KIMHUUECKMX UCC/IeIOBaHMIT JIEKapCTBEHHBIX IIpernapaToB <2>
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VpoBeHb XapaxkTepucTyKa rokasaTens
yoemuTeIbHOCT

Jl0Ka3aTebCTB

A JIOKa3aTeabCTBa YOeIUTETbHbI:

MMEIOTCA BECKMeE JO0Ka3aTe/IbCTBa IMpeajiaraeMoro yrBep>xaeHus

B OTHOCUTETbHAsST YOeIUTETbHOCTD JOKA3aTeTbCTB:
MMeIOTCSI JOCTAaTOUHbIE 0KA3aTebCTBA B MOIb3Y TOTO, YUTOOBI
PEKOMEH/I0BATh MPeIJIOKEHHBIN JIeKapCTBEHHbIN TTpenapaT AJis

BK/IIOUE€HMS B II€epeYeHb KU3HEHHO HEO6XO,ZU/IMLIX U BaXKHENIINX

[Mkana
OLIEHKU
(6a10B)

3

JIEKapCTBEHHBIX MPEIapaToB ISk MEIVIIMHCKOTO IpYMeHeHus (Jajee -
TepevyeHb BasKHEMIINX JIeKAPCTBEHHbBIX MPEapaToB) U (UJIK) IlepevyeHb
JIEKapCTBEHHBIX MPEIapaToB, IpeIHa3HaueHHbIX i 06ecIede s NI,
60JIbHBIX TeMOopuINet, MyKOBUCLIMA030M, TUTIIO(PU3apHBIM HAaHM3MOM,
605e3HbI0 T'ollIe, 3JI0KaUYeCTBEHHBIMM HOBOOGPa30BaHUSIMM TMM(OUIHOI,
KPOBETBOPHOI 1 POACTBEHHBIX M TKaHel, paCCesTHHbIM CKIEPO30M,
reMOJIUTUKO-YPEMUUECKMM CUHIPOMOM, FOHOIIECKUM apTPUTOM C

CUCTeMHBIM HavajioM, MyKononaucaxapunosom I, I u VI tunos,

aryIacTUYeCKoi aHeMMel HeyTOYHEHHO, HaC/IeZICTBEHHBIM fe@uIMTom
daxTopos II (pubpuHorena), VII (tabunbHoro), X (Ctioapra-Ilpayspa), a
TaKKe JIUIL MOC/Ie TPAHCIUIAaHTALMM OPraHoB U (WJIM) TKaHel (ganee -

nmepedyeHb JOPOTOCTOAIIMX JIEKAaPCTBEHHbBIX npenapaTOB)

C JAO0CTAaTOYHBIX JOKAa3aTe/IbCTB HET:
MMEIIIMXCA JOKa3aTeJIbCTB HEeJOCTATOYHO OJISI BbBIHECEeHMS

pekoMmeHnaanmm, HoO peKoMeHaauumn MOTryT OBITh JOaHbI C YY€TOM MHbIX

006CTOSITEIbCTB

I/IHTGFpaIIbHaH KO/JIMYEeCTBEHHAS OlLl€HKA KaueCTBa KIMHUYECKOro 1MCcCjieqOBaHMAa JIEKaPCTBEHHOTO ITperapara

XapakTepucTUKa UCCIef0BaHUS VpoBeHb VpoBeHb
JI0OKa3aTeIbHOCTY = yOeqUTEeTbHOCTHU
JIaHHBIX JI0Ka3aTeJIbCTB

CucreMaTuueckuii 0630p paHIOMU3UPOBAHHBIX I A

KJIVHUYECKUX UCC/IeA,0BaHMIi C MeTa-aHaau30M C
HM3KOM <3> Uy cpefHel <4> BepOsITHOCTBIO
(01117 (310)

PangomusupoBaHHbIe KIVHUYECKNE II A
MCCIIeIOBaHMSI C HU3KOI <5> miu cpemHeit <4>
BEPOSITHOCTBIO OIIMO0K

CeTeBOJi MeTa-aHaau3 (B TOM 4MC/Ie HelpsMble I A
CpaBHEHMUS U CMeIllaHHbIe CPaBHEHMS) C HU3KOI
<6> WK cpemHeit <4> BepoSITHOCTDIO OLIMO0K

KoropTHble uccinenoBauus ¢ HU3KOM <7> Uiau v B
cpemHeit <4> BepOSITHOCTDIO OLIMO0K
UccnemoBanus "ciyyaii-KOHTPOJIb' ¢ HU3KOM <8> \Y B
WU CpeIHeli <4> BepOSITHOCThIO OMIMOOK
OnucaHue CJIyv4aeB, CEpUil CTyuyaeB VI C
MHeHMe 3KCIIepToB VII C
ViccnemoBaHust I060TO Ju3aiiHa ¢ BhICOKOI I C
BEPOSITHOCTBIO OIMMOOK <9> (HM3KOTO I C
METOIMYECKOTO KauecTBa)
I C
v C
\Y% C
VI C
VII C

00611125 OLIeHKA
uccenoBaHus (6aoB)

onpezensieTcs Kak
NIpou3BefieHNe OLLeHKU
uccnenoBaHus (6anioB)
YPOBHSI ;0Ka3aTelIbHOCTU
JIaHHBIX U OLIeHK!U
ucciemoBaHus (6a1IoB)
YPOBHSI yOEIUTENbHOCTU
JI0Ka3aTebCTB

Wtorosas MHTEerpaJibHasi KOJIM4eCTBeHHAs Oll€HKAa KaueCTBa KIMHNYECKOro 1MccjieqoBaHmAa JIEKaPpCTBEHHOTIO IMperapaTa:

He MeHee 18 - 111 peKOMeHIAIMM K BKIIOUEHNIO JIEKAPCTBEHHOTO IperapaTta B rIepeueHb BaKHEHMIINX JIeKapCTBEHHbIX IIPerapaToB

u (M) TlepevyeHb JOPOTOCTOSIIINX JIeKAPCTBEHHbBIX MTperapaTos;
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He MeHee 12 - 1T peKOMeHJaluy K BKIIOUeHI0 opdaHHOIo JeKapCTBEHHOTO Mpemnapara <11> B mepeueHb BasKHeIIX
JIeKapCTBEHHBIX MIpenaparoB U (WIK) epeyeHb JOPOrOCTOSIINX JeKapCTBeHHBIX MTpeIapaToB.

KonmuectBeHHast OILl€HKa 9(1)(1)€KTI/[BHOCTI/I IIpMMEHEHMS JIEKaPpCTBEHHOTI'O IMperapaTa B paMKaX KIIMHNYECKUX I/[CCIIeLLOBaHI/H‘/JI <10>

Pe3ynbTaT CpaBHUTETBHOI]
OLIeHKM KJIMHUYECKOTO
ucxona

Hanuume cTaTUCTUYECKU
3HAYMMBbIX IIPEVMYIIECTB
JIeKapCTBEHHOTO
rperapara, rpearaeMoro
K BKJTIOUEHUIO B IT€PEUHM

HecpaBHuTenbHoe
ucciefoBaHue

OTCYTCTBYIOT
CTaTUCTUYECKY 3HAUMMBbIE
pasnuuus B

s derTUBHOCTU
JIeKapCTBEHHOI'0
Tperapara, pejjiaraeMoro
K BK/TIOUEHUIO B TIEPEUHU

Hanuune cratTucTuuecku
3HAUMMO MeHbIIe
acddexrTMBHOCTU
JIeKapCTBEHHOTO
rperapara, rmpejiaraemMoro
K BK/IIQUEHMUIO B TIepeuH!

Htoro

KonmuecTBeHHas OlleHKa 6e30maCcHOCTH NMpYMEHEHMs JIEKaPpCTBEHHOTO ITperapara B paMKaX KIMHUYECKUX UCCIeqoBaHMit

O1ueHKa YPOBHS 6€30IaCHOCTHU

JIEKapCTBEHHOI'O ITperiapaTa

XapaKTepMCTMKI/I Tepanmnm CpaBHEHUs

Tepanusi CpaBHEHMS BKIIOUEHA B
[epeveHb BasKHEIIMX JIeKapCTBEHHbIX
MpernapaToB/epeueHb JOPOTOCTOSIIINX
JIEKapPCTBEHHBIX MTperapaToB

Tepanusi CpaBHEeHMST He BK/IIOUeHa B
repevyeHb BasKHEMIITNX JIEKAPCTBEHHBIX
TIperapaToB/IepeueHb JOPOTOCTOSIINX
JIeKapCTBEHHBIX MPerapaToB

MOAAe P>KUBAIOLIAS Teparnusl/ianedo

OTCYTCTBYeT

Tepanus CpaBHEHMS BKIIOUeHa B
repevyeHb BasKHEMIINX JIEKAPCTBEHHBIX
MpernapaToB/TiepeueHb JOPOTOCTOSIIINX
JIEKapCTBEHHBIX ITPENapaToB

Teparus CpaBHEHMS He BK/TIOUEHa B
repeveHb BayKHENMIINX JTIeKapCTBEHHBIX
MpernapaToB/mepevyeHb JOPOroCTOSIINUX
JIeKapCTBEHHBIX MTPENapaToB

MO IePsKMBAIOIas Tepalus/ianeoo

Teparus CpaBHEHMS BK/IIOUEHA B
repeveHb BasKHEeMIINX JIeKapCTBEHHBIX
MpernapaToB/MepevyeHb JOPOroCTOSIIMUX
JIeKapCTBEHHBIX MTPENapaToB

Tepainusi CpaBHEHMS He BK/IIOUEHa B
repeyeHb BasKHEMIINX JIeKaPCTBEHHbIX
MperapaToB/epeueHb JOPOTOCTOSIINX
JIEKapCTBEHHBIX MPEIapaToB

MOAEePKUBAIOLIAS TEPAIMsl/ IIaLe60

peakuuii (IpOLLeHTOB)

HeskenarenbHble peakiuu OTCYTCTBYIOT 0

HeskenaTenbHble peakiyy JIETKOM CTeIeHU =

—10

:320

:330

:340

:350

:360

Uncino C/Ty4aeB HeXeJlaTe/IbHbIX

Bup knuHM4YeCcKoro ucxoma

KOHEUHbI
CyppPOTaTHBIN
KOHEYHbI
CyppOraTHbIi

KOHEYHbIN
CyppOTaTHbII

KOHEeUHbI

CyppPOTraTHBIN

1106071

KOHEYHbI
CyppOTaTHbI
KOHEYHbIN
CyppOTaTHbII

KOHEeYHbI

CyppPOTraTHBIN

O1eHka
(6am1oB)
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Hixana
OLIEHKU
(6a71710B)

+10
+8
+6
+4

+2
+1
0
(+4) <11>
0
(+2)<11>
0

(+1)<11>

Becosoii
KO3 duIeHT

0
0,25
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3370 -3
= 30 -3
:390 4
100 -4
HeskenaTenbHble peakiiuu CpefHeli CTeneHun 331 0 -2 0,5
290 2
= 30 -3
240 -3
:350 4
:360 4
3370 -5
= 30 -5
3390 -6
100 -6
HexxenaTe/ibHble peakUM TSHKEION = 10 -4 1
CTeIeH! - COCTOSTHMSI, ITPO/iJieBalole
HaXOXAEHMeE MallieHTa B CTallIOHAaPe WIN :320 -4
TIpeJICTaBJISIIONIVE YTPO3Y JIJIS JKU3HU
25 =
240 =
25 -6
260 -6
:370 -7
Y 8
299 -9
100 -10
Htoro OIleHKa YPOBHS 6€30IMaCHOCTH

(cyMMa mpou3BeieHn i CpegHUX 6AJUIOB M0 KasKIOMY YPOBHIO
6€301acHOCTH JIEKAPCTBEHHOTO IIperapara 1 COOTBETCTBYIOIIETO
BecoBOro Ko3dduimenTa)

KonuuectBeHHas oLjeHKa ,HOHOHHMTEHLHOﬁ TepaHeBTM‘-IeCKOﬁ LEeHHOCTM JIEKapCTBEHHOTO IIperapara

HaumMeHOBaHMe KpUTePUS PesynbTat o1ieHKM [lIkaa o1eHKM
IOTIOTHUTEIbHOM TepareBTU4YeCKOoi (6a10B)
LIEHHOCTH
1. KpaTHocTh iprema COKpallleHye KpaTHOCTU IIpueMa +2

coxpaHeHMe KpaTHOCTU IipuemMa 0

yBeJlMueHue KpaTHOCTU IpuemMa -2
2. HoBbIi1 MexaHU3M JeiCcTBUS MMeeT KJIMHUYeCcKye MpenuMyllecTBa +2

He ¥MeeT KIMHUYeCKUX MPeuMYyIIecTB 0

[llkajTa KIMHUKO-3KOHOMMYECKOII OLI€HKM JIeKapCTBEHHOTrO ITperapara

https://normativ.kontur.ru/document?moduleld=1&documentld=475739&ysclid=mfcdt44Irt4 16421065 31/49



09.09.2025, 17:02

PesynbTaT o1jeHKU

3.1.

3.2.

3.3.

4.1.

4.2.

4.3.
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Kimmunyeckast a¢pekTMBHOCTS MpeiaraeMoro JeKapcTBeHHOTO Ipernapara
CTaTUCTUUECKM 3HAUMMO BblIllle <13> KIMHuYecKoit 3¢ deKTUBHOCTH
mpeniapata CpaBHEHMs, IPU 3TOM MTPUMeHeHe JIeKapCTBEHHOTO
MperapaTta XapaKkTepu3yeTcsi MEHbIIMMM 3aTpaTaMMu, YeM IIpMMeHeHue
mperiapata CpaBHEHUS

Kimmunyeckast 3¢ hekTHBHOCTS Mpe/iaraeMoro JeKapcTBeHHOTO Iperapara
CTaTUCTUYUECKM 3HAUMMO BblIllle <13> KIMHuYecKoit 3¢ deKTUBHOCTH
mpeniapata CpaBHEHMs, IPY 3TOM MIPUMeHeHe JIeKapCTBEHHOTO
Mpernapara XxapaKkTepu3yeTcsl HecyllleCTBeHHBIMU Pa3INyysIMMU 110
CPaBHEHMIO C 3aTpaTaMy Ha MIPUMeHeHNe IpernapaTa CpaBHeHNSI

Kimunyeckas 3¢ pekTMBHOCTS Mpe/iaraeMoro JeKapcTBEHHOTO Ipernapara
COTIOCTaBMMA C KIMHNYECKO 3G deKTBHOCTHIO IIpernapara CpaBHeHUsT
(CTaTUCTUYECKY 3HAUMMBbIE PA3JINUMSI OTCYTCTBYIOT <14>)

MIPYMEHEHME JIEKAPCTBEHHOTO IIpernapaTa XxapakTepu3yeTcs: MEHbIIMMMU
3aTpataMu, YeM IMPUMeHeHMe Ipernapara CpaBHeHMST

MIpUMeEHEHME JIEKAPCTBEHHOTO ITpernapara XxapakTepusyeTcst
HEeCYIIEeCTBEeHHBIMM PasIMUMSIMM IT0 CPaBHEHMIO C 3aTpaTaMy Ha
MpUMeHEHME TpernapaTa CpaBHEHNS

MIpUMeHEHME JIEKaPCTBEHHOTO IIperapaTa XapakTepusyeTcst 60IbImMu
3aTpaTaMu, YeM IPMMEHEeHMe IIpernapara CpaBHeHus

[MpoueHT
OTKJIOHEHUSI

6omnee 60
ot 40 1o 60
ot 20 mo 40
ot 10 mo 20
no 10

6oee 60
ot 40 1o 60
ot 20 mo 40
ot 10 mo 20
no 10

ot 10 mo 20
ot 20 mo 40
ot 40 1o 60
6oee 60
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[MIkana
OIIEHKM
(6ayioB)

+10
+9
+8
+7
+6

+8
+6
+4
+2

Knmnandeckast 3¢ GeKTMBHOCTD MTpeAIaraeMoro JIeKapCTBEHHOTO Mperapara CTaTUCTUUECKM 3HAUMMO BBIIIe
<13> kmMHUYecKoit 3¢ GHeKTUBHOCTH MperapaTa CpaBHeHNMs, TP 9TOM MMPUMeHeH)e JIeKapCTBEHHOTO
Tpernapara XapakTepu3yeTcsl 60bIIMMHM 3aTpaTaMu, Y4eM ITpUMeHeHMe pernapaTa CpaBHeHMS

MHKPEMEHTHbIII [I0Ka3aTe/lb COOTHOIIEHUS 3aTPaT U 3(DHeKTUBHOCTH [Jist
MpeJIaraeMoro JIeKapCTBEHHOTO TIpernapara Hike, ueM pedepeHTHOe
3HaueHVe MHKPEMEHTHOTO MOKa3aTes sl COOTHOIIEHUST 3aTPaT U
abdextuBHOCTHM <15>

MHKPEMEeHTHBbIIT TTI0OKa3aTe/b COOTHOIIEHMST 3aTpaT 1 3PPeKTUBHOCTH
IIpe/yIaraeMoro JIeKapCTBEHHOTO ITperapara ComocTaBuM ¢ pedepeHTHbIM
3HaUeHeM MHKPEMEHTHOTO TTOKa3aTeIsl COOTHOIIEeHMS 3aTpaT U

s dexkTmBHOCTH <15>

MHKPEMEHTHBIII TT0OKa3aTe/Ib COOTHOIIEHMST 3aTPaT U 3PheKTUBHOCTH
Mpe/IaraeMoro JIeKapCTBEHHOTO Iperapara Bbiiile peepeHTHOro
3HaYeHMs MHKPEMEHTHOTO TI0Ka3aTeslss COOTHOLIeHs 3aTpaT U
apdexkTBHOCTH <15>

Knuunueckas adexTMBHOCTD ITpe[1araeMoro jJeKapcTBeHHOTOo IIperapara
CTaTUCTUYECKY 3HAUMMO HIDKe <13> KIMHM4YecKoi aphekTMBHOCTH
rperniapaTta CpaBHEHMSI, IpU 3TOM IIpMMeHEeHMe JIeKapCTBEHHOTO

6osee 60
(6omee 40) <11>

ot 40 1o 60
(ot 20 mo 40)
<11>

ot 20 mo 40
(ot 10 mo 20)
<11>

or 10 mo 20
(ot 5 mo 10)
<11>

o 10 (mo 5)
<11>

6oitee 60
(6omee 40) <11>

ot 40 1o 60
(ot 20 mo 40)
<11>

ot 20 mo 40
(ot 10 mo 20)
<11>

or 10 mo 20
(ot 5 mo 10)
<11>

6oiee 60
ot 40 1o 60

+9

0
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Mperapara XapakTepu3yeTcsl MEHbITMMM 3aTpaTaMu, UeM ITpUMeHeHue

rpernapara CpaBHeHUSI

Knnunueckast 3 hekTUMBHOCTS MTpe/iaraeMoro JeKapCTBEHHOTO IIpernapara
CTaTUCTUYECKM 3HAUMMO HInKe <13> KIMHm4eckoi ahhekTuBHOCTI
mperapara CpaBHEHMs, [IPY 9TOM 3aTPaThl Ha IPUMEHEHMe
JIEKapCTBEHHOIO ITperapara XapaKTepu3yITCs HeCyIeCTBEHHbIMMU
pasIMUMSIMM 110 CPABHEHUIO C 3aTpaTaMMy Ha MperapaT CpaBHEHMS

Knnnandeckast 3¢ GeKTMBHOCTD MPpeAIaraeMoro JIEKApCTBEHHOTO Tperapara
CTaTUCTUYECKM 3HAUMMO HIKe <13> KumHuueckoit adekTMBHOCTI
Tperapara CpaBHEeHMsI, TP 3TOM MMPUMeEHEHNe JIEKAPCTBEHHOTO
mpernapara xapakTepusyeTcst 60IbIIMMM 3aTPATaAMU 110 CPABHEHUIO C

3aTpaTaMy Ha [perapar CpaBHeHMS
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ot 20 mo 40 -1
or 10 5o 20 -2
1o 10 -3
ot 10 mo 20 -4
ot 20 no 40 -5
ot 40 1o 60 -6
6oee 60 -7

1Ikasia OIEHKM BIMSIHUS JIEKAPCTBEHHOTO Mperapara Ha GI0/KeThl 6I0KeTHO cuctemMbl Poccuiickoit @enepanym <12>

PesynbraT ojeHKM

IIpuMmeHeHMe IIpeajIaraeMoro JieKapCTBEHHOTO MperapaTa IpUBOAUT K
CHIDKEHMIO TIPSIMBIX 3aTpPaT, CBSI3aHHbBIX C HEITOCPeCTBeHHbIM OKa3aHMeM
MeIULMHCKOM TOMOIIY <16>, MO0 CpaBHEHMUIO C TeKYIel MTPaKTUKOI
Tepanuy 3a HanbOobIINIT BpeMEeHHOI TOPU30HT, HO He 6ostee 5 et

[TpuMeHeHMe TTpe/jIaraeMoro JeKapCcTBeHHOTO Mpernapara MpuBOIUT K
HeCyleCTBeHHOMY M3MeHEeHMIO MPSIMbIX 3aTpaT, CBSI3aHHBIX C
HeMnocpeaCTBEHHbIM OKa3aHMeM MeIULIMHCKONM IMToMOoIIu <16>, 1o
CpaBHEHMIO C TEKYIIEei TPAKTMUKOI Teparnum 3a HauboIbIlNiT BpeMeHHO

TOPU3O0HT, HO He 6ostee 5 j1eT

[TpuMeHeHMe TTpeIaraeMoro JeKapCcTBeHHOTO Mpernapara MpUBOAUT K
YBEIMUYEHUIO IIPSIMbBIX 3aTPaT, CBSI3aHHBIX C HEIIOCPEACTBEHHBIM
OKa3aHMeM MeAUIMHCKOV oMol <16>, T0 CpaBHEHUIO C TEKyIIeil
MPaKTUKO Tepanuyu 3a HauboJbIINii BpeMEHHOJ TOPU30HT, HO He Oojee

5 ner

[TpouieHT [MIkana

OTKJIOHEHMSI OILIeHKU
(6a10B)

6osee 60 +8

ot 40 1o 60 +6

ot 20 10 40 +4

ot 10 mo 20 +2

o 10 +1

ot 10 mo 20 0

ot 20 1o 40 -1

ot 40 1o 60 -2

6onee 60 -3

[lTkasia KOMMUEeCTBEHHO OLIeHKM TOTIOTHUTEIbHBIX JaHHBIX O JIEKapCTBEHHOM IIpeliapare

Kputepun orieHK1

Heo6xoaMMoCTh IpMMeHeH s JIEKaPCTBEHHOTO
Tiperiapara Jjisi IMarHOCTUKY, TPOPUIAKTUKMY,
JIeUEHUS VTV peabyInTauyum Ipyu OKasaHum
MeIUIIMHCKOM MOMOIIY B CJTyyae 3a60/eBaHuit 1
COCTOSTHMIA, TPeo61afaloinX B CTPYKTYpe
3a60JIeBa€MOCTH ¥ CMEPTHOCTY TPaskaaH
Poccuniickoir ®enepanym, Ha OCHOBaHUM JAHHbBIX
roCcyJapCTBEeHHOIO CTaTUCTUYECKOTO
HaOMIOOeHNS

Hanuumne 3apeructpmMpoBaHHbIX B Poccuiickoit
®epmepaliuyi BOCIPOU3BEIEHHbIX VA
6110aHaJIOrOBbIX (6MOMOIO0OHBIX) JIEKAPCTBEHHBIX
TperapaToB

Hanuune iekapCTBEHHOTO MIpernapara B IlepeuHe
CTpaTermyecky 3HaUMMBbIX JIeKapCTBEHHbBIX
CPeJCTB, TPOU3BOJCTBO KOTOPBIX JOIKHO OBITH
obecrieueHo Ha TeppuTopun Poccuiickoii
®enepauumn

Hanuume iekapcTBEHHOTO ITperapara B
TIepeYHSsIX JIeKapCTBEHHBIX MTPeIapaTos,
(buHaHCHpPYeMbIX 3a CUET CPeNICTB OI0AKETOB
cyopekToB Poccuiickoit @emeparnm

PesynbTaT o1jeHKM

Aa

HeT

Ia

HeT

HeT

Aa

HeT

na
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[lIxana o1leHKU
(6am1oB)

+2

+1

+1

+1
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5. Hanynuue nponsBoacTBa (JIOKaaM3aLys) HeT 0
JIeKapCTBEHHOTO ITperaparta Ha TeppUTOPUN

oo TepBUYHas ¥ BTOpUYHAS +2
Poccuiickoit ®emepanyn

YIaKOBKa, BBITYCKAIOIINIL
KOHTPOJIb KQUeCTBa MIPU HAJTUUUN
3aK/II0Y€HHOIO CITelMaJIbHOTO
VMHBECTUIIMOHHOTO KOHTPAKTA,
Mpearnojarailiero co3gaHue B
Poccuiickoit ®enepanyn
MPOM3BOJICTBA TOTOBO
JIEKapCTBEHHOI (h)OPMBI U CUHTE3a
MOJIEKYJTBI 1€/ ICTBYIOLIETO
BelllecTBa Py MPOU3BOJICTBE
(dbapmareBTMUeCKMX CyOCTAHIINIA, -
ma

BCe CTaIMM MPOU3BOACTBA, +1
BKJTIOYAst TPOU3BOICTBO FOTOBOI
JIEKapCTBEHHOI hopMbI (6e3

CUHTEe3a MOJIEKYJIbI 1€/ ICTBYIOIIETO
BeI[eCTBa MPY MPOU3BOJICTBE
(dapmarieBTHUeCKUX Cy6CTaHIINIT),

-na

BCe CTaauy MpOU3BOICTBA, +3
BKJTIOYAs ITPOM3BOICTBO I'OTOBOI
JIEKapCTBEHHOJ hopMbI (6e3
CMHTE3a MOJIEKYJIbI Ie/ICTBYIOIIETO
BelllecTBa Py IPOU3BOICTBE
(dapmalieBTHUeCKUX CyOCTaHIIMIT),
MIpY HAJIMYUY 3aKTI0UEHHOTO
CITelaJIbHOTO MHBECTUIIMOHHOTO
KOHTPAaKTa, IPeaIio/iaraliero
cospmaHue B Poccuitckoin
denepanum MponM3BOACTBA
JIeKapCTBEHHOTO TIperapara,
BKJTIOYAST CUHTE3 MOJIEKYJTbI
NeiCTBYIOIIETO BellleCcTBa npu
MPOM3BOACTBE (hapMalieBTUYECKUX
cybCTaHIINiA, - Ia

BCe CTaZuu IPOMU3BOACTBA, +7
BKJTIOUAsT TPOU3BOZCTBO TOTOBOJA
JIEKapCTBEHHO (hOPMBI U CUHTES
MOJIEKYJIBI IeJiCTBYIOILETO

BellleCTBa MpU MPOU3BOACTBE
(dapmarieBTMUECKMX CyOCTAHIINIA, -

na

VToroBas olieHKa JOMOJHUTEIbHBIX JaHHBIX O JIeKapCTBEHHOM IIpernapare (He MeHee +1 17151 peKOMeHI Al K BKIIOUEHUI0
ophaHHOTrO JIeKAPCTBEHHOTO Mpernapara, He MeHee +4 i1 peKOMeHJallMM K BKIIIOUeHNIO OCTATbHBIX JIEKAPCTBEHHBIX IIPEITapaToB C
yueToM 6aJIOB, BHICTAB/IEHHBIX [IABHBIM BHEIITATHBIM CIEIMATMCTOM MIHKUCTEPCTBA 3ApaBooxpaHeHust Poccuiickoit ®enepanyu B
myHkTe 10 HayyHO 060CHOBAaHHBIX PEKOMEH IAINIi O BKIIOUeHUY (06 MCKITIOUEHM, OTKa3€e BO BKIIOUEHM) JIEKAPCTBEHHOTO
rpenapara B [lepeyHy JJeKapCTBEHHBIX IPEeNapaToB AJ1s1 MeOULIMHCKOTO IPUMMEeHEHMS] U MUHUMA/IbHBIN aCCOPTUMEHT
JIEKapCTBEHHBIX ITPENapaToB, HEOOXOAVMBIX [I/ISI OKa3aHMSI MeIULIMHCKOM TOMOIIN, TI0 popMe CcOrmacHo mpmwioskeHnio N 9 K
[TpaBwiam GopMupoBaHMsI IepeyHeii ieKapCTBeHHBIX MperapaToB sl MeAUIIMHCKOTO IPUMeHeHUSI U MMHUMAaJIbHOTO
aCcCOPTMMEHTA JIeKapCTBeHHBIX MTPenapaToB, HEOOXOAMMBIX JISI OKa3aHMSI MeIUIIMHCKO TOMOIIY, YTBePKIeHHbIM
nocraHosysienneM IIpaBurtenbctBa Poccuitckoit @enepaimu ot 28 aBrycra 2014 1. N 871 "O6 yrBepskaeHun [IpaBui hbopMupoBaHus
repeyHeli 1eKapCTBeHHbIX ITpenapaToB JJIsl MeLUIIVHCKOTO IPMMeHEeHMs U MMHMMAaIbHOTO aCCOPTUMEHTA JIeKapCTBEHHBIX
MpenapaToB, HEOOXOAMMBIX IJIs1 OKa3aHMsT MeIUIIMHCKOM ToMoIu").

<1> VpoBeHb IOKA3aTETbHOCTY PE3YIbTATOB KIMHNYECKMX UCCIeN0BAHMI TPUMeHSsIeTCs 17151 hOpMasIbHO OlleHKM KauecTBa
OT/IeJIbHOTO KIIMHMYECKOTO MCCeq0BaHMs JIeKapCTBEHHOTO Tpernapata. KnmHnyeckux uccieqoBaHmnii OMHOTO JIEKApCTBEHHOTO
Tperiapata MOxKeT ObITb HECKOIbKO, ¥ YPOBHM UX IOKA3aTEIbHOCTY B 3aBUCUMOCTH OT AM3aitHa KIVMHUYECKOTO UCCIeIOBAHNSI MOTYT
OBITb PA3TNYHBI.

<2> VpoBeHb YOEIUTETbHOCTHM 10KA3aTeNbCTB 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MTPEIIapaToOB MPUMEHSETCS P OLIeHKe
COBOKYMHOCTY KIIMHUYECKUX MCCIIeIOBAHMIA IEKAPCTBEHHBIX MTPErapaToB OJJHOTO U TOTO JKe JIEKapCTBEHHOTO Iperapara.
OcytiecTBiiseTcst 06001eHMe TaHHBIX 06 YPOBHSIX TOKA3aTeTbHOCTM OTAEMbHbBIX KIMHUYECKUX VCCIeIOBAHMI TIeKapCTBEHHbIX
IperapaToB PasMYHOrO KauecTBa U MPMUCBauBAETCSI OAMH U3 3 YPOBHE yoeauTeIbHOCTH.
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<3> HusKkast BEpOSITHOCTh OMIMOOK MPUCBAMBAETCS CUCTEMATUUYECKMM 0630paM PaHIOMMU3MPOBAHHBIX KIIVMHUYECKUX UCCTeTOBAHN C
MeTa-aHaaM30M IIpU COBMIOeHNN OTHOBPEMEHHO CJIEAYIOIIVX YCIOBMIA:

MMOUCK ¥ OTGOP PabOT BBIMTOHEH JBYMSI U/ GOJIee UCCIeN0BaATENSIMU;

TSI TTOVICKA JIMTePaTyPhl MCIIOIb30BAIMCH KAK MMHMMYM 2 3/IEKTPOHHbIE Oubmorpaduueckie 6a3bl JaHHbIX;
rpencTaB/ieHa MHGOPMAIMs O KOJIMYECTBE BKIOUEHHBIX M MCK/IIOUEHHBIX PaboT C yKa3aHMeM [IPMYMH UCK/ITIOUEHNS;
MpencTaB/IeHa XapaKTepMCTUKA BKIIOUEHHbIX MCCIeOBaHMIA.

<4> CpepmHsisi BepPOSITHOCTh OIIMOOK MPUCBAUBAETCS VICCIENOBAHMSIM JII060TO0 AM3aiiHa B CIydae OTCYTCTBUS MHGOPMAIUU WU
HeJ0CTaTOYHOCTY MHGOPMAIlMK IT0 OMHOMY MY 60jiee YCIOBUSIM OLIEHKM BEPOSITHOCTY BOSHMKHOBEHMS OIITMOOK.

<5> Huskas BE€POATHOCTDb [03117(s10)°4 PaHOOMU3UPOBAHHBIM KIMHNYECKMUM MCCIEOOBAHUAM IIPUCBAMBAETCS IIPU C06J'[IO,E[€HI/II/I
OOHOBPEMEHHO C/IeaYIOINX YCHOBMﬁI

paHJOoMM3aLVs TPOBOAVIIACH HA OCHOBE CTy4YaifHO [T0C/Ie0BATeIbHOCTY YMCeN, TeHepYPYeMOii KOMIIbIOTEPOM; obecrieueHne
AHOHMMHOCTM TaHHBIX ("Oc/IeruieHye") 6110 3asIBJIEHO UM OTCYTCTBYE "OCIeIIeHMs" He MOIJIO TIOBJIUSITh Ha 3ddekT
BMeIIaTeNbCTBA (/M M3YYaeMblil B MCCIeJ0BaHUY TTePBUYHBIN KpuTepuit 3 deKTMBHOCTM My 6e30MaCHOCTY SIBIISUICS
OOBEKTUBHBIM);

[IIOJISI TTaLMIeHTOB, BBIOBIBIINMX M3 MCCIEI0BAHMS, COCTaBuIa MeHee 20 IIPOLEHTOB MM M3Y4YajICsl aHA/IM3 BPEMEHM 10 COObITHS
(HarmpuMep, 0611ast BBDKMBAEMOCTb, BBDKMBAEMOCTh 6€3 ITPOrpeccMpoBaHus 1 Ip.);

IpencTaB/I€eHbI Pe3Yy/IbTaThbI I1I0 BCEM 3aIlJIAaHMPOBAHHBIM IJISI M3YUYEHUS KPUTEPUSIM BCl)d)eKTI/[BHOCTI/I ¥ 6e30MaCHOCTH.

<6> Huskas BE€POATHOCTDb OIIMOOK CeTEeBBIX MeTa-aHa/IN30B (B TOM UMCJi€ HEeIIPAMBIX CpaBHeHI/Iﬁ " CMellaHHbIX CpaBHeHMﬁ)
IIpUCBanMBaAETCs IIPU C06)'[IO,[[8HI/II/I OAHOBpPEMEHHO CJIeAYIoMNX YCHOBMﬁZ

B CETeBOI1 MeTa-aHaIn3 (B TOM UMCJIe HeIIpSAMOe CpaBHEHIME U CMelllaHHOe CpaBHeHI/IE) BK/IIOUE€HDBI TOJIbKO PaHAOMMU3UPOBAHHbIE
KIIMHMYEeCKMe 1CCIeq0BaHMA WM MeTa-aHa/JIM3bl PAaHAOMM3NPOBAHHBIX KIIMHNYECKUX MCCHE,E[OBaHMIZ;

XapaKTePUCTUKY ITOMY/ISILIMIA, BMELIaTeIbCTB M O6IIEero KOHTPOJISE COITOCTaBMMBI;
rpencTaBieHo rpadyeckoe Uiy TabIMYHOe OMMCAHMe CeTH I0Ka3aTeNbCTB;

NIpUBELEHbl Pe3y/lbTaThbl OTAEIbHbIX MCCIeN0BaHui, BKIIIOYEHHDBIX B CETeBOJ MeTa-aHa/lIn3 (B TOM UMC/le HelIpsIMOe CpaBHeHue U
CMelllaHHOe CpaBHEeHMe).

<7> HusKkasi BepOSITHOCTH OIMOOK KOTOPTHBIM MCC/IENOBAHMSIM IMPUCBAMBAETCS IIPYU COGMIOAEHMM OJHOBPEMEHHO CIEIYIOMUX
YCJIOBUIA:

KOTOpTa SIB/ISIETCS peIPe3eHTAaTYUBHOM 10 OTHOIIEHUIO K M3y4aeMOi OMyIIsSIINN;
M3yyaeMbie KOTOPThI OTOOGPAHbI 13 OMHOI U TO¥ Ke MOy,
TIOATBEPKAEHO OTCYTCTBIE MHTEPECYIoIIero Kpurepus 3hPeKTUBHOCTY Wi 6e30IIaCHOCTHM B HavasIe MCCIeqOBaHMUS;

Kputepuu 3¢ dHeKTUBHOCTY MK 6€30MacCHOCTY OLEHMBAINCD C IIOMOIIBI0O HE3aBUCUMOII OLIEHKY (B TOM YIMCIIe C "OC/IeIUIeHNeM ") WU
MCIIONBb30BAIMCH CBEIeHMsI O Mal[MeHTaX 13 6a3 JaHHBIX (DETMCTPOB).

<8> Hu3skast BeposSITHOCTb OLIMOOK MCCIeN0BaHMIM "CTy4yaii-KOHTPO/b' IIPUCBanBaeTcs Ipu cOOMI0ieHUY OTHOBPEMEHHO CJIeAYIONINX
YCJIOBUIA:

MccIenyeMast rpyIina siBjisieTCs: pernpes3eHTaTUBHOI;
IPYIIa CPaBHEHMST OTOMpaIach M3 TOI ke MO/, UYTO U MCCIeayemMasi IpyIIa;
MTOJITBEPSKIEHO OTCYTCTBYUE MHTEPECYIOIIEro KpuTepust 3G GeKTUBHOCTHM WM 6€30IIaCHOCTM B HavyaJle MCC/IeI0BaHNs;

KpuTepuy 3bGEKTUBHOCTY My 6€30I1aCHOCTY OLEHMBAIUCH C IIOMOIIbIO He3aBYCUMOIi OLIEHKY (B TOM YMCIIe C "OC/IeIIeHMeM " UIH
MCTIO/Ib30BAIUCH CBEIEHMS O Mal[MeHTax 13 6a3 JaHHBIX (DETUCTPOB).

<9> BbICOKast BEPOSITHOCTD OIIMOOK MCCIeJOBAHMSIM JIIOOOTO MM3aiiHa MPUCBAMBAETCS B CJTyyae HeCOOIONEeHNST OTHOTO My 6oree
YCJIOBMIA OLEHKM BEPOSITHOCTY BO3SHMKHOBEHMS OIIMOOK.

<10> MtoroBas olleHKa I10 pe3y/bTaTaM KOJIMUYEeCTBEHHO OLleHKY 3P HEeKTUBHOCTY TPUMEHEHMS JIEKapCTBEHHOTIO TTperapara B
paMKax KIMHUYECKUX MUCCIeTOBaHNI (faiee - UTOTOBAs OlIEHKA) PaCCUMTHIBAETCST KaK HaubOobIlee KOJIMUECTBO OA/ITIOB, TIOMyYeHHOE

B paMKaXx IIpeaCcTaB/JI€HHOI'O B ITPEAJIO’KeHUM KIMHNUYECKOTO 1NCC/IeJOBaHMA JIEKAaPCTBEHHOTO IIperapara.
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B wryyae npecTaBieHMs 3asBUTEIEM Pe3YIbTaTOB HECKOJIbKMX KIMHUYECKUX UCCIe0BaHMIT B pAMKaX OHOIO IOKa3aHVsI IJIst
ompeesieHs UTOTOBO OIIEHKM BbIGMpaEeTCs MccIeqoBaHe, Habpasiiee HaMGObIIN Gal.

B C1ydae rnpeactaB/JIeHMs 3adBUTEIEM PE3Y/IbTATOB HECKOJIbKUX KIMHNUYECKUX I/ICCJ'IeJlOBaHI/Iﬁ IO pPa3HbIM ITOKa3aHMAM UTOTOBAsT
OILI€HKa OCYLIECTBJIAETCA M0 KaXKAOMY 3asIBJIEHHOMY ITOKa3aHUIO.

<11> I opdaHHbIX JIeKApCTBEHHbIX ITPeIapaToB.

JlekapCTBEHHbIN MIpenapaT cCuuTaTh OpdhaHHbIM ITPY HaIMUMK MHGOPMAaLMK B TOCYIapCTBEHHOM PeecTpe JIeKapCTBEHHBIX CPEICTB O
JlaTe IPUHSATHUS pellieHNsI 0 BO3MOXKHOCTY PacCMaTPUBATh JIEKAPCTBEHHbIN Mperapar mpy rocyAapcTBeHHOM PErUCTPALUHA B
KauecTBe ophaHHOTO JIEKAPCTBEHHOTO Mpernapara.

<12> Htorosas oljeHKa Mo pe3yabTaTaM OlLleHKM 9KOHOMUUYECKMX MTOC/IeICTBUI TpUMeHeHUs JIeKapCTBEHHOTO Mmpernapara (He MmeHee
2 6aJ110B - 171 OphaHHbIX JIEKAPCTBEHHBIX MIPEIapaToB WM JIeKapCTBEHHbIX IIPerapaToB i JedeHs TOJIbKO 3a60/1eBaHMiA,
BK/TIOUEHHBIX B ITepeueHb KU3HEYTPOKAIOMINX M XPOHMYECKUX ITPOrPeCcCUPYIONMX peakuX (opdaHHbIX) 3a60/1eBaHMit, TPUBOASIINX K
COKpaleHUI0 TPOIO/KUTENbHOCTY KU3HU IPaKIaH WK UX MHBAJIMIHOCTU, YTBEPKAEHHbII IMocTaHoBIeHMeM [IpaBuTenbCcTBa
Poccuiickoit @epepanyu ot 26 anpens 2012 r. N 403 "O nopsigke BefeHus @efilepaabHOTO perucTpa Jnll, CTpafalommnx
SKM3HEYTPOKAIOIIMMU Y XPOHUYECKMMMY ITPOTPECCUPYIOIIUMYU peaKuMM (OpbaHHbIMM) 3a6071€BaHUSIMM, ITPUBOISIIMMU K
COKpAIeHUIO TPOLO/IKUTETbHOCTY KU3HU IPaKAaH WU UX UHBUIMAHOCTU, U €T0 PeTMOHAIbHOTO CETMEeHTa" (Iajiee - TepeyeHb
SKM3HEYTPOsKAIOIIMX 3a00IeBaHMiT), He MeHee 6 6aJIIOB - [IJIST MHBIX JIEKAPCTBEHHBIX IMPENapaToB) IJisl pEKOMEHIAIIU K BKIIOUEHNIO
B COOTBETCTBYIOIIIME ITEPEUHU, TIPY STOM 6aJIIbI IO MIKaJIe KIMHUKO-9KOHOMMUUECKOI OIIeHKM JIeKapCTBEHHOTO IIperapaTa 1 IiKkaje
OILIEHKM BJIMSIHMSI JIEKAPCTBEHHOTO Mperapara Ha GI0KeThl 610keTHOI cucTeMbl Poccuiickoit @enepanyu (majee - GI0IKeT)
CYMMUPYIOTCSI.

B ciyuae npezcTaBieHus 3asIBUTENIEM Pe3yIbTaTOB HECKOIbKUX KIMHMKO-9KOHOMUYECKUX MCCTeN0BaHMIT IEKaPCTBEHHOTO
rpernapara B paMKax OJHOTO TIOKa3aHMsI IJIs1 OIIpee/IeHNsI UTOTOBO OLIEHKM BhIOMPAETCS MCCIeq0BaHNe CO CPEHMM MM BBICOKMM
YPOBHEM METOMOJIOTMUECKOTO KauecTBa, HabpaBiiiee HaubGOMbIINI 6asi, IJ1s1 OpdaHHBIX JIEKAPCTBEHHBIX MTPerapaToB WIN
JIEKapCTBEHHBIX ITPEIIapaToB [Jist IeUeHMsI TOMbKO 3a00/IeBaHMit, BKIIIOUEHHBIX B [T€PeUeHb JKU3HEYTPOKAIOIINX 3a60/1eBaHMA, IS
orpenesieHs UTOTOBO OI[@HKY BbIOGMPAETCS UCC/IefoBaHMe C HU3KUM, CPeIHUM WM BBICOKMM YPOBHEM METOH0JIOTMUECKOTO
KauecTBa, HabpasIiee HaubOMbIINIT Gall.

B wryyae npefcraBieHus 3asBUTENIEM PE3Y/IbTaTOB HECKOJIIBKUX UCCIeNOBAaHNI C MCIIONIb30BaHMEM aHaIM3a BIUSHMS Ha OI0[IKET B
paMKax OZHOTO ITOKa3aHUs JJIsl OIIPee/IeHNsI UITOTOBOV OLIEHKY BBhIOMPAETCs UCCIeOBaHMe CO CPeSHUM WIY BRICOKMM YPOBHEM
METOZ0JIOTMYECKOTO KauecTBa, Habpapiuee HaMOOIbIINIT 6a, 1J1s1 OpdaHHBIX JTeKapCTBEHHBIX IIPENapaToB VIV JIeKapCTBEHHBIX
MpernaparoB AJIs IeUeHsI TONMbKO 3a60I€BaHMIi, BKIIOUEHHBIX B TIePeUeHb JKU3HEYTPOXKAIOMIVX 3a60/I€BaHIA, [J1s1 OTIPe/IeNeHus
UTOTOBOV OLIEHKY BbIOMPAETCS UCCIe0BaHNe C HU3KUM, CPeIHMM VIIY BBICOKMM YPOBHEM METO[L0JIOTMYEeCKOr0 KayecTna,
Ha6paBIiee HaMOObIINI GaL.

B c1y4dae ImpecTaB/IeHNMs 3asdBUTe/IeM pe3yJabTaTOB HECKOJIbKUX KIMHNUKO-3KOHOMMUYECKUX MUCC/IeIOBaHMI JIEKapCTBEHHOI'O
IIperapara 110 pa3HbIM IIOKa3aHMAM MTOroBas OL€HKa OCYILIECTBJIAETCA IO KaXKAOMY 3adBJIEHHOMY ITOKa3aHMUIO.

B ci1ydae rnpencrtaB/IeHMs 3adBUTEIEM Pe3Y/IbTAaTOB HECKOJIbKUX UccaefoBaHMI C UCIIO/Ib30BaHMEM aHaAMM3a BAMUSHMUS Ha 6}O,EL)KET 1o
Pa3HBbIM ITOKAa3aHMAM UTOroBasi OLl€HKA OCYIIEeCTBJ/IACTCS IO KaXKOOMY 3asIBJIEHHOMY ITOKa3aHUIO.

<13> IIpu OIleHKE CTAaTUCTUUYECKOI 3HAUMMOCTY pasanumnii B 3PpHeKTUBHOCTY JOBEPUTEIbHBIN MHTEPBAJ He BKIOYaeT 1 (1ist
OTHOCUTEIbHOTO PMCKA, OTHOIIEHNS [IaHCOB, OTHOIIEHMS YIp03) U (MJIK) IOKa3aTelb CTaTUCTUUYECKoit 3HaummMocTu P < 0,05.

<14> TIpu OlIeHKE CTATUCTUUIECKOI 3HAUMMOCTY pasinunii B 3¢HEeKTUBHOCTY JOBEPUTEIbHBIN MHTEPBAJ BKIOUaeT 1 (aJ1s

. e
OTHOCUTEJIbHOTO PMCKa, OTHOIIIEHWMS IIIaHCOB, OTHOIIEHNA YI‘pOS) n (I/IJ'II/I) ToKa3saTe/b CTaTUCTUUYECKOI 3HAaUMMOCTU P — 0,05

<15> B kauecTBe ped)epeHTHoro 3HAYEHMSI MHKPEMEHTHOTIO IoKa3aTe/IsI COOTHOLIEHMA 3aTpaT 1 3Cl)¢)eKTI4BHOCTI/I MOTIYT ObITh
MCIIO/Ib30BAaHbI CJIeAYIOMIMe IoKa3aTe/JaIn:

IoKa3aTesb TPEXKPAaTHOTO BAJIOBOTO BHYTPEHHETO MPOAYKTA Ha AYIITY HAaCceJeHMsI IIPY PacueTe MHKPEMEHTHOTO TOKa3aTeIst
COOTHOIIEHUST 3aTPaT U 3GGHEKTUBHOCTH [Jisi pACCMaTPUBAEMOTO0 JIEKAPCTBEHHOTO Mpernapara Ha rofi COXpaHeHHO KaueCTBeHHOI!
sk3HM. [ToKasaTeab TPEXKPATHOTO BAJIOBOTO BHYTPEHHETO MIPOAYKTA Ha AYIITY HAaCeJeHMs] pAaCCUMTHIBAETCS B POCCUIMCKUX PYOISIX Ha
OCHOBeE JJaHHbBIX O BAJIOBOM BHYTPEHHEM MPOAYKTE Ha AylIy HaceJeHusl COTJIacHO OTueTHOCTH DeiepanbHOM CITYKObI
TOCYJApPCTBEHHOM CTATUCTUKY 33 TIPEIbIAYINNIT KaleHJapHbIi TOf, ¥ OMyOIMKOBBIBAETCS B IMYHOM KaOWHETe 3asIBUTENIS;

MHKPEMEHTHBIN TT0Ka3aTe/lb COOTHOIIEHMS 3aTpaT U 3P GeKTMBHOCTH ITpenapaTa CpaBHEHMS, pACCUMTAHHBIN 10 OTHOLIEHUIO K
JIPYyroMy TepareBTUUYECKM aHAJIOTMIHOMY JIeKapCTBEHHOMY ITperapary, 06/1aaiolleMy JOKa3aHHbIMM KIMHUUECKUMU, U (MITN)
KJIMHUKO-3KOHOMUYECKMMU MIPEUMYIIeCTBaMM, 1 (M/IM) 0COGEHHOCTIMM MexaHu3Ma IeiCTBUS (Hajee - TepareBTUUeCKN
AQHAJIOTMYHBII JIeKapCTBEHHBIN MIperapar), BKIIOYeHHOMY B COOTBETCTBYIOIIVIA [lepeueHb (TObKO B CIy4Yae, eciy JIeKapCTBEHHbIN
Tperiapar npejjaraeTcs K BKIUEHNIO B TepeueHb KM3HEeHHO He0OXOAMMBIX ¥ BasKHEIMIINX JIeKAPCTBEHHbBIX MTPerapaToB IJIst
MeIVIMHCKOrO MpMMeHeHM (ajee - IepeueHb BaXKHENIINX JIEKAPCTBEHHBIX IIpeIapaToB) U (M) epedeHb JIeKapCTBEHHBIX
MIperapaToB, peAHa3HaueHHbIX 151 obecrieueHus JInil, 6ObHbIX TeMOoMuIMelt, MyKOBUCIIMI030M, TUITO(M3apHbIM HAaHM3MOM,
60e3HbI0 ['olITe, 3/T0KaYeCTBEHHBIMM HOBOOOPAa30BaHUSIMM JIMMGOUIHO, KPOBETBOPHO U POICTBEHHBIX MM TKaHEeH, pacCesTHHbIM
CKJIEPO30M, TeMOIUTUKO-YPEeMUUECKUM CUHAPOMOM, IOHOIIECKMM apTPUTOM C CUCTEMHBIM HauajioM, Mykomonucaxapumosom I, I1 u
VI TumoB, aruiacTUYecKoil aHeMueli HeyTOUHEHHOI, HacaeAcTBeHHbIM Aedunitom dakropos II (bubpuHoreHa), VII (mabumbHOro), X
(Crioapra - [Ipayapa), a TakKe JIUII, [TOC/Ie TPAHCIUIAHTALIMM OPTaHOB U (M) TKaHel (Jajiee - TepevueHb JOPOTOCTOSIIINX
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JIEKapCTBEHHBIX MTPETIApaToB), U MMEET TePAleBTUUECKM aHAJIOTMYHbBIE JIeKapCTBEHHbIE MTPEeIapaThl, BKIOUEHHbIE B
COOTBETCTBYIOLINE TTIepeYHN);

MHKpPEMEeHTHBIJ [T0Ka3aTe/Ib COOTHOIIEHMST 3aTpaT M 3G (HeKTMBHOCTH 1JIs JIEKaPCTBEHHBIX MPEIapaToB, BKIOUEHHBIX B IIepeYeHb
BasKHEMIIIMX JIeKaPCTBEHHBIX [TPEapaToB ¥ MIPUMEHSIOIMXCS TPy 3a00/IeBaHMSIX M3 TOTO Ke Kiaacca MeskmyHapogHOii
CTaTUCTMYECKOI Kaaccuburanyy 6oesHein 1 npobiem, CBSI3aHHbIX CO 300POBbeM (TOJBKO B CIy4Yae, eC/u JIeKapCTBeHHbIN IpernapaT
MpejiaraeTcst K BKAUEHNIO B TIepeueHb BaXKHEMIINX JIEKapPCTBEHHBIX ITPENapaToB M He MMEET TePAreBTUUECKM aHATOTUUHbBIX
JIEKapPCTBEHHBIX [IPEIIapaToB B [TepeuHe BasKHEMIIMX JIeKapCTBEHHbIX IIPEapaToB (IIPeacTaBiIsieT CO00i HOBBI ITOIX0], K IEYEHNIO);

MHKDPEMEeHTHBI} [T0Ka3aTe/Ib COOTHOIIEH ST 3aTpaT 1 3 PeKTMBHOCTH 115 JIEKapCTBEHHBIX IIPEIapaToB, BKIIOUEHHBIX B IIepeYeHb
JIOPOTOCTOSIINX JIEKaPCTBEHHBIX MTPENapaToB (TOJMBKO B CIyYae, ey JIeKapCTBEHHbIN MpernapaT IIpejiaraeTcst K BKIIOUEHNIO B
repeyeHb JOPOrOCTOSIINX JIEKAPCTBEHHBIX IIPEIapaToB M He MMeeT TepareBTUYeCKM aHaIOTMYHbIX JIEKAPCTBEHHBIX IIPEIapaToB B
TepeyHe JOPOTOCTOSIIINX JIEKAPCTBEHHBIX TIPENapaToB (MPeACTaBsieT cO60ii HOBbIN MOAXO/ K JIEUEHUIO).

<16> 3aTpartsl, CBSI3aHHbBIE C TPOLIECCOM OKa3aHMsI MEAMUIMHCKOI TOMOLIM (3aTPaThl Ha JIEKAPCTBEHHbIE MPENnapaThl, MEAULIMHCKIE
U3IeNus, MeIULIMHCKYE YCITYTH, TABOPATOPHbIE Y MHCTPYMEHTAIbHbIE METOIbI MCC/IEIOBAHMSI, PACXOAHbIE MATEPUAIIBI, COIEPIKAHUE
nayeHTa B MeAUIIMHCKOM OpraHu3aiyn, TPaHCIIOPTUPOBKY CAHUTAPHBIM TPAHCIIOPTOM 1 JIp.).

Ipunoxenue N 7

k Ipasunam opmuposarus nepeureti
JIeKapcmeeHHslX npenapamos

07151 MeOUUUHCKO20 NPUMEHEHUS

U MUHUMATLHO20 ACCOpMUMEHMA
JIeKapCcmeeHHblx Npenapamos, Heo6xXo0UMbIX
0718 oKa3aust MeoUYUHCKoL nomowju

(popma)

B komuccuiwo

MuHnucmepcmea 30pasooxpaHeHus
Poccutickoli @edepayuu

no popmuposaruio nepeunet
JleKkapcmeeHHbix npenapamos 0is
MeOUYUHCKO20 NPUMEHEHUS]

U MUHUMATIbHO20 ACCOpMUMeEHMA
JleKkapCcmeeHHblX npenapamos,
Heo0X00UMblx 0N OKA3aHUs
MeouyuHckoti nomowu

3AKJIIOUEHME I10 PE3VYJIbTATAM AHAJII3A UTHOOPMAILIMHN O
CPABHUTEJIbHON KIMHUYECKON 3®®EKTUBHOCTU Y BE3OIMACHOCTU
JIEKAPCTBEHHOTI'O ITPEITAPATA

(B pen. IToctanoBnenwmii [paBurtenberBa PO ot 29.10.2018 N 1283, ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

1.1. BKJIIOUEHMSI JIEKAPCTBEHHOTO mpernapara B: (B pel. [Tocranosienus [Ipasutenbcrsa PO ot 25.07.2024 N 1009)

1.1.1. TepeyeHb )KU3HEHHO HEO6XO,Z[I/IMI)IX U BaXKHENIINX JIEKapCTBEHHBLIX IIpeInapaToB OJyId MeAUIMHCKOI'O ITPMMEHEHUS (,uanee -

repeveHb KM3HEHHO HEOOXOIMMbIX Y BaXKHENMIIMX JIEKapCTBEHHBIX ITpernapaTtoB); (B pel. [ToctaHoBieHus [IpaBuTenberBa PO ot
25.07.2024 N 1009)

1.1.2. TIepeyeHb JIEKAPCTBEHHBIX IIPENapaToB, MpeJHa3HAUYeHHBIX /IS 06ecTieueHus UL, 60IbHBIX TeModIIneii, MyKOBUCIIU030M,
runodu3apHbBIM HAaHUM3MOM, 60/1e3HbI0 [ol1le, 3/T0KaUeCTBEHHBIMY HOBOOGPa30BaHUSIMY TMMOPOUIHO, KDOBETBOPHOI U
POICTBEHHBIX MM TKaHej, paCCesTHHbIM CKJIEPO30M, FeMOIUTUKO-ypeMUYeCKIM CUHAPOMOM, IOHOIIECKMM apTPUTOM C CUCTEMHBIM
HauajaoM, Mykornonucaxapugosom I, II u VI Tunos, aniactuueckoi aHeMuei HeyTOUHEHHO, HAac/eACTBeHHbIM JeuiuTom
daxropos II (bnbpuHorena), VII (mabunbHoro), X (CtioapTa - [Ipayapa), a TaksKe JIUII [TOC/Ie TPAHCIUTAHTAIIMY OPTaHOB U (WITN)
TKaHeli (ganee - mepeueHb JOPOTOCTOSIIINX JIeKaPCTBEHHbIX ITpenapaToB); (B pex. IlocraHoBnenus [Ipasutenscrsa PO ot 25.07.2024
N 1009)

1.2. UckmouyeHus JIEKapCTBEHHOI'O ITperiapaTa n3:
1.2.1. TIepeYHs XXM3HEHHO HeO6XO,}lI/IMI)IX U BaXKHEMINX JIEKapCTBEHHBIX IIPEIIapaTOB;

1.2.2. TIEPEYHS JOPOTOCTOSIIINX JIEKAPCTBEHHBIX IIPENapaToB;

https://normativ.kontur.ru/document?moduleld=1&documentld=475739&ysclid=mfcdt44Irt4 16421065 37/49


https://normativ.kontur.ru/document?moduleId=1&documentId=323642#l584
https://normativ.kontur.ru/document?moduleId=1&documentId=377869#l162
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l180
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l180
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l180
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l180
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l180
https://normativ.kontur.ru/document?moduleId=1&documentId=475166#l180
https://normativ.kontur.ru/document?moduleId=1&documentId=377869#l162

09.09.2025, 17:02 MoctaHoBneHue Mpasutenscrtea PO ot 28.08.2014 N 871 — Pepakums ot 25.07.2024 — KoHTyp.Hopmatus
1.2.3. IIyHKT uckmtoueH. (B pen. [locraHoBnenus [Ipasurtenscrsa PO ot 03.12.2020 N 2021)

2. ViHdopmarus 06 9KCIIepTHON KOMUCCUNA:

2.1. HAaMMEHOBAaHMe HKCIIEPTHO OpraHU3auu

2.2. COCTaB KCIEPTHOM KoMuccun (hammtms, MMsi, OTIECTBO, JOJKHOCTD)

)

2.3. agpec (MeCTO HaXOXXIEeHMST) SKCIePTHOM OpraHu3anumn

TenedoH (daxc) ;

JJIEKTPOHHA Imo4Ta

3. MHdopMalms o JeKapcTBeHHOM Iperapare:
3.1. HaMEHOBaHME: ;

3.1.1. MEeXOyHapOOgHOe HeIIaTEeHTOBAHHOE HaMMMEHOBaHNeE

3.1.2. B CJiydae OTCYTCTBUA MEXIOYHAPOOHOIO HEIIaTEHTOBAHHOI'O HAaMMMEHOBAHMS - I'PYIIIMPOBOYHOE HAMMMEHOBaHNME

)

3.1.3. B CJiydyae OTCYTCTBUA MEXOYHAPOOHOI'O HEIIaTEHTOBAHHOIO U I'PYIIIMPOBOYHOTO HaMMeHOBaHMI1 - XMMUUYeCKOe HaMMeHOBaHUS

)

3.1.4. B CJIydae OTCYTCTBUSA MHBIX HaMeHOBaHMIA - TOProBO€ HAMMMEHOBaHNMe

)

3.2. Kop, aHaTOMO-TepaHeBTI/[‘IECKO-XI/IMI/I‘-IECKOI‘/JI KJ'[aCCI/ICl)I/IKaLU/H/[ JIEKapCTBEHHOTIO ITperapara

3.3. TIpeJJjaraeMble K BKIOUEHUIO JeKapCcTBeHHbIe GOpMbI, B TOM UMCIIe SKBUBaJeHTHbIE, 3aPeTUCTPUPOBAHHOTO JIeKaPCTBEHHOTO
npenapara (IepeymcainTb) ; (B pen. ITocranoBienus [IpasurtensctBa PO ot 03.12.2020 N 2021)

3.4. MHMOpPMAINS O BOCIIPOU3BENEHHBIX MV 6M0aHATOTOBBIX (6MOTIOAOOHbIX) JIEKAPCTBEHHBIX MpemnapaTax (Ipy HaTUIun):
. (B pen. [Tocranosnenus IpaButenbcrsa PO ot 03.12.2020 N 2021)

4. CpOKI/I MMpoBeaeHMs SKCIIePTU3bI: C 1o

5. Pe3ynbTaThl KIMHUYECKOI OLIEHKY MPEeIIOKEHNUS (B COOTBETCTBUM ¢ npmiokeHreM N 6 k [IpaBuinam GpopmMupoBaHus nepeyHein
JIeKapCTBEHHBIX IIPENapaToB Il MEAUIMHCKOTO MPUMeHEHMS ¥ MUHMMAa/IbHOTO aCCOPTUMEHTA JIeKapCTBEHHBIX IIpenapaTos,
HeOoOXOAVIMBIX J/IST OKa3aHMST MEAUIIMHCKOI ITOMOIIM, YTBEPKIEHHBIM ITOCTaHOBIeHeM IIpaBuTenbcTBa Poccuiickoit @enepaimm ot
28 aBrycta 2014 r. N 871 "0O6 ytBepskaeruu [Ipasun hopMupoOBaHUS epeUHeii IEKAPCTBEHHbIX MPENapaToB sl MEOUIIMHCKOTO
MIpMMeHeHMs ¥ MMHYMAaJIbHOTO aCCOPTYMEHTA JIeKapCTBEHHBIX ITPerapaToB, HeOOXOAMMBIX IJIsI OKa3aHMSI MeOUIHCKOI IOMOIIN"):
(8 pen. ITocranoBneHus [IpasutenscrBa PO ot 25.07.2024 N 1009)

5.1. PeSyf[bTaTbI OII€HKM KaueCTBa KIIMHNMYECKUX I/ICCJ'[e,E[OBaHI/II‘/JI JIEKapCTBEHHOTIO IIperapaTa, IpeaCTaB/JI€HHbIX 3adBUTEJIEM U (I/IJ'[I/I)
Haﬁ,ELEHHbIX CaMOCTOSITEJIbHO 3KCHepTHOﬁ KoMuccueit

XapakTepucTuka YpoBeHb YpoBeHb O611as oleHKa
MpeACTaBIeHHOTO KIMHUYECKOTO  yOemuTeNTbHOCTU y6enuTenbHOCTU WCCIIeNOBaHMS B
UCCIelOBaHUS TIaHHBIX JI0Ka3aTeabCTB 6asmax

1

2

3

4

5

"

ap.
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UTtoro: cpegHee 3HaUeHVe (OTHOIIEHNE CyMMbI OLIEHOK MCCIeIOBAHMS K UX KOJTUYECTBY)

5.2. Pe3ylbTaThl KOJIMYECTBEHHO OLIeHKY 3()(HEKTUBHOCTY JIEUeHMS JIEKAPCTBEHHBIM IIPENapaToM B PAMKAaX KIMHUYECKUX
MCCIeNOBAHNIA, TIPeCTABIEHHbIX 3asBUTeIEM U (M) HaiiIeHHbIX CAMOCTOSITeIbHO 3KCIIEPTHON KoMuccueii (B per. [TlocTaHOBIeHMS

ITpaBuTenbcTBa PO ot 25.07.2024 N 1009)

Pesynprat XapaKkTepuCTUKU Tepannuy CpaBHEHUS Bun llkana
CPaBHUTEJIbHO KJIMHUYECKOTO OLI€HKU
OLIeHKM KJIMHUYEeCKOTO Ucxoma (6a1oB)

ucxoma

Hannumne Teparnusi CpaBHEHMSI BKIIOUeHA B TlepeueHb JKM3HEeHHO
CTaTUCTUYECKA He0OXOVIMBIX U BaSKHEHIINX JIEKapCTBEHHBIX ITPerapaTos/
3HAYMMBbIX IepeueHb JOPOTOCTOSIIIMX JIeKAPCTBEHHBIX IIPerapaToB
MPeVIMYIIeCTB
IeKADCTBEHHOLO Tepanysi CpaBHEHMS He BKJIIOUeHa B [TlepeyeHb KM3HEeHHO

P HeOOXOIVIMBIX U BaSKHEMIINX JIEKAPCTBEHHbIX MPENapaTos/
mpemnapara,

npegyjiaraemMoro K
BK/IIIOUE€HUIO B IIEPEUYHN

repeyeHb JOPOTOCTOSIIINX JIEKAPCTBEHHBIX IIPENapaToB

Mo IeP>KMBAIOIas Teparys/miane6o

HecpaBHUTENBHOE OTCYTCTBYET
MCCenoBaHme
OTCYTCTBYIOT Tepanysi CpaBHEHMS BKIIOYEHA B IIepedeHb JKIM3HEHHO
CTaTUCTUUECKU HeOOXOAVMBIX ¥ BasKHEMIIINMX JIeKapCTBEHHbBIX ITperapaTos/
3HAUMMBbIE PA3/IMUMS B II€pPedeHb JOPOrOCTOSINMX JIEKAPCTBEHHbIX MPEIapaToB
s dekTUBHOCTU

Teparnus CpaBHEHMS He BKIIOUeHa B riepeyueHb KM3HEHHO
JIEKapCTBEHHOTO .

HEOOXOIVMBIX U BasKHEMIIMX JIeKapCTBEHHBIX [TperapaTos/
mpernapara,

npenyjiaraemMoro K
BKI/IIOUEHMIO B ITepEeYHU

ImepedyeHb JOPOTOCTOAIINX JIEKAPCTBEHHBIX ITperapaToB

MOAAEePKUBAIOLIAS TEPAIus/TIane6o

Hannune Tepanusi CpaBHEHMS BK/IIOUEHA B IIepeYeHb JKM3HEHHO
CTaTUCTUYECKU HEeOOXOAVIMBIX ¥ BasKHEHIINX JIeKapCTBEHHbIX ITPernapaToB/
3HAUMMO MeHbIIe repeyeHb JOPOTOCTOSIIINX JIEKAPCTBEHHBIX IIPENMapaToB
adbdexTUBHOCTHU Teparnus CpaBHEHMS He BKIIOUeHA B IiepeueHb KM3HEHHO
JIEKapCTBEHHOTO HEOOXOIVMbIX U BasKHEMIINX JIEKaPCTBEHHBIX [TPerapaTos/
mpenapara, repevyeHb JOPOTrOCTOSIIINX JIeKaPCTBEHHbBIX ITPerapaToB

npegyjiaraemMoro K
BK/IIOUEHMIO B [T€PpEUYHN

HToro

MOAAEePKUBAIOLIAS TEPAMs/TIIane60

(8B pen. IToctanonenus I[MpaButenbcrBa PO ot 25.07.2024 N 1009)

5.3. PeSYJ'IbTaTbI KOJIMUEeCTBEHHO OLIeHKU 6€30I1aCHOCTM JIEUeH s JIEKapCTBEHHBIM ITpErapaToM B paMKaX KIMHNUYECKUX
WUCC/Ief0BaHMIA, InpeacTaB/JI€HHbBIX 3asBUTEIEM U (I/UII/I) HallJeHHbIX CAMOCTOSITE/IbHO 3KCHepTHOI71 KoMucCcuen

OlieHKa YPOBHS 6€30TaCHOCTH JIEKAPCTBEHHOTO

mpemnapara

MIPOLIEHTAX)

TTo6oYHbIe IEViCTBUS OTCYTCTBYIOT

TTo60ouHbIE IeiCTBYS JIeTKO CTeleHu

TTo6GouHbIe IeCTBUS CpefHelt TSKeCTH

TTo60YHbIE IEeiICTBUS TSIKEIO0N CTeIIeH

Yucimo cryyaeB TOOGOYHBIX 1M CTBUIA (B

OueHka B
Gasmax

ViToroBast Ol[eHKa YPOBHsI 6€30MMacHOCTH (CyMMa ITPOuU3BeIeHNi CpeqHMX 6aIJIOB 0 KaXKIOMY YPOBHIO 6€30MacHOCTH
JIEKapPCTBEHHOTO IIperapara ¥ COOTBETCTBYIOILIErO BECOBOro Ko3dhduimenTa)

5.4. Pe3ynbTaTbl OLleHKM AOTIOTHUTENIbHO TepaneBTMYeCKOl 1IeHHOCTY JIeKapCTBEHHOTO Npernapara, IpeiCTaBlIeHHO 3asiBUTeNIeM U
(wnn) HaliIEeHHOV CAMOCTOSITENIbHO 9KCIIEPTHOI KOMMUCCHUEN

HaumMeHoOBaHMe KpUTepHs NOMOTHUTENbHON TeparneBTUUeCKOM 1IeHHOCTH Pesynbrat onjeHku  OljeHKa B 6ayiax
1. KpaTHOCTB npuema

2. HoBbIli MexaHM3M JIeiiCTBUS

5.5. ViToroBasi olleHKa KAMHMYECKO OIeHKY TIPeIOKeHNS (CYMMa UTOTOBbIX 3HAUeHM Tabuir 5.1. - 5.4.).
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6. Pe3ynbTaThl OLIeHKM 9KOHOMMUYECKUX MOC/IeCTBUI ITPUMeHEeHMs JieKapCTBEHHOr'0 Iiperapara:

6.1.-

-6.2. TIOOITYHKTBI MCKITIOUEHbI. (B pef. [ToctaHoBneHus [IpaButensctBa PO ot 25.07.2024 N 1009)

7. IIyHKT uckntoueH. (B pen. IToctanosnenus I[Ipasutenscta PO ot 29.10.2018 N 1283)

8. VToroBast cyMMa OII€HKY MPeIJIOKEeHMS M BbIBOMIbI IKCIIEPTHOI KOMUCCUM O peKOMEeHIaluu i 06 0TKase B peKOMeHAAINN K
BKJTIOUEHMIO JIEKaPCTBEHHOTO ITperapara B Mpe/iaraeMblii lepeyeHb JIEKAPCTBEHHBIX IIPENapaToB (DEKOMEHA0BAHbI MOTYT ObITh
TOJIbKO JIEKapCTBEHHbIE ITperapaThl, HabpaBIye 1o Kaje MHTErpaabHO KOMMUeCTBEHHOI OIIeHKM KaueCcTBa KIMHUYECKOTO

MCCIeN0BaHMS JIEKaPCTBEHHOTO TIperapaTa He MeHee 18 6a/u1oB (#7151 opdaHHOTO JIeKapCTBEHHOTO Iperapara - He MeHee 12 6a/uioB):
(8 pen. I[Toctanonenuii [TpaButenberBa PO ot 03.12.2020 N 2021, ot 25.07.2024 N 1009)

IMopmycy 1 pacumdpoBKa MOAMNCe SKCIIePTOB:

(.1.0. pyKOBOOUTEIS SKCIIEPTHO OpraHm3aium (3KCIepra)

9. IlyHKT MckmtoueH. (B pen. IToctanosnenus IIpasutenscra PO ot 29.10.2018 N 1283)
10. TIyHKT uckmtoueH. (B pen. [locranosnenus [IpasutenscrBa PO ot 29.10.2018 N 1283)

IMopmyck ¥ pacumbpoBKa MOAMICH

Harta

Ipunoxcerue N 8

k IIpasunam ¢opmuposarus nepeuHeri
JIEKAPCMBEHHBIX NPeNapamos

071 MeOUYUHCKO20 NPUMEHEHUs

U MUHUMAJIbHO20 ACCOPMUMeHMa
JIeKapcmeeHHbIX Npenaparmoe,
Heob6X00UMblX O OKA3aHUs
MeduyuHckoti nomowu

(popma)

B Komuccuto MuHucmepcmea 30pasooxpaHenus Poccutickoti @edepayuu

3AKJIIOUEHUE I10 PE3VJIBTATAM AHAJII3A METOZIOJIOTMYECKOI'O
KAUYECTBA KJIMHUKO-3KOHOMMNYECKUX UCCIIENOBAHUN
JIEKAPCTBEHHOT'O ITPEITAPATA U ICCJIEIOBAHUN C UCIIOJIb3OBAHNEM
AHAJIN3A BIVSHNS HA BIOJIDKETHI BIOJKETHOM CYICTEMBI POCCUMCKON
OEJIEPALINIU

(B pex. I[ToctanoBenni IIpaBurenscTBa PO ot 29.10.2018 N 1283, ..., or03.12.2020 N 2021, ot 25.07.2024 N 1009)
1oKa3aThb BCe

1. Hacrosujee 3akitoueHye KacaeTcs MaTepuaioB, IIpeaCTaB/JI€HHBIX!
a) JJIS BKIIIOUEHMS JIEKaPCTBEHHOTIO ITperaparta B CIeayioliye rnepeuyHn:

repevyeHb KM3HEHHO HEOOXOAVMBbIX Y BasKHEMIINX JIeKapCTBEHHBIX MperapaToB sl MeAUIIMHCKOTO MpUMeHeHUsI (fajiee - lepeueHb
SKVI3HEHHO HeOOXOOMMBIX U BaKHEHIIMX JIeKapCTBEHHBIX ITPeIapaToB);

TlepeyeHb JJeKapCTBEHHBIX MTPerapaToB, IpegHa3HAUEHHBIX /ISl 06ecriedeHus JINL, GOMbHBIX reMobuIneii, MyKOBUCIIMI030M,
runodu3apHbIM HaHM3MOM, 60/1e3HbI0 [0111e, 3/T0KaUeCTBEHHBIMY HOBOOGPAa30BaHUSIMY TMMObOUIHO, KDOBETBOPHOI 1
POACTBEHHBIX MM TKaHeH, PACCeSTHHBIM CKJIEPO30M, e MOIIUTUKO-YPEMUIECKMM CMHIPOMOM, IOHOIIECKVIM apTPUTOM C CUCTEMHBIM
HavajaoMm, MyKoronucaxapugosom I, II u VI TUTIOB, ariacTuueckoit aHeMueit HeyTOUHEeHHO, Hac/leACTBEHHBIM Je@uiuTom
daxropos II (bnbpuHoreHa), VII (mabmuabHoro), X (Crioapra-Ilpayaspa), Iuil IOoc/Ie TPaHCIIAHTALUMY OPTaHOB ¥ (MJIN) TKaHeli (manee -
repeyeHb JOPOTOCTOSILINX JIEKAPCTBEHHBIX MTpernapaTtoB); (B pex. [loctranosneHus [IpaButenbctsa PO ot 05.06.2020 N 829)
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A63a11 ueTBepThlii - VickimoueH. (B pep. [TocranoBaenust IIpaBurtenbersa PO or 03.12.2020 N 2021)

6) IOAITYHKT UCKIIIOUeH. (B pex. [ToctanoBnenus [IpaButenscrsa PO ot 03.12.2020 N 2021)

2. MHbopmanyst 06 oCyIecTBISIOMIMK PACCMOTPEHEe MaTepuasIoB COTPYIHMKAX QelepanrbHOro rocyAapCTBeHHOTO 610/1KeTHOTO
yupexxneHus "LleHTp 3KCIIepTu3bl M KOHTPOJIS KaueCcTBa MeAVLIMHCKOM nomouu" MmHucTepcTBa 35paBooxpaHenus Poccuiickoit
Qepnepanuu (manee - LIeHTP SKCIIEPTU3bI) BKIIOUAET B CeOS:

a) (baMwInio, UMsl, 0TYECTBO COTPYIAHMKA, €T0 TOJKHOCTD;

6) anapec LleHTpa sKcriepTun3ssl, TenedoH (hakc), 3MeKTPOHHYIO TTOYTY.

3. MiHbopManus o JeKapCTBEHHOM ITperapaTe BKIouaet B cebs: (B pem. [TocraHoBienus [IpaBurtenberBa PO ot 25.07.2024 N 1009)
a) HaMMeHOBaHMe, B TOM uncie: (B pef. ITocraHoBmenust IlpaBurenbcTBa PO ot 25.07.2024 N 1009)

MeXIyHapoJHOe HellaTeHTOBAaHHOe HauMeHOoBaHMe; (B pef. [ToctaHosmenust [IpaBurtenscra PO ot 25.07.2024 N 1009)

B CJTy4ae OTCYTCTBMSI MEXIYHapOJHOI0 HellaTeHTOBAHHOI'O HaMeHOBaHUs - TPYNIIMPOBOYHOE HaMeHOBaHue; (B pes.
IMocranosnenus IpaBurtenbctBa PO ot 25.07.2024 N 1009)

B C/Tyyae OTCYTCTBUSI MEXIYHAPOJHOTO HeMaTeHTOBAHHOTO MJIM TPYIIIIMPOBOYHOTO HaMMeHOBaHMII - XMMUYeCKoe HauMeHOBaHue; (B
pen. ITocranosnenus [paButenbcrsa PO ot 25.07.2024 N 1009)

B CJIyyae OTCYTCTBMSI YKa3aHHBIX HAaMMEHOBaHUI - TOProBoe HauMeHoBaHue; (B pep. [locranosienus IIpasurenscrsa PO ot
25.07.2024 N 1009)

6) KO aHaTOMO-TepaleBTUYECKO-XMMMUUeCKO Kinaccubuxaluy JeKapcTBeHHOTO Mpernapara; (B pef. IlocTaHOBIeHMS
[TpaBuTenbcTBa PO ot 25.07.2024 N 1009)

B) IIpeJJjlaraeMbie K BKIIOUEHMIO JIeKapCTBEeHHbIE (DOPMBbI 3aPETVCTPUPOBAHHOIO JIEKAPCTBEHHOTO ITperapara ¢ y4eToM
SKBMBAJIEHTHBIX (POPM, MpeqyCMOTPEHHBIX IIEPEYHEM HAaMMEHOBAaHMII JIEKapPCTBEHHBIX (DOPM JIEKapPCTBEHHBIX MTPErapaToB AJIst
MeIULMHCKOTO IPMMEeHeHMs], yTBePKOeHHbIM MUHMCTEepCTBOM 3paBooxpaHeHus Poccuiickoit ®@epgepanmy, ¢ ykazaHueM OCHOBHOTO
3/IeMeHTa WK TOMOMHUTEIbHOTO 3/IeMEeHTa JIeKapCTBeHHbBIX (JOPM, B TOM UMCIe TIPY He06XOAMMOCTH TUIIa BhICBOGOKAEH S
JIe/iCTBYIOIIETO BEIeCTBa, IPY 3TOM BMECTO JIEKAPCTBEHHBIX (DOPM JOMYCKAETCS yKaszaHue Criocoba v (Vi) Iy TH BBeIeHUS
JIeKapCTBEHHOTo IIpenapara (lepeuncinTb); (B pex. IlocranoBnenus [IpaButenscrBa PO ot 25.07.2024 N 1009)

r) MHGOPMAIINIO O BOCIIPOM3BEIAEHHBIX WU 6110aHAIOTOBBIX (6M0TTOI06HBIX) JTeKapCTBEHHBIX Mpernaparax (Mpy Haauuumn); (B pef.
IMocranosnenust [IpaButenbctsa PO ot 25.07.2024 N 1009)

) I/IH(I)OpMaIH/II-O 0 JIEKapCTBEHHBLIX ITperapaTax, BKIIIOUEHHBIX B I[I€pE€UYEHDb >)KU3HEHHO HEO6XO,EU/IMI)IX U BaXKHENIINX JIEKapCTBEHHbIX

Ipenaparos, IepevyeHb JOPOTOCTOSIINX JIeKaPCTBEHHBIX ITPerapaToB U UMEeLMX aHaJIOTMYHbIe IIpefjiaraeMbIM K BKIIOUEHNIO
JIEKapCTBEHHBIM ITpernapaTaM NoKa3aHus K IPUMEeHEeHHIO, a TAKKe MPUMEHSIOIINXCS B aHAJIOTUUYHBIX KIMHUYECKUX CUTYALUSIX, C
YYETOM KIMHUYECKUX PeKOMeHaauuii. (B pen. ITocranoBiaenus IIpaBurtenbcrBa PO ot 25.07.2024 N 1009)

4. PESVHbTaTbI OLIEHKM MEeTOH0JIOTMYEeCKOI'o KauyeCTBa KIMHMKO-3KOHOMMNYECKUX MCCJIe,E[OBaHMf;I n MCCJIe,E[OBaHMf;I C UCIIOJIb30BaHMEM

aHa/IM3a BIMSIHUS Ha OI0[KeThI OI0MKEeTHOI cucTeMbl Poccuiickoii @emepauyn (majiee - 610[IKeT) BKIOYAIOT: (B pel. [TocTaHOBIeHNS
ITpaBuTtenbctBa PO ot 25.07.2024 N 1009)

a) Pe3y/bTaThl OLLEHKM MEeTOA0I0IMYeCKOro KauecTBa KIMHUKO-9KOHOMMUYECKOTO MCCIel0BaHMsI, KOTOPbIE 3aII0/IHSIOTCS [0
crenywolneii hopMe Ha KakIoe IoKasaHue K mpuMeHeHuIo: (B pe. [ToctraHoBneHus [IpaButensctea PO ot 25.07.2024 N 1009)

Kpurepnii OueHka Ouenka coorBercTBus  O60CHOBaHME
(6a10B) Tpe6OBaHUSIM pe3yNnbTaToB
(COOTBETCTBYET MU OLIeHKU
He COOTBETCTBYET) MEeTOL0JIOTMUYECKOTO
KauecTBa
1. [MpencraBieHbl pe3yabTaTbl OTEUECTBEHHOTO

UCCIIeIOBaHMsI (aBTOP, Ha3BaHWeE, UCTOUHUK
yGIMKAIMA, TOT)

2. PaccMaTpyuBaeMble MOKa3aHMS K IPUMEHEHUIO
BrI6Op MpenapaTa cpaBHEeHMUs <*>

4, MeTop, KIMHUKO-9KOHOMMYECKOTO
JCCIeqOBaHMS - COOTHOIIIEHME 3aTpaT U
3¢ deKTUBHOCTY, COOTHOLIIEHME 3aTPaT U
M0JIe3HOCTY, MUHMMM3ALIMS 3aTpaT
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5.

o ® =N

11.
12.
13.

XapaKTepI/ICTI/IKI/[ MallMM€HTOB M CPAaBHMBA€MbIX
JIEKapCTBEHHBIX IIPpEIapaToB B KIIMHMYECKNX
ncciegoBaHMAX

Br16op KpuTepues olleHKM 3G HEKTUBHOCTI
IleHa Ha J1eKapCTBEHHBII IIperapar
PacueT mpsiMbIX MEAULIMHCKUX 3aTpaT

OnucaHue MaTeMaTUUeCKOM Moaenu (Ipu
HaJINYUm)

IpencraBiieHye 3aTPaT MPU ONMMCAHUU
pe3ysnbTaToB

Hpe,U,CTaBJ'IEHI/Ie pe3yibTaTOB
Ananus YYBCTBUTEIbHOCTU

CChIIKM Ha UCTIOb30BaHHbIE MCTOUHUKI
uHbOpMaIUn

BriBog, (MeTOOMOrMUeCcKoe KaueCTBO KIMHUKO-
9KOHOMMYECKUX UCC/IeJOBAaHMII - BBICOKOE, CpeiHee
WJIN HU3KOE)

(8 pen. I[Toctanosnenus [IpaButenbcrea PO ot 25.07.2024 N 1009)
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6) pe3yJabTaThl OLIEHKM MEeTOA0JIOTMYEeCKOro KauecTBa MCC/IeIOBAHMIA C UCIIOIb30BaHMEM aHA/IM3a BAUSIHIS Ha 6I'OI[)K€T, KOTOpbIE

3aTIOJHSIOTCS 110 CJIeAyoleit hopMe Ha KaskIoe IMoKa3aHue K mpuMeHeHuIo: (B pex. [locraHoBnenus [IpaBurenscrea PO ot
25.07.2024 N 1009)

Kpurtepuit

AT

9.
10.
11.

[pencTaBieHbl Pe3yIbTAaThl OTEUECTBEHHOTO
MCCenoBaHusT (aBTOP, Ha3BaHMe, UICTOUHUK
ITyOIMKaL UK, TOM)

PaccmaTpuBaeMblie 1oka3aHus K IPUMEHEHUIO
llena Ha 1eKapCTBEHHBIN ITpenapar
PacueT npsiMbIX MeOUITMHCKUX 3aTpaT

Omnucanyue MaTeMaTH4eckoii Mozeny (pu
HaIM4nM)

Hpe,JICTaBJ'IEHI/Ie IIPpAMBIX MEOAUIMHCKUX 3aTpaT
IIpyu ONMMCaHMU pe3yJabTaTOB

BpemeHHOJ TOPU30HT

XapaKTepuCTUKU U YMCTeHHOCTD 11e/1eBoit
TIOMY/ISILIMM TIAI[IEHTOB

[IpencraBieHne pe3yIbTaTOB
AHaM3 YyBCTBUTENbHOCTU

CChUIKM Ha MCIIOMb30BaHHbIE MCTOUHUKM
MHbOpMAIUU

BbIBOJ, (METOLOIOTMYECKOE KAUeCTBO MCCIeIOBAHMIA C
MCITONIb30BaHMeM aHa/IN3a BIMSHMS Ha OIOIKeT:
BBICOKOE, CpeIHee MM HU3ZKOE).

OleHKa
(6ayioB)

(8 pen. ITocranoBnenus [IpasutenscrBa PO ot 25.07.2024 N 1009)

O1ueHKa COOTBETCTBUS
TpeOGOBaHUSIM
(cooTBETCTBYET UK
HE COOTBETCTBYET)

5.-
6. ITyHKTBI yTpaTuau cuiy. (B pen. [locranosnenus [IpaBurtenscrsa PO ot 25.07.2024 N 1009)

Ob6ocHOBaHMe
pe3yynbTaToB
OLIeHKMI
MeTOL0JIOTMYECKOIO
KayecTBa

7. Tlogmucu 1 pacmindpoBka MoAnuceit COTPYIHMKOB LleHTpa 3KCIepTU3bl, OCYLIECTBIISIOIMUX OLleHKY MeTOA0/I0IMUeCKOro KauecTBa
KJIMHUKO-9KOHOMMUYECKMX UCCIeJOBAHMI 1 MCC/IEIOBAHMIT C MCIIO/Ib30BaHMEM aHAIN3a BIMSHYS Ha GIOIKeT:
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(d.n.0. corpymumka LleHTpa sSKCIIePTHU3bI, TOIINACH)

(pykoBomuTesnb LieHTpa sKcrepTuspl, ¢.1.0., IOATIUCH)

Harta

<E> HpI/I H906XO,E[I/IMOCTI/[ BbI60p IIpernapaTta CpaBHEHMA YTOUYHEH C IVIABHBIM BHEIITATHBIM CII€IMa/IMCTOM II0 COOTBETCTBYIKOILIEMY

nipoduio (.1.0. IJTABHOTO BHEIITATHOTO CITEIMAICTA) ; IeKapCTBEHHbIE TIPerapaThl CPABHEHMS COTVIACHO
MHEHMIO IJIABHOTO BHEIITATHOTO CIIeLMA/IMCTa, BK/IIOUEHHbIE B COOTBETCTBYIOIIME IIEPEUHM I IIPMMEHsIeMble B aHAIOTUYHbIX
KIMHUYECKUX CUTYaIMSIX, C YIETOM KIMHUYECKUX PEKOMEHAAIINI: ). (B pex. [TocTaHOBIEHNST

ITpaBuTtenbctBa PO ot 25.07.2024 N 1009)

Ipunoxcerue N 8.1

k IIpasunam ¢popmuposanus nepeuHer
JIeKapCcmeeHHblx Npenapamos

07151 MEOUYUHCKO20 NPUMeHEHUS!

U MUHUMATIbHO20 ACCOpMUMeEHMA
JIeKapCcmeeHHbIX Npenapamos,
Heob6X00uUMbIX 0Nt OKA3AHUS
MeOQUYUHCKOU homowu

(popma)

B komuccuio MunucTepcTBa 3gpaBooxpanenus Poccuiickoit @emepatini o GOpMUPOBAHUIO TIepeuHeii IeKapCTBeHHbIX
Mperaparos it MeAUIITHCKOTO IPMMEHEeHNMsI M MMHMMAaIbHOI'O aCCOPTMMEHTA JIeKaPCTBEHHBIX MIPeraparos,
HeO6XOMMBIX [IJIS1 OKa3aHMsl MeAULIVHCKOM ITOMOIIM

3AKJ/TIIOYEHME I10 PE3VYJIbTATAM OLIEHKM 3KOHOMMWYECKMX
TTOCJIEACTBU ITIPUMEHEHVSI IEKAPCTBEHHOTO ITPEITAPATA, MU3YUEHUS
JIOTIOJIHUTEJIbHBIX IIOCIEICTBUI TPUMEHEHUS JIEKAPCTBEHHOT'O
ITPEITAPATA, A TAKXXE OLIEHKU CTOMMOCTU I'OAOBOI'O KYPCA TEPAIINN

(B pen. ITocranoBneHus [IpaBurtensctBa PO ot 25.07.2024 N 1009)
1. Hacrosimee 3axioueHue KacaeTcsi MaTePUasoOB, IPeICTaBIeHHbIX IJI BKIIOUEHNS IEKaPCTBEHHOTO ITperapara B cjIefylolye
TIepevHn:

1.1. TIepedyeHb JKU3HEHHO HeO6XO,E[I/IMbIX Y BaKHENIINX JIEKaAPCTBEHHBIX IIperapaToB oI MEAUIIMHCKOTO ITPUMEHEHNS (Jlanee -
IIepedyeHb )KMU3SHEHHO HGOGXO}II/IMI)IX U BaKHEMIINX JIEKapCTBEHHBIX npenapaTOB);

1.2. TepedyeHb JeKapCTBEHHbIX ITPerapaToB, IpeIHa3HAUYEHHbBIX IJI 06eCcievueHust JINI, 60TbHbIX reMOGUIeit, MyKOBUCITUI030M,
runodu3apHbIM HaHM3MOM, 60/Ie3HbIO [0l1Ie, 37I0KaUeCTBEHHbIMIM HOBOOOPa30BaHUSIMM JTMMGOUTHOI, KPOBETBOPHOI U
POICTBEHHBIX MM TKaHeJ, paCCeTHHBIM CKJIEPO30M, Fe MOUTUKO-YPEMUUECKUM CMHAPOMOM, IOHOIIECKVM apTPUTOM C CUCTEMHBIM
HavajoM, MyKoronucaxapuaosom I, I v VI TumoB, amiacTuueckoi aHeMueil HeyTOUHEHHO, Hac/ieICTBeHHbIM Je(UIINTOM
daxropos II (bnbpuHorena), VII (mabmuabHOro), X (Crioapra-Ilpayaspa), auil oc/ie TPaHCIUIAHTALMY OPTaHOB U (MJIM) TKaHeli (qanee -
riepeyeHb JOPOTOCTOSIIINX JIEKaPCTBEHHbBIX ITPEapaToB).

2. VIHdopManust 06 oCymecTBISIONNX PaCCMOTPEHEe MaTepUaIOB COTPYIHMKAX (heepasbHOro rOCyJapCTBEHHOTO OI0IKETHOTO
yupexkmeHus "LIeHTp 9KCIepPTU3bl ¥ KOHTPOJISI KaueCcTBa MeAUIIMHCKOI oMoy MUHKUCTePCTBa 30 paBoOXpaHeHust Poccuiickoii
Qenepaiyu (manee - LIeHTp 5KCIIEPTU3bI) BKIIOYAET B CeOSI:

2.1. baMWINIO, UMSI, OTUECTBO COTPYAHMKA, €T0 TOKHOCTD;

2.2. ampec IleHTpa sKrcrepTussl, TenedoH (pakc), JMeKTPOHHYIO ITOYTY.
3. VHbopManus o JeKapCTBEHHOM ITperapare BKIUaeT B ceOs:

3.1. HaMMeHOBaHMe, B TOM UYuCIe:
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MeXIYHapOOHOEe HelTaTeHTOBAHHOE HaMMMEHOBaHIeE;

3.1.2. B CJIydyae OTCYTCTBUA MEXOYHAPOOHOI'O HEIIaTEHTOBAHHOI'O HaMMMEHOBAHMS - I'PYIIIIMPOBOYHOE HAMMMEHOBAHME,

3.1.3. B CJiydae OTCYTCTBUA MEXIOYHAPOOHOI'O HEIIaTEHTOBAHHOIO MJIM TPYIIIIMPOBOYHOIO HaMeHOBaHMI1 - XMMUUYeCKoe

HalMEHOBaHUE;

3.1.4. B CJiydyae OTCYTCTBUA YKa3aHHBIX HauMeHOBaHMIA - TOProBoe HaMMMEHOBaHNE;

3.2. KOJl aHaTOMO-TepareBTUYeCKO-XUMNYECKO K.TIaCCI/ICl)I/IKaL[I/II/I JIEKapCTBEHHOI'O ITperiapaTa;

3.3. MnpenyjiaraeMblie K BKIIIOYEHMIO JIEKapCTBEHHbIE Cl)OpMI)I 3apermcTpMpoOBaHHOIO JIEKaAaPpCTBEHHOTIO IMperapara (H€O6XO,EU/IMO

TIepeumCInTD);

3.4. MHMOPMAIIIO O BOCIIPOMU3BEAEHHBIX WU 6110aHAIOTOBBIX (6MOMOIO6HBIX) TIEKaPCTBEHHBIX Mpernapartax (Mpy HaIudun);

3.5. MHGOPMAIMIO O JIeKAPCTBEHHBIX MperapaTax, BKIIOUEHHbBIX B IIepeueHb KM3HEHHO HeOOXOIMMBIX U BaXKHEMIINX JIeKapCTBEHHbIX
TIperapaToB U (MJIN) TIepeueHb TOPOTOCTOSIIMX JIEKAPCTBEHHBIX ITPEapaToB M UMEIOIIMX aHAJIOTMYHbIE MpejIaraeMbIM K
BKJIIOUEHMIO JIEKAPCTBEHHBIM ITperiapaTaM MoKa3aHusl K IPUMEHEHUIO, a TAKKe MTPUMEHSIOIINMXCSI B aHAIOTMYHBIX KIMHUYECKUX
CUTYaLIUSX, C YUETOM KIMHUYECKMUX PEKOMEHIALINIA.

4. PeSyfleaTbI OLIEHKM S5KOHOMMYECKUX IT0CIeICTBUI IIpMMEeHeHMs JIEKapCTBEHHOTIO IIperapara:

4.1. pacyeT CTOMMOCTMU Kypca (rofia) jeueHus npeajiaraeMbIiM JIeKapCTBEHHBIM IIpernapaToM I10 CPaBHEHUIO C TepaIleBTUYECKU

AHAJIOTMYHBIMM JIEKaPCTBEHHBIMMU IIperiapaTaMu, O6JIa,E[aIOU.[I/IMI/I JO0Ka3aHHbBIMMU KIMHNYECKNUMMU, U (I/UII/I) KJIIMHUKO-

3KOHOMMYECKMMU IIpeMylieCTBaMu, 1 (I/UII/[) 0COOGEHHOCTSIMIM MeXaHU3Ma ,E[ef;[CTBPIH, BK/IIOUEHHBIMU B II€PEYEHD )KM3HEHHO
HeO6X0,E[I/IMI>IX Y BKHENIINX JIEKapCTBEHHBLIX IIperapaToB "1 (I/IJ'II/I) IIepeyvyeHb JOPOroCTOAINX JIEKAaPCTBEHHBIX ITperapaToB U
IIPUMEHSIOIMMMACA 10 TEM JKe IIOKa3aHUAM, UYTO 1 HpeLLHaFHEMLIVI HeKapCTBEHHbIVI Impernapar:

HanmeHoBaHMe
rpyrmn (Ko,
aHaTOMO-
TepaneBTUYECKO-
XUMUYECKOM
KiIaccuduraimm)
JIeKapCTBEHHOTO
nperapara

IIpennaraemplii
JIeKapCTBEHHBIN

mpermnapar (pacueT

3asIBUTEJIS)

[Tpensiaraembiit
JIeKapCTBEeHHbII

npermnapar (pacuet

Lentpa
SKCITePTU3bI)

TepamneBTHYECKU
aHaJIOTUYHbIE
JIeKapCTBEHHbIE
Tpernaparsl,
obagaroliye
JIOKa3aHHBIMU

KIIMHNYeCKMMU, 1

(Mn) KIMHUKO-

9KOHOMMYECKMMMN
npeuMynieCTBaMm,

u (Unn)
0COOEeHHOCTSIMM
MexaHM3Ma
IeicTBUS

MexayHapogHoe
HernaTeHTOBaHHOe
HaMMeHOBaHMe
JIeKapCTBEHHOT'O
npermnapara

[Tpornosupyemas
UYJCJIEHHOCTD
LieJIeBo
HOMYMISINUA

Al MeHTOB,
MMeIOIINX
IOKa3aHMs K
Ha3HauYeHUIO
JIeKapCTBEHHOTO
rperiapara

Enunuiia
M3MepeHus

KonnuecTBo
eIVIHUI],
U3MepeHUsI
JIeKapCTBEHHOT'O
npermnapara
COIJIaCHO
MHCTPYKLIUU T10
MeaULMHCKOMY
MPUMEHEHUIO
Ha OJHOTO
naiyeHTa B I'of,
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4.2. Pe3yNMbTAThl KIMHUKO-IKOHOMUYECKOI OIIEHKY U OLIEHKM BAMSHMS Ha GI0/IKeThI OI0IKETHO cucTeMbl Poccuiickoit @emepanium

(masnee - 610[KeT) JIEKAPCTBEHHOTO MpernapaTa o KakaqoMy IoKa3aHMIo C yKasaHueM Koma MeskIyHapogHOM CTaTUCTUIECKOI
kinaccuduranmm 6onesHeit ¥ mpo6eM, CBSI3aHHBIX CO 3L0POBbEM, PacIM(BPOBKaA:

KiMHMKO-3KOHOMMYECKOe UCCiefoBaHe (aHA/IU3 BIUSHUS Ha 61'0,[[)KET)

Knuuuko-skoHOMMUYecKoe ucciaemsoBaHme

AHanu3 BAUSIHUS Ha 6IOLL)KGT

WTorosas olieHKa 1o pe3ynbTaTaM OL€HKM S3KOHOMMUYECKUX MOC/IeiCTBUI
NpMMeHEeHMs JIEKapCTBEHHOTO ITperapara I10 IIOKa3aHnIo

Pesynbrar
OLIeHKMU

OueHka
(6aynoB)

5. PeByf[bTaTbI M3ydyeHUs OOIIOTHUTE/IbHBIX HOCJ'[e,]lCTBI/Iﬁ IIpMMEeHEHM JIEKapCTBEHHOTIO ITperapaTa BK/IIO4YaloT B cebs:

5.1. CBeIIEHMSI O TOCYIAPCTBEHHO perucrpaium, o6 obpaiieHni, 06beMax rocyJapCTBEHHbBIX 3aKYITOK ITPejIaraeMoro

JIEKAPCTBEHHOTO ITperapara, a TaKXKe JIEKapCTBEHHBIX IIPerapaToB, BKIIIOUEHHBIX B IIepeUYeHb JKU3HEHHO HEO6XO,E[I/IM])IX n

BayKHEMIIUX JIEKapCTBEHHBLIX IIpeInapaToB " (I/IJ'[I/I) rnepedyeHb JOPOTrOCTOAIIMX JIEKAaPCTBEHHBIX ITpeItapaToB M MMEKIINX aHa/IOTUYHbIE
npenyjiara€eMbIM K BKIIIOYEHMIO JIEKAPCTBEHHBIM IIpeIriapaTaM IOKa3aHMs K IIPMMEHEHNIO, a TAKXKe IIPMMEHSIOMNXCSI B aHAJIOTUYHBIX
KIIMHNMYECKUX CUTYyallUsIaX, C Y4E€TOM KIMHMYECKUX pEKOMEHﬂauMﬁi

Mexny HaponHoe  JlekapctBeHHass Homep
HelaTeHTOBaHHOe ¢opma perucTpanoHHOTO
Hal/MeHOBaHNe YIOCTOBepeHus (B

oIyJyae HaIu4us
OHOTO
perucTparuoHHOTO
YI,0CTOBEPEHMS)
WJIN KOJIMYECTBO
perucTpayMOHHBIX
yAOCTOBepeHu (B
clydyae HaTuumst
HECKOIBKUX
perucTpayMOHHBIX
YA,0CTOBEPEHMIN)

CpoK feiicTBus
PETUCTPAIMOHHOTO
YIOCTOBEPEHMS

O6paitenne O6beMbl
(y1akOBKM) 32 roCyIapCTBEHHBIX
rnepuog, He MeHee 3aKyTIOK 3a
OIHOT'O peAecTBYOI A
KaJleHIapHOTO KaJeHJapHbIii Tof,
roaa,

MpeAIiecTBYIONIEro

rnogaye

MpeaiokkKeHus,

MOCTYTIMBIIETO B
COOTBETCTBUM C
MMyHKTOM 13
[IpaBun
dbopmupoBanmst
repevHeit
JIeKapCTBEHHBIX
Mpernaparos JJist
MeAULIVTHCKOTO
MIPUMEHEHUS U
MUHUMAaJIbHOTO
accopTUMeEHTa
JIeKapCTBEHHBIX
Tpernaparos,
HEOOXOOVIMBIX IJISI
OKa3aHus
MeIUIIVMHCKOM
TTOMOIIIN,
YTBEPKAEHHbBIX
ITOCTAaHOBJIEHNEM
IIpaBuTeNnbCTBA
Poccuiickoit
®depepanyu ot 28
aprycra 2014 r. N
871 "06
YTBEPKAEHUN
ITpaBun
dbopmupoBaHus
rnepevHein
JIEKapCTBEHHBIX
rpenaparos JAJist
MeAUNLIVHCKOTO
MIpUMEeHeHUs U
MUHUMAaJIbHOTO
accopTMMeHTa
JIEKapCTBEHHBIX
rpenaparos,
HeOOXOIMMBIX JIJIsI
OKasaHus

yITaKOBOK
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MeIUIIMHCKOM
nomoin"

5.2. Pe3y/lbTaThl SKCIEPTU3BI POUYMX JAHHBIX I10 IEKAPCTBEHHOMY Ipernapary 1o cienyiolei popme:

Kputepuu olileHKu OueHka
(6asm10B)

Heo6x0aMMOCTh ITpMMeHEeHMs IeKapCTBEHHOTO Iperapara IJist AMarHOCTUKM, TPODUIAKTUKY, JIEUEHUS
WY peabuInTaIMK TIPY OKa3aHUM MeIUIIMHCKOM TIOMOIIY B cTyyae 3a60/1eBaHuit ¥ COCTOSTHMIA,
Mpeo6Iaaonx B CTPYKType 3a6071€BaeMOCTU ¥ CMEePTHOCTM IpaxkaaH Poccuiickoit @eneparim, Ha
OCHOBaHUY JAHHBIX TOCYIaPCTBEHHOIO CTATUCTUUYECKOTO HAOIOIEeHUS

Hanuune 3aperncTpupoBaHHbIXx B Poccuiickoit @emepaliny BOCIIPOM3BEAEHHbBIX WM 6110aHAIOTOBBIX
(61oTI0MO6HBIX) JIEKAPCTBEHHBIX MTPEIapaToB

Hanuune iekapCTBEHHOTO Mpenapara B IlepeuHe CTpaTernyecky 3HauMMbIX JIEKaPCTBEHHBIX CPEICTB,
MPOM3BOACTBO KOTOPBIX IOJKHO ObITh 06ecIieueHo Ha TeppuTopun Poccuiickoii @emepann

Hanuune ekapCcTBEHHOTO IIpernapaTa B ITepevHsIX JIeKapCTBEHHBIX MperapaToB, GMHAHCHUPYEeMBbIX 3a
CUeT CpefiCTB OI0KeTOB Cy6hekTOB Poccuiickoit demepatinmu

Hanuumne rnponsBoacTBa (JIoKanmu3sams) IeKapCTBEHHOTO Ipernapara Ha TeppuTopum Poccuiickom
Qdenepanyun

HToroBas oiieHKa MpOYNX ODaHHbIX

5.3. CBeIEeHMsI O PEKOMEHIAIMSX MHOCTPAHHbIX areHTCTB I10 OLleHKe MeVIIMHCKUX TEXHOJIOTMIA O 11e71eCo06pa3HOCTI
roCyZapCcTBEHHOTO (GDMHAHCMPOBAHMS B MHOCTPAaHHOM TOCYIapCTBE MPeJIaraeMoro JIeKapCcTBEHHOTO Ipernapara o claeayoliei
dbopme:

TTokasaHue K IIPMMEHEHUIO PEKOMeH,ElaLU/II/[ MHOCTPAHHBIX aT€HTCTB I10 OLl€HKe MeAULIMHCKUX TeXHOJIOT UL

6. CBe,E[eHI/IH JJIS1 TIOATOTOBKU Hpe,[[J'IO)KEHI/II‘/JI 110 KOppeKunmn HaMMeHOBaHU JIEKapCTBEHHbIX IIPpEI1apaToB U HaMMeHOBaHUt

JIEKapCTBEHHBIX (DOPM JIEKapCTBEHHBIX IIPEMapaToOB B COOTBETCTBUM C FOCYAAPCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEICTB I10
cienyioiieit hopme:

MexayHapogHoe JlekapctBeHHass ~OTeueCTBEHHbIN WIN CBenmeHus Oj151 MOATOTOBKY MIPEIJIOKEHUI TI0
HelnaTeHTOBaHHOe dopma VHOCTPaHHbIN KOpPEeKIIMY HaMeHOBaHMI1 IeKapCTBEHHbIX
HaMMeHOBaHMe TIPOU3BOOUTEND MpernapaToB ¥ HaMMeHOBaHMI JIeKapCTBEHHbBIX

(bopM JileKapCTBEHHbIX MPEapaToB

7. VITOroBast cyMma OLIEHKM IIPeJIOKEHMSI ¥ BBIBOIbI SKCIIEPTHOM KOMUCCHM O PEKOMEHAALVM M 06 OTKa3e B PeKOMEeHIAIMN K
BK/TIOUEHMIO JIEKAPCTBEHHOTO TIperapaTa B IepeuHy JIeKapCTBEHHbIX ITperapaToB (PeKOMEeHI0BaHbl MOTYT ObITh TOJBKO
JIeKapCTBEHHbIE MTperapaThl, HabpaBIiye 1o [IKaIe OIeHKM SKOHOMUUYECKIX ITOCIeCTBII TPMMEHEeH s JIeKapCTBEHHOTO Ipernapara
He MeHee 6 6asU1oB (1151 0phaHHOTO JIEKAPCTBEHHOTO Mpernapara - He MeHee 2 6aJIIOB):

IMopmucy u pacumdpoBKa MOANNCe COTPYIHUKOB LleHTpa 9KCIepTH3bl, OCYIIEeCTBSIONINX OLIeHKY:

(db.n.0. corpymHuUKa LleHTpa 3KCIIepTU3bI, TOATIVCD)

(pykoBomuTesb LleHTpa sKCepTusbl, ¢.1.0., IOATIUCH)

Hata

Ipunoxcerue N 9

k IIpasunam popmuposanus nepeunet
JIeKapCcmeeHHblx Npenapamos

07151 MeOUYUHCKO20 NPUMeHEHUS!

U MUHUMATIbHO20 ACCOpMUMEHMA
JleKapcmeeHHslX npenapamos,
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Heob6X00UMblX 0Nl OKA3aHUs
MeduyuHckoti nomouu

(popma)

HAYUYHO OBOCHOBAHHAS PEKOMEHIAIIMS O BKJIIIOYEHWU (Ob
MCK/IIOYEHNH, OTKA3E BO BK/IIOYEHN W) JIEKAPCTBEHHOI'O ITPEITAPATA B
ITEPEYHU JIEKAPCTBEHHBIX ITPEITAPATOB JJIS1 MEAWIIMMHCKOTI'O
IMTPUMEHEHUS U MUHUMAJIbHBII ACCOPTMMEHT JIEKAPCTBEHHbBIX
TTPEITAPATOB, HEOBXOIMMBbIX OJI1 OKA3AHWA MEOVUIIMHCKOM ITOMOIIN

At

<>

(B pen. [ToctanoBnennit IlpaBurenscTBa PO ot 29.10.2018 N 1283, ..., or03.12.2020 N 2021, ot 25.07.2024 N 1009)
I10Ka3aTh BCe

1. HauMeHOBaHMe 1eKapCTBEHHOTO ITpernapara (MeXayHapoIHOe HellaTeHTOBAaHHOe, IPYIIMPOBOYHOE WIIM XMUMUUIECKOe)

2. IlpennaraemMble K BKIIOUEHUIO JIEKAPCTBEHHBIE (GOPMBI 3apeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIperapaTa ¢ y4eToM
9KBUBAJIEHTHbIX GOPM, IPeyCMOTPEHHBIX [TepeuHeM HauMeHOBaHMIi ieKapCTBeHHBIX (DOPM J1eKapCTBEHHbIX ITperapaToB IJIst
MeIULMHCKOrO IIPMMEeHeHMs], yTBePKIeHHbIM MIHMCTepCTBOM 3IpaBooxpaHeHus Poccuiickoit @epepanmy, ¢ ykazaHueM OCHOBHOI'O
37IEMEHTa WU JOTOMHUTENIBHOTO 3JIEMEHTA JIeKapCTBEHHBIX (HOPM, B TOM UMCIIe IPU HEOOXOAMMOCTM TUITA BBICBOOOKIEHUS
JIe/iCTBYIOLIETO BelllecTBa, TP 3TOM BMECTO JIeKapCTBEHHBIX (OpM IOIyCcKaeTcsl yKa3aHue criocoda U (Min) IyTH BBeIeHMsI
JIeKapCTBEHHOTo IIpenapara (nepeuncinTtb) (B per. [locranosnenust IIpasurenscrsa PO ot 25.07.2024 N 1009)

(8 pen. ITocranoBneHus [IpasutenscrBa PO ot 25.07.2024 N 1009)
3. Hacrosimuit JOKyMeHT KacaeTcsl MaTepuaioB, IpeAcTaBieHHbIX: (B pel. [ToctranoBneHus [IpaButenbcrBa PO ot 25.07.2024 N 1009)
3.1. JIJIsI BKJIIOUEHMS IeKapCTBEHHOTO npernapara: (B pef. Iloctanosenus IlpaBurenbcrsa PO ot 25.07.2024 N 1009)

3.1.1. B IIepeYeHb XM3HEHHO HeoﬁXO,U,MMbIX U BaKHEMIINX JIEKapCTBEHHbBIX IIPpEI1apaToB OJIsd MeOAUIIMHCKOI'O ITPpYMMEHEeHU S (L[anee -

repeveHb KM3HEHHO HEOOXOIMMbIX M BaXKHENIIMX JIEKapCTBEHHBIX ITpernapaTtoB); (B pel. [ToctaHoBieHus [IpaBuTtenbcrBa PO ot
25.07.2024 N 1009)

3.1.2. B IepeuyeHb JIEKAPCTBEHHBIX MTPENapaToB, IpeIHa3HAUeHHBIX AJIs 06eCrieueH st JINII, 60bHbIX reMOGUINell, MyKOBUCIMI030M,
runodu3apHbBIM HAaHM3MOM, 60/1e3HbI0 [o11Ie, 37T0KaueCTBEHHBIMY HOBOOOPa30BaHMUSIMY TMMOPOUTHO, KDOBETBOPHO U
POICTBEHHBIX UM TKaHEH, pacCesTHHbIM CKJIEPO30M, FeMOIUTUKO-YPEMUYECKUM CMHIPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM
HavajoM, MyKoronucaxapuaosom I, IT v VI TUToB, ariacTiuuecKoi aHeMueil HeyTOUHEHHO, Hac/IeICTBEHHbIM AeUIINTOM
daxropos II (bnbpuHorena), VII (mabmuabHoro), X (Ctroapra-Ilpayspa), il oc/ie TpaHCIUIAHTALMY OPTaHOB U (MI) TKaHeli (qanee -
IepevyeHb JOPOTOCTOSILINX JIeKAPCTBEHHbBIX ITpenapaToB); (B pex. [loctranosnenus [IpasutensctBa PO ot 25.07.2024 N 1009)

3.1.3. B MUHMMAJIbHBIIf aCCOPTUMEHT JIEKAPCTBEHHBIX MPEeIapaToB, HEOOXOAVIMBIX JIJIST OKa3aHUsI MeIUIIVHCKOM ITOMOIIM (Fajiee -
MUHUMAaJIbHBI acCCOPTUMEHT); (B pex. IToctranoBneHus [IpaButenscrsa PO ot 25.07.2024 N 1009)

3.2. JJIS1 UCKJIIOUEeHUsI JieKapCTBeHHOTo Mpenapara: (B pen. [TocranoBnenust IIpasurenscrsa PO ot 25.07.2024 N 1009)

3.2.1. U3 IIePEeYHS KM3HEHHO HEOOXOAMMbIX M BaXKHENIIIMX JIeKapCTBEHHBIX ITpenapaToB; (B pen. [TocraHoBieHus [IpaBuTenbcTBa PO
ot 25.07.2024 N 1009)

3.2.2. U3 IIePEeYHs JOPOrOCTOSIINX JJeKapCTBEHHBIX IIpernapartos; (B pef. IToctaHoBmenus IlpaBuTtenberBa PO ot 25.07.2024 N 1009)
3.2.3. U3 MMHUMAJIbHOTO accopTuMeHTa. (B pel. [locranoBnenus [IpaButenscrsa PO ot 25.07.2024 N 1009)

4. 3asiBlIeHHbIe TTOKa3aHMs ISl IPMMeHeHMs JIeKapCTBEHHOTO ITpemnapara (mepeuncinTs). (B pen. [loctanosnenns [IpaBuTtenbCcTBa
P® ot 03.12.2020 N 2021)
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5. CBemeHMsI O 1IeJIeBOJ IPYTINe MAIMEeHTOB, HysKIAIOIMXCS B TAaHHOM JIeKapCTBEHHOM ITperapaTe, OTAEIbHO 10 KasKIoMy

[T0Ka3aHMI0, YKa3aHHOMY B MHCTPYKIVY 10 MeOVIIMHCKOMY ITPYMeHEHUIO JIEKapCTBEHHOTO Ipemnapata: (B pen. [loctaHOBIeHUS
ITpaBuTenbcTBa PO ot 25.07.2024 N 1009)

5.1. CBelleHMSI O IeKapCTBEeHHbIX IIperapaTax, KOTOpbIe IMOoMIyYyaloT MalyeHThl, C yKa3aHueM KOAMJYecTBa MalyeHTOB, MOMyJyaomnux
Tepanuio; (B pex. IToctranoBneHus [IpaButenbcTBa PO ot 25.07.2024 N 1009)

5.2. KOJIMYECTBO MaiueHTOB B Poccuiickoit @enepanym, HyKAAOMMXCS B TepANUy IIpeajiaraeMoro K BKIIOYEHUIO B IepevyeHb
SKM3HEHHO HEOOXOAMMBIX Y BaKHEMIINX JIeKaPCTBEHHBIX MPENapaToB U (WJIK) MepeyeHb IOPOTOCTOSIINX JIEKaPCTBEHHBIX
TIperapaToB JIeKapCTBEHHOTO IpernapaTa, C yka3aHyeM JIeKapCTBEHHBIX MPerapaToB, C KOTOPBIX GYAyT IepeBeeHbl Ha
MpeJiiaraeMblii K BKIIOUEHMIO JIeKaPCTBEHHBII MTpernapar, B TOM UMC/Ie He MOTyJaloliMX B HacTosIlee BpeMs Tepanuio (B cJiyyae eciu
JIeKapCTBEHHbII ITperapaT Ha3HavuaeTcst Ha BTOPOIt, TPeThei 1 MPoUnX IMHUIX, HeOOXOAMMO YKa3aTh KOJIMYECTBO MalMeHTOB Ha
KaXk[Ioii U3 IMHMIA Tepanun); (B pef. IToctanoBaenust ITpaBurenberBa PO or 25.07.2024 N 1009)

5.3. MHQOPMaLMs O epeBojie MalMeHTOB C TEeKYIei Tepanyuy (yKa3blBaeTcs IIePUOT, 32 KOTOPbIi ITallMeHThI OyayT epeBeeHbl C
CYILLeCTBYIOLIE Tepanuy Ha JTeKapCTBEeHHBII Mperapar, pefijlaraeMblii K BKIIOUEHUIO B IlepeyeHb JXKM3HEHHO He0OXOAVIMBIX U
Ba)KHEJIINX JIeKapCTBEHHBIX ITpenapaToB U (MIM) lepevyeHb JOPOTOCTOSIINX JIeKaPCTBEHHBIX IPeNaparTos); (B pexn. [locraHoBIeHNS
ITpaBuTenbcTBa PO ot 25.07.2024 N 1009)

5.4. CpemHee KOMMYECTBO YIIAaKOBOK JIEKAPCTBEHHOTO MpernapaTa, Heo6X0aMMOTO /ISl OMHOTO MaI[MeHTa B Iof, (C YKasaHMeM
JIEKapCTBEHHOJ (OPMBI U JO3UPOBKM). (B pef. IToctaHoBmeHust ITpaBurenbcrBa PO ot 25.07.2024 N 1009)

6. TepaleBTMUYECKM aHAJOTMUHbIE JIEKAPCTBEHHBIE TTperapaTsl, 06Jafarolye J0Ka3aHHbIMU KIMHNYECKUMMU, Y (UIN) KIVMHUKO-
9KOHOMUYECKMMMU MMPEUMYIIECTBAMM, U (M) OCOOEHHOCTSIMM MeXaHM3Ma JIeiCTBUS (ajee - TepareBTUUeCKM aHATOTMIHbII
JIeKapCTBEHHbIIT ITperapar), BKIIOUeHHbIe B IepedueHb KM3HeHHO He0OX0IMMbIX M BaXKHEMIIMX JIeKapCTBEHHBIX MTpeIrapaTos,
repeyeHb JOPOTOCTOSIIMX IeKaPCTBEHHBIX MIPeINapaToB (Jajee - IepeyHi), B paMKax IMoka3aHuit K IpMMeHeHUI0 B COOTBETCTBUM C
VHCTPYKILMEH 10 MeIUIIMHCKOMY MIPUMeHEeHUIO JIeKapCTBEHHOTO Mpenapara, CTaHgapTOB MeIUIMHCKOM IMTOMOILIM U KIMHUUECKUX
pekomeHpaiuii. (B pex. ITocraHoBnenus [IpaBurenberBa PO ot 25.07.2024 N 1009)

7. KpaTkasi cpaBHUTeNbHAS XapakTepucTuka 3GheKTMBHOCTY 1 6e30TIaCHOCTH JIEKApPCTBEHHOTO ITpernapaTa, 0c06eHHOCTHU
KJIMHMUYECKOTO MpUMeHeHMs TIeKapCTBEHHOTO Mperapara, a Takke IpeyMyIecTBa B CpPaBHEHUY C TepareBTUYeCKM aHaIOTMUHBIMU
JIeKapCTBEHHBIMM MperapaTamMmi (KIMHUYECKIe IPYIIbI al[ieHTOB, BK/II0Uast BO3pacTHbIE 0COOEHHOCTHM U MpoduiIb 6€30I1acHOCTY U
IIp.) C YKa3aHMeM UTOTOBOJ OLIEHKM I10 Pe3yJIbTaTaM KOMILIEKCHOI OlleHKM (6a/IJIOB) (B CIyYae eC/iv TepareBTUUeCKM aHAIOTUIHBIX
JIeKapCTBEHHBIX ITpernapaToB HeCKOJIbKO, CpaBHEHME TTPOM3BOAUTCS C KAXKABIM M3 TaKMX JIeKapCTBEHHBIX ITPerapaTosB). (B pe/l.
IMocranonenus I[TpaButenbcrea PO ot 25.07.2024 N 1009)

8. KpaTkoe KIMHMKO-9KOHOMMUYECKOE CpaBHeHMe IIpeJ1araeMoro JeKapCTBeHHOro IIperapara ¢ aHajloramy (CTOMMOCTb
JIeKapCTBEHHOTO IIpernapaTa ¥ Kypca jedeHysI 110 3asiBJIeHHbIM IT0OKa3aHMsIM, CDaBHEHMeE 3aTpaT CUCTEMBI 34paBOOXPaHEHMS U AD.) C
YKa3aHMeM UTOTOBOJI OLIEHKY 0 Pe3y/IbTaTaM KOMIIEKCHOI OLIeHKY (6a/II0B).

9. PESVJ'[bTaTI)I METOOO0JIOTNYECKOI'o KaueCTBa KIMHMKO-3KOHOMMNYECKUX I/[CCJ'[e,I[OBaHI/[I‘/JI n I/[CCJ'[e,JIOBaHI/[I‘/JI C UCIIO/Ib3OBaHMEM

aHa/MM3a BAMSHUS Ha 6101KeThl O10[KeTHOI cucTeMbl Poccuiickoit Pemepalivyt ¢ ykazaHueM UTOTOBOI OLIEHKM IO pe3y/ibTaTaM
KOMILJIEKCHO OLIeHKM (BbICOKOE, Cpe[lHee WJIM HU3KO0e), a TaKKe pe3y/IbTaThl OLleHKY JOTOJHUTETbHbIX MTOCIeCTBUI 110
JIeKapCTBEHHOMY Tpenaparty (6a/uioB). (B pen. ITocranoBiaenust IIpaBurtenbcrBa PO ot 03.12.2020 N 2021)

10. Ilemecoo6pa3sHOCTb BKIIOUEHMS IeKapCTBEHHOTO MperapaTa B TepeyHy ¥ MUHMMAaJIbHbI aCCOPTUMEHT (B CBSI3M C HAJIUMUMEM B
KIMHUYECKUX PEKOMEHIAIMSX Y CTAaHAapTaX MeIUIIMHCKO ITOMOIIM IT0 COOTBETCTBYIOLIMM IMOKa3aHMSIM) I10 caeaylolieir popme: (B
pen. ITocranosnenus [paButenbcrBa PO ot 25.07.2024 N 1009)

Kpurepuu oneHKu PesynbraTr onfenkn  Illlkana
OLIEHKU
(6aynoB)
Hanuume win 11e/1ecoo6pa3HOCTb BKIIIOUEHMS JIEKAPCTBEHHOTO Ipernapara B [la, BKIIIOYEH/HeT, +3
KJIVHYYEeCKYe peKOMeHAaluy WIK CTaHAapThl OKa3aHMs MeAVIMHCKOM IIOMOIM  BK/IIOYEHMe
1enecoobpasHo
HeT 0

(B pen. IMocranoenus [TpaButenbcrBa PO ot 25.07.2024 N 1009)

11. 3amMedaHMs IJTaBHOTO BHEIITATHOTO CcrieguaJincra MI/IHI/ICTepCTBa 30PpaBOOXpaHEHUS Poccuiickoii dDe/:LepauMM K pe3yjlbTaTaM

KOMIITIEKCHOJ! OII€HKM B YaCTM CpPAaBHUTENIbHOI KIMHMYecKoit adexTrBHOCTY 11 6e3011aCHOCTY IeKapCTBEHHOTO IIpernapata (Ipu
Ha;maum). (B pen. [locranosnenust [Ipasurenscrea PO ot 25.07.2024 N 1009)

12. WTOTrOBBIE GAJUIBI C YUETOM PE3YIHTATOB KOMILJIEKCHON OIIEHKM ¥ B COOTBETCTBMM C ITyHKTaMu 10 1 11 HaCTOSIIEro JOKyMeHTa.

13. KpaTkuit BbIBOZ, O 11e/1ec006pa3HOCTM BKIOUeHMS (MCKITIOUeHMST) IeKapCTBEHHOTO Mpernaparta B IepeuHy ¥ MUHUMAIbHBI
aCCOPTUMEHT, yKa3aHHbIe B ITYHKTE 3 HACTOSIIIEro JOKYMeHTa (C y4eTOM HaJlMuus TeparneBTUYeCKy aHaJIOTMYHbIX JIeKaPCTBEHHBIX
npenapatoB). (B pef. [TocranoBnenus [TpaButenbcrBa PO ot 25.07.2024 N 1009)
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14. TIpenioskeHMsI 110 UCKITIOUEHNIO JIEKAPCTBEHHBIX IIPeapaToB U3 MepeyHelt ¥ MUHMMAIbHOTO aCCOPTUMEHTa B CIydae, ecsin
CTOMMOCTb IIPeJIJIaraeMoro K pacCMOTPEHMIO JIEKAPCTBEHHOTO ITperapara Hyske CTOMMOCTY TePAIeBTUYeCKM aHATOTMIHOTO
JIeKapCTBEHHOTO Iperapara 3a Kypc Tepamnyy, BKIIOUeHHOT0 B TepeyHy, TPy BKIIOUEHUY ajlbTepHAaTUBHBIX JTeKapCTBEHHBIX
IIpenaparoB, 001aa0INX JOKa3aHHBIMY KIMHUYECKUMMY, Y (VUTU) KIVHUKO-9KOHOMUYECKMMY ITPEVMYIIeCTBAMMA, U (VITH)
0COGEHHOCTIMM MexXaHM3Ma AeiCTBYUSL, U (M1) 6onblieli 6e30TaCHOCThIO TPYU AMATHOCTUKE, MPODUIAKTUKE, TIEUEHUY UK
peabunuranyy 3a6071eBaHMit, CMHIPOMOB ¥ COCTOSIHUIA, @ TAKKe B CJTy4ae, eC/IM BKIIIOUeHHBIN B TePeYH! JIeKapCTBEeHHBII Ipernapar
He MIPUMMEHSIeTCS B CYLIeCTBYIOIIMX CXeMax Tepaniuiu (MepeuncanTb) ¢ yueToM MHbopMaLuu, IpeicTaBIeHHOM! B IyHKTax 5 - 7
HaCTOSIIIEro JOKYMEeHTa, ¥ IPOTHO3MPOBaHMSI 06eCIIeYeHHOCTY MAallMeHTOB JIeKapCTBEHHBIMMY ITpenapaTaMi. (B pe. [locTaHOBIeHMS
[TpaBuTenbcTBa PO ot 25.07.2024 N 1009)

15. TaHHbBIE 06 YHUKATbHOCTM JIEKAPCTBEHHOTO TMpernapara (3aloHsIeTCs B CJTydae OTCYTCTBUSI TePAIIeBTUYECKY aHAIOTUYUHBIX
JIeKapCTBEHHbIX MTperapaToB (IIpernapaToB cpaBHeHUs). (B pel. [ToctaHoBnenus [IpaBuTtensbctsa PO ot 25.07.2024 N 1009)

<*> PekoMeHIanu GOPMUPYIOTCS C YIETOM 3aKJII0UeHNI 110 pe3yabTaTaM aHaI13a MeTOH0I0TMYEeCKOro KauyecTBa KIMHUKO-
9KOHOMMUYECKUX MCCIeTOBaHNU 1 aHaaM3a MHGOPMAIMK O CPABHUTETbHOM KIMHUYECKOI 3¢ (EeKTUBHOCTY 1 6€30I1aCHOCTH
JIeKapCTBEHHOTO Mpernapara, OlleHKM SKOHOMUYEeCKUX TIOCAeACTBUI ero IpUMMeHeHUS, U3yUeHUs AOTIOTHUTENbHBIX MOCIeACTBUI
MIpUMeHeHMS JIeEKapCTBEHHOTO Mpernapara, puBeieHHbIX B puiokeHusx N 7 - 8.1 k [IpaBuinam opmMupoBaHus repeuHein
JIeKapCTBEHHBIX IIperapaToB Il MEAUIMHCKOTO MPUMeHEHMS M MUHMMAa/IbHOTO acCCOPTUMEHTA JieKapCTBEHHBIX IIpernapaTos,
HeOoOXOAVIMBIX /ISl OKa3aHMST MEAUIIMHCKOI TTOMOIIM, YTBEPKIeHHbIM ITOCTaHOBIeHNeM IIpaBuTenbcTBa Poccuiickoit @enepaiium ot
28 aBrycta 2014 1. N 871 "O6 ytBepsknenuu [IpaBua hopmMupoBaHus IiepeyHeit 1eKapCTBeHHbBIX MTPerapaToB Ijisl MeIUITMHCKOTO
TIpMMeHEeHMs] ¥ MMHMMAaJIbHOTO aCCOPTYMEHTA JIeKapCTBEHHBIX MPerapaToB, HEOOXOAMMBIX JJIST OKa3aHMUST MEOUIIMHCKOI TTOMOIIN".
(B pen. IToctanonenus I[TpaButenbcrBa PO ot 25.07.2024 N 1009)

<**> TToAIEXUT 00s13aTe/TbHOMY 3aII0JIHEHMIO IIPY PAaCCMOTPEHMM MTPEAJIOKEHMSI O BKIIOUEHMUM B II€PEUHM aIbTePHATUBHbIX
JIEKapCTBEHHBIX MTPEIapaToB, 06/IagaloNX JOKa3aHHBIMY KIMHUYECKUMMU, U (VITV) KITMHUKO-3KOHOMUYECKUMY MPEUMYIIECTBaAMU, U
(W) 0COGEHHOCTIMY MexXaHu3Ma AeiCTBuS, 1 (M) 6obliieit 6e30TaCHOCThIO PV AMATHOCTHKE, TPOGMUIaKTHUKe, TeUeHUN UK
peabunuTaiuy 3a601e€BaHMi, CMHIAPOMOB U COCTOSIHUIA, [0 CPaBHEHMIO C JIeKapCTBEHHBIMU IIperapaTaMy, BKIIOUeHHbBIMU B
TepeyHu, B TOM UMc/ie C Y4eTOM CYIIeCTBYIOIINX CXeM JIeKapCTBEHHO Teparnui, OTPasKeHHbIX B aKTYaJbHbIX CTAHAAPTAaX OKa3aHUS
MeAVLVHCKOM ITOMOIIY Y KIMHUYECKUX peKOMeHaalusaX. (B pen. ITocranosaenus IlpaBurtenbcTBa PO ot 25.07.2024 N 1009)
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