006 yTBepxaeHuu MNMpasun ¢hopMupoBaHUa NepevHen
NIeKapCTBEHHbIX NPenapaToB AJ11 MeAULMUHCKOro NPMMEHEHUA ¢
MWHUMAJIbHOIO AaCCOPTUMEHTA JIeKapPCTBEeHHbIX NpenapaTos,
HeoOX0AMMbIX OJI1 OKa3aHUA MeAULMHCKON NOMOLLMU

MocTtaHoBneHue MpasuTenbcTBa Poccuinckon Gepepauum - Ne 871 - o1 28.08.2014 - MpaBuTenbCTBO PocCuinCcKom
®epepauny - leNCTBYET C U3MEHEHNAMU

NMPABUTENIbCTBO POCCUNCKOW ®ELEPALIAN
MOCTAHOBJIEHME
OT 28 ABI'YCTA 2014 I'. Ne 871
MOCKBA

06 yTBepxaeHumn MNpasmn (OpMUPOBaHUSA NepeYHer NeKapCTBEHHbIX NpenapaToB AA8 MeAULUHCKOro
NPYMEHEHNS N MUHUMAJIbHOr0 aCCOPTMMEHTA JIEKapCTBEHHbIX NpenapaToB, HEOOX0AMMbIX A5 OKa3aHNS
MeOULMHCKON NOMOLLN

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

1. YTBepanTb Npunaraemeolie MNpasnia GoOpMUPOBAHNSA NEPEYHEN SIEKapPCTBEHHbIX NpenapaToB 4N
MeLMNLMHCKOr0 NPUMEHEHUS N MUHUMANbHOI0 aCCOPTUMEHTA IeKapCTBEHHbIX NpenapaTos, He0bXoANMbIX
A1 OKa3aHUs MeaULMHCKON MOMOLLN.

2. MnHnCcTepcTBY 34paBooxpaHeHns Poccuminckon ®epepauy yTBEPAUTL NOJIOXKEHNE O KOMUCCUM
MuHMCTepCTBa 34paBo0XpaHeHNs Poccninckon deagepaumy No GOPMMPOBAHNIO MEPEYHEN IeKapCTBEHHbIX
npenapaToB Aas MeAuULUHCKOrO NPUMEHEHUS Y MUHUMAIbHOMO aCCOPTUMEHTA NIeKaPCTBEHHbIX
npenapaTos, HeOOXOAUMBIX A5 OKa3aHUA MeAWLIMHCKON MOMOLLK, U COCTaB YKa3aHHON KOMUCCUU.

3. YcTaHoBUTb, 4T0 B 2014 roay npeanoXxeHns no popMmpoBaHUI0 NepeYvHen nekapCTBEHHbIX MpenapaToB
L4719 MeANLUHCKOr O MPUMEHEeHNS U MUHUManbHOro acCOPTUMEHTA JIeKapCTBEHHbIX NpenapaTos,
HeobXxoaMMbIX AN OKa3aHUsA MeAULMHCKON NOMOLLM, HAaNpaBaatoTCs B MMHUCTEPCTBO 34paBOOXPaHEHNA
Poccunckon ®enepalimm B nopsake, npelycMoTpeHHoM lNpasuiamu, yTBep)XX AeHHbIMU HACTOALLNM
nocTaHoBfeHueM, Ao 15 ceHTabps 2014 r.

4. (NMyHKT yTpaTun cuny - NoctaHosneHne MpasutenscTBa Poccuinckon ®egepauum ot 08.04.2025 Ne 462)
41, MMHUCTEepPCTBY 34paBOOXpaHeHns Poccuinckon ®epepauv No COrfnacoBaHuio ¢ MUHUCTEPCTBOM
3KOHOMMYECKoro pa3sutus Poccuiickon ®eagepaumm, MUHUCTEPCTBOM (hruHaHCOB Poccuinckon ®eaepaumm,
MWHNCTEPCTBOM NPOMbILLIIEHHOCTW W TOProean Poccuinckon ®enepauunn, MMHUCTEPCTBOM TpyLa U
coumnanbHom 3awwmnTel Poccminckon ®egepaunm, MMHUCTEPCTBOM HayKM 1 BbiClero obpasoBaHus
Poccuinckon ®epepaummn, PegepanbHon aHTUMOHOMNOIbHON Cy>X6on n GepepanbHoi cnyxboi No Haa3opy
B chepe 3awuThl NpaB noTpebutene n 61arononyyuns YeaoBeka He pexxe 0HOro pa3a B rof, He nosaHee
15 okTs6ps, npencTaBnaTh B MpaBuTenbLCTBO Poccuinckon ®depepaui NPOEKT NepeyHs KU3HEHHO
HeobX0AMMbIX N BaXXHENLLNX IEKAPCTBEHHbIX MPenapaToB 418 MeAULUHCKOro NpuMeHeHns. (JononHeHne
NyHKTOM - MNocTaHoBneHue MpaBuTenscTBa Poccunckon ®epepaunn ot 08.04.2025 Ne 462)

5. MuHncTepcTBY 34paBooxpaHeHns Poccuinckon ®epepaumm faBaTh PasbsACHEHUS O NOPAAKe NMPpUMeHeHus
MpaBu, yTBEPXAEHHbIX HACTOALLUM MOCTaHOBEHNEM.

MNpencenatens MpaBuTenscTea
Poccunckon ®epepaunn O.Mensenes

YTBEPXKEH

nocTtaHoB/ieHNeM lNpaBuTenscTBa Poccuiickon ®epepaumm
oT 28 aBrycta 2014 r. Ne 871
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MPABUJIA

(hopMMpOBaHNS NepeYHen NeKapCTBEHHbIX NPenapaToB A MeANLMHCKOrO NPUMEHEHUS N MUHMMAJIbHOMO
aCCOpPTMMEHTa NeKapCTBEHHbIX MpenapaToB, HE0BX0ANMbIX 419 OKa3aHWsA MeAULNHCKON MOMOLLM

1. HacToswwme lMNpaBuia yCTaHaB/MBaOT NOPALOK POpMUPOBaHMA:

a) NepeyHs XXN3HEHHO HeOBXOANMBIX N Ba)KHENLLNX JIeKaPCTBEHHLIX MpenapaToB 419 MeANLNHCKOro
NPUMEHeHNs (Janee - nepevyeHb Ba)KHENLLMX JIEKAPCTBEHHbIX NPenapaToB);

6) nepeyHs neKkapCTBEHHbIX NPenapaToB, NpefHa3HavYeHHbIX 4ns obecneyveHns nuu, 60abHbIX remoduinen,
MYKOBMUCLMA030M, r’MNogn3apHbIM HaHU3MOM, 6one3Hbto [olle, 3/10ka4yecTBeHHbIMU HOBOOBpa3oBaHUAMU
JIMMMONOHON, KPOBETBOPHOMN N POACTBEHHBIX UM TKaHeW, pacCesHHbIM CKJeP030M, FreMOIMTUKO-
YPEMMNYECKUM CUHOPOMOM, IOHOLIECKUM apTPUTOM C CUCTEMHBIM Ha4vaaoM, Mykonoancaxapmuaosom |, Il n Vi
TUNOB, anNacTUYECKON aHEMMEN HEYTOYHEHHON, HAaCcNeACTBEHHbLIM AeduunTtom hakTopos Il
(pmbpuHoreHa), VIl (nabunbHoro), X (CTioapTa - Mpay3apa), a TakXe auL, Noce TpaHCNAaHTaLumn opraHoB u
(nnn) TKaHen (ganee - NnepeyeHb OOPOroCTOALLNX JIEKAPCTBEHHLIX MPEnapaToB);

B) (MoanyHKT yTpaTun cuny - NoctaHosnenuve MpasutenbcTea Poccunckon ®Pepepaumm ot 03.12.2020 No
2021)

r) MUMHUMaNIbHOr0 aCCOPTMMEHTA JIEKAPCTBEHHbIX MpenapaToB, HEO6X0ANMbIX AJ19 OKa3aHUs MeaNLINHCKOW
nomoLuu (fanee - MUHUMabHbIN aCCOPTUMEHT).

2. MNepeyeHb Ba)KHENLNX SIeKapCTBEHHbIX NMpenapaToB (PopMUpyeTCs M3 IeKapCTBEHHbIX NpenapaTos AN4
MeONLNHCKOro NpMMeHeHNs (fanee - 1eKapCTBEHHbIE NpenapaTbl) N0 MeXAYHAPOAHbIM HEMATEHTOBAHHbIM
HaVMEHOBaHMSAM 3TUX JIEKaPCTBEHHbIX NMpenapaToB (Mpy OTCYTCTBUM TaKMX HaMMEHOBaHWI - MO
rPYNMNUPOBOYHBIM UM XUMUYECKM HAaUMEHOBAHMNSAM), B TOM YUCJIE C YYETOM CTaHAApPTOB MeaMnLMHCKON
MOMOLLW, Pe3yIbTAaTOB KJIMHMYECKON anpobaunn MeTohoB NPpohnIakTUKN, NArHOCTUKN, TIe4EHUS 1
peabunnTaumm n KIMHUYECKNX PEKOMEHaUMIA, C YKa3aHneM cnocoba n (nam) nyTn BBeAEHNS
NeKapCTBEHHOro NpenapaTa, a TakXKe OCHOBHOI0 3JIeMEeHTa WK AOMNOJHUTENLHOMO 3IEMEHTa
JIeKapCTBEHHbIX (hOPM, B TOM YMC/ie TUMa BbICBOBOXAEHNS OENCTBYIOLWErO BELLeCcTBa (Npu Hannuymn),
0TBEYalLLMX OAHOBPEMEHHO C/IEAYIOWNM KPUTEPUSAM:

a) NeKapCTBEHHbIV NpenapaT 3aperncTpupoBaH B yCTaHOBAEHHOM nopsgke B Poccuinckon ®egepaumm;

6) nekapcTBEHHbIV NpenapaT NPUMEHAETCS C LieSIblo ANAarHOCTUKK, NMPOGNIAKTUKN, NEYEHNUS 1
peabunnTaLnm Npy oKasaHUM MeaULUHCKOM NOMOLLM B Cnyvae 3aboneBaHuniA U COCTOSHWI, B TOM YnCie
npeobnagatoLLmx B CTPYKType 3aboneBaemocTu B Poccuinckon ®enepauun, a Takxe 3aboneBaHun,
npeacTaBAAOLWNX ONACHOCTb A5 OKPYXatoLWwmnX;

B) JIeKApCTBEHHbLIN NpenapaT ob6nafaeT AoKa3aHHbIMU KIUHUYECKUMU, U (M) KITMHUKO-9KOHOMUYECKUMU
npenmyLecTsamu, n (nm) ocobeHHOCTAMU MexaHn3Ma AencTens, u (naun) bonblienn 6e30NacHOCTLI0 NpK
AVarHOCTUKe, NpodunakTnke, nevyeHnmn nam peabmnnmtaumm 3abonesaHnii, CAIHAPOMOB U COCTOSHUI NO
CPaBHEHUIO C APYrUMU NEKAPCTBEHHLIMI NpenapaTaMmn Npu Je4eHnn onpeaeneHHoro 3abonesaHns nm
COCTOSHNA.

(MyHKT B pegakuum MNMoctaHoBneHns MpaBuTenscTBa Poccuinckon Genepaunn ot 25.07.2024 Ne 1009)

3. MNepeyeHb 4OPOrocTosALWMX IEKAPCTBEHHbIX NPenapaToB OPMMPYETCA N0 MEXAYHAPOAHbIM
HenaTeHTOBaHHbIM HAMMEHOBAHUAM 3TUX NEKAPCTBEHHbIX MPenapaToB (NpY OTCYTCTBMM TaKnx
HaVMEHOBAHWIA - MO TPYMMUPOBOYHBLIM UM XUMUYECKUM HaMEHOBaHNAM) B nNpeaesiax 06bemMoB
610>KETHbIX aCCUrHOBaHWI, NPeAYCMOTPEHHbIX B (hefepanbHOM BlofKeTe Ha COOTBETCTBYOLLUIA
(PUHAHCOBBIN MO W MAAHOBLIN NEPUOA, U3 JIeKapCTBEHHbIX MpenapaToB, 0TBEYAIOLWNX CeayoWnM
KpUTEepusaMm:

a) IeKapCTBEHHbIN NMpenapaT 3aperncTpupoBaH B yCTaHOBAEHHOM nopsake B Poccuinckon ®egepauunm;

6) nekapcTBeHHbIV NpenapaT BXOAUT B MepeYeHb Ba)KHENLLNX JIEKaPCTBEHHbIX MpenapaTos.;

B) JIeKapCTBEHHbIN NpenapaT UMeeT NPenMyLLecTBO N0 CPABHEHUIO C APYTrMMUN JIeKapCTBEHHbLIMY
npenapaTtamMmu Npu neveHnn amu, 60nbHbIX reMonInen, MyKoOBMUCLMA030M, FMNOGM3apHbIM HAaHU3MOM,
6onesHblo Mowe, 3/10Ka4eCTBEHHbLIMM HOBOOBPa30BaHUAMMN TMMMONLHON, KPOBETBOPHON U POACTBEHHbIX
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UM TKaHeWn, pacCcesiHHbIM CKNepo30M, FreMOJIMTUKO-YPEMNYECKMM CMHAPOMOM, IOHOLLECKMM apTPUTOM C
CUCTEMHbIM Ha4yasoM, Mykononamcaxapugosom |, Il v VI Tunos, annacTuyeckon aHeMUen HeyTOYHEHHON,
HacneaCcTBeHHbIM gedunumnTom akTopos Il (pubpuHorena), VIl (nabunsHoro), X (CtioapTa - Mpayspa), a
Tak)Xe JIML, Noce TPaHCNAaHTaunm opraHoB 1 (Mn) TKaHen.

3. BKJIlOYeHUe JleKapCTBEHHOM O NpenapaTa B nNepeyeHb A0POroCTOALLNX NEeKapCTBEHHbIX NpenapaTos U
npn HeoBX0ANMMOCTU NCKIOYEHNE N3 HEFrO B COOTBETCTBUM C MOJIOXKEHNAMU HacToAWMX MpaBun
albTEePHATMBHOr0 NIEKAPCTBEHHOMO NpenapaTta He LO/MKHO NPUBOAUTL K YBEAUYeHuto 06bemMoB
6100)KETHbIX aCCMIrHOBaHWI, MPeayCMOTPEHHbIX B heaepanbHOM 610a)KeTe Ha COOTBETCTBYHOLMUA
(PUHAHCOBBIN FO4 W NMJAHOBLIN NepuoL. ([ononHeHne NyHKTOM - [locTaHoBAeHWe lNpaBnTeNbCTBa
Poccuinckon ®egepaumm ot 12.06.2017 Ne 700)

4. (NMyHKT yTpaTun cuay - NoctaHosneHue MpaButenscTBa Poccunckon ®egepauum ot 25.07.2024 Ne 1009)
5. MMHMManbHbIA aCCOPTUMEHT HOPMUPYETCA AN PA3NYHbIX BUAOB anTeYHbIX OpraHn3auni un
NHAMBUAYANbHbIX NpeanpuHMMaTenen no MeXxayHapoaHblM HenaTeHTOBaHHbIM HaUMEHOBaHMAM
JIEKApPCTBEHHbIX NPenapaToB (Mpu OTCYTCTBUWN TaKUX HAUMEHOBAHWI - MO FPYNMUPOBOYHLIM UK
XUMNYECKMM HaMMEHOBAHUAM) 13 NIeKapCTBEHHbIX NpenapaToB A9 MeAULNHCKOro NpUMeHeHuns,
OTBEYaloLNX CeAYIOLNM KPUTEPUSM:

a) NeKapCTBEHHbIA NpenapaT 3aperucTpMpoBaH B yCTaHOBIEHHOM nopsfike B Poccunckon depepauuu;

6) nekapCTBEHHBLIN NpenapaT BXOANUT B NepeyeHb Ba)KHENLINX JIeKapCTBEHHbIX NPenapaToB;

B) IeKapCTBEHHbIN NpenapaT, Haxo4AWwmnncs B obpalleHnmn Ha TeppuTopumn Poccuinckon ®epnepauumm, umeet
He MeHee 2 COOTBETCTBYIOLNX MY MO MEXAYHAaPOAHOMY HenaTeHTOBAaHHOMY HaUMeHOBaHMIO 1nbo
3aMeHALeMy Takoe HauMeHOoBaHWe rpynnMpoBOYHOMY WY XUMUYECKOMY HaUMEHOBaHMIO
BOCMpOM3BeeHHbIX uiu BrioaHanorosbix (6MonofobHbLIX) leKapCTBEHHbIX NPenapaToB B aHaIornyHbIX
NIEKAPCTBEHHbIX hopMax 1 A03UPOBKaXx, MPOM3BOAUMBIX ABYMS U Bonee Npon3BoanMTenaMun (3a
NCKIIIOYEHNEM NeKapCTBEHHbIX MpenapaToBs, MPOU3BOAUMbIX €4MHCTBEHHLIM 0Te4eCTBEHHbIM
npounsBoanNTeNeM);

) NeKapCTBEHHbLIA NpenapaT CorflacHo AaHHbIM 06 obbemMax Npofak Ha (hapMaLEeBTUYECKOM PbIHKE
Poccuinckon ®epepaumm BocTpeboBaH CUCTEMON 34PaBOOXPAHEHNS N HAaCeIEHNEM B TEYEHME BCEro
KaneH4apHOro roga.

6. JlekapCTBeHHbIE NpenapaThbl NCKYAOTCA U3 NepeyHsa BaXKHENLLNX NeKapCTBEHHbLIX NpenapaTos,
nepeyYyHa [OPOroCcTOALLMNX NeKapCTBEHHbIX NpenapaTos (fanee - NepeyHn) N MMHMMaIbHOrO acCOPTUMEHTa
Mo peLleHnio KOMUCCUW, YKa3aHHOM B MyHKTe 8 HacToAwmx MpaBun, Npy nepecMoTpe nepeyHs BaXKHENLLnNX
JIeKapCTBEHHbIX NPenapaToB Mo npeaaoXxeHnam MnHncTepcTBa 34paBo0XpaHeHNs POCCMNCKONM
®epepalimm, rnaBHOro BHELWTATHOro cneunannucta MmHncTepcTBa 34paBooxXpaHeHns POCCMNCKoM
depnepaumm (ganee - rnaBHbIN 3KCNEPT) U cybbekTa obpalleHns nekapCTBEHHbIX CPeACTB (Aanee -
3a58BUTENb) C MPUNOXKEHNEM LOKYMEHTOB U CBEAEHU, MOATBEPXKAAIOLWMX HAaNNYMe OHOM0 U3 CelyoLWmX
Cnyyaes:

npeacTaBiaeHne Hay4yHo 060CHOBaHHOW PEKOMEHAALNM TNaBHOMO 3KCNepTa, NPeAyCMOTPEHHON MYHKTOM 26
HacToAWwmMX MpaBua, Npy BKIKOYEHNIN B NEPEYHN TepaneBTUYECKN aHANOrMYHOIO IEKaPCTBEHHOI O
npenapata, obfafgatowero JoKa3aHHbIMU KIMHUYECKUMI, N (MAN) KINHUKO-3KOHOMUYECKUMUA
npenmyLlecTsamu, n (1nm) ocobeHHOCTAMU MexaHU3Ma OeNCTBUA (faNee - TepaneBTUYECKN aHaIOrNYHbIN
NEeKapCTBEHHbIN NpenapaT), a TakxKe B C/ly4ae, eCv BKIIOYEHHbIN B NEPEYHUN IeKapCTBEHHbIN NpenapaT He
NpPYMeHAeTCS B CYyLLECTBYOLWMNX CXeMax Tepanuu;

npeacTaBneHne NPoN3BOAMTENIEM SIEKAaPCTBEHHOIO CPefCTBa Mbo aep)aTenem nam BnagensLem
perncTpaumoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa NpeasioxeHns 06 NckayveHnn
JIeKapCTBEHHOr 0 npenapaTa 13 nepeyHen Npu nosBJAeHUN CBEAEHUN 0 TOKCUYHOCTU WK HexXenaTesbHbIX
peakuunsax npu NnpUMeHeHUn NeKapCTBEHHOMO nNpenapaTta U Hann4um o60CHOBaHNSA Takoro UCKIIOYEHWS;
NPYOCTaHOBJIEHNE NMPUMEHEHNA JIeKapCTBEHHOro npenapaTta B Poccuinckon ®epepauuu;

OTMEeHa rocyapCTBEHHOW perncTpauny (perncTpaumum) nekapCTBEHHOro npenapaTa;
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npekpaLleHne Npon3BoLCTBa JIEKAPCTBEHHOrO NpenapaTta Anbo ero noctaBok B Poccuinckyto denepaunio,
OTCYTCTBME B TeYeHue nepunoia, NpeBblLlatoWero OANH KaseH4apHblA rof, BBOLA NeKapCTBEHHOM O
npenapaTa B rpaxKgaHckuin 06opoT B Poccuinckon ®enepaum n oTCyTCTBME OCTAaTKOB JIEKAPCTBEHHOMO
npenapaTa B Poccuinckon denepaunu;

NCK0YeHNe NeKapCTBEHHOMO NpenapaTta U3 NepeyHs BaKHENLLNX NeKapCTBEHHbIX NpenapaTos - ANs
nepeyYyHa fOpOroCTOSALLNX NeKAapPCTBEHHbIX NpenapaToB ¥ MMHMMAIbHOMO aCCOPTUMEHTA.

TepMuH "cybbekT obpalleHns neKkapCTBEHHbIX CPEACTB" NCMNOb3yeTCs B HACcTOAWMX MNpaBunax B
3Ha4yeHun, ycTaHoBaeHHOM PefepalibHbiM 3aKoHOM "O6 obpalleHun nekapCTBEHHbIX CPeacTB".
JlekapcTBeHHbIV NpenapaT NOAJEXUT UCKIOYEHNIO U3 NepeYyHen 1 MUHUMasIbHOro acCopTUMEHTa B
COOTBETCTBUM C HACTOALLUM MYHKTOM U NMYHKTOM 6 HacToAwmx Mpasun npy HacTynaeHn 04HOro 13
YyKa3aHHbIX B JaHHbIX NYHKTaX C/ly4aeB B OTHOLLEHWUW BCEX IKBUBANIEHTHbIX JIEKAPCTBEHHbIX (DOPM Takoro
JleKapCTBEHHOr o npenapara.

(MyHKT B pepakuum MNMoctaHoBneHns MpaBuTenscTBa Poccuinckon Gepepaunn ot 25.07.2024 Ne 1009)

6. JlekapcTBeHHbIe npenapaTbl NOAJIEXAT UCKJIIYEHUIO N3 NepeyHen N MMHMMaIbHOr0 aCCOPTUMEHTA,
eC/In B Te4eHne 6 MecsLeB Noc/ie BKOYEHNS SIeKapCTBEHHOI0 nNpenapaTta B NepeyeHb BaXKHEMLWNX
JleKapCTBEHHbIX NPenapaToB He 3aperucTpupoBaHa npefesbHas 0TNYCKHas LleHa Npou3BoanTens Ha
NeKapCTBeHHbIN nNpenapaT. (JononHeHue nyHKTOM - [locTaHoBAeHMe MpaBuTensCTBa Poccunckom
®epepaumm o1 29.10.2018 Ne 1283)

62. B nepeyHn 1 MUHUMANbHLIA aCCOPTUMEHT BKJIIOHAOTCA OLHOKOMMOHEHTHbIE JIeKapPCTBEHHbIE
npenapaTtbl. KOMOBUHMPOBaAHHbIE IEKAPCTBEHHbIE NPenapaThl BKOYAOTCA B MEPEYHN B C/lyHae, eCcan no
pe3ynbTaTaM OLIEHKW, MPOBEAEHHOW B COOTBETCTBUM C NOANYHKTOM "6" nyHKTa 19 HacToawmx Mpaswun,
[l0Ka3aHO X MPeuMyLLecTBO B MPUMEHEHMUN N CTOUMOCTU MO CPABHEHUIO C OLLHOKOMMOHEHTHbLIMU
JleKapCTBEHHbIMY NMpenapaTamu.

Mpwn BKAKOYEHUN KOMBMHWPOBAHHbLIX NEKAPCTBEHHbLIX NPEnapaToB B NePeYHN Y MUHUMAJIbHBIA aCCOPTUMEHT
O04HOBPEMEHHO BKJIHOYAOTCA BCE 3aperncTpupoBaHHbie B Poccuinckon depepaunm 0AHOKOMMOHEHTHbIE
NeKapCTBEHHbIE NpenapaThl, U3 KOTOPbIX COCTOUT Takas KoMBUHaLms.

Ecnn xoTs 6bl 04UH KOMNOHEHT KOMBMHMPOBAHHOIO SIEKAPCTBEHHOIO NpenapaTa He 3aperncTpnpoBaH u He
obpallaeTcs Ha TeppuTopun Poccninckon degepaumm Kak 0LAHOKOMMOHEHTHbIV EKaPCTBEHHbIN Npenapar,
Npv BKIOYEHUN B NEPEYHN U MUHUMASbHBIA aCCOPTUMEHT Takoro KOMOGMHMPOBAHHOIO IEKAPCTBEHHOMO
npenapaTa He MPUMEHATCA NoM0XKeHNS ab3ala NepBoro HacTosALWero NyHkTa. (JononHeHne ab3auem -
MocTaHoBneHUe MpaBuTenbcTBa Poccuinckon ®epepaumm ot 03.12.2020 Ne 2021)

(dononHeHne NyHKTOM - [TocTaHoBNeHMe MpaBuTenscTBa Poccuinckon ®egepauunm ot 29.10.2018 Ne 1283)
63. (donosHeHne NyHKTOM - [TocTaHoBNeHMe MpaBuTtenscTea Poccunckon ®epepaumnm ot 03.12.2020 Ne
2021) (YTpaTun cuny - NoctaHoBneHune MNpaBuTenscTBa Poccuinckon ®epepaumm ot 25.07.2024 Ne 1009)
7. MNepeyeHb BaXXHENLWINX NEKAapCTBEHHbLIX MPenapaToB GopMMPYeTCa 1 MepecMaTPUBAETCA HE pexe
OLHOro pasa B roj. lNepeyeHb LOPOroCTOALMX NEKAPCTBEHHbLIX NPENapaToB U MUHUMANbHbIA aCCOPTUMEHT
hopMumpyOTCA He pexxe ogHOro pasa B 3 roga.

8. DopMMpoBaHUE NepevHern 1 MUHUMANbLHOrO aCCOPTUMEHTa OCYLLeCTBAsSeTCA 06pa3oBaHHOW
MuWHNCTEPCTBOM 34paBooOXpaHeHns Poccminckon degepaunmm KOMUCCUen no hopMnpPOBaHMIO NepeyvHen
JleKapCTBEHHbIX NpenapaToB ¥ MAHMMaNbHOIO acCOPTUMEHTa (Janee - kKoMmuccus).

9. BHeceHVe N3MeHeHUin B NepeyHr 1 MUHUMaSbHbIA aCCOPTUMEHT OCYLLLECTBASETCA B COOTBETCTBUN C
NOJIOXKEHNAMMN HacToAwmX Mpasui.

9. OnepaTUBHOE BHECEHUWE U3MEHEHUI B NEPEYHUN N MUHUMANbHbLIA aCCOPTUMEHT OCYLLEeCTBASETCS B
COOTBETCTBUM C MOJIOXKEHNAMMN HACTOAWMX MpaBua Ha OCHOBAHWUW 1 B CPOK, KOTOPbIE YCTaHOBJIEHbI
COOTBETCTBYOLWMM Nopy4yeHneM lMpaButensCcTBa Poccunckon depepaunmm o paCcCMOTPEHNN KOMUCCUEN
NPeanoXXeHUn o BKAYeHUN (06 NCKAYEHUN) NeKapCTBEHHbLIX NpenapaToB B NepeyHr U MUHUMASbHbI
accopTuMMeHT. ([lonosHeHne NyHKTOM - [TocTaHoBNeHMe MMpaBuTtenscTea Poccminckon ®egepaumnm ot
12.06.2017 Ne 700)
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92, OnepaTMBHOE BHECEHME B NepeyeHb BaXKHENLLNX IEKapCTBEHHbIX NPenapaToB U3MEHEHWNI B YacTu
BKJIIOYEHWA NIEKAPCTBEHHbIX MPEnapaToB, BO3MOXHbIX K HA3HAYEHWIO U MPUMEHEHNIO ONS NEYEHNS U
npounakTukn 3abonesaHnin, NpeacTaBAAOWMNX ONACHOCTb AJ18 OKPYXKAloLWMX, MPeayCMOTPEHHbIX
MEeTOAMYECKMMN peKOMeHAaunaMmn MMHUCTepCTBa 34paBooxpaHeHns Poccuinckon ®egepaumm, B yCI0BUAX
Yype3Bbl4aMHON CUTYauUn 1 (MAK) Npu BOSHUKHOBEHMMN YIpo3bl pacnpocTpaHeHnsa Takux 3abonesaHni,
OCYLLECTBJIAETCA MO NPeAcTaBneHnio MMHUCTepCTBa 6e3 NPMMEHEHUS NOJIOXKEHWI, YCTAHOBIEHHbIX
nyHkTamu 13 - 35 HacTosawmx Mpasun.

MpencTaBneHHble MMHUCTEPCTBOM 34paBooOXpaHeHmnsa Poccninckon degepaumy NpennoXXeHns no BHECEHUIO
YyKa3aHHbIX U3MEHEHWI B MNepeyYeHb BaXXHENLLNX IEKAaPCTBEHHbIX NPenapaToB NoaJexxaT ornepaTuBHOMY
PacCMOTPEHUIO Ha 3acefiaHn KOMUCCUM C y4acTueM npefcrasutenein MUHUCTEpPCTBa 34paBOOXPaHEHUS
Poccninckon ®degepaumm, MMHUCTEPCTBA MPOMbILLAEHHOCTM 1 TOProean Poccninckon degepaunm,
®epepansHoOM Cnyx6bl N0 Hag3opy B chepe 3apaBooxpaHeHus, denepancHon Cnyx6bl Mo Haa30py B
cchepe 3aWwmnThl NpaB noTpebutenen n Gnarononyyuns yenoseka n PegepasbHON aHTUMOHOMOJLHOW
cnyx6bl, ABAAIOLWLMXCA YneHaMn KoMuccun. Ha 3acefaHne KOMUCCMM NPUriaLllaloTCsa rnaBHbIA 3KCMepT, a
TaKxe npeLacTaBUTeb NPON3BOANTENS IEKAPCTBEHHOrO NpenapaTta B Lefax pacCMOTPEHNS U
COrnacoBaHMA LieHbI Ha JIEKAPCTBEHHbLIN NpenapaT, KOTOPYIO NPOU3BOAUTENb NAaHUPYeT
3aperncTpupoBaTh.

(dononHeHne nyHKTOM - [TocTaHoBAeHMe MMpaButenscTea Poccuinckon ®epgepauunm ot 12.08.2020 Ne 1212)
10. OpraHn3aumnoHHO-TEXHNYECKoe obecneyeHne AeaTeNbHOCTM KOMUCCUM OCYLLeCTBASET MUHUCTEPCTBO
3[paBooxpaHeHns Poccunckon Gepepauum.

11. B cocTaB KOMUCCUM BXOAAT NpeactasmtTenn MnHUCTepCcTBa 34paBooxpaHeHns Poccunckon ®epepauunm,
MuWHNCTEpPCTBa NPOMbILLAEHHOCTY 1 TOproean Poccuinckon ®epepauumn, MnHncTepcTBa Tpyaa w1
coumnanbHom 3awwmnThbl Poccninckon ®epepaunn, PegepanbHon cnyxbbl Mo Hag3opy B cdhepe
34paBooxpaHeHus, PegepanbHon cnyxbbl N0 Hag3opy B chepe 3aWwmnThl NpaB noTpebutenen un
6narononyyns yenoseka, PegepasbHON aHTUMOHOMNOJILHON CNy>XObl, PefiepasibHOr0 MeNKO-
Bronornyeckoro areHTCTBa, MUHNCTEPCTBA HayKu 1 Bbicllero obpasoBaHuns Poccuiickon ®epepaLmm, nHbIX
thefepanbHbIX OPraHoB UCMOJIHUTENbHON BJACTM U UCNOMHUTESIbHLIX OPraHoB Cy6bekToB PocCcMnCKom
depepaumm B chepe oxpaHbl 340p0BbS, 06pa3oBaTeNbHbIX OpraHn3aL i Beicliero obpa3oBaHus,
peanusytoLimx obpasosBaTesibHbie NPOrpaMMbl MEAULMHCKOrO 06pa3oBaHus U hapMaLeBTUYEeCKOro
obpa3oBaHuMs, NOABEAOMCTBEHHbLIX (hefepasibHbiM OpraHam UCMOSHUTENBHON BJIACTH, @ Takxe
MeONLUHCKNX, (hapMaLeBTMYECKUX N HayYHbIX OpraHn3aLnii, NoABeAOMCTBEHHbIX (hefepasibHbIM OpraHam
NCNOJIHNTEIbHON BNIACTM (3@ MCKIIIOYEHWNEM TaKMX OpraHn3aumin, oCyLLeCTBAAIOWMNX KOMMIEKCHYIO OLLEHKY
B COOTBETCTBUM C NYHKTOM 19 HacTosAwmx Mpasni). B cocTaB KOMUCCUMU MO NPeACTaBAEHNIO
ObLwecTBeHHON NanaTthbl Poccminckon depepauun B MMHUCTEPCTBO 34paBooxpaHeHns Poccnnckon
depepaunn MOXXET BXOANTb NpeacTaBuTeNb 06WweCTBEHHOr0 06beAMHEHNS, OCYLLIECTBIAIOLLErO
LesATeNbHOCTh B Chepax 34paBoOXpaHeHuns, obpallleHns NeKapCTBEHHbIX CPEACTB U 3alWThl MPaB rpakaaH
B 3TUX Chepax.

Ha 3acegaHmm KOMUCCMM NPUCYTCTBYIOT NPU Hann4um npeaBapuTensHoro obpalleHns B MMCbMeHHON
thopme B agpec KOMUCCUN, MOCTYNUBLLEro He no3gHee 4yeM 3a 5 paboynx gHen Ao AHA COOTBETCTBYIOLLErO
3acefaHnsa KOMUCCUK, NpeacTaBUTeNb 3a8BUTENS, NPEACTaBMTENN BCEX NPOM3BOAUTENEN NNIEKAPCTBEHHbIX
npenapaTos v (MAKn) BRagenbLbl (oep)xaTenmn) perncTpaunoHHbIX YO0CTOBEPEHUN B paMKax
MeXAYHapOo4HbIX HEMAaTEHTOBAHHbLIX HAMMEHOBAHWIN, KOTOPbIE NPeAsiaralTCa K pacCMOTPEHMIO,
npeacTaBuTeb 06LWEeCTBEHHOro 06beMHEHNS, OCYLLLECTBAAIOLWEro AeaTeNbHOCTb B Chepax
3[paBooxpaHeHuns, obpalleHnsa nekapCTBEHHbIX CPEACTB U 3aLlUTbl MPaB rpa)kaaH B 3TUX cepax, He
BXOASLLNA B COCTaB KOMUCCUK, @ TaKXe NPeacTaBUTENN UHbIX heaepasibHbIX OPraHOB UCMONHUTESIbHON
BNACTW M UCMONHUTESNIbHBLIX OpraHoB cybbekToB Poccuinckon defepalimmn B chepe oxpaHbl 340p0BbA,
npeacTaBUTENN KOTOPbLIX HE BXOASAT B COCTaB KOMUCCUM.

(MyHKT B pefakuum MNocTaHoBneHUs MNpaBuTenscTBa Poccuiickon ®epepaumm ot 25.07.2024 No 1009)
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12. 3acenaHns KOMUCCUM TPAHCANPYIOTCS Ha odULMabHOM canTe MUHMCTEPCTBA 34PaBOOXPaHEHNS
Poccuinckon degepaunm B MHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT" (panee -
omuManbHbIN canT B ceTn "MIHTepHeT").

13. 3aaBuTenb HanpasaseT He no3gHee 10-ro Yncia NepBoro Mecsala KeapTasa B KOMUCCUIO CriefytoLine
NpeanoXKeHUs B 3NeKTPOHHOM Bre NOCPeACcTBOM MH(OPMALIMOHHO-KOMMYHUKALNOHHbBIX TEXHOIOTUIA C
NPUI0XKEHNEM B /IEKTPOHHOM BME COOTBETCTBYIOLWMX JOKYMEHTOB M CBELEHWNIA:

a) NpennoXXeHre 0 BKJIYEHUN IEKaPCTBEHHO0 npernapaTta B nepeyHun no hopMe CoraacHo NpuioXKeHuo
Ne 1;

6) NpeanoXxeHne 0 BKJIIOYEHNN NEKAaPCTBEHHOr0 NpenapaTa B MUHUMalbHbIA aCCOPTUMEHT Mo opme
COrnacHo npunoxxeHuio Ne 2;

B) MpeaoxeHne 06 NCKNYEHUN NeKapCTBEHHOMO NpenapaTa U3 nepeyHen no popme CornacHo
npunoxeHuo Ne 3;

r) npeano)xeHne 06 NCKIIOYEHNN IEKaPCTBEHHOIO NpenapaTa 13 MUHUMAaJIbHOr0 aCCOPTUMEHTa Mo dopMe
cornacHo npunoxeHuio Ne 4.

14. (MyHKT yTpaTua cuny - NMoctaHoBneHne MpasuTtenscTBa Poccuinckon ®epepauum ot 29.10.2018 Ne
1283)

15. Komunccus B TeyeHue 4 pabouymx AHeN Co AHA NOCTYNAEHWUA NPeaoXeH, YKa3aHHbIX B NyHKTe 13
HacToawwmx MNpasun (fanee - NpeanoXXeHne), OpraHn3yeT NpoBeLeHne NxX 4OKYMEHTasIbHOM 3KCNepTu3bl.
Mpn [OKYMEHTaNIbHOW 3KCNepTM3e NpoBepseTCsa Haanaexallee ohopMaeHne NpeanoXXeHns B COOTBETCTBUM
C HacTosWMMNK MpaBnaamn, NOAHOTA K LOCTOBEPHOCTb NPeACTaBAeHHON NHOPMALIUN O NEKAPCTBEHHbIX
npernapartax, B TOM YMCe ee COOTBETCTBME CBeleHMAM, COLepXaLLMCa B roCyJapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeACTB, N0 pe3yfibTaTaM KOTOpo 0hopMIISeTCa 3ak/loyYeHre nNo hopMe CornacHo
npunoxeHunto Ne 5 (oanee - 3ak04eHME NO pesynbTaTaM AOKYMEHTaIbHON 3KCNepPTM3bI).

16. MpeanoXKeHne OTKNOHAETCA OT JanbHeNLwero pacCMOTPEHUS NPu:

a) HeHagnexxawem ohopMAEHUN NPELSIOKEHNS N NpUIaraeMbiX K HEMY OOKYMEHTOB W CBEAEHUN, a TaKXe
HaJM4nn B NpeAcTaBNeHHbIX 3/IeKTPOHHbIX (hanax NoBpeXXAeHNA, He NO3BOIAIOLLX pacrno3HaTh ero
copep)xaHue;

6) NnpeacTaBAEHNN OKYMEHTOB U CBEAEHUI B HEMONHOM 06bEME;

B) NpeACTaB/eHUN NPeasioKeHNs B Te4eHre 6 MecsaLes nocie AaTbl ero nofayn npu BbiHECEHNN
KOMUCCUEN pelleHnst 06 0TKa3e BO BKJIOYEHUN (B UCKIOYEHWUN) NEKAPCTBEHHOMO NpenapaTa B nepeyHn (13
nepeyHen), MUHUMabHbIN aCCOPTUMEHT (M3 MUHMMAILHOMO aCCOPTUMEHTA) B PaMKax MeXXAyHapo4HOro
HenaTeHTOBaHHOIO HaVMMEHOBAHWNSA IEKAPCTBEHHOMO nNpenapaTa (Npu OTCYyTCTBMM TaKoro HaMMeHoBaHWA -
B paMKax rpynnmpoBOYHOr0O UM XMMUYECKOr0 HaMeHOBaHWA), 38 UCKJIIYEHNEM CJly4Yaes,
npefycMoTpeHHbIX NyHKTamMu 9 n 92 HactoAwmx Mpaswu;

r) NpeacTaB/ieHUN NPeaNOXEHUS B Te4eHne 6 MecsLeB nocae AaThl ero nogadun npu BblHeCEHUN
KOMUCCMEN peLleHmns 0 BKJIIOYEHUW NeKapCTBEHHOr0 NpenapaTa B NepeyeHb BaXKHENLINX IeKapCTBEHHbIX
npenapaToB B paMKax MeXAyHapo4HOro HenaTeHTOBaHHOrO HAaMMEHOBaHUA JIEKapCTBEHHOr O NpenapaTa
(MpW OTCYTCTBUM TAKOr0 HAMMEHOBAHUS - B paMKax rpynnMpoBOYHOro Wi XMMUYECKOr0 HanMeHOBaHUS) -
AN19 IeKapCTBEHHbIX MpenapaToB, NpeasiaraeMbiX K BKJIIOYEHUNIO B NepeYeHb AOPOroCTOALNX
JleKapCTBEHHbIX NpenapaTos;

L) NpeAcTaBAeHNN HELOCTOBEPHOW MM NCKaXKEHHON UHOpMaLuu;

e) npeAcTaB/IeHUN NPeaNoXKeHNs B Te4eHne 6 MecsLeB Nocse AaThl ero NOBTOPHOrO OTKJIOHEHWA MO
pe3ynbTaTaM LOKYMEHTaSIbHON 3KCNEpPTU3bI.

(MyHKT B pegakuum MNMoctaHoBneHns MpaBuTenscTBa Poccuinckon Genepaunm ot 25.07.2024 Ne 1009)

17. Npu OTKNOHEHWW NPpeanoXXeHnsa OT AasibHenLwero pacCMOTPEHUA KOMUCCUEN 3aKloHeHue no
pe3ynbTaTaM LOKYMeHTa/lbHOW 3KCNepTMN3bl HaNpaBAseTCs 3a9BMTEN0 NOCPEACTBOM NH(POPMALIMOHHO-
KOMMYHVKaLMOHHbLIX TEXHOJIOMMIA B CPOK, HE MpeBblualownii 3 paboynx AHEN CO LHA ero BbIHECEHNS.
JopaboTaHHOe 3asBUTENEM NPELSIOKEHME C YCTPAHEHHBIMU 3aMeYaHUAMU, YKa3aHHbIMU B 3aKJII04EHNN N0
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pe3ynbTaTaM AOKYMEHTalbHON 3KCNepTH3bl, MOXET OblTb MOBTOPHO HaMPaBJIEHO B KOMUCCUIO
nocpencTBOM MHHOPMALMOHHO-KOMMYHUKALMOHHBIX TEXHONIOMMI He no3aHee 10 paboymx AHen co gHA
NoJIy4eHNS 3aKJI0YEeHUS Mo pe3ybTaTaM AOKYMEHTabHON 3KCNEepPTU3bI.

Komunccms B Cpok, He npesbilwatowmin 2 paboymx gHen co AHA NoCcTynaeHns LopaboTaHHOro 3asBUTENEM
NpeanoXXeHus, opraHm3yeT NpoBeaeHne NOBTOPHON AOKYMEHTaNbHOW 3KCnepTusbl. MpennoxeHns, B
OTHOLUEHWW KOTOPbIX MO pe3yJibTaTaM LOKYMEHTa/lbHON 3KCNepTU3bl BBIHECEHO 3aKJl04YeHmne C
3aMeyYaHnaMN 0 HECOOTBETCTBUM YCTAHOBEHHLIM TPeboBaHUAM, OTKIOHAKTCA OT AajibHeNLero
pPacCMOTPEHNS KOMUCCUEN C HanpaBJ/ieHNEM COOTBETCTBYIOLLErO YBEAOMJIEHUS HA INIEKTPOHHYIO MOYTY
3a8BUTENA, aApecC KOTOPOM yKa3aH B npeanoxerHun. (JononHeHne ab3auem - MocTaHOBNEHME
MpaBuTenbcTBa Poccuinckon Pepepaumm ot 25.07.2024 Ne 1009)

(MyHKT B pepakuum MNMoctaHoBneHns MpaButenscTBa Poccuinckon Gepepaunm ot 29.10.2018 Ne 1283)

18. NHopmMaums o NOCTYNUBLLMX B apec KOMUCCUMX NPpedsoXeHnaX, B TOM Yuciie npoLlenwmx
JOKYMEHTaJIbHYI0 3KCNepTu3y, pa3MellaeTcsa Ha opmunanbHOM CcanTe B ceTu "MHTepHeT" B TeyeHune 3
paboynx OHeN nocne 3aBepLUeHNs [OKYMEHTabHOW 3KCNepTU3bl.

19. Mo pe3ynbTaTaM LOKYMEHTa/IbHOWN 3KCMEPTU3bl B OTHOLIEHUWN SIeKaPCTBEHHbIX MpenapaTos,
npegnaraemMblx Ans BKJKYEHUSA B NePEYHU, 3a UCKIIOYEHNEM MPeaoXXeHN, B OTHOLLEHUW KOTOPbIX
BbIHECEHO 3aK/oYeHMe C 3aMeY4aHnaIMy 0 HECOOTBETCTBUM YCTaHOBNEHHbLIM TpeboBaHMAM, OCYyLLEeCTBAAETCS
KOMIJIEKCHas OLLeHKa, BKJoYaloLas cefyiolne 3Tanbl:

a) npoBefeHne henepasnbHbIM FOCYAapCTBEHHBLIM BIOLXKETHBLIM yyYpexaeHneMm "LleHTp akcnepTusbl 1
KOHTPOJISl Ka4yecTBa MeAULIMHCKON nomMoLun" MnHncTepcTBa 34paBooxpaHeHmns Poccninckon ®degepaummn
(nanee - LeHTp 3KCnepTuU3bl) aHann3a MeTo40/10r M4eckoro KavyecTsa KINHNKO-3KOHOMUYECKIUX
nccnenoBaHWI ekapcTBEHHbIX NpenapaToB U UCCef0BaHNIA C UCMONb30BaHMEM aHaNM3a BANSHUSA Ha
6rooxeTbl BogXKeTHON cnuctemsl Poccuinckon ®epepaummn (ganee - aHaaM3 METOOOJIONTMYECKOrO KayecTBa) B
COOTBETCTBUM C TpebOBaHNAMYN K METOLONOMMYECKOMY KaveCTBY KIIMHNKO-IKOHOMUYECKNX NCCNef0BaHNA
JIEKAPCTBEHHOro NpenapaTta U NCCef0BaHNIA C NCMOb30BAHNEM aHasin3a BAMAHMA Ha BlogKeTbl
BrooxeTHOM cmcTeMsl Poccuinckon depepaum, KOTopble NpuBeneHsl B npuaoxeHnn Ne 53;

6) npoBegeHue LIeHTPOM 3KCMepTM3bl KINHNKO-9KOHOMUYECKOWN OLIEHKW SIeKapCTBEHHOI0 NpenapaTa,
OLIEHKM BJINSIHUS NEKAPCTBEHHOMO NpenapaTa Ha boaxeTol 6ioaXKeTHON cuctemsl Poccuinckon ®epepaunu,
KOJINYECTBEHHOW OLEHKW AONOJIHUTENbHbLIX AAaHHbLIX O IeKapCTBEHHOM rnpenapaTe Ha OCHOBe
WHTerpasbHbIX LWKaJ, KOTOpbIe NpuBeneHbl B NpunoxeHum Ne 6;

B) NpoBefeHune obpasoBaTesibHbIMW OpraHM3aLnaMu Beicllero 06pa3oBaHuns, peanmsyowmmm
obpa3oBaTesibHble MPOrpaMMbl MeAULIMHCKOro obpa3oBaHus 1 apMaLeBTuieckoro obpasosaHuns,
noABefOMCTBEHHbIMU MUHUCTEPCTBY 34paBooxpaHeHus Poccunckon ®epnepauunn nnv MMHUCTEPCTBY HayKu
1 BbicLLero obpa3oBaHus Poccuinckon ®epnepaunm, MeAULMHCKMMU, (hapMaLeBTUYEeCKUMM, HayYHbIMU
opraHusauunsmMmn, nogBefOMCTBEHHbIMY MUHNCTEPCTBY 34paBooxpaHeHuns Poccunckon denepauum nnm
MWHNCTEpPCTBY HaykKn 1 BbiclLero obpa3oBaHms Poccunckon ®epepaunu (fanee - skcnepTHas
opraHusauus), aHanamsa Koanm4eCcTBeHHON OLEHKMN 3NHEKTUBHOCTY NPUMEHEHNA IeKAPCTBEHHOIO
npenapaTta B paMKax KJANHWYECKNX NCCNEN0BAHNNA, KONNYECTBEHHON OLeHKN 6e30NacHOCTN NPUMEHEHNS
JIeKapCTBEHHOrO NnpenapaTa B paMKax KJIMHWYECKUX NCCIeA0BaHNIN Ha OCHOBE MHTErpasbHbIX LWKaJl,
KOTOpble NpuBefeHbl B NnpuioxeHun Ne 6.

(MyHKT B pefakuum MNocTaHoBNeHUs MNpaBuTenscTBa Poccuiickon ®epepaumm ot 25.07.2024 No 1009)

191, Komuccusi B Cpok, He npeBbllatowWmin 2 paboymx gHen co AHA BbIHECEHUS 3aKJIIOYEHUS MO pe3ybTaTam
LOKYMEHTaJIbHOW 3KCNEepTM3bl B OTHOLLIEHUW NEKAPCTBEHHbIX NPenapaToB, NpeanaraeMblX A8 BKAIOYEHNS
B NMepeyHu, 3a UCKIIIDYEHNEM NPELJIOKEHN, B OTHOLLEHNM KOTOPbIX BbIHECEHO 3aKJII04YEHME C 3aMeYaHnsIMm
0 HECOOTBETCTBUM YCTAaHOB/IEHHbIM TpeboBaHUSAM, HanNpaBadeT NPeanoXeHns C NpeaoCTaBNEHNEM
LOCTYNa K UX 3/1eKTPOHHbIM BEPCUAM C MpuiaraemMmbiMn JOKYMEHTAMUN N CBEAEHUAMY A1 NPOBedeHNs
aHasnM3a B COOTBETCTBMU C MOANYHKTOM "a" nyHKTa 19 HacTosawmx Mpasun B LLeHTp 3KCnepTussl C
HanpaBfieHNeM COOTBETCTBYIOLLEr0 yBEAOMNEHNSA Ha IEKTPOHHYIO MOYTY 3a8BUTENS, afpec KOTopou
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yKa3aH B NpenoxeHunu.
LleHTp aKCnepTmM3bl B CPOK, HE NpeBblLatoWmi 15 paboymx oHen Co AHA NOCTYNAEHNS NPEOIOKEHNS,
OCYLLeCTBJIgeT aHan3 MeTOA0M0MMYEeCKOro KavyecTBa, Mo pesysibTaTaM KOTOPOro COCTaBJIgeT 3ak/oyeHne
no opmMe cornacHo npunoxeHuio Ne 8 (oanee - 3ak/t04eHUe No pesyabTaTaM aHan3a
MeTO0JIONMYEeCKOro KayecTBa) 1 NpeacTaBAseT ero B KOMUCCUIO, KOTOPas Hanpas/iseT COOTBETCTBYoLee
yBelOMJIEHME 3a5BUTEJSII0 Ha 3JIEKTPOHHYIO MOYTY.

(JlononHeHne NyHKTOM - MNocTaHoBseHUe MpaBmTenbCcTBa Poccuinckon ®epepaumm ot 25.07.2024 Ne 1009)
192. Komuccmsa B CPOK, He MpeBbIaoWmii 0AHOr0 paboyero AHA CO AHSA NOAYyYeHNS 3aKI0YEeHUS Mo
pesynbTaTaM aHaM3a METOL0JI0rMYECcKOro KayecTsa:

B CJly4yae YCTaAHOBJIEHMA B 3aKJ/IIO4EHMM MO pe3yJibTaTaM aHan3a MeToL0N0MMYEeCKOro KavyecTBa BbICOKOro
YPOBHA METOL0/10MMYECKOr0 KavyecTBa 04HOMr0 U3 NpencTaBieHHbIX B MPeaSOKEHUN KIIMHNKO-
3KOHOMUYECKNX NCCIeJOBaHMI NEKAPCTBEHHOM0 nNpenapaTa v (uan) NccnefoBaHUn C NCNOJIb30BaHNEM
aHanM3a BANSHUS Ha Bl0KeTbl 610KETHON cncTeMbl Poccuinckon ®enepaunm HanpaBaseT NpeasoXKeHne
C NpefoCTaB/eHNEM L0CTYMA K €ro 3JIEKTPOHHbLIM BEPCUAM C NPUNAraeMbIMN SOKYMEHTAMN N CBELEHNAMM
AN19 NpOBeAeHMNA OLLEHKN B COOTBETCTBUM C MOAMNYHKTOM "6" nyHKTa 19 HacTosAwmx Mpasun B LleHTp
3KCNepTu3bl K N5 NPOBeAeHNS aHaan3a U OLeHKN B COOTBETCTBUM C MOAMYHKTOM "B" nyHKTa 19
HacToAwmX MpaBua - B 3KCMEPTHYIO OpraHmn3aLnio ¢ HanpassieHnemM COOTBETCTBYIOLEro yBeAoMIeHNS Ha
3NEKTPOHHYIO NOYTY 3asaBMTeNd, afpec KOTOPON YKasaH B NPeasioXeHnn;

B CJly4yae YCTaAHOBJIEHMSA B 3aKJ/IIO4EHMM MO pe3ysibTaTaM aHaau3a MeToA0M0M MY4ECKOr0 KavyecTBa cpeHero
NN HU3KOr0 YPOBHA METOL00MMYECKOr0 KavyecTBa O4HOr0 U3 NpeAcTaB/eHHbIX B MPeasIoKeHUN KJIMHUKO-
9KOHOMUYECKUX NCCNe0BaHMIN IEKapPCTBEHHOIO npenapaTta u (Man) NCCnefoBaHNn C UCMob30BaHNEM
aHasm3a BAnsAHMA Ha biogxxeTbl 6104)KEeTHON cuctemsl Poccminckon ®egepauny yBegomMnseT 3aasuTens
NnocpeACTBOM HamnpasaeHNs COOTBETCTBYIOLLEro yBEAOMIEHNSA Ha 3JIEKTPOHHYIO MOYTY, agpec KOTopon
yKa3aH B NPeLJIoXKEeHUN, 0 BO3MOXXHOCTU AOpaboTKM NpeanoXXeHnsa B YaCTW KINHNUKO-IKOHOMUYECKNX
nccaenoBaHWi eKapCTBEHHOMO npenapaTa v (Maun) NCcnefoBaHUn C UCNOJIb30BaHMEM aHaln3a BANAHUA Ha
6rooxeTbl BogxeTHON cuctemsl Poccuinckon ®epepaunmn (ganee - ypeqoMIeHNE 0 BO3MOXXHOCTHU
80paboTKM NpeasioXeHns).

3asBuUTENb B CPOK, HE MpeBbILLAOLWNA 3 paboynx AHEN CO AHA MONYYEHNS YBEAOMIIEHNS O BO3MOXKHOCTH
[0paboTKM NpeasioxXeHns, yBeaoMaseT KOMUCCUIO B 9N1EeKTPOHHOM Buae 06 oTKase B gopaboTke
NPeaN0XKEHUS NN O HaMepPeHn ero AopaboTKM B YaCTW KJIMHUKO-3KOHOMUYECKNX MCCef0BaHN
JIEKapCTBEHHOrO npenapaTa v (MAKn) NccnefoBaHUn C MCNOJIb30BAaHMEM aHan3a BAUAHUSA Ha BloaXeTbl
Bloa)xeTHOM cucTtembl Poccninckon degepaumnm.

(OdononHeHne nyHKTOM - [TocTaHoBAeHMe paBuTtenscTea Poccmnckon ®epepaumnm ot 25.07.2024 Ne 1009)
193, Komunccus B Cpok, He npesblLatoLWwmi ogHoro paboyero AHSA CO AHA NOAYYEHUS HaNPaBJIEHHOrO
3a8BUTENIEM B COOTBETCTBUM C ab3aLieM YeTBepTbIM NyHKTa 192 HacToswwmx MpaBun yBenomneHns ob
oTKa3e B fopaboTke NpeasoXXeHns uanm co AHA UCTEYEHUS CPOKa, YKa3aHHOro B ab3aue BTOpoM NyHkKTa 194
HacTosawmx MpaBu:

a) B C/ly4ae yCTaHOBAEHUS B 3aKJIKOYEHUN NO pe3ynbTaTaM aHaln3a METOL0SI0MMYECKOro KayecTBa
CpefHero ypoBHS MeTOL0JI0rM4eCckoro kayecTsa 0AHOr0 U3 NpefCTaBJIEHHbIX B NPeaJ0XKeHUN KITNHUKO-
9KOHOMUYECKNX NCCNe0BaHMI IeKapCTBEHHOIO npenapaTta W (Man) NCcnefoBaHUn C UCMOb30BaHNEM
aHasm3a BAnAHMA Ha biogxeTbl 610a)KeTHON cucTembl Poccuinckon depgepaunm (3a NCKAOYEHNEM
Op(haHHbIX IeKapCTBEHHbIX NpenapaToB) HanpaBAseT NPeasoxXeHe ¢ npegocTaBneHneM f0CTyna K ero
3/IEKTPOHHbIM BEPCUAM C NpUNAraeMbIMn [OKYMEHTaMU 1 CBELEHUSAMMN A0S NPOBeAEHUS OLLEeHKMN B
COOTBETCTBMM C NOANYHKTOM "6" nyHKTa 19 HacToswwmx Mpasun B LLeHTp 3KCnepTu3bl 1 4S19 NPOBEAEHNS
aHanM3a n OLLeHKMN B COOTBETCTBUN C NOAMYHKTOM "B" NyHKTa 19 HacToAwmMX MNpaBui - B 3KCNEPTHYIO
opraHmM3aLuio C HarnpasieHneM COOTBETCTBYIOLEro YBeAOMJIEHNS HA 3NIEKTPOHHYIO MOYTY 3a8BUTENS,
agpec KOTOPOW yKasaH B NpeanoXXeHuu;

6) B cly4ae yCTaHOBAEHNA B 3aKJIIOYEHUN MO pe3ynbTaTaM aHasi3a MeTOL0N0rMYeCKoro KayecTBa
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CpefHero Uam HU3KOro ypoBHA MeTOL0/10MMYEeCKOr0 KavyecTBa 04HOMr0 U3 NpencTaBeHHbIX B MPeaIoKeHUN
KJIMHUKO-3KOHOMUNYECKMX UCCIef0BaHNA IEKapPCTBEHHOMO NpenapaTa u (uin) nccnegoBaHum ¢
NCNOJIb30BaHMEM aHann3a BANAHUA Ha BrogxeTbl BogxeTHON cnctemsl Poccuinckon ®egepaumm B
OTHOLUEHWN OphaHHbIX JIEKaPCTBEHHLIX NpenapaToB HanpaBAseT NPeasoXeHne C NpeaocTaBaeHNEM
LOCTyNa K ero 3JIeKTPOHHbLIM BEPCMAM C NpuiaraeMblMn LOKYMEHTaMN N CBELEHUSAMU NS NpoBefeHns
OLIEHKMN B COOTBETCTBMM C NoANyHKTOM "6" nyHkTa 19 HacTosiwmx Mpasun B LLeHTp 3KCnepTu3bl 1 Ans
NnpoBeLEeHNSA aHan3a U OLLEHKMN B COOTBETCTBUN C NOAMYHKTOM "B" NyHKTa 19 HacTosAwmx MNpasun - B
3KCMNEepPTHYI OpraHn3aLnio C HanpaBieHNneM COOTBETCTBYIOLLEro YBeAOMJIEHNS Ha 3NeKTPOHHYIO MoYTY
3a8BUTENA, agpec KOTOPOM YKa3saH B NpeaNoxXeHunm;

B) B C/ly4ae YCTaHOBIEHUS B 3aK/04eHMM MO pe3ybTaTaM aHaan3a MeTOA0/10rM4eCcKoro Ka4ecTa HU3Koro
YPOBHA METOL0/10MMYECKOr0 KavyecTBa 04HOMr0 U3 NpencTaBieHHbIX B MPeaSOKEHUN KIIMHNKO-
3KOHOMUYECKNX NCCIeJOBaHMI NEKAPCTBEHHOM0 nNpenapaTa v (uan) NccnefoBaHUn C NCNOJIb30BaHNEM
aHasiM3a BAUSHMA Ha b6oa)KeTbl 610a)KEeTHON cucTeMbl Poccuiickon Pegepaunm (3a NCKAOYEHNEM
ophaHHbIX JIEKAPCTBEHHbIX NPenapaToB) OTKOHAET NpeaioXKeHne oT AajlbHENLWEro pacCMOTPEHUS C
HanpasJieHNEM COOTBETCTBYIOLLErO YBEAOMJIEHUS Ha /IEKTPOHHYIO MOYTY 3a8BUTENSA, agpec KOTOPOn
yKa3saH B NpeasioxeHunm.

(JononHeHne NyHKTOM - MNocTaHoBNeHUe MpaBmTenbCcTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)
194, Komuccusi B CpoK, He NpeBblLLIAOLLINA 0AHOro paboyero AHS CO AHSA NONYYEHNS HaNPaBJIEHHOMO
3asBUTENIEM B COOTBETCTBUM C ab3aLem YeTBepTbIM NyHKTa 192 HacTosAwmx MpaBnn yBe4OMIEHUS O
HamepeHun BopaboTKN NpeanoXeHns, HanpaBaseT NpeasoXKeHne 3aaBuTenio.

Cpok nopaboTKu NpennoXeHns He MoXXeT npeBbiwaTb 30 paboynx gHER Co AHA NONYYEHUS 3a8BUTENEM
yBE€AOMJIEHMA O BO3MOXXHOCTW AOPabOoTKM NpeaioXKeHuns.

Komunccms B Cpok, He npeBbilwatowmin 2 paboymx gHen co AHA NoCTynaeHns LopaboTaHHOro 3asBUTENEM
npegJsoXKeHns, HanpasnseT NpeasioXeHne ¢ NpeLoCcTaB/ieHMeM L0CTYMNa K ero 3JIEKTPOHHbIM BEPCUAM C
npunaraeMbIMn JOKyMeHTaMu 1 CBELeHUSAMM 015 NPOBefeHUs aHanm3a B COOTBETCTBUM C NOLNYHKTOM “a"
nyHKTa 19 HacTosawmx Mpasun B LLeHTP 3KCNEPTU3bI C HanNpaB/ieHWEM COOTBETCTBYIOLLEr0 yBeAOMIEHNS Ha
3NEKTPOHHYIO MOYTY 3asABMTENA, aAPeC KOTOPOW YKa3aH B NpeaIoKeHUN.

LleHTp aKCnepTmn3bl B CPOK, HE NpeBbILLatoLWmi 15 paboymx AHeN Co AHA NOCTYNNEHNS NPEOIOKEHNS,
NMOBTOPHO OCYLLECTBJISET aHaIN3 MeTOL0/I0MrMYEeCKOro KavyecTsa, No pesynbTaTaM KOTOPOro CocTaBaseT
3aKJt04eHne no popmMe cornacHo npuaoxeHuto Ne 8 n npeacTaBssSeT ero B KOMUCCUIO C HanpaBJieHNEM
COOTBETCTBYIOLLEr0 yBEAOM/IEHNS Ha 3NIEKTPOHHYI0 MOYTY 3a8BUTENS, apeC KOTOPOW yKa3aH B
npenioXxeHuu.

(OdononHeHne nyHKTOM - [TocTaHoBAeHMe paBuTtenscTea Poccmnckon ®epepaumnm ot 25.07.2024 Ne 1009)
19°. Komunccus B Cpok, He npesblllatowmin ogHoro paboyero gHA €O AHA NOJYHEHUS 3aKTHOYEHUS MO
pe3ynbTaTaM aHa/lM3a MeTOL0/10rMYeCKOro KayeCTBa B COOTBETCTBUM C ab3aLeM 4eTBEPTLIM NMyHKTa 194
HacToAwmX Mpaswu:

a) B C/ly4ae yCTaHOB/EHNA B 3aK/IOYEHUN MO pe3ynbTaTaM aHasim3a MeTOL0N0MMYeCKOro Ka4yecTBa
CpefHero Unmn BbICOKOro YPOBHSA METOA0/10MMYEeCKOro KayecTBa 04HOM0 U3 NpeacTaB/IeHHbIX B
NpeasoXXeHNN KJIMHNKO-3KOHOMUYECKUX NCCIeA0BaHNI IeKapCTBEHHOr0 NpenapaTa u (1an) nccnenoBaHum
C UCMOJIb30BaHNEM aHann3a BANSHUA Ha boaxxeTbl 6100)KeTHON cuctemsl Poccuinckonn deagepaunn (3a
NCKJIlo4YEeHMEM opdaHHbIX NEKAPCTBEHHbIX MPenapaToB) HanpaBAseT NpPeasoXKeHne C NpefocTaBeHneM
LOCTyMa K ero 3JIeKTPOHHbLIM BEPCUAM C NMpuaraeMbiMn LOKYMEHTaMN U CBELEHUAMU 015 NpOoBefeHns
OLLeHKM B COOTBETCTBUU C MOANYHKTOM "6" NyHKTa 19 HacToAwwmx MNpasun B LleHTp akcnepTussl n Ans
npoBegeHns aHasansa n OLEeHKM B COOTBETCTBMU C NOANYHKTOM "B" NyHKTa 19 HacToawwmx Mpasun - B
9KCMEPTHYI0 OpraHM3aLmnio C HanpaBleHNEM COOTBETCTBYIOLLENO YBEAOMIEHNS Ha INEKTPOHHYIO MOYTY
3a59BUTENA, afpec KOTOPOW yKa3aH B NpeasoXeHuu;

6) B cnyvyae yCTaHOBNEHMSA B 3aKJIIOMEHMM MO pe3yfibTaTaM aHan3a MEeTOA0N0rMYECKOr0o KavyecTBa
BbICOKOI 0, VN CPefHEero, UM HU3KOro YPOBHS METOL0/10MMY4eCKOro KayecTa 04HOM0 U3 NpeacTaB/IeHHbIX
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B NpenoXXeHnn KINHNKO-3KOHOMUYECKNX UCCeoBaHNI eKapCTBEHHOr0 npenapaTa v (1nau)
nccnenoBaHWi C UCMOJb30BaHNEM aHasiM3a BAUSHUA Ha 6t04)KeTbl 6104)KeTHON cucTeMbl Poccniickon
defepalm B OTHOLIEHNN OpaHHbIX JIEKapCTBEHHbIX NPEenapaToB HanpaBaseT NPeaJsioXeHne ¢
npegocTaB/ieHNeM JOCTYMNa K €ro 31eKTPOHHbIM BEPCUSAM C NpuiaraemMbiMy JOKYMEHTaMM 1 CBEAEHNAMMU
AN19 NpOBeeHMNA OLLEHKN B COOTBETCTBUM C MOAMNYHKTOM "6" nyHKTa 19 HacTosAwmx Mpasun B LleHTp
3KCMNepTM3bl U ONA NPOBeAEeHNS aHasIn3a N OL,EHKM B COOTBETCTBUM C NMOAMNYHKTOM "B" NyHKTa 19
HacToAWwmMX MpaBua - B SKCMEPTHYIO OpraHmn3aLnio ¢ HanpassieHNeM COOTBETCTBYIOLWEro yBeAOMIeHNS Ha
3NEKTPOHHYIO NOYTY 3asaBMTENS, aApec KOTOPOM YKa3aH B MPeaJioXeHNN;

B) B CJly4ae YCTaHOBJIEHMS B 3aK/IOYEHWM N0 pe3ysibTaTaM aHain3a MeTOL0/0MMYECKOr0 KavyecTBa HU3KOro
YPOBHA METOL0/10MMYEeCKOr0 KavyecTBa 04HOr0 U3 nNpeacTaBieHHbIX B MPeafoXXeHUN KIUHUKO-
3KOHOMUYECKUX NCCNe0BaHNI IEKAPCTBEHHOIO NpenapaTta u (Man) NCCNefoBaHNn C UCMOb30BaHNEM
aHasim3a BAnSHMA Ha 6log)xeTbl 610a)KeTHON cucTembl Poccuinckon Pepgepaunm (3a NCKAOYEHNEM
Op(haHHbIX IeKapCTBEHHbIX NPenapaToB) OTKAOHAET NpeasioXKeHne 0T AajibHelnwero pacCMOTPEHNS C
HanpaB/ieHNEM COOTBETCTBYIOLLEr0 YBEAOMIEHNS Ha S/IEKTPOHHYIO MOYTY 3as8BUTENS, apec KOTOPOK
yKa3aH B NpeasioXeHnn.

(OononHeHne nyHKTOM - [TocTaHoBNeHMe MMpaBuTtenscTBa Poccunckon ®epepaumnm ot 25.07.2024 Ne 1009)
20. 3asBUTENb B CJly4ae Hecornacus ¢ 3akJto4eHneM no pesynbTaTaM aHaM3a MeToL0J1I0rM4ecKoro
Ka4yeCTBa BMpaBe B CPOK, He MpeBbILLaOLWNA 3 paboymx OHEN CO AHA MOJYyYEHUS TaKOro 3aK/lo4YeHuns,
npeacTaBUTb B KOMUCCMIO MMCbMEHHOE obpalleHne C NPUIOXKEHNEM JOKYMEHTOB U CBEAEHUN,
060CHOBbIBAIOLLMX HECOracme C 3aK/IYeHNeM Mo pe3ybTaTaM aHaan3a MeTO40/10rM4eCcKoro Ka4yecTsa.
PelweHne 0 ganbHenweM pacCMOTPEHUN NPEOSIOXKEHNA NMPUHMMAETCA Ha 04epeHOM 3acefaHnm KOMUCCum,
no pesynabTaTaM KOTOPO KOMUCCUS YBEAOMAAET 3aaBMTENA NOCPeACTBOM HanpaBieHns
COOTBETCTBYHIOLLErO YBEAOMJIEHNS Ha INEKTPOHHYIO MOYTY, afpec KOTOPOM YKa3aH B NpeasoxeHunu, ob
0OHOM W3 CNeayoLWwmnX peLleHnii;

0 HanpasneHUW NpeasioxXeHns ¢ NpeaoCcTaBleHNEM [OCTYMNa K ero 3/1eKTPOHHbIM BEPCUAM C
npuaaraeMbiMyn LOKyMEHTaMW 1 CBEAEHUAMWN Qs MPOBEAEHUS OLEHKM B COOTBETCTBMM C NOAMNYHKTOM "6"
nyHkTa 19 HacTtosawmx Mpasun B LLeHTp 3KCNepTu3bl 1 419 NPOBELEHNS aHaN3a U OLLeHKM B COOTBETCTBUN
C NOANYHKTOM "B" NyHKTa 19 HacToawwumx MNpaBun - B 3KCNEPTHYIO OpraHn3aumio;

06 OTK/JIOHEHUN NPEeaNOoXKEHUSA OT AaJibHENLero pacCMOTPEHNSA B C/lyHae HEMOATBEPXKAEHMSA NO3MLNN,
NpeacTaBNeHHOW 3as8BMUTeNeM B 0OpaLleHnm, yka3aHHOM B ab3aLie NepBOM HaCTOSALLEro MNyHKTa.

(MyHKT B pefakuumm MNMocTaHoBneHUs MNpaBuTenscTBa Poccuiickon ®epepaumm ot 25.07.2024 No 1009)
20%. Komuccums B uensx noayyeHus no3nLum opraHoB rocy1apCTBEHHOM BAacTu CybbekToB Poccuinckonm
®epnepaumm B chepe oxpaHbl 340p0BbS MO NPEASIOKEHNAM O BKIKOYEHUN NEKAPCTBEHHbIX NMPEnapaToB B
nepeyvyeHb BaXXHeENLWNX NeKAPCTBEHHbIX MpenapaToB, HanpaBeHHbIM Ha KOMMIEKCHYIO OLEHKY B
COOTBETCTBUU C ab3aLeM BTOPbIM NyHKTa 192, noanyHKTOM "a" nyHkTa 193, nognyHkToM "a" nyHkTa 19°
HacToAwwmx MNpaBu, HanpaBAsSET 3anpocC B OpraHbl FOCYAAaPCTBEHHON BNAcTh CybbekToB Poccuinckon
depepaummn B chepe oxpaHbl 3[0POBbS.

Mpw NnpeacTaBaeHNM NO3NLNN, yKa3aHHON B ab3alie NepBOM HACTOALLEr0 MYHKTa, OpraHbl
rocypapCTBEHHOW BRacTn cybbekToB Poccunckon ®enepaumm B chepe oXpaHbl 340P0BbS YKa3biBaloT
cnepyrouine ceeeHus:

obLiee KOIMYeCTBO NALMEHTOB OTAEJIbHO MO KaXX4OMY MOKa3aHMo, YKa3zaHHOMY B MHCTPYKLUK MO
MeONLUNHCKOMY MPUMEHEHWIO NeKapCTBEHHOMO NpenapaTa;

CBeLleHMA 0 NEKAPCTBEHHbIX NpenapaTax, KOTopble NoayYatoT NauneHTbl B CybbekTe Poccuiickom
depfepaumm, C yKasaHMeM KoaMYecTBa NaLneHTOB, NOJyYatoWwmnx Tepanuio;

KOMNYeCTBO NaumneHToB B CybbekTe Poccninckon degepaunm, Hyxaaowmxcs B obecneyeHmm
npegsaraeMblM K BKJIIOHEHUIO B MepeYHU JIeKapPCTBEHHbIM MpernapaToM Mo Ka)KaoMy NokKasaHuio,
yKa3aHHOMY B MHCTPYKLMUKN NO MeAULIMHCKOMY NPUMEHEHUIO SIeKapCTBEHHOI0 NpenapaTa;

No3MLMA r1aBHOro BHEWTATHOroO cneymanncTa cybbekTa Poccuiickon degepaunm ¢ y4eTom npoduns ero
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AEATENbHOCTM 0 Lies1iecoobpa3HOCTY BKIOYEHNS IEKAPCTBEHHOMO NpenapaTa B COOTBETCTBYOLLMIA
nepeyveHb, B TOM YNC/Ie CBEEHNS O MPaKTNKe NPUMEHEHNS NEKApPCTBEHHOMO NpenapaTa B cybbekTe
Poccunckon ®egepaumm (Mpyu Hann4mm);

CpefHeB3BEeLleHHas LleHa eanHNLbI IEKapCTBEHHOro npenapaTta (yKa3aHHas B e4MHOM
CTPYKTYPUPOBAHHOM CMpaBOYHUKE-KaTaslore JIeKapCTBEHHbIX NpenapaToB 419 MeAULIUHCKOr o
NPYMEHEHNS), CIIOXKMBLLAACSA HA MOMEHT (DOPMMPOBAHMS NO3ULUN (NPU HANYUN);

06beM 3aKyMNoK JIeKapCTBEHHOr0 NpenapaTta 3a NPeALWwecTBYOWMNA rof (Npu Hanuyum);

N3MeHeHne Harpy3kun Ha broaxeT cybbekTa Poccuinckon denepaunn B Ciyyae BKJIOYEHNS JIEKAPCTBEHHOIO
npenapaTta B NepeyeHb BaXXHENLINX JIEKAPCTBEHHLIX NPenapaToB C y4eTOM KOJIMYeCcTBa NalUneHTOoB B
cybbekTe Poccuinckon ®egepalmm, HY)XAAOLWMXCS B Tepannn yKasaHHbIM JIeKapCTBEHHbBIM NpenapaTomM, 1
NO3ULMN FNAaBHOIO BHELITATHOMO CNeumnanmncTa cybbekTa Poccuinckon depepaunu;

NHble CBEAEHNS MO SIeKapCTBEHHOMY NpenapaTy (Mpu HeobxoanumocTw).

(dononHeHne NyHKTOM - [TocTaHoBAeHMe MpaBuTenscTBa Poccuinckon ®egepaumnm ot 25.07.2024 Ne 1009)
21. MNepeyeHb 3KCNEPTHbIX OpraHM3auni yTeepxaaetcd MUHUCTEPCTBOM 34paBoO0XpaHeHnsi POCCUNCKOW
defepaumm 1 pasmellaeTca Ha ouLmnanbHOM canTe B ceTn "UHTepHeT".

22. KoMnieKcHas oLeHKa B COOTBETCTBUM C MOANMYHKTaMm "6" 1 "B" nyHkTa 19 HacToswwmx Mpasun
ocyulecTBaseTcs LLeHTpoM aKcnepTu3bl U 3KCNEPTHLIMK OpraHM3aumnaMu B TeveHne 15 paboymnx oHen co
OHA NOJIYY4EHNS OT KOMUCCUMMN NPeaoKeHMNS.

23. [1ns npoBeAeHNs KOMMAEKCHOWN OLIEHKW B COOTBETCTBUMN C MOAMNYHKTOM "B" NyHKTa 19 HacToALWMX
MpaBnn 3KCNepTHaa opraHmn3auma co3faeT SKCNEePTHYI0 KOMUCCUIO U3 CMEeLMannCcToB C BbICLUUM
MeONLUHCKUM, hapMaLleBTUYECKUM UK Bronornyeckmm obpasoBaHMEM C MPEMMYLLECTBEHHbLIM Y4aCTMEM
CNeunanncToB, NMEIOLMX BbiCLLee MeamnLMHCKoe 1 hapMaueBTnyYeckoe obpasoBaHue.

24, Mpwn NpoBeAeHNN OLLEHKN B COOTBETCTBUM C NOANYHKTOM "6" nyHKTa 19 HacToawmx Mpasun
OCYLLLeCTBAAETCS B TOM YMC/Ie pacyeT CTOMMOCTU Kypca (rofa) nevyeHms npeasiaraemMbiM NeKapCTBEHHbLIM
npenapaToM Mo CPaBHEHWIO C TepaneBTUYeCKN aHaNorMYHbIMU IeKapCTBEHHbIMY MpenapaTamu,
BKJIIOYEHHBLIMU B MEPEYHUN, UCXOAS U3 CAedyoWmMX JaHHbIX:

npegesbHas 0TAyCKHas LieHa NeKapCTBEHHOrO npenapaTa, KOTOPY NPOU3BOAUTENb NAaHNPYyeT
3aperucTpmMpoBaTh UK NEPEPErNCTPUPOBATL B COOTBETCTBUN CO CTaThen 61 PepepanbHoro 3akoHa "06
obpalleHnn nekapcTBEHHbIX CPeacTB”;

pacyeTHas LeHa, COOTBETCTBYIOLLAA CpefHeln U3 3aperncTpupoBaHHbIX B YCTAHOBIEHHOM Nopsaake
npenesibHbIX OTMYCKHbIX LeH NPOM3BOAMTENEN Ha COOTBETCTBYIOLLNE IEKAPCTBEHHbIE NpenapaTsl (ans
TepaneBTMYECKN aHaNOrMYHbIX IEKAPCTBEHHbIX NPenapaToB), HAaX04AWMECs B rpaXkaaHCckoM obopoTe B
TeYyeHune rofa, NpeaLecTBYOWEro rogy nogavn NpenioxeHuns;

peXxnM O03MPOBaHNS NEKAPCTBEHHbIX NPenapaToB B COOTBETCTBUN C MHCTPYKLUMUEN MO MEAULNHCKOMY
NPYMEHEHUIO JIEKapCTBEHHbIX NPenapaToB UM KINHUYECKMY peKOMeHAaunsMM U CTaHgapTamMu
MeONLUHCKON NOMOLLN (B Clyvae, ecnm HAopMaLmus 0 NPOAC/KUTENIbHOCTY Ie4eHns OTCYTCTBYET B
WNHCTPYKLMM NO NPUMEHEHWIO NEKapCTBEHHOMO NpenapaTa).

Mpun OTCYTCTBUW 3aperucTpMpPOBaHHbIX B YCTAaHOBIEHHOM MOpPSAAKe LeH Ha TepaneBTUYeCcKn aHaIornyHble
JleKapCTBEHHbIE NpenapaTbl KOMMEKCHAsA OLEHKa OCYLLeCTBAAETCS B OTHOLIEHUN pacyHeTHbIX LIeH Ha
3aKynaeMmble NeKapCTBEHHbIE NpernapaTbl B COOTBETCTBUM C MHGOPMaLMen 0 LieHaX JIeKapCTBEHHbIX
npenapaToB, COAEPXKALLUXCSA B peeCTpe KOHTPaKTOB, 3aK/M0YEHHbIX 3aKa3ymkamu. Mpn 3TOM pacyeTHas
LleHa Ha JleKapCTBEHHbIe NpenapaThl COOTBETCTBYET CPeHEB3BELLEHHON LieHe (haKTUYeCKMNX 3aKynok Ha
BOCMNpoun3BeeHHble nnn broaHanorossle (brionoaobHbie) NekapCTBEHHbIE NpenapaThl (Mpu Hananyun). Mpu
OTCYTCTBUW BOCMPOU3BEAEHHbIX NN B1oaHanoroebix (bronogobHbIX) NeKapCTBEHHbIX MpenapaToB
pacyeTHas LeHa Ha JIeKapCTBEHHbIE npenapaTbl COOTBETCTBYET CPpeAHEB3BELUEHHON LeHe (haKTUYeCcKnx
3aKYMOK OpUrMHasbHbIX JIEKAPCTBEHHbIX NpenapaTos.

Mpy HaNU4YMKM 3apPErnCTPMPOBAHHBIX B YCTAaHOB/EHHOM NOPAAKE LIeH Ha TepaneBTUYeCKN aHaNornyHble
JleKkapCTBEHHbIe npenapaThl OLeHKa CTOMMOCTM rof0BOro Kypca Tepanum B cjiy4ae pacCMOTPEHNS
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BKJIIOYEHWA NpeAsiaraeMoro 1eKapcTBEHHOM0 nNpenapaTa B nepevyeHb AOPOroCTOALLMX eKapCTBEHHbIX
npernapaToB OCYLLECTBASETCA B OTHOLEHUN pacyeTHbIX LIeH Ha 3aKyrnaeMble IeKapCTBEHHbIE npernapaThl B
COOTBETCTBUM C NH(hOPMaLIMEN O LleHax SIeKapCTBEHHbIX MpenapaToB, COAEPXKaLLUXCA B peecTpe
KOHTPAKTOB, 3aKJ/Il0YEHHbIX 3aKa3ynkamu. NMpu 3TOM pacyeTHas LieHa Ha NeKapCTBEHHbIE npenapaThl
COOTBETCTBYET CPeAHEB3BELUEHHON LieHe (PaKTUYECKMX 3aKYNOK Ha BOCNPOU3BELEHHbIE NN
6uoaHanorosble (buononobHbIE) NeEKapCTBEHHbIE NpenapaThl (Mpu Haanyuu). Mpu oTCYTCTBUK
BOCMpPOM3BeAEHHbIX Uy BroaHanoroseix (6MonofobHbLIX) 1eKapCTBEHHLIX NpenapaToB pacyeTHas LieHa Ha
JleKapCTBEHHbIE NpenapaTbl COOTBETCTBYET CPeAHEB3BELLIEHHON LieHe (PaKTUYeCKMX 3aKymnoK
OpUrMHabHbIX JIeKapCTBEHHbIX NpenapaTos.

Mpw oLleHKe [ONONHUTENbHbIX MOCAEACTBUA MPUMEHEHNS IeKapCTBEHHOMO NpenapaTa Takxe
OCYLLECTB/IAETCA aHa/IM3 AaHHbIX 0 FOCYLApPCTBEHHON perncTpauun, aHaams obpalleHns 1eKapCTBEHHOI0
npenapara, npeajaraeMoro ojs BKAOYEHUS B MepeyHu, a Takxe TepaneBTnYecky aHaJIormyHbIX
JIeKapCTBEHHbIX NPenapaToB, BKOYEHHbIX B MEPEYHN.

B uenax nonyyeHus HeobxoanMon LONOAHUTENbHON UHGOPMaLUN U YTOYHEHUS NPEACTaBAEHHbIX B
NpeanoXeHnn CBeAeHUn Npy NPOBEAEHNN KOMMIEKCHOW OLLEHKM OCYLLeCTBASETCA MOMCK MHGopMaLnn o
JleKapCTBEHHbIX NpenapaTax B paMkKax npenaaraeMoro K BKIOYEHUIO MeXAYHapo4HOr 0
HenaTeHTOBaHHOIr0 HaVMeHOBaHMS (MPU OTCYTCTBUM TaKOr0 HAMMEHOBaHMWSA - B paMKax rpynnMpoBOYHOr0
WAV XUMUYECKOro HaMMEHOBaHMWA), B TOM YNC/IE O KJIMHUYECKUX U (MSIN) KJIMHUKO-3KOHOMMYECKUX
nccnefoBaHMAX leKapCTBEHHbIX NpenapaTtos. [1py 3TOM K 3aKJI04YeHUAM, YKa3aHHbIM B NMYHKTe 25
HacToawwmx MNpasun, NpunaratoTCa NOJHOTEKCTOBLIE NyBANKALUN TakUX NCCaenoBaHMM,

(MyHKT B penakumnm MNoctaHoBneHus MpasuTenscTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)

25. Mo pe3ynbTaTaM KOMMJIEKCHOW OLEHKW 3KCNepTHas opraHM3aLmnsa CoCTaBNseT 3aklo4eHne no
pe3ynbTaTaM aHaAn3a UHGOPMaLMUN O CPABHUTENbHON KJIMHNYECKON 3DEKTUBHOCTM 1 Be30NacHOCTH
JleKapCTBEHHOr 0 npenapaTa no opmMe corsiacHo npuaoxeHuto Ne 7, LIeHTp 3KCnepTusbl cocTaBnseT
3aKJ/l04eHMe Mo pe3ysibTaTaM OLLEHKN 3KOHOMUYECKUX MOCNeACTBUN NPUMEHEHNS NeKAPCTBEHHOMO
npenapara, U3y4eHus LONOJSHUTESIbHbLIX NOCAeACTBUMA NMPUMEHEHNS IeKapCTBEHHOI0 npernapara, a TakXxe
OLIEHKMN CTOMMOCTU rOLOBOro Kypca Tepanuu npegiaraeMbiM JIeKapCTBEHHbLIM NpenapaToM Nno CPaBHEHMIO
C TepaneBTUYECKM aHaANOrMYHbIMY JIEKapCTBEHHbIMY NpenapaTamMu, BKIKOYEHHbIMY B NepeYyHu, no gopme
corylacHo npwioxeHuto Ne 8! 1 npeCcTaBAAT UX B KOMUCCUIO C HamnpaBJieHWeM COOTBETCTBYIOLLErO
yBEAOMJIEHNA Ha 3NEKTPOHHYIO NOYTY 3asaBMTeNs, afpec KOTOPON YKa3aH B NPeaJIOXEeHNN.

26. MpennoxeHve, B TOM YUC/e npuiaraeMble K HeMy JOKYMEHTbI 1 CBeAeHUS, @ TaKXe 3aK/IloHeHNs no
pe3ynbTaTaM KOMMJEKCHOM OLEHKN B TeYeHne 2 paboymx AHen Co AHA X NONYyYEeHUs HanpaBasoTCA
KOMUCCUEN C NpefocTaB/ieHneM LOCTYNa K 3N1eKTPOHHbIM BEPCUAM NMpeaoXXeHns ¢ npuiaraeMbiMm
LOKYMEHTaMW U CBEAEHVAMW [JIaBHOMY 3KCMNePTY C Y4eTOM Npodnisa ero AedATesIbHOCTU A5 NOATO0TOBKY
no 3TOMY NPeAN0KEHNIO Hay4HO 060CHOBAHHON PeKOMEHAALMMN O BK/OYEHUN IEKAPCTBEHHOMO NpenapaTa
B NEPEYHN 1 MUHMMAJIbHBIN aCCOPTUMEHT MO (hOpMe CornacHo npunoxeHuto Ne 9 (Lanee - Hay4HO
060CHOBaHHasa pekoMeHaaLmns).

26. Mpwn hopMNpPOBaHNMN MUHMMANBLHOIO AaCCOPTUMEHTA, @ TaKXXe NpPU NOCTYNNeHUN nNpeanoxeHns ob
NCKJIIOYEHUWN IeKapPCTBEHHOIO NpenapaTta 13 nepeyHen 1 MUHUMaJIbHOro aCCOPTMMEHTa KOMUCCUS B CPOK,
He npeBbIWatoWwmn 2 paboymnx fHen Co AHSA BbIHECEHMWS 3aKN0YEHMS MO pe3ybTaTaM LOKYMEHTaIbHOMN
3KCMepTU3bl, 3@ UCKIIIYEHNEM NPEAI0XKEHN, B OTHOLLEHUN KOTOPbIX BbIHECEHO 3aKJIl04eHue C
3aMeYaHnAMN 0 HECOOTBETCTBUM YCTAaHOB/IEHHbIM TPeboBaHUSAM, HanpaBseT NpeanoxeHne C
npefocTaB/ieHMeM AOCTYNa K ero 3JIeKTPOHHbLIM BEPCUAM C NpuiaraeMbiMn JOKYMEHTaMU U CBEAEHUAMN
He MeHee 4eM [BYM rNaBHbIM 3KCMepTaM C y4eToM Npohnaa nx 4eaTeNbHOCTU C HanpaBieHNeM
COOTBETCTBYIOLLEro yBeJOMIEHNS Ha 3JIEKTPOHHYIO MOYTY 3a8BUTENS, adpec KOTOPOWN yKa3aH B
npensioXXeHunu.

27. TnaBHbIN 3KCNepT B TeveHue 10 paboynx AHen Co AHA NOJYHYEHUS NOKYMEHTOB, YKa3aHHbIX B MyHKTaX
26 1 26 HacToAwmx MNpaBua, NpeacTaBaseT B KOMUCCUIO B 3/IEKTPOHHOM BMAE Hay4YHO 060CHOBaAHHY10
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peKoMeHaaumio.
Mpn NoAroToBKE Hay4HO 06OCHOBAHHbLIX PEKOMEHAALMIA FNaBHbIE IKCAEPThI B LeNax nosyyeHuns
AONONHUTENbHON MHopMaLmm 0 6e30MacHOCTK, KavyecTBe 1 3PPEKTUBHOCTM B paMKax npeanaraemMoro K
BKJIIOYEHWIO MEXAYHAPOAHOr0 HenaTeHTOBAHHOMO HaUMeHOBaHMA (NPU OTCYTCTBUM Takoro HaMMeHOBaHWA
- B paMKax rpynnuMpoBOYHOr0 UM XMMUYECKOr0 HaMMeHOBaHKS) MOryT HanpaBaATh 3anpochl B
npoteccnoHabHblE HEKOMMEPYECKE OpraHM3aLmm, Co3aaBaeMble MEAULNHCKUMY paboTHNKaMM 1
thapmaLeBTnYeCcKMmM paboTHMKaMu.

naBHble 3KCNepThbl NPY NOAFOTOBKE Hay4YHO 060CHOBAHHbLIX PEKOMEHAALNNA AeNatoT BbIBOA O
LenecoobpasHoOCTU NCKIIYEHNS IeKaPCTBEHHLIX NMPEnapaToB 13 NepeyHen B Cnyvyae, ecam CTOMMOCTb
npenjiaraeMoro K pacCMOTPEHWIO IEKapCTBEHHOr O NpenapaTa HKe CTOMMOCTM TepaneBTUYecku
QHaJIOrMYHOr0 NEKAPCTBEHHOMO NpenapaTa 3a Kypc Tepanuu, BKIOYEHHOI0 B MepeYHu, Npu BKIOYEHUN
albTePHATMBHLIX IEKAPCTBEHHLIX NpenapaTos, 061afaloWmnX AOKA3aHHLIMW KIMHUYECKUMUA, 1 (1K)
KJIMHUKO-3KOHOMMNYECKMMIU NpenMyLLLecTBaMu, 1 (1im) ocCoBeHHOCTAMN MexaHu3Ma AencTamsa, u (nnm)
6onbluen 6€30NacHOCTLIO MPU AMArHOCTUKE, NPOPUIAKTUKE, NeveHnn unu peabunutaunn 3abonesaHui,
CMHLPOMOB M COCTOSHWUI, @ TakXXe B C/ly4ae, eC/in BKJIOYEHHLIN B MEPEeYHN eKapCTBEHHbIN NpenapaT He
NPYMeEHAETCS B CYyLLeCTBYIOLWUX CXeMax Tepanuu.

(MyHKT B pefakuum MNocTaHoBneHUs MNpasuTenscTBa Poccuiickon ®epepaumm ot 25.07.2024 No 1009)

28. MNpwn HecornacMm NOSHOCTbLIO NN YaCTUYHO C 3aKJIIOYEHUAMN SKCNEPTHOW opraHm3aunn n (nnn) LleHtpa
9KCMEepTU3bl FNaBHbIA 3KCNEPT rOTOBMT Hay4YHO 06OCHOBaHHYI0 PEKOMEHAALNIO, B KOTOPON yKa3biBaeT
3aMey4yaHmns C AeTaan3mpoBaHHbIM 060CHOBaAHMEM U CCbIIKaMU Ha MyBAMKaunm 0 JaHHbIX KIUHUYECKNX
nccnefoBaHU 1IeKapCTBEHHOr o0 npenapaTa v (Maun) SaHHbIX MOHUTOPUHIA ero 3MeKTUBHOCTM 1
6e3onacHoCTK Ha TeppuTopumn Poccninckon Pepepaunn 1 (unn) 3a pybexxom, a Takxe AaHHbIX KIANHUKO-
3KOHOMUYECKMX NCCNef0BaHNIA N pacyeToB, 060CHOBLIBAKOLLMNX €ro BhIBOAbI, C MPUI0XKEHNEM 3TUX
nybankaumn.

28, 3asBUTENb B C/lyYae HeCoriacusi ¢ pesyabTaTaMn KOMMIEKCHOW OLLEHKN 1 HaYYHO 060CHOBaHHOW
pekoMeHaumneln rnaBHOro 3KCnepTa Bnpase He no3gHee 4eM 3a 5 paboynx AHEN [0 3acefaHns KOMUCCUM
npeacTaBUTb B KOMUCCUIO B S/1IEKTPOHHOM BUAE AOMOJIHUTENbHbIE LOKYMEHTbI U CBEAEHMNA MO
NpesnoXeHno (KINHNYecKmne ncciefoBaHns, HOBOE LIeHOBOE NpedsioeHue, NoATBeEpXAeHHoe
pe3ynbTaTaMu KIMHUKO-IKOHOMUYECKMX UCCNef0BaHUIA U MCCNef0BaHWIA C UCMO/Ib30BaHNEM aHan3a
BANSHUSA Ha BloaXeT, 6e3 M3MEeHEeHWI, HO C YYETOM HOBOW LIEHBI, C MPeacTaBNEHNEM COOTBETCTBYOLNX
MoLesien C pacyeTamm). Komuccmns HanpaengeT Takoe NpedsioXeHne C NpefocTaBeHneM AoCTyna K ero
3N1EKTPOHHbIM BEPCUSAM C MpUiaraemMbiMn GOKYMEHTaMM U CBEAEHUAMU A5 MOBTOPHOro NpoBeAeHuns
3TanoB KOMMJ/IEKCHOWN OLEHKM, MPeayCMOTPEHHbIX NoanyHKTamu "6" n "B" nyHkTa 19 HacToswmx Mpasun, €
HanpaBfieHNneM COOTBETCTBYIOLLEro yBeAOMNEHWNSA Ha 3IEKTPOHHYIO MOYTY 3a8BUTENS, alpec KOTopou
yKa3aH B NPeaNoXXeHUn, B TeyeHne 3 paboynx OHEN C AaTbl MONAYYEHNS NPELI0KEHUS C NPEACTABNEHNEM
pe3ynbTaTOB Ha 3acefaHnn KoMuccum. (JononHeHne NyHKTOM - MocTaHoBneHWe MpaBUTENLCTBA
Poccninckon ®epepaunm ot 25.07.2024 Ne 1009)

29. (NyHKT yTpaTun cuny - MNMoctaHosneHne MpasuTenscTBa Poccminckon ®epepaumm ot 29.10.2018 Ne
1283)

30. (MyHKT yTpaTun cuny - NMoctaHosneHue MpasuTenbcTea Poccminckon ®epepaumm ot 29.10.2018 Ne
1283)

31. 3acepaHuns Kommccum nposoaaTca Ao 10-ro Yncna 2-ro Mmecsua KBapTana, CJiedyoLlero 3a KeapTaJsiomMm,
B KOTOpPOM LIeHTpoM 3KcnepTu3bl NpeAcTaB/IeHOo 3aKJlo4eHre No pe3yibTaTaM aHasm3a
MeTOA0JIOrMYECKOro KayecTBa 0 CPeAHEM U BbICOKOM YPOBHE METOL0I0MMYECKOr0 KayecTBa XoTs bbl
O4HOr0 U3 NpeLcTaBNeHHbIX KIMHUKO-3KOHOMUYECKMX NCCIeL0BaHNIN NeKapCTBEHHOrO npernapaTta 1 XoTs
6bl 0HOMO 13 NpefCTaBAEeHHbIX UCCNIef0BaHWI C MCMO/b30BaHUEM aHaM3a BANAHNS Ha B0KeT B paMKax
O4HOr0 NOKa3aHMsa K NPUMEHEHMIO JIeKapCTBEHHOI 0 npenapaTa, 3a UCKIoYeHneM opgaHHbIX
JleKapCTBEHHbIX NpernapaTos. B oTHoLWeHM opdaHHbIX JIeKapCTBEHHbIX MpernapaToB 3acefaHns KoMuccum
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nposoasaTcs Ao 10-ro yncna 2-ro Mecsua KBapTana, Cieayowero 3a KBapTasaoM, B KOTOPOM NpeacTaBieHo
npegJsoXxeHue.

PelwseHuns no npeaso)KeHmam, B TOM YUcie Npv npencraB/ieHnun B Hay4Ho 060CHOBaHHON peKoMeHAaunm
rNaBHOro CNeunanncTa, coaepixallen npeanoxxeHne ob NCKIOYEHNN IEKAapPCTBEHHbIX NPenapaToB 13
nepeyvyHen, NPUHNMALOTCA Ha 3acefaHnaX KOMUCCMX B COOTBETCTBMM C IMCTaMU r0JIOCOBaHNA Y4/1IEHOB
KOMUCCUK, MPUCYTCTBYIOLWMNX Ha 3aCefaHNN KOMUCCUN, COAEePXKaLLUMN pe3yibTaTbl KOMMIEKCHON OLLeHKMU, C
Y4€TOM Hay4HO 060CHOBaAHHOW peKoMeHAaLU MM rnaBHOro akcnepTa. Mpn 3ToM Hay4YHo 06oCHOBaHHas
peKOMeHAaumMsa r1aBHOro 3KcnepTa NpeacTaBAseTCcs YieHaMn KOMUCCUN.

Komuccus npm NpUHATAN PeLleHmns o BKAoYeHUN (06 NCKOYEHNN) NEKAPCTBEHHbLIX MPENapaToB B NepeYyHm
(13 NnepeyHeln) U MUHUMaNbHbIA aCCOPTUMEHT (M3 MUHMMANbHOIO aCCOPTMMEHTA) YYMThIBAaeT CBEAEHUSA O
nocTaBKax JIekapCTBEHHOr 0 npenapaTa Ha TeppuTtoputo Poccninickon depepaunn, a Takxxe no3nuymuio
OpraHoOB roCcyaapCTBEHHOW BNacTn cybbekToB Poccuinckon ®epepaumm B chepe o0XpaHbl 340p0BbS,
yKa3aHHYo B NyHKTe 20! HacTosALwmX MNpasun.

Komuccus npmHmMMaeT pelleHmne 06 NCKIYEHUN IeKapCTBEHHOIO NpenapaTta M3 NepevyHen un
MWHNMabHOr0 aCCOPTUMEHTA NpPW NOATBEPXXAEHNN C/yHaeB, yKa3aHHbIX B ab3auax TpeTbeM - CeAbMOM
NyHKTa 6 HacTosAwwmx MpaBwu, a TakXXe nNpu NpeacTaBieHnn Hay4yHo 060CHOBAHHOM peKOMeHaaLUnu,
npeacTaBAeHHON rNaBHbIM 3KCMNEPTOM B COOTBETCTBUM C ab3aLeM BTOPLIM NyHKTa 6 HacTosAwmx Mpasun.
Mpn pacCMOTPEHUN NMPERNOXEHNS, B OTHOLWEHNN KOTOPOro B Hay4HO 000CHOBAHHON pekoMeHauum
rNaBHOro 3KCnepTa B COOTBETCTBUN C ab3aLeM TpeTbnM NyHKTa 27 HacToawmx MNpaBua caenaH BbiBo4 O
LenecoobpasHOCTN NCKNIOYEHNS NEKAPCTBEHHbIX MPenapaToB 13 NepeyHen, Ha 3acefaHne KOMUCCum
NPUrnaLaloTCa NpeacTaBuTeNN BCEX NPON3BOAMTENEN IEKaPCTBEHHbIX NpenapaTos U (1an) BnagenbLes
(Dep)xaTenewn) perncTpaunoHHbIX yOOCTOBEPEHN TaKUX JIEKAPCTBEHHbIX NPEenapaToB B LEensx
pacCMOTPEeHNs BONpPOoCa UCKOYEHNA SIeKapCTBEHHbIX MpenapaTos M3 NepeyHen uan nepepermcrpaumm
3apernucTpmMpoBaHHbIX NpeaenbHbIX OTMYCKHbIX LIEH NMPOWU3BOANTENEN HA HUX.

B cnyyae paBeHCTBa roJiocOB peLlatoLLnM ABASeTCA roaoc npeaceaTebCTBYIOWEro Ha 3aceaHunm
KoMuccuu,

(MyHKT B pemakumm MNMoctaHoBneHus MpaBuTenscTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)

32. Ha 3acefiaHune KOMUCCUW NpUriallaeTcs npeactaBuTesb enepasibHoro Ka3eHHOro y4pexxaeHuns
"®epnepanbHblil LEHTP MNJAHMPOBAHMA U OpraHn3aLmmn nekapcTBeHHoro obecneyvyeHns rpaxgan"
MuHnCcTepcTBa 34paBo0OXpaHeHns Poccminckon deaepaumn, a Takxxe B LiesiaX Hay4HOro onnoHMpoBaHma
npeacTasuTenu LleHTpa 3KCNepTU3bl 1 3KCMEPTHOW OpraHu3aumm.

33. NHbopmaums 0 xo4e 1 pesysibTaTax PacCMOTPEHMA NMPenNoXeHNs, a TakXe 0 MecTe, faTe U BpeMeHun
3acefaHnsa KoOMMCCUM pasMelaeTcs 3a 7 paboymx AHeN 40 COOTBETCTBYIOLLEro 3aceaHmns Ha
opmLmanbLHOM canTe B ceTn "UHTepHeT".

WHdopMaLms o NpUHATLIX Ha 3acefaHn KOMUCCUK pelleHnax 06 ofgobpeHnn (OTKNOHEHNUN) NPeAI0KEHNIA
pa3MellaeTcs Ha ouumnasbHOM canTe B ceTu "MIHTepHeT" B TeyeHme 5 paboynx gHen nocsie npoBeneHns
3aceaHnsa KOMUCCUM.

(MyHKT B pepakuum MNMoctaHosneHns MpasutenscTBa Poccuinckon depepaumm ot 29.10.2018 Ne 1283)

34. MNpn BO3HUKHOBEHUW KOH(IMKTa MHTEPECOB COOTBETCTBYOLLNE Y/1eHbl KOMUCCUU He Y4aCTBYIOT B
npoueaypax NPUHATUS PELLIEHNI MO KOHKPETHOMY NpPeaJsioXeHNIO.

CneumanncTbl 3KCNEPTHOM opraHm3auun n LleHTpa aKcnepTu3bl, y4acTBYOLLME B MOATOTOBKE 3aK/I04EHUS
no pesynbTaTaM KOMMJEKCHOWN OLLeHKUN, NpefyCMOTPEHHON NYHKTOM 19 HacToAwmx Mpasun, rnasHble
IKCMEePThl N YSIEHbI KOMUCCUW, NPeLCcTaBUBLUNE HEJOCTOBEPHYIO MH(OPMALMIO UK He NpeLCcTaBuBLLKE
(HeCBOEBPEMEHHO NPeACTaBUBLUNE) B KOMUCCUIO MHDOPMALINIO O HanyYmm 0b6CToATENBCTB, CNOCOBHbIX
NPUBECTU K KOH(PIMKTY MHTEPECOB NPY PAaCCMOTPEHNN NPEONOXKEHNI, MO PELLUEHNIO KOMUCCUM
OTCTPaHATCA OT AajJibHENLEro y4acTUs B 4eATENbHOCTY Mo DOPMMPOBAHUIO NEPEYHEN N MUHUMASIbHOIO
aCCOPTMMEHTA, @ peLleHne No NPeasoXKeHnto, NPUHATOE KOMUCCUEN NMPU UX YHaCcTUK, NOSAEXNUT
nepecMoTpy.
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NaBHble 3KCNEepPThI, YeHbl KOMUCCUK, IKCMEPTHAA OpraHm3auns, LLeHTp aKcnepTusbl, a Takxe
CNeLnanncTbl 3KCNEPTHOW opraHn3auun n LieHTpa 3KCnepTun3bl He BNpaBe OCYLLeCTBAATb
KOHCY/IbTMPOBaHWE 3as8BUTENEN, B TOM YUCJIE OKa3blBaTb MJIaTHbIE YCAYTM MO KOHCYbTUPOBAHUIO, MPK
pacCcMOTpeHUn NpeanoxeHunin. (JlononHeHne ab3auem - MocTtaHoBneHWe MNpaBUTeNbLCTBa Poccuinckom
®epepaumm ot 25.07.2024 Ne 1009)

35. lNo pe3ynbTaTam 3acefaHUn KOMUCCUM FOTOBATCS MPOEKTLI pacrnopsxeHun MNMpaBntensCcTBa Poccumnckom
depepaLnn 0 BHECEHUN U3MEHEHUNI B MEPEYHN Y MUHUMAJIbHBIA aCCOPTUMEHT, KOTOPLIE Pa3MeLLalnTCs Ha
oduLManbHOM canTe B ceTu "MHTepHeT" Ha Cpok He MeHee 10 pabo4ynx gHen.

MpoekTbl pacrnopsxeHnn MNpasuTtenscTBa Poccninckon Gefepauum 0 BHECEHNN U3MEHEHUIN B NEPeYHN U
MWHUMaJIbHbI aCCOPTUMEHT (POPMUPYIOTCA MO pe3ySibTaTaM 3acelaHnn KOMUCCUN C YKa3aHUEM
MeXAYHapOo4HbIX HENAaTEHTOBAHHbLIX HAUMEHOBAHMWIN NEKAPCTBEHHbIX MPenapaToB (NpY OTCYTCTBUM TaKmMx
HaVMEHOBAHWI - MO FPYMMMPOBOYHBLIM WM XMMUYECKUM HAaVMEHOBaHMAM), C yKa3aHneM cnocoba u (nnm)
NyTW BBEAEHNS JIeKapCTBEHHOr 0 NpenapaTa, a TakXe nNpu HeobxoaMMOCTI OCHOBHOMO 3/1IEMEHTa UK
LOMONHUTENILHOMO 3/IEMEHTA JIEKAPCTBEHHLIX (DOPM, B TOM YMCe Tuna BeiICBOBOXAEHNS OENCTBYIOLLErO
BellecTBa.

(MyHKT B penakumum MoctaHoBneHus MpasuTenscTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)

36. I3mMeHeHWsa B NPOeKTbl NepeyHen U MUHUMAJIbHOrO aCCOPTUMEHTa NOANEXXAT COrNacoBaHMIO C
MWHNCTEPCTBOM MPOMBILLJIEHHOCTN 1 TOProeaun Poccunckon ®epepaunn, MUHNCTEPCTBOM (hMHAHCOB
Poccuiickon ®epepaumm, MMHUCTEPCTBOM TpyAa U COLManbHOM 3alnThl Poccunckon deaepauuu,
MWHNCTEPCTBOM 3KOHOMUYECKOr0 pa3BuTusa Poccninckon Penepaunmn, enepasibHON aHTUMOHOMOJILHON
cnyxbon, ®enepansHon cnyxboi No Haa3opy B chepe 3aWwuTbl NpaB noTpebutenen n bnaronony4yms
yenoBeka ¥ MMHUCTEPCTBOM HayKu v Bbicllero obpa3oBaHus Poccuinckon GefepaLmm n BHECEHNIO B
MpaBnTenbcTBO Poccuiickon Penepaunn He nosgHee 15 okTabpsa TekyLlero KaJieHaapHoro roaa.

MPUNOXEHNE Ne 1
K Mpasunam popMnpoBaHUS NepeyHei iekapCTBEHHbIX NpenapaTos A8 MeAULNHCKOro NpUMeHeHuns v
MWHNUMaJIbHOI0 aCCOPTUMEHTA NNIEKAPCTBEHHbIX

npenapaTos, H606X0)J,I/IMI:IX 0N OKa3aHuA MG,D,VILI,I/IHCKOVI nomMmoLyn

(cpopma)

B kKoMuccmio MnHNCTEpPCTBa 34PaBOOXPaHEHNS

Poccuinckon ®epepalm no OpMUPOBAHINIO NEPEYHEN NEKAPCTBEHHbLIX NPENapaToB AasS MegULMHCKOro
NPUMEHEHUS N MUHUMAJIbHOr0 aCCOPTMMEHTA JIEKAPCTBEHHLIX NpenapaToB, HEOBX0AMMbIX A5 OKa3aHNS
MeOULMHCKON NOMOLLN

MPEOOXEHUNE
0 BKJIIOYEHUM JIEKAPCTBEHHOI 0 NnpenapaTta B NepeYvHn IEKapCTBEHHbIX NpenapaToB A1a MeguLMHCKOro
npMMeHeHusa*

1. HacTosiLwee npennoXxeHne KacaeTcs BKJIOYEHUS IeKapCTBEHHOM 0 npenapaTa B NepeyHy JiekapCTBEHHbIX
npenapaTos:

1.1. nepeyeHb XKMN3HEHHO HEOOXOAUMBIX U BaXKHENLLNX JIeKaPCTBEHHLIX NMPEnapaToB;

1.2. nepeyeHb NeKapCTBEHHbLIX NPenapaToB, NpeAHa3HavYeHHbIX Ana obecneyverHns nuu, 60abHbIX
remoguanen, MykoBucLMA030M, runodusapHbIM HaHN3MoM, 6one3Hblo Molle, 3/10Ka4YeCTBEHHLIMU
HOBOO6pPa30BaHMAMMN NNMPONLHON, KPOBETBOPHON U POACTBEHHLIX UM TKaHEN, pacCesHHbIM CK1IEPO30M,
reMOINTUKO-yPEMMNYECKUM CUHAPOMOM, IOHOLLECKUM apTPUTOM C CUCTEMHbBIM Ha4vasioM,
MyKornonncaxapuaosom |, Il n VI Tunos, annacTu4yeckon aHeMmen HeyTOYHEHHOW, HacneACTBEeHHbIM
aecduumntom akTopos Il (hnbpuHoreHa), VIl (nabunbHoro), X (CTioapTa - Mpayapa), a Takxe aunL nocne
TpaHCMAaHTaUMW OPraHoB 1 (M) TKaHew;
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1.3. (MoanyHKT UCKtoYeH - MNocTaHoBeHme MpaBuTenscTBa Poccuinckon Pepepaumm ot 03.12.2020 Ne
2021)

2. Hopmauma o 3aasuTene:

2.1. HauMeHoBaHWe opraHnsauny nanm GaMmuans, M, 0THECTBO (NPY HaNNYMK) rpaXkaaHrHa

2.2. OTBETCTBEHHOE INLO0, OO/KHOCTb ;

2.3. afgpec (MecTo HaxoXAeHUs) UM MEeCTOo XNUTeNbCTBA ;

TenedoH (hakc) ;

3N1EeKTPOHHas NnoYTa
3. HdopmaLuums o lekapCcTBEHHOM NpenaparTe:

3.1. HanMeHoBaHWe NeKapCTBEHHOr o npenapara:

3.1.1. MexayHapoaHoe HenaTeHTOBAHHOE HaMEHOBaHMe ;

3.1.2. B C/lyyae OTCYTCTBUS MEXAYHAPOAHOr0 HeNMaTeHTOBAHHOIO HAaVIMEHOBAHUS - FPYNMUPOBOYHOE
HauMeHoBaHne ;

3.1.3. B C/lyyae OTCyTCTBUS MEXAYHAPOAHOO HEeMaTeHTOBAHHOMO U FPYNMNMPOBOYHOr0 HAaVIMEHOBAHMWIA -
XMMNYECKOe HaMeHoBaHWe ;

3.14.8 CnlyHae OTCYTCTBUA NHbIX HaVMeHOBaHWN - TOProBoe HanMeHoOBaHNE

3.2. Ko aHaTOMO-TepaﬂeBTI/I‘-IeCKO-XI/IMI/I'-IeCKOIZ Knaccugmkaumnm n1ekapCTBEHHOro npenapaTa

3.3. 3a5B/IEHHbIE NMOKa3aHMA K NPUMEHEHNIO IEKaPCTBEHHOr0 npenapaTta CorflacHO MHCTPYKLMN Mo
NPYMEHEHNIO C YKa3aHneM Kofa MexxayHapogHoW CTaTUCTMYeCKOW Knaccugmkaunm bonesHen n npobnem,
CBSI3@HHbIX CO 30POBLEM (MEPEYNCINTL)

3.4. rocyfapCTBEHHaA perncTpaums nekapCTBEHHOro npenapata B Poccninckon ®egepaumnn:

naTa (44.MMm.rrrr) ;

HOMEep permcTpaLmMoHHOro y40CTOBEPEHNS ;

JaTa NOATBEPXKAEHNSA rOCyAapCTBEHHOW PErncTpaLnm NekapCTBEHHOro NpenapaTa (Mpy Haanyum)
(44.mMMm.rrrT) :

perncTpaums B KayecTse opaHHOr 0 JIEKapCTBEHHOr o npenapaTa (aa/HeT); (dononHeHne ab3auem -
MocTaHoBneHUe MpaBuTenbcTBa Poccuinckon ®epepaumm ot 03.12.2020 Ne 2021)

3.5. HauMeHoBaHMe 1 aapec (MeCcTo HaXoXAEeHMNA) PUANYECKOr0 nLa, Ha UMS KOTOPOro BbiAaHO

perncTpaumoHHOe yA0CTOBEPEHNE NEKAPCTBEHHOIO NpenapaTa, NCMoJib3yeMoro B KayecTse npenapara
CpaBHeHUS (Mpu Hanu4um) ;
NPOU3BOANTENb NEKAPCTBEHHOrO NMpenapaTa, NCMOoJIb3yeMOro B Ka4eCTBE NpenapaTta CPaBHEHUS (Mpu
Ham4nn) ;

3.6. faHHbIe 0 MPOM3BOACTBE JIEKAPCTBEHHOMO NpenapaTa B Poccuinckon ®egepauunm (Npu Hann4mm)

’

3.7. npeasiaraemble K BKJIOYEHIO JIeKAapCTBEHHbIE (HOPMbl 3aPErncTPUPOBAHHOMO SIEKAPCTBEHHOIO

npernapara, B TOM Y1C/1e IKBMBaNIEHTHbIE, NpefyCcMOTpeHHbIe [lepeyHeM HauMeHOBaHUIN eKapCTBEHHbIX
(hopM NeKapCTBEHHbIX NpenapaToB A8 MeANLMHCKOrO NPUMEHEHUS, YTBEPXKAEHHBIM MUHNCTEPCTBOM
34paBooxpaHeHns Poccunckon ®epepauunm (NepedncnmnTb)

, C yKa3aHMEeM OCHOBHOr0 3/IeMeHTa
WM OONOJIHUTENBHOIO 3/1EMEHTA JIEKAPCTBEHHBLIX POPM, B TOM YMCE NPU HeOOX0AMMOCTM TUMa
BbICBOOOXKAE€HWSA [EeNCTBYIOLLEro BELWECTBA, MPU 3TOM BMECTO JIEKAPCTBEHHbIX (POPM J0MyCKaeTCs
yKa3aHue cnocoba u (unum) nyTy BBELEHWS eKapCTBEHHOMO NpenapaTa;

3.8. cBeieHNs 0 BOCMPOW3BEAEHHbIX UM 61M0aHaNoroBbix (61MonoA06HbIX) NEKAaPCTBEHHLIX NpenapaTax
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(Mpw Hann4mn)

3.9. cBefeHNs O LiesieBON rpynne naunMeHToB (Npy BKAKYEHNN NEKApPCTBEHHOMO NpenapaTa B NepeYeHs,
yKa3aHHbI B NoANyHKTe 1.2 NnyHKTa 1 HacTosAwero npegnoxeHuns); (LonosHeHne nognyHKTOM -
MocTaHoBseHue MpaBuTenbcTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)

3.10. cBeeHus 0 MOCTaBKax JIEKAPCTBEHHOrO NpenapaTa Ha TeppuToputo Poccunckon Gepepaunn:
KOMIMYECTBO YNaKOBOK JIeKapCTBEHHOrO npenapaTta, BBEAEHHOr0 B rpakAaHCKuin obopoT 3a nepunoa,
npeaLwecTBYyOWMIN NogaYve NpeanoxeHuns (nomMecsayHo, 3a rod, NnpeawecTBYOWMIN jaTe nogayn
npegioXeHuns);

KOMNMYECTBO YNaKOBOK JIeKapCTBEHHOrO nNpenapaTa, NJaHnpyeMoro K BBOAY B rpakaaHckuii obopoTt
(momecsay4Ho Ha npeacToswme 365 aHen).

(JononHeHne NnoanyHKTOM - MNocTaHoBNeHUe MpaBuTensCcTBa Poccuinckon ®epepaumm ot 25.07.2024 Ne
1009)

4. CBefieHNs N JaHHble 0 JIeKapCTBEHHOM MpenapaTe, NpeasiaraemMoM A4 BKIOYEHNSA B MEpeYHHn
JIeKapCTBEHHbIX NpenapaTos:

4.1. Hay4yHO 060CHOBaHHbIE AaHHble 0 HE0BX0AMMOCTN 1 0BOCHOBAHHOCTMW NMPUMEHEHUS NEKAPCTBEHHOIO
npenapaTta AN18 ANarHOCTUKK, NPOMPUNAKTUKY, NeveHna nnm peabunutaumm 3abonesaHnin, CUHLPOMOB 1
COCTOSIHMIA, Npeobnafatolnx B CTPYKTYype 3ab0s1eBaeMOCTI 1 CMEPTHOCTM rpaxkaaH Poccuinckon
depepaLiv Ha OCHOBaAHWUW AaHHbLIX FOCYAAapPCTBEHHOr0 CTaTUCTMYECKOro HabnaeHUs (Mpu HaNUYMU Taknx
CTaTUCTUYECKNX AAHHBIX);

4.2. Hann4ne Hay4Ho 060CHOBAHHBIX AAHHBIX O KJIMHUYECKUX U (hapMaKO3KOHOMUYECKUX NMPENUMYLLLECTBaX
NPUMEHeHNs NeKapCTBEHHOro npenapaTa 415 JevYeHus nuu, 60/bHbIX reModuanen, MyKoBncL1L030M,
rnnogm3apHbIM HaHM3MOM, 60ne3Hbio [oLle, 310Ka4YeCTBEHHbIMIU HOBOOBPa30BaHNAMY TMMGBOULHON,
KPOBETBOPHOW 1 POACTBEHHbIX UM TKaHel, PaCCesSHHbIM CK1epO30M, FeMOIUTUKO-YPEMUYECKUM
CUHAPOMOM, IOHOLIECKUM apTPUTOM C CUCTEMHBIM Havanom, MyKkonoamcaxapuaosom |, Il n VI Tunos,
anaacTNYecKon aHeMUe HEYTOYHEHHOM, Hac1eACTBEHHbIM feduumtom dakTopos Il (hnbpuHorena), VI
(nabunbHoro), X (CtioapTa - MNpayapa), AnL, Nocse TpaHCnaHTaLMmM OpraHoB U (1n) TKaHen, no
CpaBHEHWIO C NpenapaTamu, yxe BKJIK0YEHHbIMY B NepeYyHn NeKapCTBEHHbIX NpenapaTos;

4.3. Hanm4me Hay4Ho 0b6oCHOBaHHOM MHopMaL MK 0 NpemmyLecTBax u (unmn) 06 ocobeHHOCTAX MexaHW3Ma
LEeNCTBUSA NeKapCTBEHHOrO npenapaTa no CPpaBHEHMIO C aHasloraMu, B TOM YUC/e BXOASALWMMUN B MEPEYHN
JleKapCTBEHHbIX NpenapaToB Aad MeQUuLMHCKOro NPUMeHeHUs, Npy guarHoCcTuKe, NPoGUIaKkTUKeE Unn
nedveHun 3abonesaHnn, CUHAPOMOB 1 COCTOAHUI C Y4ETOM CTAaTUCTUHECKUX AaHHbIX O CTPYKType
3a60/1€BaeMOCTM U CMepTHOCTY B Poccuinckon depepauuu;

4.4. BocTpeboBaHHOCTbL (COLMaNbHasA 3HAYNMOCTb) IeKapCTBEHHOMO NpenapaTa CMCTEMON
3[paBOOXPAHEHUNS N HAceNleHNeM C Y4EeTOM HaJInyns NeKapCTBEHHOrO nNpenapaTta B nepeYyHax
NEeKapCTBEHHbIX MpenapaToBs, (MHAHCUPYEMBIX 3@ CHET cpelcTB b KeToB CybbekToB Poccuninckon
depepaumnu;

4.5. Hann4me nekapCTBEHHOro npenapaTa B NepeyHe cTpaTernyeckn 3Ha4yMMbIX JIeKapCTBEHHbIX CPeacTs,
NpoOM3BOLACTBO KOTOPbIX AO/HKHO BbITb 06ecneyeHo Ha TeppuTopun Poccuinckon ®epepaumn,
YyTBEPXAEHHOM pacropshxeHunem lMNpasnuTenscTBa Poccninckon degepaunm ot 6 nonsg 2010 r. Ne 1141-p;
4.6. Hann4ne (NokKanm3awumsa) NPoM3BOACTBA SIeKapCTBEHHOr0 npenapaTa B Poccunckon deaepauum, B TOM
4yucae nnaHbl N0 NoKaaM3aLumm Npon3BoACTBa IEKApPCTBEHHOMO NpenapaTa Ha TeppuTopun Poccninckom
®epnepauymm.

5. ObocHoOBaHUA ON15 BKAOYEHWNS NEKAPCTBEHHOMO NpenapaTa B NepeYyHn NeKapCTBEHHbIX NpenapaTos:
5.1. anuaemMmonornyeckne faHHbIe (Mpu Hanny4um) - LaHHble No 3aboseBaeMoCcTu, CMEPTHOCTH,
WHBAJIMGHOCTY B OTHOLEHMM 3ab0neBaHns, CUHAPOMA UAN COCTOSHUSA, AN ANArHOCTUKN, NPODUNAKTIKNA,
NleveHns nan peabunntaumm KOTOPbIX MOKa3aH JIeKapCTBEHHbIN NpenapaT (NpeacTaBAATCA Ha OCHOBaHMK
pe3ynbTaTOB roCyAapCTBEHHOro CTaTUCTMYECKOr0 HaboAeHNSs, ApYruxX oPuLmnanbHbIX UCTOYHUKOB 1
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3ANNLEMUOSIONMYECKUX NCCNe[0BaHUA PacnpocTpaHeHHOCTH 3aboneBaHns);

5.2. KNUHUYECKNEe faHHbIe - NOJIHOTEKCTOBbIE BEPCUMN KJIMHUYECKUX UCCNeoBaHuni (CTaTby, OTHEThI Ha
PYCCKOM 13blKe WK NepeBefleHHble Ha PYCCKUMA A3bIK, 3aBEPeHHble 3afBUTeNeM) (YKa3biBalOTCA aBTopbI,
HavMeHoBaHve, An3aliH UccefoBaHWs, KONMYeCTBO NaLUeHTOB, BKJIIOYEHHbIX B UCC/Ief0BaHNE, Nepuos
HabnaeHNs, NoKa3aHme K MeAWLIMHCKOMY NPUMEHEHUIO NeKapCTBEHHOro NpenapaTta, KOTopoe U3y4anoch
B MCCNeLOBaHUN, KpUTEPUN OLLEHKM 3heKTUBHOCTY (be3onacHOCTH), TeKapCTBEHHbIE NpenapaThl, C
KOTOPbIMUX CPaBHMBAJICA NPeAnaraeMblil NeKapCTBEHHbIA NpenapaT (Mpy Hanu4vum), nnauebo-KoHTPoIb naun
OTCYTCTBUE NeYeHUs, pe3ybTaTbl UCCNEN0BAHNS C YKa3aHMEM KONNYECTBEHHbIX AaHHbIX, 3aK/04eHue,
CMUCOK NIMTepaTypbl MO CXeme: aBTop, HAaMMEHOBaHWe NCC/1eJ0BaHNA, BbIXOLHbIE AaHHble. [10 KaXXaoMy
KJINHNYECKOMY NCC/IeLOBAHMIO YKa3biBAeTCS YPOBEHb [0OKa3aTeNbHOCTU 3PMEKTUBHOCTA JIEKAPCTBEHHOI 0
npenapaTa CorjacHo npunoxeHuto Ne 6 K MpaBunam GopMUPOBaHNS NepeYyHen TIeKapCTBEHHbIX
npenapaTos A MeguLMHCKOr0 NPUMEHEHUS U MUHUMAJIbHOr0 aCCOPTUMEHTa JIeKapCTBEHHbIX
npenapaToB, HEOOXOANMbBIX AN OKa3aHUS MeAULMHCKON MOMOLLU, YTBEPXKAEHHBIM MOCTaHOBAEHUEM
MpasuTtenscTBa Poccuinckon ®epepaumm ot 28 aBrycta 2014 r. Ne 871 "O6 yTBepxaeHun Mpasun
hopMm1poBaHMSA NepeyHen fekapCTBEHHbIX NpenapaTos A8 MeANLUHCKOrO NPUMEHEHNS U MUHUMAbHOMO
aCCOPTUMEHTa IeKapCTBEHHbIX MPenapaToB, HEOOX0ANMbIX 415 OKa3aHUa MEAMLMHCKOA noMoLun");

5.3. paHHble 0 TepaneBTMYECKON 3KBMBASIEHTHOCTU (NPY HEOBXOAUMOCTM) - MOSIHOTEKCTOBbIE BEPCUU
CPaBHUTENbHbIX KJIMHUYECKNX NCCNeoBaHWUA (CTaTbW, OTHYETbI Ha PYCCKOM A3bIKe WUAN CTaTbW, OTYETHI,
nepeBefileHHble Ha PYCCKUI A3bIK, 3aBEPEHHbIE 3a8BUTEeNEM) (YKa3bIBAlOTCA aBTOPbI, HAMEHOBaHuMe,
AV3allH uccnefoBaHns, KOJIMYeCTBO NaLMeHTOB, BKIOYEHHbIX B UCCNefoBaHNne, nepuol HabniogeHus,
NnoKasaHue K MeguLMHCKOMY NPUMEHEHWIO JIeKapCTBEHHOr 0 npenapaTa, pe3y/ibTaTbl UCC/Ief0BaHNSA C
yKa3aHVeM KOIMYECTBEHHbIX [laHHbIX, 3aKJIl04YeHne, CNNCOK AnTepaTypbl Mo CXeMe: aBTOp, HaVMeHOoBaHue
nccnenoBaHuns, BoIXOAHbIE fAaHHbIE);

5.4. paHHbIe 0 KJIMHWUKO-3KOHOMMYECKMX ((hapMako3IKOHOMUYECKMX) XapaKTEPUCTUKAX NeKapCTBEHHOIO
npenapaTa - NOJIHOTEKCTOBbIE BEPCUN KINHUKO-3KOHOMUYECKUX UCCIeJ0BaHUN (CTaTby, OTHETHI Ha
PYCCKOM fA3blKe WM CTaTbW, OTYETHI, NepeBefieHHble Ha PYCCKUN A3bIK, 3aBEPEHHbIE 3asBuTeNeM)
(yka3sblBaloTcs cBefileHNs 06 aBTopax, HAaMMeHOBaHMe NCCNefoBaHNS, CCbIIKU Ha UccnefoBaHue, An3anH
nccnefoBaHusa (peTpoCNeKTMBHOE, MPOCNEeKTUBHO., MoAeInpoBaHue**), Bu aHanusa, ceefieHns o
JleKapCTBEHHbIX NpernapaTax, KOTopble NCMONb30BaNCh AJ1 CPaBHEHMUA C NpefsiaraeMbiM NeKapCTBEHHbIM
npenapaToM, 3aTpaTbl, KOTOPblE YYUTbLIBANNUCH B UCCIE[0BAHNM, U KOJIMYECTBEHHbIE 3HAYEHMS 3aTpaT B
pybnsx, ahPeKTUBHOCTL CPaBHMBAEMbIX IEKAPCTBEHHbIX MPenapaToB (KPUTEpPUUN OLLEHKIN 3hPEKTUBHOCTU
N KOJINYECTBEHHbIE 3HaYeHUs), pe3ynbTaTbl UCCNef0BaHWS, CMUCOK AUTepaTypbl - aBTOP, HAMMEHOBaHWe
NCCNenoBaHNS, BbIXOAHbIE AaHHbIE) ¥ ¥;

5.5. DaHHbIe 0 CTOMMOCTHU Y LieHe IeKapCTBEHHOr 0 npenapara:

5.5.1. CTOMMOCTbL OLHOTO KypCa JIe4eHns JIeKapCTBEHHbLIM NpenapaTtoM _;

5.5.2. CTOMMOCTb Jile4yeHuns JiekapCTBEHHbIM MpenapaToM B Te4eHue OLHOro roja

’

5.5.3. paTa NpoBefeHNa pacyeToB LieHbl Ha IEKAPCTBEHHbLIN NpenapaT
5.5.4. ueHa, KOTOpY!0 NPOM3BOANTENb MJIAHUPYET 3aPErMCTPUPOBAThL B COOTBETCTBUM C TpeboBaHMAMYU
3aKoHoZaTenbCTBa Poccuinckon ®epepauym**

5.6. flaHHble 0 (haKTU4Yecknx obbeMax NpoLa)k NekapCcTBEHHOrO npenapaTa B Poccninckon defepaumm 3a
rofl, NpefLWecTBYOLLNA Nogade NPeasoxXeHns, B HaTypasibHbIX MOKa3aTeNsAX Mo JIEKAPCTBEHHbIM hopMaM
3apermcTpuMpoBaHHbIX JIeKAPCTBEHHbIX NMPenapaToB

5.7. BaHHble 0TYETOB O pe3yfbTaTax MOHUTOPMHIa 6e30MacHOCTY IeKapCTBEHHOro npenapaTa (B
Poccuiickon ®epepaumm u (nnm) 3a pybexxom)
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5.8. faHHble, npencTtaBJ/ieHHbIE 3aABUTENEM B MHULUNATUBHOM NMopsagke

6. ObLLee KOIMYEeCTBO NPeACTaBAEHHbIX JOKYMEHTOB Ha
nncTax.

Moanuce 3asBuTeNA / /

JaTa

* 3ano/IHeHME BCeX MYHKTOB MpeanoxeHuns obssatesnsHo. Mpu 0TCYyTCTBMU CBEAEHWI MO
COOTBETCTBYIOLLEMY MYHKTY yKa3blBaeTCs "cBeAeHMs OTCYTCTBYIOT". [JOKYMEHThI 1 MaTepuansbl
NpeacTaBNATCA Ha PYCCKOM fA3blKe, B C/ly4ae npefocTaBneHns nybamkauunn, LOKYMEHTOB U CTaTen Ha
WNHOCTPaHHbIX A3bIKaX AOMOJHUTENLHO NPUIaraeTca NnepeBefeHHOe Ha PYCCKUIA S3bIK Pe3loMe YKa3aHHbIX
MaTeprasos, 3aBePEeHHOE 3as8BUTENEM.

** Tlpy MCNOJIb30BaHWM MaTEMATUYECKOro MOAEIMPOBAHUS NPeLCTaBAOTCA B 3/IEKTPOHHOM BUAeE BCe
pa3paboTaHHble MOAeNU, @ TakXe AonyLeHnsa Ana pa3paboTky COOTBETCTBYOWNX MOAENEN 1 PopMy bl
pacyeToB, UCMOJIb30BaHHbIE B MOAENSX.

*R* C y4yeTOM MOJIOXKEHNI YacTu 6 cTaTby 18 PepepanbHOro 3akoHa "06 obpalleHnn nekapCTBEHHbIX
cpencTB" n YacTm 3 cTaTby 13 PefepancHOro 3akoHa "O6 oCcHOBax OXpaHbl 340P0BbS FpaXkaaH B
Poccuinckon degepaunn”.

Rk TINaHMpyeMas K roCyaapCTBEHHOM perncTpaunm LieHa Ha NeKapCTBEHHbIN NpenapaT pacCyUTbIBAaeTCS
C YY4ETOM MONOXKEeHUI YacTn 3 cTaTbh 61 PenepanbHOro 3akoHa "06 obpalleHUn nekapCTBEHHbIX CpeacTs"
1 NpU roCcyLapCTBEHHON PerncTpauum He MOXXET NPEeBbILIAaTb TaKylo LieHy. MNnaHupyemMas K
rocylapCTBEHHON perncTpauunm LeHa Ha JiekapCTBEHHbIM npenapaT no MHULMaTuBe 3as8BUTeNs
YKa3bIBae€TCH MO KaXXA0N [03MPOBKE, @ TakXe MOXET ObITb yKa3aHa LieHa, KOTOPYo MPon3BOAMTENb
niaHUpyeT 3aperncTpmpoBaTh, B C/ly4ae OAHOBPEMEHHOI0 BK/OYEHUS B NepeYeHb SIekapCTBEHHbIX
npenapaToB, NPeAHa3HavYeHHbIX A obecnevyeHns vy, 60abHBIX reMouanen, MyKoBMCLUA030M,
rMnogm3apHbIM HaHM3MOM, 6one3Hbio [oLle, 310KavYeCTBEHHbIMU HOBOOBPa30BaHUAMY NMMGBOULHON,
KPOBETBOPHOM U POACTBEHHbIX UM TKaHel, PacCesHHbIM CKep030M, FreMOIUTUKO-YPEMUNYECKUM
CMHOPOMOM, IOHOLIECKMM apTPUTOM C CUCTEMHBIM HavaJioM, MyKononncaxapuaosom I, Il n VI Tunos,
aniacTU4eckon aHeMmnen HeyTOYHEHHON, HacneACTBEeHHbIM feduuntoM hakTopos Il (pubpuHoreHa), VI
(nabunbHoro), X (CtioapTa - MNpayapa), a Takxe AuL, Nocsie TpaHCnIaHTauumM opraHoB 1 (nnn) TkaHen. Mpwn
3TOM MpU Pa3nNyHbIX YPOBHAX LieH NpeAcTaB/eHHbIE NCCNEN0BAHNS BKIKOYAOT pacyeThl Ha 6a3e Bcex
NJaHNPyeMbIX K FOCyLapCTBEHHOWN perncTpauny LeH.

MPUNOXKEHWE Ne 2

K MpaBunam hopMnpoBaHNS NepPeYHen IeKapCTBEHHbIX NPenapaToB 419 MeANLUHCKOro MPUMEHeHNs 1
MWHNMaJIbHOr0 aCCOPTUMEHTA JIEKAaPCTBEHHbIX NPenapaToB, HE0OX0AMMbIX A5 OKa3aHNS
MeOULMHCKOM NOMOLLN

(dpopma)

B Komuccrio MUHMUCTEPCTBa 3[1paBooXpaHeHns Poccuinckon ®denepauun no GopMrpoBaHNIO0 NepeyHen
NEeKapCTBEHHbIX NPenapaToB AJ18 MeAULIVHCKOr0 MPUMEHEHUS 1 MUHIMAJIbHOMO aCCOPTUMEHTA
JIEKAPCTBEHHBIX NPENapaToB, HEOOXOAUMbIX AN OKa3aHUS MeAULIMHCKOM NOMOLLN

MPELJTOXKEHWE
0 BKJIIOYEHUW NIEKAPCTBEHHOMO MpenapaTa B MUHMMasIbHbIA aCCOPTUMEHT JIeKaPCTBEHHBIX NMPEnapaTos.,
HEeoOX0AMMbIX ANS 0Ka3aHWUS MeAULIMHCKOW NMOMOLLIN
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1. UIHdopmauumsa o 3asBuTENE:

1.1. HaMMeHOBaHMe OpraHn3aunmn NI Gamuimns, UMs, 0THECTBO (MPY HaNNYMK) rpaXKaaHnHa
1.2. OTBETCTBEHHOE NINLIO, AOJKHOCTb ;

1.3. agpec (MecTo Hax0XXAEHNA AN MECTO XUTeSIbCTBA) ;

TenedoH (hakc) ;

3JIEKTPOHHAA NoYyTa
2. Hhopmaums o nekapCTBEHHOM npenaparTe:

2.1. HaumeHoBaHwMe:

2.1.1. mexxlyHapoaHoe HernaTeHTOBaHHOE HauMeHOoBaHue ;

2.1.2. B C/ly4yae OTCYTCTBUSA MEXAYHAPOAHOr0 HEMaTEHTOBAHHOMO HAaMMEHOBAHMS - FPYNMNMPOBOYHOE
HaMMeHOBaHMe ;

2.1.3. B C/ly4yae OTCYTCTBUSA MEXAYHAPOAHOr0 HEMAaTEHTOBAHHOMO 1 FPYNMMPOBOYHOr0 HAaMMEHOBAHWN -
XUMMNYECKOoe HauMeHOoBaHue ;

2.1.4. B clyqae OTCYTCTBMA NHbIX HAMMEHOBAHWUI - TOPrOBOE HaVMEHOBaHNe

2.2. Ko aHaTOMO-TepaﬂeBTVI‘-IeCKO-XI/IMI/I‘-IeCKOI7I KnaccugukaLunm n1ekapCTBEHHOro npenapaTa

2.3. 3asBNeHHbIe MOKa3aHNs K MPUMEHEHNIO EKAPCTBEHHOMO NpenapaTa COrnacHoO MHCTPYKLMK Mo
NPUMEHEHUIO C YKa3aHWeM KoJa MexxayHapoaHoW CTaTUCTNYECKOW Knaccudmkauun bonesHen n npobnem,
CBSI3@HHbIX CO 340POBLEM (MEPEYNCINTL)

2.4. rocyfapCTBEHHaa perncTpaums nekapCTBEHHOro npenapaTa B Poccninckon ®degepaumm:

gaTa (44.mMm.rrrr) ;

HOMep PermcTpaLnoHHOr0 Ya0CTOBEPEHNS ;

fAaTa NOATBEPXAEHNSA TOCYyAapPCTBEHHOM pPerncTpaLnumn nekapCTBEHHOro NpenapaTa (Npu Haan4mm)
(44.mMMm.rTIT) ;

2.5. jaHHbIe 0 NPOM3BOACTBE JIeKapCTBEHHOMO NpenapaTa B Poccuinckon ®egepauunm (Npu Hann4mm)

2.6. (MoanyHKT nckaoYeH - MoctaHoBneHne MpasutenbcTBa Poccuiickon ®epepaumm ot 25.07.2024 Ne
1009)

2.7 cBefeHUs1 0 BOCNPOM3BeAEHHbIX nan brnoaHanoroebix (brionofobHbIX) NneKapCTBEHHbIX NMpenapaTax (npu
Han4nn)

3. CBeaeHns 1 faHHbIe O IEKAPCTBEHHOM MpenapaTte, NpeasiaraeMoM AS1s BKAOYEHWS B MUHMAJIbHBbI
aCCOPTMMEHT NIEKAPCTBEHHbIX MpernapaToB, HEOBXOANMbIX ANf OKa3aHWs MeAULIMHCKOR NOMOLLK:

3.1. nekapcTBEHHbIN NpenapaT BXOAUT B NepeYeHb XXN3HEHHO HEOOXOAUMbBIX N BaXKHEMLLINX
NeKapCTBEHHbIX NPEnapaToB.;

3.2. NeKapCTBEHHbIN NpenapaT COrflacHO MHCTPYKLUW MO NPUMEHEHWIO MOXKET NMPUMEHATLCS NPY OKa3aHuu
MeOVLMHCKOV NMOMOLLM B aMByNaTOPHbIX YCIOBUSAX MPU AMArHOCTUKE, NPOMUIAKTIKE, TeYEHU NN
peabunmTauum Hanbonee pacnpocTpaHeHHbIX 3a601eBaHNiA, CUHAPOMOB U COCTOSIHWN;

3.3. Hannyme rocyAapCTBEHHOW permcTpaumm B Poccuinckoin ®epepaumm COOTBETCTBYOLMX MO
MeX[yHapo4HOMY HEMAaTEHTOBaHHOMY HaMMEHOBaHWI0, B0 3aMEHSIOLLEMY €r0 IPYNMPOBOYHOMY U
XVIMUYECKOMY HAaMEHOBAaHUIO BOCMPOM3BEeAeHHbIX UK BroaHanoroBbix (61onofobHbIX) 1eKapCTBEHHbIX
CpencTB ABYX 1 6onee Npon3BoanTeNen (3a NCKYEHNEM NIEKAPCTBEHHBIX NPEnapaToB, NPON3BOANMbIX
eIVHCTBEHHbIM 0TEeYeCTBEHHbLIM NPOV3BOAUTENEM);

3.4. BocTpeboBaHHOCTb IEKAPCTBEHHOr 0 NpenapaTa CUCTEMON 34PaBOOXPaAHEHNS U HAaCceNeHNeM Ha
OCHOBAHUW AAHHbIX MCMOJIHUTENIbHBIX 0pPraHOB CybbekToB Poccuitickoin eaepauun B chepe oxpaHbl
3[10POBbS 1 MAPKETUHIOBbIX UCCeA0BAHMUIA 0 NPOAaXax JeKapCTBEHHOro NpenapaTta B Poccninckoi
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depepaunm Npy 0KazaHUN MeAULMHCKOM MOMOLLM B aMBylaTOPHbLIX YCJIOBUSIX B TEYEHME KaJIeHOapHOro
rofia (BxoXaeHne B COTHIO Hanbosiee NpofaBaeMbiX JIEKAPCTBEHHbIX NPENapaToB Ha PbiHKE POCCUNCKON
depfepalmm 3a KajaeHOapHbI rog).

4, ﬂ,aHHbIe, OﬁOCHOBbIBaIOLLI,I/Ie npennoXxXeHnsa o BKIKYEHUN NeKapCTBEHHOIr 0 npenapaTa B MUHUMaNbHbIN
ACCOPTMMEHT JIEKapCTBEHHbIX NPenapaToB, HeobXoAUMbIX A5 OKa3aHWAa MeANLUHCKON NOMOLLN:

4.1. 3nnaeMnonornyeckne faHHole (Mpw HaM4mm) - faHHble 0 3a601eBaEMOCTM, CMEPTHOCTH,
WHBaNMOHOCTUN B OTHOLLEHUN 3abosieBaHNA, CMHAPOMA UAW COCTOAHUSA, ANS OUArHOCTUKN, NPOPUNIAKTMKN,
JleveHns nam peabunnTaunm KOTOpbIX NOKa3aH JIekapCTBEHHbIM NpenapaT (NpeacTaBAATCS Ha OCHOBaHUK
pe3ynbTaTOB roCyapCTBEHHOI0 CTaTUCTUYECKOro HaboaeHNs, ApYrmx opuLmanbHbIX UCTOYHUKOB 1
3MNMAEMMNOOrNYECKNX UCCNEA0BaHNI PacNpOCTPaHEHHOCTN 3aboneBaHus);

4.2. paHHble 0 CTOMMOCTU M LieHe NeKapCTBEHHOr0 npenaparTa:

4.2.1. CTOMMOCTb OHOr0 KypCa seyveHns (04HOro Mecsua ieYeHuns IeKapCcTBEHHbIM NpenapaTom)

4.2.2. nata npoeegeHna paCcHeToB 3aTpaT Ha JieHeHne NeKapCTBEHHbIM NPenapaToM

4.3. paHHble 0 hakTMYeCKMX 0bbeMax NpofaXk IeKapCTBEHHOrO npenapaTa B Poccuiickon depepaunn 3a
rol, NpeaLwecTBYOWNIA Nofaye NpeaioXXeHns, B HaTypaabHbIX NOKa3aTenax no JiIekapCTBeHHbIM hopMaM
PEerncTpupyeMbIX NEKAPCTBEHHLIX NPenapaTos

, @ TaKXXe KOJIMYeCcTBO YNaKoBOK
JIeKapCTBEHHOr0 npenapaTa, NJaHMPYEMOro K BBOAY B rpakAaHCKUn 060poT (NoMecsavyHO Ha npeacTosLme
365 gHen);

4.4, paHHble, NpeacTaB/ieHHbIe 3as9BUTENIEM B MHULMATMBHOM Nopsake

5. O6liee KoNM4ecTBo NpeacTaBNeHHbIX JOKYMEHTOB Ha
JINCTax.

Mognuch 3asBuTens / /

[aTa

MPUNOXKEHWE Ne 3

K MpaBunam opMMUpPOBaHNS NepevyHen IeKapCTBEHHbIX NpenapaToB Aad MeaULMHCKOro NPUMEHeHUs n
MWHNMaIbHOr0 aCCOPTUMEHTA JIEKapCTBEHHbIX NPenapaToB, HEOOX0AMMbIX O OKa3aHNS
MeOULMHCKON NOMOLLN

(dpopma)

B komuccuio MmHmucTepcTBa 3apaBooxpaHeHus Poccuiickon ®egepaumm no GoOpMUPOBaHMIO MEPEYHEN
NeKapCTBEHHbIX NMpenapaToB Aa4 MegnunHCKOro npuMmeHeHna 1 MMHNMMaJibHOro aCCOPTUMEHTa
JIeKapCTBEHHbIX NPenapaToB, HeobXoAUMbIX A5 OKa3aHUA MeANLUHCKON MOMOLLN

MPEOJTIOXXEHNE
006 MCKJII0YeHNN SIeKapCTBEHHOr 0 NpernapaTa 13 nepeYyHen JIeKapCTBEHHbIX NpenapaTosB A1 MeANLUHCKOro
npuMeHeHns

1. HacTosiwee npennoxeHne KacaeTCs MCKITIOYEHNS IEKAapCTBEHHOIO NpenapaTa U3 nepeyHen
JleKapCTBEHHbIX NpenapaToB 41a MegULNHCKOro NpUMeHeHns:

1.1. nepeyHs XXU3HEHHO HEOOXOOUMbBIX W BaXKHEWNLLNX NEKapPCTBEHHbIX MPenapaTos.;

1.2. nepeyHs AOpPOroCcToALLNX IEKAPCTBEHHLIX NPenapaTos;

1.3. (MoAanyHKT nckto4eH - NMoctaHosneHme MpaButenbcTBa Poccuinckon ®epepaunm ot 03.12.2020 No
2021)
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2. Hopmaums o 3aasuTene:
2.1. HaumMeHoBaHWe opraHM3aunm nan aMnang, UMs, 0THeCTBO (MPK HAMYUKN) FPpaXkaaHUHa
2.2. OTBETCTBEHHOE NNLIO, OO/KHOCTb ;

2.3. agpec (MecTo HaxoXAeHUs) UM MECTO XNUTeNbCTBA ;
TenedoH/dakc ;

3JIEKTPOHHAA NoYyTa
3. Hopmaums o nekapCTBEHHOM npenaparTe:

3.1. HaumeHoBaHwMe:

3.1.1. MmexxyHapoaHoe HernaTeHTOBaHHOe HauMeHOoBaHune

3.1.2. B cly4ae OTCYTCTBUA MEXAYHAPOAHOr0 HEMAaTEHTOBAHHOMO HAaVMEHOBAHUS - FPYNMUPOBOYHOE
HauMeHoBaHme ;

3.1.3. B c/lyyvae OTCYTCTBUSA MEXAYHAPOAHOr0 HEMATEHTOBAHHOMO U MPYMMNUPOBOYHOO HAaMEHOBAHUIA -
XMIMUYECKOe HauMeHOBaHue ;

3.1.4. B cilyvae OTCYTCTBUSA MHbIX HAUMEHOBAHWI - TOPrOBOE HAaVMEHOBaHUe

3.2. Ko aHaTOMO-TepPaneBTUYECKO-XNMNYECKOW KacCUrKaLMm IEKapCTBEHHOIrO npenapaTa

’

3.3. 3asBJIEHHbIE MOKa3aHWs K NMPUMEHEHMNI0 JIeKapCTBEHHOMO NpenapaTa CorlacHO MHCTPYKLMK Mo

NPUMEHEHUIO C YKa3aHNEM Kofa MexxayHapoaHoW CTaTUCTMYECKOW Knaccugmkaunm bonesHen n npobnem,
CBSI3aHHbIX CO 340P0OBbEM (NEPEYNCANTL)

3.4. rocynapCTBEHHas perncTpaumns N1ekapcTBeHHOro npenapaTa B Poccuiickon depepaunu:

gaTa (44.mMm.rrrr) :

HOMEp PermcTpaLmMoHHOro ya0CTOBEPEHNS ;

faTa NOATBEPXAEHNA roCyLapCTBEHHON perncTpauumn nekapCTBEHHOro npenapaTa (Npy Haam4mm)
(44.MMm.rTTT) :

3.5. npennaraemble K UCKJIIOYEHWIO IEKAPCTBEHHbIE (DOPMbI, B TOM Y/CJIe IKBMBAIEHTHbIE,
3aperncTpupoBaHHOIo IEKapCTBEHHOI 0 NpenapaTa (nepevyncnnTs)

3.6. cBeEHNS 0 BOCMPOM3BEAEHHbIX K BroaHanorosbix (61Monono06HbIX) NEKAPCTBEHHbIX NpenapaTax
(Npw Hann4mn)

4. CBefleHNa 1 JaHHble 0 NeKApCTBEHHOM MpenapaTe, npeasiaraeMoM A5 UCKOYEHNA U3 nepeyHen
JIeKapCTBEHHbIX NPenapaToB Aad MeaNLUNHCKOr0 NPUMEHEHMS:

4.1. Hanm4mne Hay4Ho 06OCHOBAHHOM MHOPMaLMK 0 NpenumyLecTBax 1 (Un) 0COBEHHOCTSX MexaHn3Ma
aencteus, 6onbluen 6e30MacHOCTM aflbTEPHATUBHOMO IEKAPCTBEHHOMO NpenapaTa, BKJI0YaemMoro B
nepeyeHb, Npu AMarHOCTUKE, NPOUNaKTHKe, evyeHnn nin peabunmtaumm 3abonesaHnin, CMIHAPOMOB U
COCTOSIHWI C YY4ETOM CTaTUCTMYECKUX JaHHbIX O CTPYKTYpe 3abosieBaeMoCTy U CMepTHOCTU B Poccuiickom
depepaumu;

4.2. BHOBb MOSIBMBLUMECS CBEAEHUS O TOKCMYHOCTMW UM BbICOKOM YaCTOTE HeXXeNaTebHbIX MOBOYHbIX
ABAEHUI MPU NPUMEHEHUIN NIeKAPCTBEHHOIr0 NpenapaTa € YKa3aHneM 060CHOBaHWSA UCKIOYEHUS
JIeKapCTBEHHOrO npenapaTa 13 nepeyHen C NPUIoXKEHNEM NOATBEPKAAOLWMNX JOKYMEHTOB U CBEAEHUN;
4.3. npnoCTaHOB/IEHNE NPUMEHEHNS IEKAPCTBEHHOI O NpenapaTa B Poccuninckon denepaunu;

4.4, 0oTMeHa rocyapCTBEHHOW perncTpauun JeKapCTBEHHOro npenapaTa;

4.5. npekpalleHne Npon3BoACTBa IEKAPCTBEHHOMO NpenapaTa Inbo ero NocTaBok B Poccuinckyto
depnepaumio n (Mm) OTCYTCTBME SIEKAPCTBEHHOI0 NpenapaTa B rpaxkaaHckoM obopoTe B Poccuinckon
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defepalumm B Te4eHVe Nneprnoaa, NpesblLaoLWero 04UH KaneHaapHbln rof.

5. O60CHOBaHMA AN UCKNIOYEHMWS TIEKAPCTBEHHOMO NpenapaTta U3 NepeyHen NekapCTBEHHbIX NpenapaTos
4719 MeANLNHCKOro MPpMMEeHeHNs:

5.1. (MoanyHKT nckaoyeH - MoctaHoBneHwe MNpasuTtenscTBa Poccuinckon Geepauun ot 03.12.2020 Ne
2021)

5.2. (MoanyHKT nckaoyeH - MoctaHoBneHne MpasutenbcTBa Poccuiickon ®epepaumm ot 03.12.2020 Ne
2021)

5.3. paHHble 0 hakTMyecknx obbemax Npoaark JIeKapCTBEHHOrO npenapaTa B Poccuinckon ®egepauunm 3a 3
roga, NpeaLlecTByloWme Nogadve NpeaoxeHns, B HaTypasibHbIX NOKa3aTeNsax no NeKapCTBEHHLIM (hopMaMm
3aperncTpuMpoBaHHbIX NEKAPCTBEHHbIX MpenapaToB (Npu Haanyun);

5.4. naHHble 1 LOKYMEHTbl, NOATBEPXXAAtOLLMe NpeKpaLleHme Npon3BoACTBa JIeKapCTBEHHOro npenapaTa
nnbo ero nocTaBok B Poccuiickyio Pegepaunto n (Mnm) oTCyTCTBUE NEKAPCTBEHHOr O NpenapaTa B
rpaxxgaHckom obopoTe B Poccuinckon deaepauunm B TeHEHME NEPUOAA, MPEBLILLAOLLIEr0 OAUH
KaJieH4apHbIN rog (Npu Hann4mum);

5.5. faHHble 0THYETOB 0 pe3ynbTaTax MOHUTOPUHIra 6e30NacHOCTY IeKapCTBEHHOro NpenapaTa (B
Poccuiickon ®epepaumm n (unn) 3a pybexom);

5.6. oaHHble, NpeaCcTaB/eHHbIE 3a9BUTEIEM B UHULMATUBHOM NOPAAKE.

6. ObLiee KONMYECTBO NPeACTaBAEHHbIX 1OKYMEHTOB Ha
JINCTax.

Mognuck 3asBuTens / /

[aTa

* (CHOCKa nckntoyeHa - MoctaHosneHwne MpasutensctBa Poccuinckon ®egepauum ot 03.12.2020 Ne 2021)
** (CHoCKa MUCKtoYeHa - MocTtaHoBneHue MNpasuTtensctBa Poccninckon ®egepaumm ot 03.12.2020 Ne 2021)

MPUNOXKEHUE Ne 4

K MpaBunam popMnpPoBaHNS NEPEYHEN IeKapCTBEHHbIX NPenapaToB 419 MeANLNHCKOro MPUMEHEHNS 1
MWHNMaJIbHOr0 aCCOPTUMEHTA JIEKapCTBEHHbIX NPenapaToB, HEOOX0AMMbIX AN OKa3aHNS
MeOULMHCKON NOMOLLN

(dpopma)

B kKoMuccmio MnHNCTEpPCTBa 34PaBOOXPaHEHNS

Poccuinckon ®epepalm no OpMUPOBAHINIO NEPEYHEN NEKAPCTBEHHbLIX NPENapaToB AasS MegULMHCKOro
NPUMEHEHUS N MUHUMAJIbHOr0 aCCOPTMMEHTA JIEKAPCTBEHHLIX NpenapaToB, HEOOXOAMMbIX A5 OKa3aHUS
MeOULMHCKON NOMOLLN

NMPEONOXXEHNE
006 NCKJIIOYEHUN NEKAPCTBEHHOIO NpenapaTa U3 MUHUMAaJIbHOF0 aCcCOPTUMEHTA JIEKAPCTBEHHbIX
npenapaToB, HEOOXOAUMbBIX A5 OKA3aHUSA MeAULIMHCKOA NOMOLLU

1. UHpopmMauwns o 3aasutene:

1.1. HauMeHOBaHMe opraHM3aLun UK Gamunns, UMs, 0T4eCTBO (NPY HaNMYUK) FPpakKaaHNHa
1.2. 0TBETCTBEHHOE NNLO, AOJIKHOCTb ;

TenedoH (akc) ;

3NeKTPOHHas no4Ta
2. Hdopmaums o lekapCcTBEHHOM NpenapaTe:
2.1. HaumeHoBaHue:
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2.1.1. MmexxgyHapogHoe HenaTeHTOBaHHOE HauMeHOBaHMe

2.1.2. B C/lyyae OTCYyTCTBUS MEXAYHAPOAHOMO HEMAaTEHTOBAHHOMO HAUMEHOBaHWS - FPYNMNPOBOYHOE

HanmMeHoBaHMe ’

2.13.8 CnlyHae OTCYTCTBUA MEXOAYHAPOOAHOr0 HENAaTEHTOBAHHOIO N rpynnmMpoBO4YHOr o HaVMeHOBaHWN -
XnMmmn4yeckoe HanmMmeHoBaHmne ;

214.8 CnlyHae OTCYTCTBUA NHbIX HaVMeHOBaHWN - TOProBoe HanMMeHOBaHNE

’

2.2. KO aHaTOMO-TepaneBTUYECKO-XUMNYECKOW KacCUprKaLmMm IeKapCTBEHHOro npenapaTa

2.3. rocyfapCTBeHHasa perncrpaums nekapCTBEHHOro npenapata B Poccninckon ®degepaumm:

gaTa (44.mMm.rrrr) ;

HOMep PermcTpaLnoHHOr0 Ya0CTOBEPEHNS ;

fAaTa NOATBEPXAEHNSA TOCYAAapPCTBEHHOW perncTpaLmnumn nekapCTBEHHOro NpenapaTa (Npu Haan4mum)
(44.mMMm.rTIT) ;

2.4. faHHbIe 0 NPOM3BOACTBE JIeKapCTBEHHOMO NpenapaTa B Poccminckon ®egepaumnm (Npu Hann4vmm)

2.5. (MoanyHKT ncknoyeH - MoctaHoBneHne MpasutenbcTBa Poccuiickon ®epepaumm ot 25.07.2024 Ne
1009)
2.6. cBEIEHNS 0 BOCMPOM3BEAEHHbIX UK BroaHanorosbix (61Monono06HbIX) NEKAPCTBEHHbIX NpenapaTax

(Npw Hann4mn)
3. OcHOBaHWA 4J19 UCKJIIOYEHUS JIeKapCTBEHHOr O npenapaTa U3 MUHMMaIbHOr0 aCCOPTUMEHTa
NIEKAPCTBEHHbIX MPenapaToB, HE0BX0AMMBIX 411 OKa3aHUS MeANLMHCKON NMOMOLLU:

3.1. neKapCTBEHHELIN NpenapaT He BXOAUT B NepeyeHb XXNU3HEHHO HEOBXOANMbIX 1 BaXXHENLLINX
JIeKapCTBEHHbIX NpenapaTos;

3.2. NpUMEeHeHne NeKapCTBEHHOr0 NpenapaTa B Poccminckon ®epepaumm npmocTaHOBEHO;

3.3. rocypapCTBEHHas perncrpaumns ekapcTBeHHOro npenapaTa B Poccninckon degepaumm 0TMEHEHa;

3.4. npekpalleH rpaxaaHckuii 060poT IeKapCTBEHHOro nNpenapaTta B Poccuinckon ®enepauunm, B TOM 4ucae
npekpaLleHo ero nNpon3Bo4CTBO.

4. loKyMeHTbI 1 AlaHHble, 060CHOBbLIBAIOLLME MPEAIoXKEHNE 00 NCKOYEHUN IeKapCTBEHHOMO NpenapaTa 13
MWHUMASILHOO aCcCOPTUMEHTa IEKaPCTBEHHbIX NMPernapaToB, HEOOXOAMMbIX AJ1 OKa3aHWs MeANLMHCKON
MoMoLLW:

4.1. BOKYMEHTbI U JaHHbIe, NOATBEPXKAAIOLLME NPeKpaLLeHe rpa)KJaHCKoro 060poTa JIeKapCTBEHHOI 0
npenapaTa B Poccuitckoit ®eaepaumm, B TOM YUCSE NPEKPaLLEHNE ero Npon3BoACTBa

4.2. fnaHHble, npencTtaBJ/ieEHHbIE 3aABUTENEM B MHULUNATUBHOM NMopsagke

5. Obuiee KoNMYeCcTBO NPeaCcTaBAEHHbIX JOKYMEHTOB Ha NncTax.
Moonuck 3aaBuUTENS / /
[aTa

MPUTOXKEHUE Ne 5

K MpaBunam popMnpoBaHUSA NepeYHen IeKapCcTBEHHbIX NpenapaToB A9 MeANLNHCKOro MPpUMEHeHNs 1
MWHNMaJIbHOIo aCCOPTUMEHTA J1IEKapCTBEHHbIX NMPEnapaToB, HGOGXO)J,VIMbIX 0N OKa3aHuA
Me,EI,I/ILI,VIHCKOI7I nomMowun

(dpopma)
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3AKJTHOMEHME

no pesysibTaTaM NpoBeLeHNs AOKYMEHTabHOWM 3KCNepTH3bl NPeAN0XKEeHNS 0 BKIOYEHUN (MCKOYEHUN)
NeKapCTBEHHOrO NpenapaTta B NepeyHn 1eKapCTBEHHbIX MPEMnapaToB U MUHUMAJIbHbIA aCCOPTUMEHT
NeKapCTBEHHbIX NPenapaToB, HE06X0ANMbIX 415 OKa3aHUs

MeLVNLMHCKOW NOMOLL

1. HacTosllwee 3ak/l04eHe KacaeTCs MaTepuasoB, NpeacTaBAeHHbIX ANs:

1.1. BKJIOYEHWS IEKAPCTBEHHOr O NpenapaTa B:

1.1.1. nepeyeHb XN3HEHHO HEOBXOANMbIX N BaXXKHENLLIWX IeKapCTBEHHbIX NpenapaTos;

1.1.2. nepeyeHb JOPOroCTOAWMX JIEKAPCTBEHHbIX MpenapaTos;

1.1.3. (MoanyHKT NCKOYeH - MNocTaHoBneHMe lMNpaBuTenscTBa Poccuiickon ®epepaumm ot 03.12.2020 Ne
2021)

1.1.4. MUHMMabHBIA aCCOPTUMEHT IEKaPCTBEHHbIX MPenapaToB, HeOBX0ANMbIX 15 OKa3aHuWs
MeONLNHCKON NOMOLLN (MUHUMabHbBIA aCCOPTUMEHT);

1.2. uck4eHnsa nekapCTBEHHOro npenapaTa 13:

1.2.1. nepeyHs XXN3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX NpenapaTos;

1.2.2. nepeyHsa [OpOroCTosALLNX JIeKapCTBEHHbIX NpenapaTos;

1.2.3. (MoanyHKT NCKoYeH - MNocTaHoBNeHue MNpaBuTenscTBa Poccuiickon ®epepaumm ot 03.12.2020 Ne
2021)

1.2.4. MMHNMaNbHOIro aCCOPTUMEHTA.

2. Hdopmaums o lekapCcTBEHHOM NpenapaTe:

2.1. HaumeHoBaHue:

2.1.1. MexxyHapo4HOe HenaTeHTOBaHHOE HaMeHOoBaHue ;

2.1.2. B c/lyqae OTCYTCTBUS MEXAYHAapOAHOro HemaTeHTOBAaHHOr0 HaMMEHOBaHUS - FPYNMNMPOBOYHOE
HavMeHoBaHue ;

2.1.3. B C/lyqae OTCYTCTBUS MeXAYHapOAHOro HeMaTeHTOBAHHOIro 1 rpynnMpoBOYHOr0 HaMMEHOBaHWUNA -
XUMUYeCKoe HauMeHoBaHme ;

214.8 CnlyHae OTCYTCTBUA NHbIX HaVMeHOBaHWN - TOProBoe HanMMeHoOBaHNE

2.2. Ko aHaTOMO-TepaﬂeBTI/I‘-IeCKO-XI/IMI/I'-IeCKOIZ Knaccugumkaumnm n1ekapCTBEHHOro npenapaTa

2.3. npepJsiaraemMble K BKJIIOYEHWNIO JIEKAPCTBEHHbIE (POPMbI 3apErncTPUPOBaHHOIO 1EKAPCTBEHHOIO
npenapaTta (Nepe4yncanTb): ;
2.4. npepnaraemble K NCKIIOYEHWIO NEKAPCTBEHHbIE (DOPMbl 3apErucTPMPOBAHHOIO IeKapCTBEHHOIO
npenapaTta (NepevyncanTb):
3. CpoKu npoBeeHNst AOKYMEHTalbHON 3KCMEePTU3bI:

C no

4. [lokymMeHTaslbHasa 3KCnepTu3a NpeasioxeHns (B COOTBETCTBUN C NpusioxeHnsamm Ne 1 n 2 K Mpasunam
(hopMMpPOBaHNS NepeyHein NeKapCTBEHHbIX NpenapaToB Aas MeanLMHCKOrO NPUMEHEHUS U MUHUMASIbHOIO
aCCOPTUMEHTa IeKapCTBEHHbIX NpenapaToB, HEOBXOANMbIX A5 OKa3aHUa MeAULUHCKON MOMOLLN,
YyTBEPXAEHHbLIM NOCTaHOBNeHNeM [MpaBuTenbcTBa Poccuinckon ®egepauum ot 28 aBrycta 2014 r. Ne 871
"06 yTBepxxaeHum Mpasun GoOpMMPOBaHUS NepeYHeln NeKapCTBEHHbLIX NPenapaTos A MeAULNHCKOro
NPYMEHEHNS N MUHUMAJIbHOr0 aCCOPTMMEHTA JIeKapCTBEHHbIX NpenapaToB, HEOOX0AMMbIX A5 OKa3aHNS
MeOVLMHCKON nomowm"):

Tpebyemble cBeaeHNS

NHdopMauma o npeacrasaeHnn

TpebyeMbix CBeAEHUI 3a9BUTENEM

1.
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NHdpopmaLus o 3aaBuTenel.l. npencTassieHa B NoJHOM 0bbemel.2. npeAcTaBsieHa He B NOJIHOM 06beme
(nepeyncnuTb):

1.3. He npefcTaBfeHa

2.

NHpopMauns o nekapCTBEHHOM npenapaTe2.l. npeAcTaBfieHa B NOJIHOM o6bemMe2.2. npeAcTaBJieHa He B
NnoJsiIHOM o0b6beMe (MepevncanTs):

2.3. He NpencCTaBieHa

3.

CBefieHVs 0 NleKapCTBEHHOM MnpernapaTte 415 BKAOYEHNS B NepeyeHb XNU3HEHHO He0bX0ANMbIX 1
BaXXHEWLLMNX JIEKAapPCTBEHHbIX NPENapaToB, NepeYeHb AOPOroCTOALMX IEKAPCTBEHHbLIX NPenapaToB U
MUHNMaJIbHbIA aCCOPTUMEHT(MCKIIOYEHUS U3 NEPEYHS XKN3HEHHO HEOBXOANMBIX N BaXKHEMLLNX
NeKapCTBEHHbIX NMpenapaToB, NepevyHa AoporoCToAnX neKapCTBeHHbIX NpenapaToB N MUHNMaJIbHOIO
accopTMMeHTa)

3.1. npeacTaBfeHbl B NOJIHOM 06beMe3.2. npeAcTaBfieHbl HE B NOJIHOM 06beMe (NepeyvncaunTb):

3.3. He npegcTaBneHsl

4,

[aHHble, 060CHOBbLIBAOLLME MPERNIOXKEHNE O BKIOYEHUN IEKAPCTBEHHOMO NpenapaTa

B NepeyeHb XXU3HEHHO HEOBXOAMMbIX U BaXKHEWNLLNX JIEKapCTBEHHbIX NPenapaToB, NepeYyeHb
LOPOroCTOALMX JIeKapCTBEHHbIX NpenapaTos

N MUHUManNbHbIA aCCOPTUMEHT(06 NCKNOYEHUN NIEKAPCTBEHHOIO NpenapaTa U3 NepeyvyHs XU3HEHHO
HeobX0AMMbIX 1 BaXXHENLUNX NEKAPCTBEHHbIX MpenapaToB, MepeyHs AOPOroCTOALMX JeKapCTBEHHbIX
npenapaTos

N MUHMManbHOro acCCOPTUMEHTA)

4.1. npeacTaBneHbl B NosHOM 06bemed.2. npeacTaBieHbl HE B MNOJIHOM 00beMe (NepeyvnciunTb):

4.3. He npenCTaB/eHbI

(MyHKT B pefakuum MNocTaHoBneHUs MNpasuTenscTBa Poccuiickon ®epepaumm ot 25.07.2024 No 1009)

5. 3amMeyaHus No pesysibTaTaM AOKYMEHTaNbHOW 3KCMEePTU3bl NpeasoxeHns (Npy Haandnm Hy>XHoe
OTMEeTUTb):

5.1. HeHagnexallee ohopMIIeHNE NPEeLSIOKEHNS U NPUSIaraeMblIX K HEMY IOKYMEHTOB 1 CBeLleHUN, a
TaKXe Hasimyne B NpeACcTaB/IeHHbIX 3/IEKTPOHHbIX (paniax NoBpeXAeHWn, He NO3BONSAILWMUX pacno3HaTb
ero cofepxxaHue;

5.2. npefcTaBfieHNe [OKYMEHTOB 1 CBEAEHUI B HEMOJHOM 06beMe;

5.3. npeacTasiieHne NpefsioKeHUs B Te4eHne 6 MecsLeB nocse aTbl ero nogadvun npu BblHeCceHUu
KoMuccuen pelleHns 06 oTkase BO BK/OYEHNM SIeKapCTBEHHOMO MpenapaTta B Nepe4yeHb XU3HEHHO
HeobX0AMMbIX N BaXXHENLUNX IEKAPCTBEHHbIX NPenapaToB, NepeyeHb AOPOroCTOALMX NEKAPCTBEHHbIX
npenapaToB M MUHWMaJIbHbIA aCCOPTUMEHT (B UCKJIOYEHWUMN JIEKapCTBEHHOI0 NnpenapaTa U3 nepeyHs
YKN3HEHHO HEOBXOAMMBIX U BaXKHEMLLNX NEKAPCTBEHHLIX NPenapaToB, MepeyHs AOPOroCTOALLMX
NeKapCTBEHHbIX NpenapaToB U MUHUMaNbHOO aCCOPTUMEHTA) B paMKax MeXxAyHapo4HOro
HenaTeHTOBaHHOI0 HaVMeHOBaHMS JIeKapCTBEHHOr 0 npernapaTa (NP 0TCYTCTBMMN Takoro HAMMEHOBaHUS -
B paMKax rpynmnupoBOYHOIr0 MU XMMUYECKOrO HaVMEHOBAHMSA), 3@ UCKIIIOYEHNEM CllyHaesB,
npegycMoTpEeHHbIX MyHKTaMu 9 n 92 MpaBna (GopMUPOBaHNS NEpPeYHEN JIeKapCTBEHHbIX MpenapaToB Ass
MeLMNLMHCKOr0 NPUMEHEHUS N MUHUMANbHOIO aCCOPTUMEHTA IeKapCTBEHHbIX NpenapaToB, He0bXoANMbIX
LN OKa3aHUs MeANLMHCKON NOMOLLK, YTBEPXKAEHHbIX MOCTaHoBAeHeM MpaBuTeNnbCTBa POCCMICKOW
®epepaumm ot 28 aBrycta 2014 r. Ne 871 "06 yTBep>xaeHuu Mpasun GOpMUPOBAHNS NeEpPEYHEN
JleKapCTBEHHbIX NpernapaTosB A MeANLMHCKOr0 NPUMEHEHUSA U MUHUMAJIbHOrO aCCOPTUMEHTa
NeKapCTBEHHbIX MpenapaToB, HEOBXOANMbIX A OKa3aHUs MeSULUHCKON nomown”;
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5.4. npefcTaBnieHVe NPeaNoXXeHUs B Te4YeHne 6 MecsaLeB nocsie AaThl ero nogayv npu BbiIHECEHUN
KOMUCCMEN peLleHmns 0 BKJIIOYEHNW IEKapCTBEHHOrO NpenapaTa B nepeyeHb XXU3HEHHO HEOOXOAMMBIX U
Ba)XHEMNLLMX NEKaPCTBEHHbIX NPenapaToB B paMkax MeXAyHapoA4HOro HenaTeHTOBaHHOMO HaMMeHOBaHWA
JleKapCTBEHHOro npenapaTa (Npu oTCYTCTBUM TaKOr0 HAMMEHOBAHWS - B paMKax rpynnupoBOYHOIro Uu
XUMMNYECKOr0 HaMMEHOBaHNA) - N1 IeKapCTBEHHbIX MpenapaToB, NpeffiaraeMbiX K BKIIOYEHUIO B
nepeyeHb JOPOroCTOAWMX NEKAPCTBEHHbIX MNpenapaTos;

5.5. npeAcTaBieHne HeLOCTOBEPHOW MU NCKAXKEHHON UHGOpMaLuu;

5.6. npefcTaBnieHre NPeanoXKeHns B Te4eHne 6 MecsaLes nocsie AaThl ero NOBTOPHOMO OTK/0OHEHMWS MO
pesysibTaTaM LOKYMEHTalbHON 3KCNepTu3bl.

(MyHKT B pefakuum MNocTaHoBneHUs MNpaBuTenscTBa Poccuiickon ®epepaumm ot 25.07.2024 No 1009)

6. Pe3ynbTaT:

6.1 HanpaBuUTb NPeLsIoKEeHNE Ha KOMMNEKCHYIO OLEHKY;

6.2 HanpaBUTb B afpec 3a9BMTENN 3aKJII0YEHNE C 3aMeYaHUsAMN 0 HECOOTBETCTBMUM YCTaHOBJIEHHbLIM
TpeboBaHMAM;

6.3 HanpaBUTb NPeLANI0XKEHNE BHELITAaTHOMY creumanncty MmHMcTepcTBa 34paBooxpaHeHnsa POCCUNCKON
®efepalmn 4519 NOATOTOBKN PpeKOMEeHAaLMW 0 BKOYEHUN (MCKIII0YEHUN) IeKapCTBEHHOM O npenapaTa B
MUHUMaJIbHbI aCCOPTUMEHT.

Mpencepnatenb (3amMecTuTenb NpeacenaTens) Kommccun MnHUCTeEpCTBa 34paBooxpaHeHns Poccunckon Gepepauymm no
(hopMMpPOBaHUNIO NEpPEYHEN NIEKaPCTBEHHbIX NpenapaToB A8 MegULIMHCKOrO MPUMEHEHNSA Y MUHUMANbHOMO
aCCOpPTUMEHTa NIeKapCTBEHHbIX NpenapaToB, HE06X0ANMbIX A1 OKa3aHUa MeANLNHCKOA MOMOLLIN

(naTa)
/
(moanuck, pacwndgpoBka NOANMCK)

MPUNOXKEHWE Ne 51

K MpaBunam hopMmpoBaHKA

nepeyYyHen neKapCTBEHHbIX NpenapaToB 415 MeAULMHCKOro NMPUMEHEHNS U MUHUMaJIbHOro aCCoOPTUMEHTa
JIEKApPCTBEHHbIX NPenapaToB, He0bX0AUMbIX A5 OKa3aHWA

MeONLUHCKON MOMOLLN

(B pegakuum NOCTaHOB/IEHNS

MpaBuTenbcTBa Poccuiickon Pepepaunmn

oT 25 ntona 2024 r. Ne 1009)

TPEEOBAHNA

K METOA0J/10r M4ECKOMY Ka4yeCTBY KJIMHMKO-3KOHOMUYECKMNX NCCNIef0BaHUIN IeKapCTBEHHOrO NpenapaTa K
nccnenoBaHWi C UCMOb30BaHNEM aHasM3a BAUSHUA Ha 6t00)KeTbl 6104)KETHON cucTeMbl Poccuiickom
depepauyumn

1. KosimyecTBeHHas oLeHKa KANHNKO-IKOHOMUYECKNX NCCed0BaHNMN JIEKAPCTBEHHbIX NMpenapaToB
NPOBOANTCA B COOTBETCTBUN C KPUTEPUAMK OLLEHKN MeTOo40J10rn4eCKoro Ka4eCctesa KJIMHNKO-
3KOHOMUYECKOro nccnegoBaHuA.

KpI/ITepI/II/I OLEHKN METOO0NI0rNMYeCKOro Ka4eCcTtea KJIMHNKO-3KOHOMWUYECKOIo nccnenoBaHud

HavMeHoBaHMe KpUTepWs OLIEHKN METOL00MMYECKOr0 KaYeCTBa NCC/el0BaHma
Pe3ynbTaT oUeHKN
LLIkana oueHkun (banno.)

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 27 n3 58



1.
MpencTaBneHbl pe3ynbTaThl 0TEYECTBEHHOI0 MCCeL0BaHNA
(aBTOp, Ha3BaHWe, UCTOYHMK NybANKaLmMKM, roa)CooTBETCTBYETH+3

He cooTBeTCcTBYeTO

2.
PaccmaTpuBaemble rnokasaHua
K NpUMeHeHN0cooTBeTCTBYEeT+3

He cooTBeTCcTBYETO

3.
Bbibop npenapaTa CpaBHEHNA?COOTBETCTBYET+3

He cooTBeTCcTBYETO

4.
MeTon KNMHUKO-3KOHOMNYECKOr0 NCCeoBaHNs - COOTHOLLIEHMe 3aTpaT U 3 EKTUBHOCTU, COOTHOLLEHNE
3aTpaT 1 nNone3HoCTn, MMHNMMNn3auna BanaT3COOTBeTCTByeT+3

He cooTBeTCcTBYEeTO

5.
XapakTePUCTUKN MNaLNEHTOB
1 CPAaBHMBAEMbIX JIEKAPCTBEHHbIX NMPenapaToB B KIMHUYECKNX UCCeA0BaHNAX* cooTBeTCTBYeT+0,5

He cooTBeTCcTBYeTO

6.
Bbibop KpUTepUEB OLIEHKUN 3(PHEKTMBHOCTM>COOTBETCTBYET+0,5

He cooTBeTCcTBYeTO

7.
LleHa Ha neKapCTBEHHbIN NPenapaTécooTBETCTBYET+3

He cooTBeTCcTBYeTO

8.
PacyeT npAMbIX MegULMHCKNX 3anaT7COOTBeTCTByeT+3

He cooTBeTCcTBYeTO

9.
OnncaHne MaTemMaTU4eCKon Mmogenn (Npum Hann4mMm)ecooTBeTCTBYET+3

He cooTBeTCcTBYeTO

10.
MpeacTasneHne 3aTpaT NPU ONUCaHMKN Pe3ybTaTOB°COOTBETCTBYET+3

He cooTBeTCcTBYETO

11.
MpepcTaBneHne pesynbTaToB°cOOTBETCTBYET+3

He cooTBeTCcTBYETO

12.
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AHanuns 4yyBCcTBMTENbHOCTUICoOTBETCTBYET+0,5
He cooTBeTCTBYETO

13.
CCbIIKM Ha UCNOJIb30BaHHbIE UCTOYHUKN UHGOpMaLmnmnizcooTBeTCTBYET+0,5

He cooTBeTCcTBYeTO

NToro

NTorosast KonnyecTBeHHasa OLeHKa MeTOoL0JIOrMYeCKoro KayecTsa KJANHNKO-3KOHOMUYECKOro
nccnenoBaHns IeKapCTBEHHOrO npenapaTa:

L1151 BbIHECEHUNA 3aK/I0YEHNS 0 BBICOKOM METOLO0JIOrMYeCKOM KayeCTBe KJIMHUKO-3KOHOMUYECKOr o
NCcCcnepoBaHMs IEKaPCTBEHHOMO NpenapaTa - He MeHee 29 6annoB Npy HaAMYMM MaTeEMaTUYECKON MOLENN,
He MeHee 26 6annoB Npy OTCYTCTBMM MaTEMAaTUYECKON MOLENN;

L7151 BbIHECEHUNA 3aKJII0YeHNs 0 CpefHEM METOL0JIOrMYeCKOM KayeCTBe KJIMHUKO-3KOHOMUYECKOro
MCCNenoBaHMs NeKapCTBEHHOMO NpenapaTa - He MeHee 27 6annoB Npy HaAM4YMKM MaTeMaTUYECKON MOLENN,
He MeHee 24 6annoB Npy OTCYTCTBMM MaTEMAaTUYECKON MOLENU;

AN151 BbIHECEHUNA 3aK/I0YEeHNS 0 HU3KOM MEeTOoL0/10rM4eCKOM KavyeCTBe KJMHUKO-3KOHOMUYECKOro
nccaenoBaHNA IeKapCTBEHHOr0 nNpenapaTa - MeHee 27 6anioB Npy HaAM4YMM MaTeEMaTUYECKON MoLenn,
MeHee 24 6annoB Npu oTCYTCTBUM MaTEMaTUYECKON MOLENN.

! Moka3zaHUs K NPUMEHEHNIO NpeaJslaraemMoro JIeKapCTBEHHOro npenapaTa, No KOTOPbIM NPOBOAMIACh
KJMHNKO-3KOHOMMUYECKAs OLEHKA, COOTBETCTBYIOT NOKA3aHMNAM, COAEPKALLMMCS B MHCTPYKLUN MO
MeLMLMHCKOMY NPYMEHEHUI0 NeKapCTBEHHOro NpenapaTa. B ciyyae Hanmuma HeCKOIbKMX NOKa3aHui K
NPYMEHEHNI0 NPeACTaBAAITCA pe3ybTaTbl KINHUKO-3KOHOMUYECKMX NCCIe40BaHWI N0 BCEM MOKa3aHUAM
nnbo no nokasaHuam npu 3aboneBaHuUsX, xapakTepusyoLmxca HanbonbsLuen 3a601eBaeMoCcThbI0,
CMEpPTHOCTbIO U UHBaAMAU3aLMEN.

2 Ecim nekapCTBEHHbIV NMpenapaT NpeffiaraeTcs K BKAOYEHWNIO B MepeYeHb XU3HEHHO HEOBX0ANMbIX 1
Ba)XHEMNLLMX NEeKaPCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMeHeHWs, B Ka4eCcTBe npenapaTa
CpaBHEHNS MCMOJIb3YETCH JIEKaPCTBEHHLIN NpenapaT (NpenapaThbl), BKAOYEHHbIN B NEPEYEHb XXU3HEHHO
HeobX04MMbIX N BaXXHENLUNX IEKAPCTBEHHbIX NPenapaToB AN MeAULUHCKOro NPpUMEHEHNS, ecn
JIeKapCTBEHHbIV MpenapaT npeasaraeTcs K BKAOYEHNIO B MepeyeHb NeKapCTBEHHbIX NpenapaTos,
npefHasHayveHHbIX ans obecnevyeHns nuu, 60nbHbLIX reModuanen, MyKoBUCLIMA030M, TMNon3apHbIM
HaHn3MoM, 6one3Hbio [oLwe, 3/10Ka4eCTBEHHLIMU HOBOOBpa3oBaHNAMMN ANMEBONLHON, KPOBETBOPHOW 1
POACTBEHHbLIX UM TKaHel, PaCCESHHLIM CKePO30M, FEMOINTUKO-YPEMUYECKUM CUHAPOMOM, HOHOLLECKUM
apTPUTOM C CUCTEMHbIM Ha4YasioM, MyKonoamcaxapmaosom |, Il n VI Tunos, annactTuyeckor aHeMuen
HeyTOYHEHHOW, HacneACTBeHHbIM AeduuntomM dakTopos Il (bubpuHorena), VIl (nabunbHoro), X (CTioapTa -
Mpayapa), a Takxe AunL Nocsie TpaHCnIaHTaUuy opraHoB 1 (Wn) TKaHeR, B Ka4eCTBe npenapaTa
CPaBHEHWS UCMOJIb3YETCA JIEKaPCTBEHHLIN NpenapaT, BKAYEHHbIV B MepeYeHb 1EKapCTBEHHbIX
npenapaTos, NpefHa3Ha4yeHHbIX Ang obecnevyeHus nuu, 60bHLIX FreMOPUANER, MyKOBUCLULO30M,
rnnogm3apHbIM HaHM3MOM, Bone3Hbio oLle, 3710KkavyeCcTBEHHbIMU HOBOOBpPa30BaHUAMY TMMEMONLHON,
KPOBETBOPHOW N POACTBEHHbLIX UM TKAHeN, PaCCeaHHbIM CKIEPO30M, FeMOINTUKO-YPEMUNYECKUM
CUHAPOMOM, IOHOLLECKUM apTPUTOM C CUCTEMHBIM HavyasioM, Mykononuncaxapugosom I, Il n VI Tunos,
anaacTUyYecKon aHEMUEN HEYTOYHEHHON, HacneaCTBEHHbIM aeduunTtom dakTopos Il (bubpuHoreHa), VI
(nabunbHoro), X (CTioapTa - MNpayapa), a Takxe anL Nocsie TpaHCMaHTaLWM OpraHoB U (1) TKaHen.
MpenapaT CpaBHEHNA MPUMEHSAETCA B TEKYLLEN MPAKTUKE Sie4eHna NauneHTOoB M0 TEM Xe MOKa3aHusaM 1 B
TaKom e KINHUYeCKON CUTyaLmun, YTO 1 npeaaraemblil 1eKapCTBeHHbIN npenapat. ONTuManbHoOM
anbTepHaTUBOM AN CPaBHEHUS ABAseTCA Hanbonee 3pheKTUBHLIA N3 IeKapCTBEHHbLIX NpenapaTos,
BKJIIOYEHHbIX B COOTBETCTBYIOLLUA NEPeYeHb U MCMOJb3YIOLLNXCA N0 TEM XE NMOKa3aHUAM 1 B TaKOWN xe
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KJIMHNYECKOM CUTyauun, 4TO 1 npeanaraemMblii IeKapCTBEHHbIM npenapaT. Mpu HaaM4Ynm HECKOSIbKINX
JleKapCTBEHHbIX NpernapaToB C 0ANHAKOBOW 3PMPEKTUBHOCTbIO ONTUMAJIbHOW aflbTEPHATUBON AN
CPaBHEHWS ABASETCA TOT U3 HUX, KOTOPbLIN XapaKTepPU3yeTCs HavMeHbLUen CTOMMOCTbIO 3a KYPC JIeHEeHUS.
3 Tlpn HaNMyMM No pesyabTaTaM KJINHUYECKUX NCCAefoBaHM CTaTUCTUYECKMN 3HAYUMbIX Pa3/IMynin no
3DHEKTUBHOCTM U (MnK) Be3onacHOCTM Mexay npeanaraeMbiM J1eKapCTBEHHbIM NpenapaToM 1
npenapaToM CpaBHEHNS NCMOJIb3YITCA MeTOAbl pacyeTa COOTHOLIEHNS 3aTpaT 1 3MEKTUBHOCTM, NpU
OTCYTCTBUW MO pe3yabTaTaM KJIMHUYECKUX NCCAef0BaHNUNA CTAaTUCTUYECKIN 3HAYMMbIX Pa3nymin no
3WEeKTUBHOCTM U (MnK) 6e30MacHOCTM MeXxay NpeasaraeMbiM JeKapCTBEHHbIM MPenapaToM 1
npernapaTtoM CpaBHEHMS UCMOJIb3YeTCa MeTo4 MAHMMM3aL MM 3aTpar.

4 XapakTepuCTrKN NaumneHToB (Mon, Bo3pacT, TevyeHue 3abonesaHuns, popma 3abonesaHns, cTaana
3aboneBaHnA, MHNS Tepanuu, NpeawecTBYOWas Tepanns) N CPaBHUBaEMbIX JIEKaPCTBEHHbIX NpenapaToB
(nekapcTBeHHas hopMa, peXxum L03MPOBaHUS, CNocob BBEAEHNS) B KIMHUYECKUX UCCNEe0BaHUSAX,
pe3ynbTaTbl KOTOPbIX UCMO/b30BaHbl A1 000CHOBaHNS BbIbOpa MeToAa KJIMHUKO-3KOHOMUYECKOr0
nccnefoBaHWs, COOTBETCTBYIOT XapakTepUcTMKaM nNauneHToB U CPaBHUBAEMbIX JIeKaPCTBEHHbIX
npenapaTos, OLLEeHNBAEMbIM B KJIMHUKO-3KOHOMUYECKOM UCCea0BaHNN.

5> Bbibop KpuTEpPMEB OLLEHKMN 3(EKTNBHOCTM JIEKAPCTBEHHOIO NpenapaTa, NCNOoJb30BaHHbLIX MpK
NpoBeLEeHNMN KIIMHNKO-3KOHOMUYECKOr0 UCC/Ie0BaHNsA, COOTBETCTBYET pe3ysibTaTaM KINHUYECKMX
nccnenoBaHum, NpeacTaB/ieHHbIX B COOTBETCTBYIOLLEM NPEAsIOKEHNM, YKa3aHHOM B NyHKTe 13 Mpasun
hopM1poBaHNSA NepeyHen NeKkapCTBEHHbIX NpenapaToB A8 MeAULMHCKOrO NPUMEHEHUS U MAHUMAbHOMO
aCCOpPTMMEHTa NeKapCTBEHHbIX MpenapaToB, HE0bX0ANMbIX 419 OKa3aHUs MeANLMHCKON MOMOLLY,
YTBEPXAEHHbLIX NOCTaHoBNEeHUEM lNpaBuTenscTBa Poccninckon Pepepaunm ot 28 aBrycta 2014 r. Ne 871
"06 yTBepxxaeHuu Mpasua opMMPOBaHUS NepeYHeln NeKapCTBEHHbIX NpenapaTos A MeAULNHCKOro
NPVMEHEHUS N MAHMMAJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHbIX MPenapaToB, HEOBXOAMMbIX AN OKa3aHMs
MeaNLUHCKON nomoln" (aanee - Mpaswuna).

6 PacyeT 3aTpaT OCYLLECTBAAETCS Ha OCHOBAHUN LieHbl JIeKapCTBEHHOIO npernapaTta He HXe LieHbl,
NjaaHMpPyeMon K rocyjlapCTBEHHOW peructpaumnm, a B ciyyae, ec/iv LieHa Ha npegasaraeMblil IeKapCTBEHHbIN
npenapar y>Ke 3aperncTpupoBaHa, - Ha 0OCHOBaHUN NpeaesibHON OTNYCKHOW LieHbl MPOU3BOAMTENS C YHETOM
Hafiora Ha A06aB/IEHHYO CTOMMOCTb.

7 PacyeT npsMbIX 3aTpaT, CBA3@HHbIX C HEMOCPEACTBEHHbIM OKa3aHWeM MeQULUHCKON NOMOLLK,
OCYLLECTBJIAETCA NCXOAA N3 CPeLHNX HOPMAaTMBOB (OMHAHCOBBIX 3aTpaT Ha eaAnHMLY 06beMa MeaNLMHCKOW
MOMOLLK, YCTAHOBAEHHbIX MPOrPaMMO FOCYAapCTBEHHbIX FapaHTUn 6ecniaTHOro okasaHus rpaxaaHam
MeOMLMHCKOM MOMOLLW Ha 04epeaHOoN rof 1 NnJaHoBbIN nepuog,.

8 MNpw NpoBeLEHUN KJIMHUKO-3KOHOMUYECKUX UCCNIef0BaHUN C UCMOJIb30BaHMEM METOLO0B MaTeMaTUYEeCKOro
MOLEeNnpoBaHWA B COCTaBe OTYeTa (CTaTby), MpeAcTaB/EHHOro B COOTBETCTBMM C npunoxxeHnem Ne 1 K
MpaBunam, nnu B NPUIOKEHUN K HEMY MpeacTaBAseTca MaTeMaTuyeckas Moaenb C ONnMcaHNeM MeTOLUKM
MOLENNPOBaHWA, BKAOYAOLLasA ONUCaHNE CTPYKTYPbl MOAEN, OCHOBHbIX AONYLLEHWA MOLAENN C UX
060CHOBAHNEM, K/OYEBbIX MapaMeTPOB L)1 PACHETOB, MCTOYHUKOB UH(OPMaLMN O 3HAYEHNAX KITHOYEBbLIX
napamMeTpoB WK MpuUBeLeHMe MeTOANKMN pacyeTa.

° Mpw onucaHun pesyibTaToB UCCNeA0BaHNA OTAEbHO YKa3biBalOTCA:

3aTpaThbl Ha NpeasiaraeMblil NEKAPCTBEHHbLIN NpenapaT v npenapart (npenapaThbl) CPaBHEHUS;

Apyrue npsiMble 3aTpaThl, CBA3aHHbIE C HENOCPEACTBEHHbLIM OKa3aHNEM MeLULIMHCKON NoMOoLLM (ecniun
paccynTbIBaINCD);

npsMble 3aTpaThbl, He CBA3aHHbIE C HEMOCPEACTBEHHbLIM OKa3aHWeM MeAMLMHCKON NoMoLLy (ecau
paccynTbIBaINCh);

KOCBEHHbIE 3aTpaThl, CBA3aHHbIE U HE CBA3aHHbIE C HEMoCpPeACTBEHHbIM OKa3aHneM MeULMHCKOM MOMOLLM
(ecnn paccynTbIBANUCD).

10 Pe3ynbTaT aHaAM3a MAHMMU3ALMKN 3aTpaT NPeacTaBASETCS B BUAE pPa3HULLbl B 3aTpaTax, 00yC0BAEHHbIX
npYMeHeHneM npeasaraemMoro JlekapCTBEHHOro npenapaTa U npenaparta CPaBHEHUS;
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pe3ynbTaT aHasiM3a COOTHOLIEHUS 3aTpaT U 3D(HEKTUBHOCTY NPeAcTaBnseTCs B Cayvasnx:

eCc/in npeffiaraeMbin IeKapCTBEHHLIN NpenapaT xapakTepusyeTcs 6onblien 3hPeKTUBHOCTLIO 1 6obLIEN
CTOMMOCTbIO, YEM MpenapaT CpaBHEHMS (B BUAE COOTHOLIEHMA 3aTpaT M 3PHEKTMBHOCTY OS
npensiaraeMoro neKapcTBEHHOr0 NpenapaTa v npenapaTa CpaBHEHWA 1 NoKasaTens npupawieHns
3D(EeKTUBHOCTM 3aTpaT (MHKPEMEHTHOMO NoKa3aTens COOTHOLLEHMS 3aTpaT U 3PHEKTUBHOCTK);

ecv Npeasiaraemblil NEKAPCTBEHHbIA NpenapaT XxapakTepusyeTcs 6onbluen 3DHEKTUBHOCTLIO Y MEHbLLEN
CTOMMOCTbIO, YEM MNpernapaTt CpaBHeHUs (B BUAE pa3HULbI B 3aTpaTax U pa3HuLbl B 3P(PEKTUBHOCTU TaKmX
JIeKapCTBEHHbIX NpenapaTos).

11 AHanM3 YyBCTBUTEIbHOCTMN Pe3y/ibTaTOB PAcYETOB K U3MEHEHWSM CnedyoLmnx napaMmeTpos MOLesun
BKJIOYAET:

4719 aHanM3a MMHUMU3aLMM 3aTpaT - LLeHy Ha npeanaraemMblil IeKapCTBEHHbIN npenapaT v LeHy Ha
npenapar CpaBHEHUS;

AN aHanM3a COOTHOLEHNA 3aTpaT U 3P(EKTUBHOCTU - LIEHY Ha nNpeasiaraeMblii IeKapCTBEHHbIM NpenapaT
1 UeHy Ha npenapaT CpaBHeHUS, NokKasaTesin KINHUYeCKON 3(h(heKTUBHOCTM npeaiaraeMoro
JIeKapCTBEHHOrO NnpenapaTa 1 NpenapaTta CpaBHEHNS.

12 B oT4yeTe (CTaTbe), NpeACcTaB/N€HHOM B COOTBETCTBMM C npunoxxeHmem Ne 1 K [Mpasmnam, ykasblBatloTCs
CCbINIKN Ha MCNOJIb30BaHHbIE NCTOYHUKN MHPOPMALIMM ANS KaXKA0r0 3HaYeHUs nokasaTenen, a Takxe
MeTOANKMK pacyeTa.

2. KonnyecTBeHHas OLEHKa MCCNef0BaHNs C UCMOJIb30BAaHNEM aHan3a BANSHUS Ha Bloa)XeTbl 6104KeTHON
cncTembl Poccuinckon ®epepauun (fanee - 6104)KeT) MPOBOAMTCS B COOTBETCTBUN C KPUTEPUAMMN OLLEHKM
METOLO0JIOrMYECKOr0 Ka4yecCTBa NCCEL0BAHMA C UCMOMb30BAHNEM aHaNMN3a BAUSIHUS Ha BloKeT.

KpnTepun oLeHKN MeTOO0/IOMMYECKOr0 KayeCTBa UCCIel0BaHMA C UCMOJIb30BaHMEM aHan3a BANSAHUSA Ha
brooxeT

HavMeHoBaHMe KpUTepMs OLIEHKN METOL0/10MMYECKOr0 KaYeCTBa NCC/el0BaHMA
Pe3ynbTaT oUeHKHN
LLikana oueHkun (banno.)

1.
MpencTaBneHbl pe3ybTaTbl 0TEYECTBEHHOIO UCCE10BAHMS
(aBTOp, Ha3BaHWe, UCTOYHMK Ny6aAVKaLMKM, TOA)COOTBETCTBYET+3

He cooTBeTCcTBYETO

2.
PaccmaTpuBaeMble MoKasaHma
K MpUMeHeHunI0'cooTBeTCTBYeT+3

He cooTBeTCcTBYEeTO

3.
LleHa Ha NleKapCTBEHHbIN MpenapaT2cooTBETCTBYET+3

He cooTBeTCcTBYETO

4,
PacyeT NpAMbIX MeOULMHCKNX 3aTPaT3CoO0TBETCTBYET+3

He cooTBeTCcTBYETO

5.
OnncaHne MaTemMaTU4eCKON Mogenu (Mpu Haan4Mm)*CooTBETCTBYETH+3
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He cooTBeTCcTBYeTO

6.
MNpencTaBneHve NPAMbIX MEAULUHCKUX 3aTpaT Npu ONncaHum pe3yﬂbTaTOBSCOOTBeTCTByeT+3

He cooTBeTCcTBYeTO

7.
BpemeHHOW ropusoHTécooTBETCTBYET+0,5

He cooTBeTCcTBYeTO

8.
XapakKTepuUCTUKKN 1 YUCIEHHOCTb LeneBom nonynaunmn I'IaLI,I/IGHTOBCOOTBeTCTByeT+3

He cooTBeTCcTBYeTO

9.
MpencTaBneHne pe3yibTaToB’COOTBETCTBYET+3

He cooTBeTCcTBYEeTO

10.
AHanu3 4yyBCcTBUTENbHOCTMECOOTBETCTBYET+0,5

He cooTBeTCcTBYEeTO

11.
CCbIJIKM Ha UCNONb30BaHHbLIE UCTOYHUKN MHDOPMaLMN®co0TBETCTBYET+0,5

He cooTBeTCcTBYETO

WNToro

ITorosas KoNMYyeCTBEHHAsA OLEHKa METOA0JI0rMYECKOro KayeCTBa NCCe0BaHNA C UCMONb30BaHNEM
aHasiM3a BAUSHMA NIeKapCTBEHHOro npenapaTa Ha bloaxXeT:

N5 BbIHECEHMNS 3aKJTI0YEHNS O BbICOKOM METO/10JIONMYECKOM KayeCcTBe NCCNef0BaHNs C MCMOJIb30BaHUEM
aHasim3a BAUSHWA NIeKapCTBEHHOr0 NpenapaTa Ha bloa)XeT - He MeHee 25,5 6anna npu Hannyum
MaTeMaTM4eCcKon Moaenn, He MeHee 22,5 6anna npu 0TCyTCTBMM MaTeMaTUYeCKON MOLenu;

AN19 BbIHECEHUS 3aKJI0YEHUS O CPelIHEM METOA0JI0rMYECKOM KayeCTBe NCC/IeloBaHMS C UCMOJIb30BaHNEM
aHasiM3a BANSHMA NIeKapCTBEHHOro NpenapaTa Ha blog)XeT - He MeHee 24 6anioB Npy HaNNYMK
MaTeMaTuyeckon Moaenn, He meHee 21 6anna Npu oTCyTCTBMM MaTeMaTUYECKON Moaenu;

AN19 BbIHECEHUS 3aK/I0YEHUS 0 HU3KOM METOL0/I0rMYECKOM KavyeCcTBe MCCe0BaHNS C MCNOJIb30BaHNEM
aHanM3a BAUSHUS NIEKapCTBEHHOr0 npenapaTa Ha bl axeT - MeHee 24 6ani0B NpPU HaANYUK
MaTeMaTn4yeckon mogenu, meHee 21 6anna npu oTCyTCTBMM MaTEMATUYECKON MOLENN.

! MoKa3aHUs K NPMMEHEHUIO NPeaaraeMoro IEKapCTBEHHOI 0 NpenapaTa, No KOTOPbIM MPOBOAUIICS
aHanm3 BAMAHNUS Ha BlogxeT blog)xeTHoM cucTembl Poccniickon Pepepaunn (Lanee - 61ogxeT),
COOTBETCTBYIOT MOKA3aHUAM, COLEPXKALLUMMCS B UHCTPYKLIMM MO MEAULIMHCKOMY NMPUMEHEHWIO
NIeKapCTBEHHOro NpenapaTa. B ciyvyae Hanmumsa HeCKOIbKMX MOKa3aHUA K MPUMEHEHNI0 NPeaCcTaBAsoTCS
pe3ysbTaTbl aHaM3a BANSHMA Ha B101)KeT Mo BCEM MoKa3aHusM nbo no nokasaHuaMm npu 3aboneBaHusx,
XapaKTepu3yoLmxcs Hanbonbluen 3a601eBaeMoCTbl0, CMEPTHOCTLIO U UHBaANIMAM3aLMen. Ecnn
JIEKapCTBEHHbIN NpenapaT npeasaraeTcs K BKJIOYEHNIO B NepeyeHb XXN3HEHHO HE0DX0AMMbIX 1
Ba)KHEWLUINX JIEKAPCTBEHHbIX MPENapaToB A1 MeANLUUHCKOr0 NPUMEHEHUS U (M) NepeyeHb
NeKapCTBEHHbIX MPenapaToB, NpeaHa3HavYeHHbIX a5 obecnevyeHns nuu, 60nbHbIX reMonmnei,
MYKOBWCLIMA030M, rMnodu3apHbIM HaHW3MOM, 6oe3Hbto Molle, 3/10Ka4eCcTBEHHbIMI HOBOOOPA30BaHMSAMU
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JIMMONOHON, KPOBETBOPHON N POACTBEHHbIX UM TKaHeW, pacCesiHHbIM CKep030M, reMONTUKO-
ypeMnyeCcKnum CUHOPOMOM, IOHOLLIECKUM apTPUTOM C CUCTEMHBIM Ha4yasioM, MyKornoancaxapuaosom |, Il n Vi
TUMNOB, aNNaCTU4ECKON aHEMMEN HEYTOYHEHHOW, HacNeACTBEHHbIM AeduumToM hakTopos I
(mbpuHorena), VIl (nabunsHoro), X (CTioapTa - Mpayapa), a TakXXe 1L, Nocae TpaHCNAaHTaLumn opraHoB 1
(MnK) TKaHen, N He UMeeT TepaneBTUYECKM aHaorMYHOro IeKapCTBEHHOrO NpenapaTa, obnajaowero
L0Ka3aHHbIMU KJIMHNYECKUMU, U (MAN) KIMHUKO-9KOHOMUYECKMMMN NpenMyLLecTBaMu, u (nnwm)
0COBEeHHOCTAMU MexaHn3Ma LeNCTBUSA, B COOTBETCTBYIOLLEM NepeyHe (NpeacTaBnseT cobon HOBbIM NOAXO4
K JIEYEHUI0), MOKa3aHme, Mo KOTOPOMY NPOBOAUTCSA aHaAN3 BANAHMA Ha Bl0g)KeT, COOTBETCTBYET
3abo0n1eBaHNAM (COCTOAHMAM) N3 TON XKe Tpex3HayHoW pybpukn MexxayHapoaHON CTaTUCTUYECKON
Knaccuukauum bonesHen n npobaem, CBA3aHHbIX CO 300POBLEM, YTO M NOKa3aHue, coaepxallieecs B
WUHCTPYKLMM NO MEANLMHCKOMY MPUMEHEHMIO NpeasiaraeMoro 1eKapcTBEHHOr0 npenapaTa.

2 [pepcTaBieHne pacyeTa 3aTpaT OCYLWEeCTBAAETCA Ha OCHOBAHUN LieHbl HE HUXXE LieHbl, NaHUpyeMon K
roCyfapCTBEHHOW perncTpaunn, a B Ciydae, €Caun LeHa Ha npeanaraeMblil 1eKapCcTBEHHbIV MpenapaT yxe
3apernucTpupoBaHa, - Ha OCHOBaHUW NpefesibHON OTNYCKHOW LieHbl MPOU3BOAMTENSA C Y4ETOM HaJlora Ha
n06aBAEHHY CTOMMOCTb.

3 PacyeT npsAMbIX 3aTpaT, CBA3aHHbIX C HEMOCPeACTBEHHbIM OKa3aHneM MenLMHCKOM MOMOLLK,
OCYLLECTBAAETCA UCXOAA U3 CPeHUX HOPMAaTUBOB (OMHAHCOBBIX 3aTpaT Ha eaAnHULY o6beMa MeaNLNHCKOW
MOMOLLM, YCTAHOBJIEHHbIX MPOrPaMMO FOCYAaPCTBEHHbIX FapaHTUN 6eCnIaTHOro oKa3aHus rpaXkaaHam
MeLMLMHCKON MOMOLLM Ha 04epeLHON FoA4 1 NAaHOBLIA NEpUOS.

4 Mpwn NpoBeAeHNM aHanM3a BANSHUS Ha BIOIXKET C MCMOJIb30BaHNEM METOLO0B MaTEMAaTUYECKOrO
MOJesIMPOBaHNS B COCTaBe OT4YeTa (CTaTbm), NpeLCTaBAEHHOr0 B COOTBETCTBUY C npunoxeHnem Ne 1 K
Mpasunam opMUpoBaHMS NepevHen NeKapCTBEHHbIX NpenapaTos A8 MeAULUHCKOr0o MPUMEHEHNS U
MWHMMAJIbHOrO aCCOPTUMEHTA JIEKapCTBEHHbIX MPenapaToB, HEOOXOANMbIX A15 OKa3aHWUA MEANLNHCKOW
noMoLLK, YyTBEPXXAEHHbLIM NoCTaHoBNeHUeM lMpaBuTenscTBa Poccuinckon ®epepaumm ot 28 asrycta 2014 r.
Ne 871 "O6 yTBEpxaeHMM [paBun hopMUPOBAHMA NeEpPEYHER IeKapCTBEHHbIX NpenapaToB As
MeLMNLMHCKOr0 NPUMEHEHUS N MUHUMANbHOI0 aCCOPTUMEHTA IeKapCTBEHHbIX NpenapaToB, He0bXoANMbIX
AN19 OKa3aHus MeguuUMHCKON nomMoLun", NpeacTaBaseTca MaTeMaTmyeckas Moaesb, afanTUpoBaHHaA K
CMCTEMe 0Te4YeCTBEHHOr0 34paBoOXPaHeHNs, C onMcaHneM METOAMKN MOLEeIMPOBaHNS, BKOYatOLLen
onucaHmne CTPYKTYpPbl MOAENN, OCHOBHbIX JONYLLEHNA MOAENN C X 060CHOBAHMEM, K/OYEBbIX MapaMeTpoB
A1 pacyeToB, NCTOYHUKOB MH(OPMALIMM O 3HAYEHMAX KJI0YEBbIX MapaMeTpPoB MU NpuBeaeHne MeTOAUKN
pacyeTa.

5 PacyeTbl He y4MTbIBAOT NpsAMbIE 3aTpaThl, HE CBS3aHHbIE C HEMOCPEACTBEHHbIM OKa3aHWEM MeANLNHCKON
MOMOLLY, 1 3aTpaTbl, CBA3AHHbIE N HE CBA3aHHbIe C HeNnoCcpeACTBEeHHbIM OKa3aHMeM MeAULNHCKON NOMOLLN
(Npwu onucaHnmn pe3ynbTaToB OTAEbHO YKa3blBAOTCA 3aTPaThl HAa JIeKapCTBEHHYIO Tepanuio).

6 BpeMeHHOW Nepnoa aHann3a BANSAHNS Ha B0f)KeT cocTaBnseT He Bonee 5 neT, Npu 3TOM OTAEJLHO
YKa3bIBAlOTCS pe3ynbTaThl pacyeToB 3a 1-# rog.

7 Pe3ynbTaT aHanM3a BAMAHUA Ha Blo4)XeT NpeACTaBAAETCA B BUAE Pa3HULbI B MPAMbIX 3aTpaTax,
CBAA3aHHbIX C HENOCPeACTBEHHbIM OKa3aHMeM MeAULNHCKON NOMOLLN, MeXYy TeKyLlen NpakTUKon
JleKapCcTBeHHON Tepanum (6e3 y4eTa BKIOYEHUSA B COOTBETCTBYIOLWMI NepeyeHb Npeaiaraemoro
JIeKapCTBEHHOI0 NpenapaTta) U 0XXUAAeMoN NPaKTUKON (C y4eTOM BKIOYEHNS B COOTBETCTBYOLLNNA
nepeyeHb NpeasiaraemMoro NeKapCcTBEHHOro npenapaTa) 3a yKa3aHHbIN BpeMeHHOW nepnog. Mpu 3Tom eciu
JIEKAPCTBEHHbIN NpenapaT NpeasaraeTcs K BKJIOYEHNIO B NePEYeHb XXN3HEHHO HEODX0AMMbIX 1
BaXXHEWNLLMX IeKapCTBEHHbIX NPenapaToB A1g MeANLNHCKOr0 NpUMeHeHNs 1 (Mnn) nepeyeHb
JIeKapCTBEHHbIX NPenapaToB, NpefHa3Ha4vYeHHbIX 4na obecneyveHns nuy, 60abHbIX remoduinen,
MYKOBMCLMA030M, FrMNOMU3apHeIM HaHN3MOM, 60ne3HbIo MoLwe, 310Ka4eCTBEHHbIMU HOBOOOPa30BaHUAMU
NMMEONAHON, KPOBETBOPHOW M POACTBEHHbIX UM TKaHel, pacCesHHbIM CKNepo30M, reMOINTUKO-
YPEMMYECKUM CUHOPOMOM, IOHOLLECKUM apTPUTOM C CUCTEMHbBIM Ha4vaJsioM, MyKornoJsincaxapugosom I, 1l n Vi
TWUMOB, annacTUYeCKON aHEMUNEN HEYTOYHEHHON, HaCNeACTBEHHbIM AehnLnToM hakTopos |l
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(dbmbpuHoreHra), VIl (nabunsHoro), X (CTioapTa - Mpay3pa), a TakXe nuL, Nocae TpaHCNAaHTaLUmn opraHoB 1
(Mnn) TKaHen, TekyLlas NPakTUKa 1 0XXnaaemas NpakTuka Tepanun BKIOYaloT B cebs TONbKO
JIeKapCTBEHHbIE NpenapaThbl, BKAIOYEHHbIE B COOTBETCTBYIOLLMI NepeyeHb U NMPUMEHAOLMNECS B MPaKTUKE
Jle4YeHUs nauMeHToB No TOMY >Xe MOKa3aHWo 1 B TaKOW XXe KIMHUYECKON CMTyaLun, 4To 1 npeafiaraemMbin
NeKapCTBEHHbIN Npenapar.

8 AHaJIM3 YyBCTBUTEJSIbHOCTY PE3Y/IbTAaTOB PACYeTOB K M3MEHEHWSAM MapamMeTpPoB MOLESIN COLEPXKUT LieHbl
Ha NeKapCTBEHHbIE NpenapaThl, YACNEHHOCTb LeNIeBOM NONyASLMM NALNEHTOB 1 YACIEHHOCTb (40/11)
naumneHTOB, NONYyYaLWNX NpeaiaraemMblil 1eKapCTBEHHbIN Npenapar.

9B oT4yeTe (cTaTbe), NPeACTaB/EHHOM B COOTBETCTBUMN C NOAMNYHKTOM 5.4 nyHKTa 5 npunoxeHns Ne 1 K
Mpasunam opMUpoBaHMS NepevHen NeKapCTBEHHbIX NpenapaTos A8 MeAULUHCKOr0o MPUMEHEHNS 1
MWHMMAJIbHOrO aCCOPTUMEHTA JIEKapCTBEHHbIX MPenapaToB, HEOOXOANMbIX 15 OKa3aHWUA MEeANLNHCKOW
noMoLLK, YyTBEPXXAEHHbLIM NOCTaHoBNeHUeM lMpaBuTenscTBa Poccuinckon ®epepaumm ot 28 asrycta 2014 r.
Ne 871 "O6 yTBEpXAeHMM [paBua hOPMUPOBAHMSA NEPEYHEN NIeKapCTBEHHbIX NpenapaToB A
MeLMNLMHCKOr0 NPUMEHEHUS N MUHUMANbHOIO aCCOPTUMEHTA IeKapCTBEHHbIX NpenapaToB, He0bXoANMbIX
AN19 OKa3aHUs MeguLUMHCKON MoMoLLM", YKa3blBalOTCA CCbIIKA Ha UCNOJSIb30BaHHbIE MCTOYHUKIN MHADOPMaLMK
L0191 KaXK0ro 3Ha4yeHns nokasaTesier, a TakXKe MeToAUKM pacyeTa.

MPUNOXKEHWE Ne 6

K MNpasnnam hopMmMpoBaHMA

nepeyYyHen nekapCTBEHHbIX NpenapaToB AN MeQULMHCKOr0 NMPUMEHEHNS U MUHUMAJIbHOr0 aCCOPTUMEHTa
JIeKapCTBEHHbIX MpenapaToB, HEOBXOAUMBIX AJ11 OKa3aHUA MeQULIMHCKON MOMOLLIN

(B pefiakuumn NoCTaHOBNEHUS

MpaBuTenbcTBa Poccuinckon depepaunmn

oT 25 nong 2024 r. Ne 1009)

WHTEI PAJIbHBIE LUKAJbI
KOMMJIEKCHOMN OLIEHKU JIEKapCTBEHHOr 0 MpenapaTa

LLIkana ouEeHKN YPOBHEN A0OKa3aTeNbHOCTU Pe3ybTaTOB KINHNYECKNX NCCNIeA0BaHNIN NEKapCTBEHHbIX
npenapaTtos?

XapakTepucTrka nccnenoBaHMnYpoBeHb AoKasaTenbHOCTM pe3ynbTaToBllkana oueHkm (bannos)
CuctemaTtumyeckme 0630pbl paHAOMU3NPOBAHHBLIX KIMHNUYECKUX UCCNE[0BaHNIA C MeTa-aHaan3amMu
110

PaHOoMM3npoBaHHbIE Crenble

KJUHUYECKNe nccaenoBaHms

19

PaHOOMM3NPOBAHHBLIE OTKPLITbIE KINHUYECKNE NCCeA0BaHNS

118

CeTeBol MeTa-aHaNu3

(B TOM Yuncne HenpsiMble CpaBHEHNS

N CMELLaHHble CPaBHEHMS)

7

KoropTHble nccnenoBaHus

IV6

WccnepgoBaHus "cnyy4an-koHTposib"

V5

OnucaHmne CnyyaeB U cepun Cnyyaes

Vi4
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MHeHune 3KCcnepToB
VI3

LLIkana oueHKM ypoBHen ybeanTenbHOCTW f0Ka3aTeNbCTB KIMHNYECKUX NCCNefoBaHNA JIEKapCTBEHHbIX
npenapaTos?

YpoBeHb y6eanTensHOCTW f0Ka3aTeNbCTB
XapaKTepucTuKa nokasartens
LLkana oueHku (6bannos)

A

[0Ka3aTenbCTBa ybeanTenbHbI:
MMEIoTCS BECKME N0Ka3aTebCTBa
npensiaraeMoro yTBepXXAeHns3

B

OTHOCUTEeNbHas ybeanTenbHOCTb AOKa3aTeNbCTB:

MMeloTCSH [O0CTaTOYHbIe 0Ka3aTebCTBa B NO/b3Y TOro, 4Tobbl peKOMeHA0BaTh NPeaNoXKEeHHbIN
JIEKaPCTBEHHbIN NpenapaT A5 BKYEHNS B NEPEYEHDb XXN3HEHHO HEODXOANMbIX N BaXKHENLLINX
NEeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHNs (fanee - nepeyeHb BaXKHeNLWnX
JIeKapCTBEHHbIX NpenapaToB) 1 (Man) nepedyeHb IeKapCTBEHHbLIX NpenapaToB, NPeAHa3HaAYeHHbIX ANs
obecneyeHns nnu, 60bHbLIX FreMouanen, MyKoBUCLA030M, rMnon3apHbIM HaHU3MOM, BonesHbio MNowwe,
3/10Ka4eCTBEHHbIMM HOBOOOPa30BaHNAMN IMMMONLHON, KPOBETBOPHON U POACTBEHHbIX UM TKaHEW,
pacCesiHHbIM CK/1ep030M, FreMOJINTUKO-YPEMUYECKUM CUHAPOMOM, KOHOLLIECKM apTPUTOM C CUCTEMHbIM
Havyanom, Mykonoancaxapmgaosom I, Il n VI Tvnos, annacTM4eckon aHeMmen HeyTOYHEHHON,
HacneaCcTBeHHbIM aedunumnTom dakTopos Il (pubpuHorera), VIl (nabunsHoro), X (CtioapTa - Mpayspa), a
TakXXe uL, Noce TpaHCnAaHTaL MM OpraHoB 1 (Un) TKaHen (4anee - nepevyeHb OPOroCTOALLNX
JIeKapCTBEHHbIX NpenapaTos)?2

C

JOCTAaTOYHbIX JOKA3aTENIbCTB HET:

NMEIOLLIMXCS [0KA3aTeNbCTB HEJOCTAaTOYHO A1 BbIHECEHNS peKOMeHJaLun, HO peKoMeHAaLun MoryT ObIiTh
NaHbl C Y4E€TOM MHbIX 06CTOATENLCTB1

NHTerpasbHas KOMMYeCTBEHHAS OLIEHKA Ka4eCTBa KMHNYECKOro UCC/eJ0BaHNA NeKapCTBEHHOMo
npenapaTa

XapakKTepucTrka nccnenoBaHnaYpoBeHb A0Ka3aTelbHOCTU AaHHbLIXYPOBeHb ybeanTenbHOCTM
noka3zaTenbcTBObLWas olueHka nccnenoaHns (bannos)

CncteMaTmyeckuin 063op paHAOMU3NPOBAHHbLIX KIMHUYECKNX UCCeN0BaHNI C METa-aHaIM30M

C HU3KOW3 nmn cpefHen* BEpOSATHOCTbLIO OWNBOK

IAonpenenseTcs

KaK Npou3BeaeHne oLEeHKN nccnenoBaHus (6annos) ypoBHS L0Ka3aTENbHOCTN AaHHbIX U OLLEHKN
nccneposaHna (6annos) ypoBHA ybeanTenbHOCTU AOKa3aTeNbCTB

PaHLOMMW3MPOBaHHbIE KNNMHNYECKNE NCCNef0BaHuUs

C HU3KOW® NN CpefHen* BEPOATHOCTbLIO OWNBOK

A

CeTeBol MeTa-aHaNu3

(B TOM Yuncne HenpsiMble CPAaBHEHNSA Y CMeLLaHHble CPaBHEHWSA) C HU3KON® Waun cpefHen* BeposTHOCTbIO
ownbok

A
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KoropTHble uccnegoBaHus

C HU3KON’ NN CcpefHen* BEPOATHOCTbLIO OWNBOK

IVB

WiccnepoBaHmus "cy4an-KOHTPONb" C HU3KOM® nnn cpeaHein* BEPOSTHOCTLIO OLINOOK

VB

OnucaHune cny4aes,

cepwi cyyaes

VIC

MHeHue 3KcnepToB

VIIC

NccnenosaHma ntoboro an3aiHa C BbICOKOW BEPOATHOCTbIO OLLIMBOK® (HU3KOro METOAMYECKOr0 Ka4yecTBa)
IC

Ic

nc

IVC

VC

VIC

VIIC

NTorosas MHTerpasbHasa KonMyeCTBEHHaA OLEHKa KavyecTBa KJIMHNYECKOr0 UCCe0BaHNA IeKapCTBEHHOMO
npenapara:

He MeHee 18 - 0J19 peKOMeHAaumMmn K BKJIIOYEHWIO JIeKapCTBEHHOr 0 npenapaTta B nepeyeHb BaXKHENLWMX
JIeKapCTBEHHbIX NPenapaToB v (MAKn) nepeyeHb OPOroCTOAWMNX IEKAPCTBEHHbIX NPenapaTos;

He MeHee 12 - NS pekoMeHOauMn K BKJII0YeHWI0 0pdhaHHOr 0 SlIeKapCTBEHHOr o npenapaTtall B nepeyeHb
BaXXKHEWNLLMX JIeKapCTBEHHbIX NPEeNapaToB U (MK) NepeyeHb 40POroCTOSAWMX JIEKapCTBEHHbIX NPenapaToB.

KonunyecteeHHas oLeHKa 3(PHEKTUBHOCTY MPUMEHEHNS NEKAPCTBEHHOMO NpenapaTa B paMKax
KNMHNYECKMNX nccnenoBaHmnint

Pe3ynbTaT CpaBHUTENbHOW OLLEHKN KIMHUYECKOro NCcxona
XapakTepucTuku

Tepannn CpaBHeHUA

Bua KnnHnyeckoro ncxona

LLikana oueHkn (6anno.)

Hannyme CTaTUCTUYECKM 3HAYVMBIX MPEUMYLLECTB

NeKapCTBEHHOrO NpenapaTa, NpeasaraemMoro

K BKJIIOYEHUIO

B NepeyHMTepanus CpaBHEHUS BKIIOYEHA

B MepeYeHb BaXKHENLLNX IEKAPCTBEHHbIX MpernapaToB/nepeyeHb A0POroCTOSLLIMX JIEKAaPCTBEHHbIX
npenapaToBKOHEYHbIV+10

CypporaTHbIin+8

Tepanus CpaBHeHs
He BKJIOYeHa B NepeyeHb BaXKHENLLNX IEKAPCTBEHHbIX NpenapaToB/nepeyeHb 40POroCTOsLLMX
NeKapCTBEHHbIX MPernapaToBKOHEYHbI+6

cypporaTHbin+4
nogaepXxusatwas Tepanus/naauebokoHeYHbIn+2

cypporaTHbin+1
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HecpaBHUTEIbHOE NCCNIEeI0OBAHNEOTCYTCTBYETKOHEYHbIN0
(+4)12

cypporaTHbIn0
(+2)%

OTCYTCTBYIOT CTaTUCTUYECKN

3HaYyMMble pasnnymsa

B 3(D(PEeKTUBHOCTM JIEKAPCTBEHHOr 0 npenapaTa,

npeasiiaraeMmoro

K BKJIIOYEHUIO

B NepeyHuTepanns CpaBHEHUS BKIOYEHA

B NepeyeHb BaXXHEWLNX IeKapCTBEHHbIX NpenapaToB/nepeyeHb AOPOroCTOALMX JeKapCTBEHHbIX
npenapaTtoBato6on0

(+1)12

Tepanus CpaBHEHUS He BKJIIOYEHA B NMepeYeHb BaXKHEMLNX IEKAPCTBEHHbIX NpenapaToB/nepeyeHb
NOPOroCTOSILLNX IEKAPCTBEHHbIX NpenapaTos

nogepxuBatowas Tepanus/nnauebo

Hanuune CTaTUCTUYECKM 3HAYMMO MeHbLUEN 3PHEKTUBHOCTM IEKAPCTBEHHOr 0 NpenapaTa, NpeasiaraeMmoro
K BKJIOYEHUIO

B MepevyHMTepanns CpaBHeHMS

BKJIIOYEHA B NMepeyveHb Ba)KHENLLINX eKapCTBEHHbIX MPenapaToB/nepeyeHs AOPOroCTOALLIMX
NEeKapPCTBEHHBIX NMPenapaTOBKOHEYHbIA-6

CypporaTHbIin-1

Tepanusa CpaBHEHNs
He BKJIIOYEHA B NMepeYeHb BaXKHENLLINX JIEKAPCTBEHHbIX MPenapaToB/NepeyeHb 40POroCToALMX
NeKapCTBEHHbIX NPenapaToBKOHEYHbIN-8

CypporaTHbIN-2

noanepXxuBatoLLas Tepanus/nnauebokoHe HbIR-10
CypporaTHbiin-4

WToro

KonunyectBeHHas oLeHKa 6e30nacHOCTY MPUMEHEHNS NIEKAPCTBEHHOI0 NpenapaTta B paMKax KJANHUYECKNX
nccnenoBaHum

OueHka ypoBHs 6e30nMacHOCTM IeKapCTBEHHOMO npenapaTaluncsio cayvyaes HexxenaTesbHbIX PeakLui
(npoueHTOB)OLEHKa (6annoB)BecoBon KO3hPULMEHT
HexenaTesbHble peakLmu OTCYTCTBYIOT

000

HexenaTesbHble peakLum Nerkomn creneHu

10-10,25

20-1

30-1

40-2

50-2

60-3

70-3
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80-3
90-4
100-4

HexxenaTesbHble peakLnmn CpefHen cTeneHn

10-20,5
20-2
30-3
40-3
50-4
60-4
70-5
80-5
90-6
100-6

HexxenaTesibHble peakLn TSXKENION CTEMNEHN - COCTOSHISA, NMPOASIEBAIOLLME HAXOXKAEHNE NaLMEHTa

B CTaLMOHape Wan NpeacTaBstolme yrposy Ans XXusHu

10-41

20-4

30-5

40-5

50-6

60-6

70-7

80-8

90-9

100-10

WNToro

OLIEHKa YPOBHS 6e30MacHoCTH
(cymma npousseneHuii cpegHmx 6annos
Mo KaXx4oMy ypoBHI0 6e30nacHoCTK

NeKapCTBEHHOI O NpenapaTa N COOTBETCTBYHOLLENO

BECOBOIro Ko3hnumneHTa)

KonnyecTBeHHas oLeHKa A0MONHUTENbHON TepaneBTUYECKON LLEHHOCTI IeKapCTBEHHOMO NpenapaTa

HanmMeHoBaHMe Kputepus LOMNOJIHATENBHON TepaneBqueCKoM LeHHocTnPe3ynbTaT oueHkulKana oueHkun

(bannos)

1. KpaTHoCTb npremMa

COKpaLlLeHNe KpaTHOCTU NpremMa

+2

COXpaHeHne KpaTHOCTK NpuemMa

0

yBEIMYEHNE KPaTHOCTY Nprema

-2

2. HoBbI MEXAHWN3M LEeNCTBUS
NMeeT KANHNYECKME NPenMyLLeCcTBa
+2

He NMeeT KJINHNYECKNX NPENMYLLIECTB
0
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LLIKana KIMHNKO-3KOHOMMYECKOWN OLIEHKIN NEKAPCTBEHHOrO NpenapaTal?

Pe3synbTaT oueHkulpoueHT oTkNoHeHUsILLkana oueHkn (6annos)

1.KnnHnyeckasn a(pheKTUBHOCTb NpeasaraeMoro JIeKapCTBEHHOrO rnpenapaTa CTaTUCTUYECKN 3HAYUMO
BbILLE!® KIMHNYECKoM 3 (eKTUBHOCTM NpenapaTa CPaBHEHNS, MPX 3TOM NPUMEHEHNE JIEKAPCTBEHHOM 0
npenapaTta XxapakTepu3yeTcs MeHbLIUMUN 3aTpaTaMu, YeM NPUMEHeHe npenapaTa CpaBHEHNS

6onee 60+10

oT 40 no 60+9

oT 20 no 40+8

oT 10 o 20+7

2. KnnHun4yeckas ahheKTUBHOCTb NpefJsiaraemMoro 1ekapCcTBEHHOro npenapaTta CTaTUCTUYECKU 3HAYUMO
BbILLIE!® KIMHMYECKOM 3 (eKTNBHOCTM NpenapaTa CPaBHEHNS, MPX 3TOM NPUMEHEHNE JIEKaPCTBEHHOM O
npenapaTta XxapakTepm3yeTca HECYLLECTBEHHbIMI Pa3IninNAMN NO CPABHEHMIO C 3aTpaTaMu Ha NMPUMEHEHNEe
npenapaTta CpaBHeHUS

no 10+6

3.KnmHunyeckas achheKTMBHOCTb NpeasiaraeMoro 1eKapCTBEHHOM0 NpenapaTa CONocTaBMMa C KIMHUYECKON
3(PHEKTMBHOCTLIO NpenapaTa CPaBHEHUS (CTAaTUCTUYECKM 3HAYUMBbIE

pasnnymsa OTCYTCTBYIOTH)

3.1.NnpMMEeHEeHne NeKapCTBEHHOMO NpenapaTa XxapakTepusyeTcs MeHbLNMI 3aTpaTamu,

yeM NpUMeHeHWe rnpenapaTa cpaBHeHUS

6onee 60+8

oT 40 no 60+6

ot 20 no 40+4

oT 10 o 2042

3.2.npuMeHeHne NeKapCTBEHHOr 0 NpernapaTa XxapakTepusyeTcs HecyLeCTBEHHbIMY pa3nnynsaMu no
CpaBHEHWIO C 3aTpaTaMy Ha NPUMeEHeHNe NpenapaTa CpaBHEHNS

0o 100

3.3.npuMeHeHne NTeKapCTBEHHOMO NpenapaTa xapakTepu3yeTcs 6onbLWIMMKN 3aTpaTaMu,

4yeM NpUMeHeHWe npenapaTa CpaBHEHNS

ot 10 po 20-2

oT 20 no 40-4

oT 40 0o 60-6

6onee 60-8

4. KnuHmyeckasa 3hHeKTUBHOCTb NpelsiaraemMoro JiekapCTBEHHOro npenapata CTaTUCTUYECKM 3Ha4YNUMOo
BbILLIE!® KIMHMYECKOM 3 (eKTNBHOCTM NpenapaTa CPaBHEHNS, MPX 3TOM NPUMEHEHNE NIEKapPCTBEHHOM O
npenapaTta xapakTepusyeTtca 6onbWwnMn 3aTpaTamu, YeM NPUMEHEHNE

npenapaTta CpaBHeHUS

4.1.MHKPEeMEHTHbIN NoKa3aTesb COOTHOLIEHNS

3aTpaT 1 3P PEKTUBHOCTY N4 NpefsaraeMoro JIeKapCTBEHHOrO rnpenapaTa HUXe,

yeM pedepeHTHOe 3HAYEeHME UHKPEMEHTHOrO NoKasaTe sl COOTHOLWEHNS 3aTpaT

n 3tpdpekTnBHOCTN!?

6onee 60

(6bonee 40)*1+9

oT 40 po 60 (o1 20 go 40)**+8

oT 20 0o 40 (o1 10 po 20)1*+7

o7 10 go 20 (ot 5 mo 10)**+6

4.2 VHKPEMEHTHbIN NOKa3aTesb COOTHOLIEHUS 3aTpaT U 3PPEKTMBHOCTM NPeasiaraemMoro JIEKapCTBEHHOI0
npenapaTta COnocTaBuUM C peepeHTHbIM 3Ha4YEHNEM UHKPEMEHTHOMO NOKa3aTeNs COOTHOLWEHNS 3aTpaT
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N 3hheKTUBHOCTU®

£0 10 (no 5)1+5

4.3.MHKPEMEHTHbIN NOKa3aTesb COOTHOLWEHNSA 3aTpaT U 3PPEKTUBHOCTM NpeasaraeMoro 1eKapCcTBEHHOMO
npenapaTa Bbile ped)epeHTHOro 3Ha4eHNs MHKPEMEHTHOMO NoKa3aTens COOTHOLWEHMS 3aTpaT U
3(phekTMBHOCTNS

6onee 60

(6bonee 40)*1+1

o7 40 o 60 (o1 20 go 40)1*+2

oT 20 no 40 (o1 10 po 20)**+3

o7 10 no 20 (ot 5 mo 10)**+4

5.KnmnHn4yeckasa shheKTUBHOCTb NpenJsiaraeMoro 1eKapCcTBEHHOro npenapaTa CTaTUCTUYECKM 3HAYMMO
HUXEe3 KNMHMYeCKon 3hPeKTUBHOCTM NpenapaTa CPaBHEHUS, MPX 3TOM NPUMEHEHNE IEKAaPCTBEHHOI0
npenapaTta XxapakTepu3yeTCsa MeHbLUMMM 3aTpaTaMu, YeM NPUMeHeHNe npenapaTa CpaBHEHNS

6onee 60+1

o1 40 go 600

oT 20 no 40-1

oT 10 no 20-2

6.KnmHn4yeckasa shheKTUBHOCTb NpenJsiaraeMoro 1eKapCcTBEHHOr0 npenapaTa CTaTUCTUYECKM 3HAYMMO
HUXE3 KNMHMYeCcKon 3hEeKTUBHOCTIM NpenapaTa CPAaBHEHUS, MPU 3TOM 3aTpaTbl Ha MPUMEHEHME
JIeKapCTBEHHOrO npenapaTa XapakTepu3ylTCa HECYLEeCTBEHHbIMY Pa3NYnNsAMM N0 CPAaBHEHMIO C
3aTpaTaMu Ha npenapaT CpaBHeHUS

no 10-3

7.KnnHnyeckasa appekTUBHOCTb NnpeasaraemMoro 1ekapCTBEHHOro npenapaTa CTaTUCTUYECKM 3Ha4YMMO
HUXEe3 KNMHMYeCKon 3hPeKTUBHOCTM NpenapaTa CPaBHEHUS, MPX 3TOM NPUMEHEHNE IEKapCTBEHHOI0
npenapaTa xapakTepuyeTcs 60nbLIMMM 3aTpaTaMmn Mo CPAaBHEHWIO C 3aTpaTaMmn Ha NpenapaT CpaBHEHNS
oT 10 no 20-4

o1 20 po 40-5

oT 40 no 60-6

6onee 60-7

LLIkana oueHKN BANSAHUS IeKapCTBEHHOr 0 npenapaTa Ha 6t0a)KeTbl 6104)KeTHON cucTeMbl Poccuiickoi
depepauymmni?

Pe3ynbTaT oueHkulpoueHT oTknoHeHuslllkana oueHkn (6annos)

1.MprMeHeHne NpennaraemMoro 1eKapCTBEHHOro NpenapaTa NPUBOANT K CHVKEHUIO NPAMBIX 3aTpaT,
CBSAA3@HHbIX C HEMOCPEACTBEHHLIM OKa3aHWeM MeAULUHCKON NOMOLLM®, MO CPaBHEHMIO C TEKYLLEN
NpPaKkTMKON Tepanuu 3a HanboblKI BDEMEHHOW FOPU30HT, HO He bonee 5 neT

6onee 60+8

oT 40 0o 60+6

oT 20 no 40+4

oT 10 o 2042

2.MpuMeHeHNe NpeanaraeMoro 1eKapCTBEHHOr0 NpenapaTa NPUBOANT K HECYLLECTBEHHOMY U3MEHEHMIO
NPAMbIX 3aTPaT, CBA3AHHbIX

C HeNnocpeACcTBEHHbIM OKa3aHMeM MeQULUHCKON NOMOLLIM®, N0 CpaBHEHWMIO C TeKYLL el NpakTUKON Tepanum
3a HambOoJIbLLNI BPEMEHHOWN FOPM30HT,

HO He 6onee 5 net

0o 10+1

3.MpuMeHeHNe NpeanaraeMoro 1eKapCTBEHHOMO NpenapaTa NPUBOANT K YBEANYEHMWIO NPAMbIX 3aTparT,
CBSI3aHHbIX C HEMOCPEACTBEHHbIM OKa3aHWeM MeAULUHCKOM NOMOLLM®®, MO CPpaBHEHMIO C TEKYLLE
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NPaKTMUKON Tepanuu 3a HanbobLLWIA BDEMEHHOI FOPU30HT, HO He bonee 5 neT
oT 10 no 200

o1 20 po 40-1

oT 40 no 60-2

6onee 60-3

LLIKasia KOJINYEeCTBEHHOW OLLEHKW OOMNOAHUTENbHbIX OAHHbIX O NleKapCTBeHHOM MpenapaTte

KpuTepun oueHkuPesynbTaT oueHkulllkana oueHkmn (6annos)

1.Heobx04MMOCTb NPUMEHEHNS NEKAPCTBEHHOMO NpenapaTa a8 ANarHOCTUKK, NPOGUIAKTUKI, NEeYEHNS
nnu peabnantauum npm okKasaHMM MeaNLMHCKON NOMOLLM B CiiyYae 3aboneBaHnin n COCTOSHUI
npeobnagatoLimx B CTPYKType 3ab60neBaeMoCT U CMEPTHOCTHU

rpaxaaH Poccuinickon depepaunn,

Ha OCHOBaHWW OaHHbIX FOCYAapCTBEHHOMO

CTaTUCTUYeCKoro HabnwaeHns

fa+2

HeTO

2.Hann4une 3aperncTtpmpoBaHHbIX

B Poccuiickon ®denepaunn BOCNPON3BEAEHHbIX M BruoaHanoroebix (61MonoaobHbIX) NeKapCTBEHHbIX
npenapaTos

fa+1

HeTO

3.Hann4yme nekapCTBEHHOro npenapaTa

B NepeyHe CTpaTernvyeckn 3Ha4yMMbIX JIeKapCTBEHHbIX CPEACTB,

NPOM3BOLACTBO KOTOPbIX AOJHKHO ObITb 06ecneyeHo Ha TeppuTopun

Poccunckon ®egepalimm

HeTO

fa+1

4.Hanun4mne nekapCTBeHHOro npenapara

B NEpPeYHsX IeKapCTBEHHbIX NpenapaToB, UHAHCMPYEMbIX

3a cyeT cpencTs bioaKeToB CybbekToB Poccuiickon ®epepaumm

HeT0

fa+1

5.Hannyne nponssoacTea (Slokaam3saumns) nekapCTBEHHOMO NpenapaTa Ha TeppuTopumn Poccniickom
depepayunmn

HeTO

nepBuMYHas N BTOPMYHasA yrnakoBKa, BbiMyCKaOLWNA KOHTPOJIb Ka4ecTBa

Npv HaNNYMK 3aKJIIYEHHOrO CNELNaIbHOro NMHBECTULMOHHOIO KOHTPAKTa, NpeanosiaratLLero co3gaHme B
Poccuinckon depepalim Npon3BoACTBa rOTOBOW IeKapCTBEHHON DOPMb

N CUHTEe3a MOJIeKy bl LENCTBYIOLLEro BeLlecTsa

npv NPpou3BOACTBE (hapMaLleBTMYeckux cybctaHumi, - oa

+2

BCE CTaAuMmn Npon3BOACTBA, BKOYas NPOM3BOACTBO FOTOBOW JIeKapCTBEHHOWN hopMbl (6e3 cuHTe3a
MOJIEKY /bl AENCTBYIOLLEr0 BELEeCcTBa Npu NponM3BoACTBE hapMaLeBTnYeckux cybctaHunin), - oa
+1

BCE CTaAuMmn NpoM3BOACTBA, BK/OYas NPOM3BOACTBO FOTOBOW JIeKapCTBEHHON hopMbl (6e3 cuHTe3a
MONEKY bl AEACTBYIOLLErO BELLECTBA NPW NPOM3BOACTBE (hapMaLEeBTUYECKMX CYBCTaHLNIA), MPU HaIM4mK
3aKJII0YEHHOr0 CNewunasbHOro MHBECTULMOHHOIO KOHTPaKTa, NpeanoiaratoLLero co3fgaHme

B Poccuinckon depepaunv Npon3BoACTBa JIEKapCTBEHHOIO NpenapaTa, BKYasa CUHTE3 MONEKY b
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JEeNCTBYHOLLEr0

BELLleCTBa Npy Npon3BoACTBe hapMaLeBTUYECKMX CyBCTaHUMIA, - Aa

+3

BCE CTaAuMmn NPOM3BOACTBA, BKOYAs NPOU3BOACTBO FOTOBOW JIEKaPCTBEHHON (HOPMbl U CUHTE3 MOJIEKY b
AENCTBYIOLLEro BeLLecTsa

npv NPon3BOACTBE (hapMaLleBTMYeCKUX cybcTaHumi, - oa

+7

IToroBas oLeHKa AOMOJHUTENbHbLIX AaHHbIX O JIEKapCTBEHHOM MnpenapaTe (He MeHee +1 ang
peKoMeHAaLmMmM K BKJIIDYEHUIO OpaHHOro SIeKkapCTBEHHOro NpenapaTa, He MeHee +4 ons pekoMeH4auum K
BKJIIOYEHWIO OCTasIbHbIX JIEKAPCTBEHHbIX NpenapaToB C y4eToM 6ansioB, BbICTAaBAEHHbIX M1aBHbIM
BHELWITATHbLIM CeUnaamcToMm MmMHMCTepcTBa 3apaBooxpaHeHns Poccminckon ®egepaumnm B nyHkTe 10
Hay4HO 060CHOBaAHHbIX PEKOMEH AL 0 BKOYEHUM (06 NCKNIOYEHMI, OTKa3e BO BKJIIOYEHUN)
JIeKapCTBEHHOrO npenapaTa B NepeYyHn IEKapCTBEHHbIX NPenapaToB A1d MeANLNHCKOr0 NPUMEHEHUNS 1
MUHUMaNbHbIN adCCOPTUMEHT JIeKapPCTBEHHbIX MpenapaToBs, HGOGXO,D,VIMbIX ONnga OKa3aHua MeJJ,I/ILI,VIHCKOI7I
nomMoLuu, no hopme coraacHo npunoxxeHnto Ne 9 K MpaBnnam HOpMMPOBaHNS NEPEYHEN NeKAPCTBEHHbIX
npenapaTos a8 MeanMLUMHCKOrO NPUMEHEHUSA N MUHUMANIbHOIO aCCOPTMMEHTa JIeKapCTBEHHbIX
npenapaTos, He0bXo0AUMBIX A5 OKa3aHWUA MeANLUHCKON NOMOLLN, YTBEP)KAEHHbIM MOCTaHOBIEHNEM
MpaBuTenbcTBa Poccninckon Pepepaunn ot 28 arycta 2014 r. Ne 871 "O6 yTBepxaeHun MNpasun
(hopMMpPOBaHNS NepeyHern eKapCTBEHHbIX NpenapaTosB A MeanLMHCKOr0 NPUMEHEHUS U MUHUMAJIbHOI O
aCCOPTMMEHTa NeKAPCTBEHHbIX MpenapaToB, HEOBXOANMBIX A5 OKa3aHMA MeAULUHCKON noMoLun").

1 YpoBeHb [0Ka3aTe/IbHOCTM Pe3ybTaTOB KIMHUYECKUX UCCAef0BaHNUI NPUMEHSeTC AN PopMaibHON
OLEHKMN Ka4yeCTBa O0TAE/IbHOr0 KJIMHNYECKOro UccieoBaHns IeKapCTBEHHOro npenapata. KnmHnyeckux
MCCNepoBaHWIn OHOMO IEKAPCTBEHHOI 0 NpenapaTa MoXeT BbiTb HECKONBLKO, U YPOBHMW UX
[A0Ka3aTeNbHOCTU B 3aBMCMMOCTU OT AM3aiiHa KAMHUYECKOr0 UccnenoBaHns MoryT BbiTb pa3nyHbl.

2 YpoBeHb y6eauTeNbHOCTM A0Ka3aTeNbCTB 3W(EKTUBHOCTM JIeKaPCTBEHHLIX NPenapaToB NPMMeEHSeTCS
NpwW OLEeHKE COBOKYMHOCTU KAMHUYECKMX NCCNeL0BaHNI NEKAaPCTBEHHbIX NPenapaToB OLHOI0 U TOro Xe
NIeKapCTBEHHOro npenapata. OcyliecTBnsaeTcs 0606uieHNne gaHHbIX 06 YPOBHAX A0Ka3aTEbHOCTY
OTAENbHbIX KIUHUYECKUX UCCIe[0BAaHNIN IeKapCTBEHHbIX NpenapaToB Pa3/IMyHOro0 KavecTsa 1
npucBanBaeTCs OAUH M3 3 YPOBHeN ybeanTensHOCTH.

3 Hn3kas BepoATHOCTb OWMBOK MpMCBaMBaETCa cUCTEMaTUYeCKnM 0630pam paHAOMU3NPOBAHHbIX
KIUHUYECKNX UCCef0BaHWIn C MeTa-aHaan30M npu cobniogeHn 0GHOBPEMEHHO CNefy oW nX YCI0BUIA:
nonck n otbop paboT BbINONHEH ABYMS Uaun Bonee nccnegoBaTensmu;

AN NONCKa NUTepaTypbl MCNOAb30BAJICh KaK MUHUMYM 2 371eKTPOHHbIE Bubnunorpaduyeckune 6asbil
LaHHbIX;

npeacTasneHa MHPOPMaLMS O KONNYECTBE BKIOYEHHbIX U UCKITIOYEHHBIX paboT € yKa3aHWeM npuymnH
NCKJTIIOYEHUS;

npefcTaBieHa XapakTepUCTMKa BKJIIOYEHHbIX UCCeL0BaHNN.

4 CpefiHAs BEPOSATHOCTb OWMBOK NpucBanBaeTCsa uccnefoBaHnam noboro gm3anHa B Clyvae OTCyTCTBUA
MHGOPMaLUN AN HEAOCTATOYHOCTM UHGOPMaLUK MO 0LHOMY Unn Bonee yCNoBUAM OLEHKMN BEPOSTHOCTU
BO3HWKHOBEHNSA OLINBOK.

> Huskas BeposATHOCTb OWNBOK paHAOMU3NPOBAHHBLIM KIANHUYECKMM MCCeA0BaHNSM NPUCBANBAETCS MpK
cobnofeHnn 04HOBPEMEHHO CNEAYIOLLNX YCI0BUA:

paHAoMM3aLMa NPoOBOAMUIACE HA OCHOBE C/ly4aHOM NoCnefoBaTeIbHOCTM YnUCes, FreHeprupyemMon
KOMMbIOTEPOM;

obecneyeHne aHOHMMHOCTU AaHHbIX ("ocnenneHue") bbio 3a9BAEHO MK OTCYTCTBME "ocnenneHnsa" He
MOF /10 MOBANATH Ha 3P EKT BMeLlaTeNbCTBa (€CAN M3yYaeMbll B UCCEA0BaHNN NEPBUYHbIA KPUTEPUIA
3hHEKTUBHOCTM Uy 6e30MacHOCTY ABASNCH 0O BEKTUBHLIM);
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L0NS MaLMeHTOoB, BbIObIBLUMX U3 NCCef0BaHNSA, COCTaBWa MeHee 20 NPoLEeHTOB UM N3yYasncsa aHaam3
BpeMeHun 1o cobbiTus (Hanprumep, 06LLas BbIXKMBAEMOCTb, BbKMBAEMOCTb 6e3 nporpeccupoBaHna u ap.);
npeacTaBieHbl pe3ynbTaTbl MO BCEM 3aMJaHNUPOBAHHbLIM A5 U3YYEHNS KPpUTEPUAM 3PHEKTUBHOCTA 1
6e3onacHocTL.

6 Huskas BeposATHOCTb OWNBOK CeTEBLIX METa-aHaJIM30B (B TOM YMCE HEMPAMbIX CPAaBHEHU 1 CMELLAHHbIX
CpaBHEHWIA) NpucBanBaeTCs nNpu cobsloaeHNN 0OAHOBPEMEHHO CIeAYIOLNX YCOBUNA:

B CETEBOW MeTa-aHann3 (B TOM YncC/ie HeENpPsIMOe CpaBHEHME N CMELLaHHOe CPaBHEHWE) BKIOYEHbI TOJIbKO
paHAOMM3NPOBaAHHbIE KINHUYECKMNE UCCAe0BaHNA UAN MEeTa-aHaan3bl PaHAOMU3NPOBAHHbIX KJIMHNYECKNX
nccnenoBaHum;

XapaKTepMCTUKIN NONyASAUNIA, BMEWATENbCTB U 06Lero KOHTPoas CONoCTaBMMbl;

NpeacTaBneHo rpacmyeckoe nnm TabanyHoe onucaHme CeTM JOKa3aTeNbCTB;

npvBeAeHbl pe3ybTaTbl OTAEJbHbLIX NCCeA0BAHNUN, BKIIOYEHHbIX B CETEBOW MeTa-aHaaun3 (B TOM 4ncie
HenpsaMoe CpaBHEHNE U CMeLLaHHOe CpaBHeHMe).

7 Hn3kas BepOATHOCTb OWNBOK KOFrOPTHBLIM NCC/IeA0BAHUSAM NMpUCBanMBaeTCa Npu cobnneHmm
O04HOBPEMEHHO C/IeAyIoLMX YCA0BUN:

KOropTa BASeTCA penpe3eHTaTUBHOM N0 OTHOLUEHUIO K U3y4YaeMon Nonynaunm;

n3y4yaemble KOropTbl 0TOOpaHbl U3 OAHOW 1 TOW XKe NONyAALnNN;

NOLATBEPXKAEHO OTCYTCTBUE MHTEPECYIOLLEr0 KpuTepuns 3hMeKTUBHOCTN nan 6e30nacHOCTLX B Havane
nuccnenoBaHus;

KpuTepun 3thheKTUBHOCTY Man 6e30NacHOCTY OLEHUBAANCH C MOMOLLbIO HE3aBUCMMOWN OLLEHKN (B TOM
yucne c "ocnensieHneM") Man UCNoJib30BasIMCb CBEAEHNS O NaLMeHTax U3 6a3 AaHHbIX (perncTpos).

8 Hu3kas BepoATHOCTb OWNBOK nccnefoBaHnsaM "Cnyy4an-koHTposIb" npucBanBaeTcs npu cobnioaeHmnm
O4HOBPEMEHHO CIeyIoWMX YCNOBUN:

ncciepyemas rpynna aBaseTcs penpe3eHTaTUBHON;

rpynna cpaBHeHWsa 0TOUpanacb U3 TOW XKe NONyasunn, 4To U nccreayemas rpynna;

NOLATBEPXKAEHO OTCYTCTBUE MHTEPECYIOLLEr0 KpuTepuns 3hdekTUBHOCTH nan 6e30nacHOCTU B Havane
nccnenoBaHus;

KpuTepun 3hheKTUBHOCTY UM 6e30nacHOCTY OLLEHUBAINCH C MOMOLLbIO HE3ABUCUMOWN OLIEHKU (B TOM
yucne c "ocnensieHneM" naM NCnoab3oBaancCb CBEAEHUA 0 NauneHTax n3 6a3 gaHHbIX (PerncTpos).

° BbiCOKas BEPOSTHOCTb OWNOOK UccnenoBaHnaM toboro gnsanHa NpUCcBanBaeTCs B Cayvae
HecobnogeHns ogHoro nam 6onee ycaoBMin OLLEHKM BEPOATHOCTU BO3HUKHOBEHUS OLLNOOK.

10 A/ToroBast oLEHKa Mo pe3yjibTaTaM KOJIMYECTBEHHOW OLLeHKM 3 IEKTUBHOCTY NPUMEHEHNS
JIeKapCTBEHHOr0 NpenapaTta B pamMKax KJIMHUYECKUX NCCNefoBaHui (Laniee - NTOroBas oueHka)
pacCYnTbLIBAETCA Kak Hambosbluee KonyecTBo 6anos, NoayYeHHOE B paMKax NpeacTaB/IEHHOro B
NpeasoXXeHnn KIMHNYeCKOro nccnefoBaHna 1eKapCTBEHHOMO npenapara.

B cnyyae npencTaBneHUs 3a89BUTENEM Pe3yibTaTOB HECKONbKUX KINMHUYECKMX NCCIef0BaHUIN B paMKax
04HOr0 NOKasaHua gns onpenesieHns NTOroBon OLEeHKN BbibupaeTca nccienosaHne, HabpasLwee
HanbonbLlmn ban.

B cnyyae npefncTaBaeHNs 3a89BUTENEM Pe3ybTaTOB HECKONbKUX KINMHUYECKMX NCCIeA0BaHUIN MO pa3HbIM
NMOKa3aHMAM NUTOroBas OLeHKa OCYLLEeCTBAAETCA N0 KaXXA0MY 3as8BJIEHHOMY NOKa3aHuIo.

11 Ins ophaHHbIX NeKapCTBEHHbLIX NpenapaTos.

JlekapcTBeHHbIV NpenapaT CYNUTaTb OPaHHbIM MPU HANNYUN NHGOPMAaLUN B TOCYAapCTBEHHOM peecTpe
JIEKApPCTBEHHbIX CPEACTB 0 AaTe NPUHATNS PeLLEHNS 0 BO3MOXHOCTMW pacCMaTpPMBaTh NEKAPCTBEHHbIN
npenapaT Npv rocya4apCcTBEHHON perncTpaLmm B Ka4ecTse ophaHHOr0 eKapCTBEHHOMO NpenaparTa.

12 A/ToroBas oLEeHKa Mo pe3ysibTaTaM OLEHKN 3IKOHOMUYECKMX NOCAeACTBMIA NPUMEHEHNS NEKAPCTBEHHOIO
npenapata (He MeHee 2 6annoB - 419 opdaHHbLIX IEKAPCTBEHHbIX NPEnapaToB UK JIEKaPCTBEHHbIX
npenapaToB A1 NIe4YEHNS TONbKO 3ab01eBaHNIA, BKIOYEHHBIX B MEPEYEHb XXUIHEYTPOXKAIOLMNX U
XPOHMYECKUX NMPOrpeccupyromnx peakmx (opgaHHbix) 3abonesaHnii, MPUBOAALLNX K COKPALLEHMIO
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NPOAO/MKNTENBHOCTY XN3HW FPpakaaH Uan Ux NHBANNAHOCTW, YTBEPXKAEHHbIN NOCTAaHOBJIEHNEM
MpasuTenbcTBa Poccninckon ®egepaumm ot 26 anpens 2012 r. Ne 403 "O nopsake BefeHus denepasibHOro
perncTpa auu, CTpagatoWwmnx XXN3HEYrPoXaoLWMMN U XPOHUYECKMMIN NPOrpeccupy oM peaknMim
(opthaHHbIMK) 3a60N1€BaAHMAMN, MPUBOASLLUMU K COKPALLEHWNIO MPOAO/IKNTENBHOCTY XU3HW TpaXKaaH un
NX NHBANNMAHOCTW, N €0 PErMOHaNIbHOr0 CerMeHTa" (4anee - NepeyeHb XN3HeyrpoxawLwmx 3abonesaHuin),
He MeHee 6 6annoB - NS UHbIX IEKAPCTBEHHbIX NPENapaToB) A5 PEKOMEHAALIMN K BKJIKOYEHWIO B
COOTBETCTBYIOLLME NMEPEYHN, NPY 3TOM Bansibl MO LWKaJE KJIMHWKO-9KOHOMUYECKOW OLLEHKW IEKAaPCTBEHHOIO
npenapaTa 1 LWKaje OUeHKN BINSAHUS IeKapCTBEHHOro npenapaTa Ha 6io4XeTbl 6104)KETHON CUCTEMBI
Poccuiickon ®epepaumm (Danee - 6100KET) CyMMUPYIOTCS.

B cnyyae npefncTaBnieHUs 3a89BUTENEM pPe3ybTaTOB HECKONbKUX KINHNKO-3KOHOMUYECKMX NCCeL0BaHMM
JIEKapCTBEHHOrO NnpenapaTa B paMKax 04HOr0 NMokasaHusa A5 onpenesieHns NTOroBow OLEHKN BbibupaeTcs
nccaenoBaHne Co CPeAHMUM MU BbICOKUM YPOBHEM METOA0J/10rM4eCcKoro KavyecTea, Habpaslee
HanbonbLlunin 6ann, ana opdaHHbIX NEKAPCTBEHHbIX NPENapaToB UK IEKAaPCTBEHHbIX NPenapaToB Ans
JlevyeHuns TosbKo 3abosieBaHUI, BKIIIOYEHHbIX B MEPEeYEHb XU3HEYrpoXKatoLwmx 3abonesaHunn, ans
onpeLeneHns NToroBon OLEeHKM BeibrpaeTcsa nccnenoBaHne C HA3KUM, CPEAHMUM WU BbICOKUM YPOBHEM
MeTO0JIOrMYeCKOro KayecTBa, HabpasLuee Hanbonbwnn bann.

B cnyyae npencTaBneHns 3a8BUTENEM pe3yibTaTOB HECKONbKUX NCCIeA0BAHNIA C NCMOIb30BaHNEM
aHasM3a BAUSHMA Ha Bl04)KeT B paMKax 0[HOr0 NoKa3aHus 418 onpeaeseHns NTOroBON OLLEHKM
BbIbMpaeTcs nccnenoBaHne Co CpeaHNM WM BbICOKUM YPOBHEM METOA0/10rM4eCKoro KayecTBa, Habpasluee
HanbonbLlunin 6ann, Ana opdaHHbIX NEKAPCTBEHHbIX NPENapaToB UK IEKAPCTBEHHbIX NPenapaToB Ans
JlevyeHuns TosIbKo 3abosieBaHUI, BKIIIOYEHHbIX B MEPeYeHb XU3HEYrpoXKatoLmx 3abonesaHunn, ans
onpeLeneHns NToroBon oLEeHKM BelibpaeTcsa nccnenoBaHue C HA3KUM, CPeAHUM MU BbICOKUM YPOBHEM
MeTO0JIOrMYECKOro KayecTBa, HabpasLuee Hanbonbwun Gann.

B cnyyae npefncTaBneHUs 3a89BUTENEM pPe3y/ibTaTOB HECKONbKUX KINHNKO-3KOHOMUYECKNX NCCe0BaHNM
JIeKapCTBEHHOI 0 NpenapaTta Mo pa3HbiM NOKa3aHUsAM NTOrOBas OLLEHKA OCYLLECTBASETCS N0 KaXXA0OMy
3a5BNIEHHOMY MOKa3aHuIo.

B cnyyae npencTaBieHNs 3a89BUTENEM pPe3yibTaTOB HECKONbKUX NCCIe[0BAHNIA C NCMO/Ib30BaHNEM
aHasim3a BAUSHMA Ha B6l04)KET Mo pa3HbiM NOKa3aHMWAM UTOr0Bas OLIEHKA OCYLLECTBIAETCS MO KaXaoMy
3a5BJIEHHOMY MOKa3aHuIo.

13 Mpn oUEHKEe CTaTUCTUYECKOW 3HAYUMOCTIM Pa3nynin B 3EKTNBHOCTY OOBEPUTESbHLIA NHTEPBAN HE
BK/tOYaeT 1 (4159 OTHOCUTENIbHOIO pUCKa, OTHOLIEHWS LWAHCOB, OTHOLIEHWS Yrpo3) 1 (Uan) nokasaTesb
CTaTUCTUYeCcKom 3HavmmocTn P < 0,05.

14 Mpn OLEeHKEe CTaTUCTUYECKOW 3HAYUMOCTIY Pa3inynin B 3 HEKTUBHOCTY SOBEPUTESIbHLIA NHTEPBAN
BKJ/tOYaET 1 (419 OTHOCUTENBHOIO PUCKA, OTHOLLEHWS LWAHCOB, OTHOLIEHNS Yrpo3) U (1nn) NnokasaTenb
cTaTucTnyeckom 3HavmmocTtwn P 0,05.

15 B kayecTBe pedepeHTHOro 3Ha4YeHMa UHKPEMEHTHOMO NOKa3aTeNs COOTHOLWEHUS 3aTpaT u
3(pHEKTUBHOCTN MOTYT ObITh MCMOJIb30BaHbI CIEAYIOLLIME NOKa3aTeN:

nokKasaTeslb TPEXKPATHOIr0 BaJI0OBOrO BHYTPEHHEr0 NPOAYKTa Ha AYyLWY HaceneHns nNpu pacyeTe
WHKPEMEHTHOr0 NMoKa3aTens COOTHOLWEHNS 3aTpaT 1 3PPEKTUBHOCTM 419 pacCMaTPUBAEMOro
JIeKapCTBEHHOI 0 NpenapaTta Ha rof COXpPaHeHHOW Ka4yeCTBEHHOM XMN3HU. [ToKa3aTenb TPEXKPATHOIO
BaJI0BOr0 BHYTPEHHEro NPOAYKTa Ha AyLlY HaceNIeHUs pacCYnUThIBAaeTCA B POCCMNCKUX pybnsx Ha ocHoBe
JAaHHbIX 0 BaJIOBOM BHYTPEHHEM NPOAYKTE Ha OYLUY HaCesIeHMsa CoralacHo oT4eTHOCTU PepepanbHOn
cny>Xbbl roCyAapCTBEHHON CTAaTUCTUKM 3a NPeablAyLWMA KaJeHaapHbIA rod 1 ony6ankKoBbIBaeTCS B JINYHOM
KabuHeTe 3adBMTENS,;

NHKPEMEHTHBbIN NOKa3aTeslb COOTHOLWEHNS 3aTpaT 1 3O (EKTUBHOCTY NpenapaTa CpaBHEHNS,
pacCYMTaHHbIN MO OTHOLLIEHWNIO K APYrOMY TepaneBTMYeCKN aHan0rMyHoMy IeKapCTBEHHOMY npenapaTy,
obnagatoLlemMy foKa3aHHbIMU KJIMHNYECKUMUA, U (M) KIMHUKO-3KOHOMUYECKMMI NPENMYLLIECTBAMU, 1
(nnn) ocobeHHOCTAMN MexaHM3Ma OeNCTBMA (Jasiee - TepaneBTUYECKN aHaOMNYHbIN NEKAPCTBEHHbIN
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npenapaT), BKJIIOYEHHOMY B COOTBETCTBYIOLLUUIA NEPeYeHb (TObKO B CyYae, eC/I IEKaPCTBEHHbIN
npenapaT NpeaflaraeTcs K BKJOYEHWNIO B NEPEYEHD XKN3HEHHO HEOOXOANMbIX 1 BaXXKHENLINX
JIEKAPCTBEHHbIX MpenapaToB A MeANLNHCKOro NpUMeEHeHNS (fanee - NepeyeHb BaXKHENLWNX
JIEKApPCTBEHHbIX NPenapaToB) 1 (Un) nepeyeHb IEKAPCTBEHHLIX NpenapaToB, NPefHa3HaYeHHbIX AN
obecneyeHns nnu, 60bHbLIX FreMouanen, MyKkoBnCLUA030M, rMnodun3apHbIM HaHU3MOM, BonesHbio Nowe,
3/10Ka4eCTBEHHbLIMI HOBOOOPA30BaHNAMN IMMEBONLHOW, KPOBETBOPHOW 1 POACTBEHHBIX UM TKAHENR,
pacCesHHbIM CKJ1EPO30M, FEMOIUTUKO-YPEMUYECKUM CUHAPOMOM, IOHOLLECKUM apTPUTOM C CUCTEMHBIM
Ha4vanoMm, Mmykonoamncaxapuagosom |, Il n VI Tunos, annactn4eckom aHeEMMEN HEYTOYHEHHON,
HacneaCTBEHHbIM aedunumnTom akTopos Il (pubpunHorena), VIl (nabunsHoro), X (CTioapTa - Mpayspa), a
TakXXe L, Noc/e TpaHCnaaHTaLMmn OpraHos 1 (Un) TKaHen (ganee - nepevyeHb OPOroCTOALLNX
JIEKAPCTBEHHbIX MPenapaToB), N UMeeT TepaneBTUYECKN aHaJIOrMYHbIe IEKaPCTBEHHLIE NMpenapaThl,
BKJIOYEHHbIE B COOTBETCTBYIOLLME NEPEYHN);

WNHKPEMEHTHbI MOKa3aTeslb COOTHOLLIEHNS 3aTpaT U 3PMEKTUBHOCTY A9 IEKAPCTBEHHbIX NPenapaTos,
BKJIIOYEHHbIX B MepeyeHb BaXKHENLLNX NIEKAPCTBEHHLIX MPenapaToB U NPUMEHSAIOLWMXCS Npu 3aboneBaHmax
N3 TOro Xe Kjiacca MexxayHapo4HON CTaTUCTUYECKON Knaccudukaumm 6onesHen n npobnem, CBA3aHHbIX CO
300POBbLEM (TO/ILKO B C/lyYae, eC/IN SIeEKapCTBEHHbIV MpenapaT NpeLfilaraeTcs K BKAOYEHUIO B MepeYeHb
BaXXKHEWLLMX IeKapCTBEHHbIX NMPeNapaToB U He MMeeT TepaneBTUYECKN aHaATIOMNYHbIX JIEKAPCTBEHHbIX
npenapaToB B NepeyvyHe Ba)KHENLLNX JIeKapCTBEHHbIX NpenapaToB (NpeacTaBnseT coboi HOBLIM MNOAX0H K
Jle4yeHuo);

WNHKPEMEHTHbI MOoKa3aTeslb COOTHOLLIEHNS 3aTpaT U 3PMEKTUBHOCTY ON9 IEKAapCTBEHHbIX NPenapaTos,
BKJIIOYEHHbIX B MepeYeHb A0POroCTOSALWMNX IEKAPCTBEHHbIX NPEnapaToB (TONbKO B C/lyYae, ecn
NeKapCTBEHHbIN NpenapaTt npeasaraeTcs K BKIYEHWIO B NepeyeHb AOPOroCTOALLMX 1EKaPCTBEHHbIX
npenapaToB 1 HE MMEET TePaneBTMYECKN aHaNOMNYHbIX IEKAPCTBEHHLIX NPEnapaToB B NepeyHe
LOPOrOCTOALLMX SIeKapCTBEHHbIX NpenapaToB (NpeacTaBaseT cobon HOBLIN NOAXOL K IEHEHNIO).

16 3aTpaThbl, CBA3aHHbIE C MPOLECCOM OKa3aHWsa MeAULMHCKOM MOMOLLM (3aTpaTbl Ha JIeKapCTBEHHbIE
npenapaTbl, MEAULUHCKNE U3AENNSA, MEQULIMHCKINE YCyrK, NabopaToOpPHbIE N MHCTPYMEHTaJIbHbIE METObI
nccnepoBaHmMs, pacxo4Hble MaTepuasbl, COAep)KaHNe NauneHTa B MeANLIMHCKOM opraHn3auum,
TPaHCMNOPTUPOBKY CaHWTapPHbLIM TPAHCMOPTOM 1 Ap.).

MPUNOXKEHWE Ne 7

K MpaBunam opMnpPoBaHNS NEPEYHEN IeKapCTBEHHbIX NPenapaToB 419 MeANLUHCKOro MPUMEHEHNS ©
MWHNMaJIbHOr0 aCCOPTUMEHTA JIEKapCTBEHHbIX NPenapaToB, HEOOX0AMMbIX AN OKa3aHNS
MeOULMHCKON NOMOLLN

(dpopma)

B Komuccrto MUHUCTEPCTBaA 31paBooXpaHeHns Poccuinckon denepauun no GopMrUpoBaHNIO NepeyHen
NeKapCTBEHHbIX NPenapaToB AJ18 MeAULVHCKOr0 MPUMEHEHUS 1 MAHIIMAJIbHOMO aCCOPTUMEHTA
JIEKAPCTBEHHLIX NPEnapaToB, HEOOXOAUMbIX A5 OKa3aHUS MeAULIMHCKOM NOMOLLN

3AKJTIOHEHUME

no pe3ynbTaTaM aHasiM3a UHGOPMaLIUN O CPAaBHUTENBHON KIMHNYECKON 3(hPeEKTUBHOCTN 1 Be3onacHOCTK
JIeKapCTBEHHOro npenapaTa

(HanmeHoBaHme B pefakuum MNoctaHoBneHns MNpaBuTenscTBa Poccninckon Pepepaumm ot 25.07.2024 Ne
1009)

1. HacTosiLee 3aKk/04eHNe KacaeTCa MaTepuanos, MPpeacTaBAEHHbIX ANs:

1.1. BKJIOYEHNWS IEKAPCTBEHHOr O NpenapaTa B:

1.1.1. nepeyeHb XN3HEHHO HEOBXOAUMBIX N BaXKHENLLINX JIEKaPCTBEHHbIX MPenapaToB 415 MeAULUHCKOro
NpPUMeHeHns (Janee - nepevyeHb XNU3HEHHO HEOBXOAMMBIX N BaXXHENLINX JIEKAPCTBEHHLIX MPenapaToB);
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1.1.2. nepeyeHb JIeKapCTBEHHbIX NPenapaToB, NpeiHa3Ha4YeHHbIX Ana obecneyeHus nuu, 60bHbIX
remouanen, MyKoBucLnA030M, runousapHbiM HaHn3MoM, 6onesHblo MoLle, 3/10Ka4eCTBEHHbLIMY
HOBOODOpa30BaHNAMMN NMMEBONLHON, KPOBETBOPHOWN N POACTBEHHbLIX UM TKaHEN, pacCesHHbIM CKIEPO30M,
reMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, IOHOLLIECKUM apTPUTOM C CUCTEMHbLIM Ha4yasioM,
Mykononucaxapugosom I, [l n VI Tvnos, annacTnyeckon aHeMrnen HeyTOYHEHHON, HacneLCTBEHHbIM
neduumtom dakTopos Il (hnbpuHorena), VIl (nabunbHoro), X (CTioapTa - Mpayapa), a Takxe aunL nocne
TpaHCMaHTaLMM OPraHoB U (Mnn) TKaHewn (fanee - nepevyeHb 0POroCTOALLNX NTeKapCTBEHHbIX
npenapaTos);

(MoanyHKT B pefakuum MNoctaHoBneHus MpasuTenscTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)
1.2. Vickio4eHuns iekapCTBEHHOTO NMpenapaTa us:

1.2.1. nepeyHs XN3HEHHO HEOOXO0ANMbIX U BaXKHENLLNX JIEKAapCTBEHHbIX NMPenapaTos.;

1.2.2. nepeyHs LOPOroCToALLMX NEKAPCTBEHHbLIX NPenapaTos;

1.2.3. (MoanyHKT MCKOYeH - MNocTaHoBeHMe MNMpaBnTenbcTBa Poccninckon Pegepaumm ot 03.12.2020 Ne
2021)

2. NHdopmauns 06 skcnepTHOM KOMUCCHN:
2.1. HauMeHOoBaHMe 3KCNEePTHON opraHn3aLnn

2.2. COCTaB 3KCMNEPTHON KOMUCCUM ((haMnns, nMs, 0TYECTBO, AOJIKHOCTb)

2.3. agpec (MecTo Hax0XXOEeHUS) SKCMEPTHON OpraHn3aLumn :
TenedgoH (thakc) ;
3JIeKTPOHHasA NoyTa
3. Hopmaums o IekapCTBEHHOM MnpenaparTe:

3.1. HaumeHoBaHwMe: ;

3.1.1. MmexxgyHapogHoe HenaTeHTOBaHHOE HaMMeHOBaHMe ;

3.1.2. B C/ly4ae OTCYTCTBUS MEXAYHAPOLHOr0 HEMaTEHTOBAHHOMO HAaMMEHOBAHMWSA - FPYNNMPOBOYHOE
HaMMeHOBaHMe ;

3.1.3. B C/ly4ae OTCYTCTBUSA MEXAYHAPOAHOr0 HEMAaTEHTOBAHHOMO 1 FPYNMNMPOBOYHOIr0 HAMMEHOBAHWI -

XUMUNYyeCcKoe HauMeHOBaHUS ;
3.1.4. B cly4ae OTCYTCTBUSA MHbIX HAVMMEHOBAHWI - TOProBOE HaMMEHOBaHUE

3.2. Ko aHaTOMO-TepPaneBTUYECKO-XNMNYECKOW KacCUMKaL MM IEKapCTBEHHOrO npenapaTa

3.3. Mpeasiaraemble K BKOYEHWIO JIEKAPCTBEHHBIE (DOPMbI, B TOM YUC/IE SKBUBAJIEHTHbIE,
3aperncTPMPOBaHHOMO JIEKAPCTBEHHOMO NpenapaTa (MepevyncanTs)

3.4. nHopMaLms 0 BOCMPOU3BEAEHHbIX N BroaHanoroBbix (bronogobHbIX) NeKapCTBEHHbIX NpenapaTax
(Npw Hann4mm):

4. CpoKU NpOBeAEHNS IKCNEPTU3bI:
C no

5. Pe3ynbTaTbl KJIMHNYECKOW OLIEHKW NMPeasiokeHns (B COOTBETCTBUM C nNpunoxxeHuem Ne 6 K MNMpaBniam
hopMUpoOBaHNA NepeyHen NeKapCTBEHHbIX NPenapaTos 415 MEAULNHCKOO MPUMEHEHNS U MUHUMAJIbHOM O
aCCOPTMMEHTa NeKapCTBEHHbIX MpenapaToB, HE0bX0ANMbIX 419 OKa3aHWsA MeANLMHCKON MOMOLLK,
YyTBEPXAEHHbLIM NOCTaHOBNeHNeM [MpaBuTensCcTBa Poccuinckon ®egepauum ot 28 aBrycta 2014 r. Ne 871
"06 yTBepxxaeHun MpaBus GOPMMUPOBAHNS NEPeYHeN TIEKapCTBEHHbIX NPenapaToB A MeanLMHCKOro
NPVMEHEHUS U MAHMMAJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHbIX MPenapaToB, HEOBX0AMMbIX AN1 OKa3aHMs
MeOVLMHCKOW nomowmn"):
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5.1. Pe3ynbTaTbl OLEHKN Ka4eCTBa KJNHNYECKNX NCCNIE0BAHMI IEKAPCTBEHHOr 0 NpenapaTa,
NnpencTaB/eHHbIX 3a8BUTENEM W (MNK) HakleHHbIX CaMOCTOSATE/IbHO 3KCNEPTHON KOMUCCHEN

XapakTepucTuka NpeacTaB/IeHHOr0 KAVHUYECKOr0 NCCNe0BaHUS
YpoBeHb y6eauTebHOCTN AaHHbIX

YpoBeHb y6enuTebHOCTU 0Ka3aTeNbCTB

O6LLas oLeHKa uccnenoBaHus B bannax

H W N

5

n op.
WToro: cpenHee 3HavyeHne (OTHOLWEHME CYMMbl OLLEEHOK UCCIe0BaHNSA K UX KOJIMYECTBY)

5.2. Pe3ynbTaTbl KOMYECTBEHHOM OLEHKUN SPPEKTUBHOCTIN TEYEHNS NNEKAPCTBEHHBLIM NpPenapaToM B
paMKax KJMHUYECKNX NCCNefO0BaHUIN, NPeaCTaB/IEHHbIX 3a89BMTeNEM U (UNKN) HaMGEHHbIX CAMOCTOATENbHO
3KCMEepPTHON KOMMCCmen

Pe3ynbTaT CpaBHUTENBHON OLIEHKU KIIMHUYECKOrO NCX0aa
XapaKTepucTunku

Tepanun cpaBHeHMA

Buna knnHn4yeckoro ncxona

LLikana oueHkmn (6anno.)

Hanunyve cTaTuCTUYeCKM 3HAYMMbIX MPEVMYLLLECTB JIeKapCTBEHHOr O rnpenapaTa, npegJjiaraeMoro
K BKJIIOYEHWIO

B NepevyHUTEepanus CpaBHeHUs BKOYEHa

B NMepeYeHb XXN3HEHHO HEOOX0AMMbIX N BaXXHENLLMX JIEKAPCTBEHHbIX MpenapaToB/nepeyeHb
[OPOroCTOALLMNX NNeKapCTBEHHbIX NpenapaTos

Tepanusa CpaBHEHNS He BKJII0YeHa

B NepeyeHb XXU3HEHHO HEOBXOAMMbIX U BaXXKHENLLNX JIEKapCTBEHHbIX NPenapaToB/NepeyeHb
LOPOroCTOSALLMX NNeKapCTBEHHbIX NMpenapaToB

nogaep>xusatollas Tepanusi/nnauebo

HecpaBHUTeNbHOE NCCef0BaHNEOTCYTCTBYeT

OTCYTCTBYIOT CTaTUCTUYECKN 3HAYMMbBIE Pa3/INyns

B 3(P(PEKTUBHOCTM JSIEKApPCTBEHHOr0 npenapaTa, npeasiaraeMoro

K BKJIIOYEHUIO

B NepeyHnTepannsa CpaBHEHNS BKIIOYEHa

B NepeyeHb XXU3HEHHO HEOBXOAMMbIX N BaXXKHEWLLNX JIEKapCTBEHHbIX NpenapaToB/nepeyeHb
LOPOroCTOSALLMX NNeKapCTBEHHbIX NMpenapaToB

Tepanua CpaBHEHWS He BK/l0YeHa

B NepeYeHb XXN3HEHHO HEOOX0AMMbIX N BaXXHENLLNX JIEKAPCTBEHHbIX MpenapaToB/nepeyeHb
[OPOroCTOALLMNX NeKapCTBEHHbIX NpenapaTos

noggepxusatowas Tepanus/nnauebo

Hann4yme cTaTUCTUYECKN 3HAYMMO MEHbLLEN 3PPEKTUBHOCTM IEKAPCTBEHHOIO NpenapaTa, Npeajiaraemoro
K BKIIOYEHUIO

B MepeyHuTepanns CpaBHEeHUs BKIIOYEHA

B NepeyeHb XXU3HEHHO HEOBXOAMMbIX N BaXXKHEWLLNX JIEKapCTBEHHbIX NPenapaToB/nepeyeHb
LOPOrOCTOALLMX NNeKapCTBEHHbIX MpenapaToB
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Tepanus CpaBHEHNS HE BKJIOYEHA

B NepeyeHb XXU3HEHHO HEOBXOAMMbIX U BaXXKHEWNLLNX JIEKaPCTBEHHbIX NPenapaToB/NepeyeHb
LOPOroCTOALWMX JIEKAapCTBEHHbIX NpenapaToB

nogaep>xusatllas Tepanus/nnauebo

NToro

(MyHKT B pegakuum MNoctaHoBneHns MpaButenscTBa Poccuinckon Pepepaunm ot 25.07.2024 Ne 1009)

5.3. Pe3ynbTaTbl KOMYECTBEHHOWN OLIEHKN 6€30MaCcHOCTM NeYeHnst NeKapCTBEHHbLIM NpenapaToM B paMKax
KJIVMHUYECKUX NCCNeaoBaHWi, NpeacTaBleHHbIX 3aaBUTENEM U (M) HaldEHHbIX CAMOCTOSATENbHO
3KCMEPTHOMN KOMUCCMEN

OueHKa ypoBHS 6e30nacHOCTY JIeKapCTBEHHOMO NpenapaTa
Yucno cnyvaeB noboYHbIX AeNCTBUIA (B MPOLEHTaX)
OueHka B bannax

MoboyHble fenCTBUSA OTCYTCTBYIOT

Mobo4HbIe AEeNCTBMA Nerkon cTeneHmn

MoboyHble fENCTBUS CPeLHEN TSXKECTU

MoboYHbIe NeNCTBUS TAXKENO0N CTENEHN

MToroeas oueHka ypoBHA 6e30MacHOCTK (CyMMa Npon3BefeHnin cpeaHux 6anioB no Kax4oMy YPOBHIO
6e30MacHOCTM NeKapCTBEHHOr 0 npenapaTa 1 COOTBETCTBYIOLLEro BECOBOro Ko huLneHTa)

5.4. Pe3ynbTaTbl OLLEHKMW AOMOJHATENLHON TepaneBTUYeCKON LLEHHOCTY JIEKapCTBEHHOMO NpenaparTa,
npegcTaBAeHHON 3asBUTENEM U (M) HAWLEHHOW CaMOCTOATEIbHO 3KCNEPTHON KOMUCCUEN

HavmeHoBaHMe KpuTepmsa LONOAHUTENLHON TepaneBTUYECKON LLEHHOCTHY
Pe3ynbTaTt oueHKM
OueHka B bannax

1. KpaTHOCTb npuema
2. HoBbIN MeXaHM3M OeNCTBUS

5.5. A'ToroBas oueHKa KJIMHNYECKOW OLEHKN NpeanoXXeHns (CyMMa UTOroBbix 3HayeHmn Tabnmy 5.1. - 5.4.).
6. (MyHKT nckntoyeH - NoctaHosneHne MpaBuTenscTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)
6.1. (MoAnyHKT UckoYeH - MocTaHoBneHNe MpaButenbcTBa Poccuinckon ®epepaumm ot 25.07.2024 Ne
1009)

6.2. (MoanyHKT nckaoYeH - MoctaHoBneHne MpasutenbcTBa Poccuiickon ®epepaumm ot 25.07.2024 Ne
1009)

7. (MoanyHKT ncknoYeH - NMoctaHoBneHne MpaButenscTBa Poccuinckon ®egepaumm ot 29.10.2018 Ne 1283)
8. IToroBas cymma OLEHKM MpeaoXXeHNs U BbIBOAblI 3KCMEPTHON KOMUCCUMN O peKoMeHaauun nnm ob
0TKa3e B peKOMeHZaLumn K BKOYEHWIO IeKapCTBEHHOrO npenapaTta B NpeaJiaraemblin nepeyeHb
JIeKapCTBEHHbIX NPenapaToB (peKoMeHA0BaHbl MOTYT BbITb TOJILKO JIEKAPCTBEHHbIE NPenapaThl,
HabpaBLUMe NO WKane NHTerpaabHOM KOMYECTBEHHOW OLEHKM KaYyeCTBa KJIMHWYECKOro nccienoBaHms
JIeKapCTBEHHOro npenapaTa He MeHee 18 6annos (an15 opdhaHHOro eKapCTBEHHOro nNpenapaTa - He MeHee
12 6annos.):

Moanuncy n pacwmngposka NOANMCEN IKCMEPTOB:

(¢h.n.0. pykoBoanTeNsa 3KCNEepTHOM opraHu3auuy (3kcnepTa)
9. (MyHKT nckn4yeH - NMoctaHoBneHne MpaButenscTBa Poccunckon ®egepauum ot 29.10.2018 Ne 1283)
10. (MyHKT ncknoyeH - MNoctaHoBneHue MNpaBuTenscTBa Poccuiickon ®epepaumm ot 29.10.2018 Ne 1283)

Moanunce 1 pacluMppoBKa NoanncH
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[aTa

MPUTOXKEHUE Ne 8

K MpaBunam opMNpPoBaHNS NepeyvyHen IeEKapCTBEHHbIX MPenapaToB A MeQULMHCKOr0 NPUMEHEHUS 1
MWHNMaJIbHOIo aCCOPTUMEHTA J1IEKapCTBEHHbIX NMPEnapaToB., HGOGXO)J,VIMbIX 0N OKa3aHuA
Me)J,I/ILI,I/IHCKOI7I noMowun

(cpopma)

B Komuccuio MnHucTepcTBa 34paBooxpaHeHns Poccunckon ®enepaunu

3AKJTKOYEHUE

no pesysibTaTaM aHaJin3a MeToL0/I0rMY4eCcKoro KavecTBa KJIMHNKO-3KOHOMUYECKMX NCCNefoBaHNi
NEeKapCTBEHHOro NpenapaTta U NCCneoBaHUM C NCNOMbL30BAHWEM aHaNM3a BAMAHNS Ha BlogKeThl
Broa)xeTHOWM cucTembl Poccuinckon denepaunn

(HaumeHoBaHMe B pefakumm MNoctaHosneHua MpasuTenbcTea Poccuinckon ®epepaumm ot 25.07.2024 Ne
1009)

1. HacToswee 3ak/l04eHNe KacaeTCa MaTepmasnos, NpeacTaBieHHbIX:

a) ONs BKJOYEHUA SIeKapCTBEHHOMO npenapaTa B ciefyowmne nepeyHu:

nepeyvyeHb XXN3HEHHO HeOBXOAUMbIX 1 BaXXKHENLINX NeKAPCTBEHHbIX MpenapaToB A8 MeAULMHCKOro
npuMeHeHUs (ganee - nepeyeHb XXUIHEHHO HEODXOAMMbBIX U BaXXHENLLUX IEKAPCTBEHHbIX NPenapaToB);
nepeyeHb JIeKapCTBEHHbIX NPenapaToB, NpefHa3HavYeHHbIX 4ns obecneyveHns nuy, 60abHbIX remoduinen,
MYKOBMCLMA030M, FrMNodU3apHeIM HaHN3MOM, 60ne3HbIo MoLe, 310Ka4eCTBEHHbIMU HOBOOBPa30BaHUSAMU
JIMMMONOHON, KPOBETBOPHOMN U POACTBEHHbIX UM TKaHeW, pacCesHHbIM CKep030M, FreMOINTUKO-
YPEMMUYECKUM CUHOPOMOM, IOHOLLECKUM apTPUTOM C CUCTEMHbBIM Ha4vasioM, MyKornoJsmncaxapugosom I, Il n VI
TUMNOB, anNNacTUYECKON aHEMMEN HEYTOYHEHHOW, HacNeACTBEHHbIM AeduumMToM hakTopos Il
(pmbpuHoreHna), VIl (nabunbHoro), X (CTioapTa-lNpayapa), AvL nocae TpaHCAAaHTaLWMmM OpraHoB U (1am)
TKaHen (ganee - nepeyeHb OOPOroCTOALWNX IEKaPCTBEHHLIX NpenapaToB);

ab3au; (McknioveH - MocTaHoBneHMe MpaBuTenbcTBa Poccminckon ®epepaunm ot 03.12.2020 Ne 2021)

6) (MoanyHKT uckntoyeH - NMoctaHoeneHne MNpaButenbcTBa Poccuiickon Penepaumm oT 03.12.2020 Ne 2021)
2. NHdopmauns 06 ocywecTBAAIOWMX PaCCMOTPEHNE MaTePMaNoB COTPYAHNKax delepasbHOro
roCyAapCTBEHHOM0 BI0XKETHOr0 yypexxaeHns "LLeHTp 3KCNepTu3bl 1 KOHTPOJIA KavyecTBa MeanLMHCKOWN
nomowm" MMHNUCTEpPCTBA 34paBooxpaHeHns Poccunckon ®egepauunm (ganee - LLeHTp akCnepTusbl)
BKJItOYaET B cebs:

a) hamnnunio, UMA, 0TYECTBO COTPYAHMKA, €ro AOMKHOCTb;

6) appec LleHTpa 3kcnepTu3bl, TeneoH (hakc), 3IEKTPOHHYIO MOYTY.

3. IHdhopMaums o nekapCTBEHHOM NpenapaTe BKJYaeT B cebs:

a) HaMMeHoBaHWe, B TOM YuUChe:

MeX[yHapoaHoe HenaTeHTOBaHHOe HaUMEeHOBaHWe;

B C/ly4ae OTCYTCTBUS MEXAYHapOAHOr0 HenaTeHTOBaHHOrO HaUMEHOBaHUS - FPYNNMPOBOYHOE
HaMMeHOBaHWe;

B C/ly4ae OTCYTCTBUS MEXAYHAPOAHOr0 HEMaTEeHTOBAHHOIO WK FPYNMNMPOBOYHORO HAUMEHOBAHWI -
XUMUNYeCKoe HaMeHOBaHMe;

B C/ly4ae OTCYTCTBUS YKa3aHHbIX HAVMMEHOBAHWIA - TOProBOe HaMMEHOBaHME;

6) Ko aHaTOMO-TepaneBTUYECKO-XMMUNYECKOW KNacCumKaLum NekapCTBEHHOro NpenapaTa;

B) NpefflaraeMble K BKJIIOYEHWNIO IeKapCTBEHHbIE POPMbI 3apErnCTPUPOBAHHOMO IEKAPCTBEHHOMO
npenaparta C y4eTOM 3KBMBaNIEHTHbIX (DOPM, NPeayCMOTPEHHbIX NepeyHeM HauMeHOBaHNIN NEKAPCTBEHHbIX
(hopM NeKapCTBEHHbIX NPenapaToB A MeANLMHCKOrO NPUMEHEHUS, YTBEPXKAEHHBIM MUHNCTEPCTBOM
34paBooxpaHeHus Poccuickon degepaunin, C ykaszaHneM OCHOBHOIO 3/1eMeHTa Uan LOMOAHUTENbHOMO
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3/1eMeHTa NEKAPCTBEHHLIX (DOPM, B TOM YncCe npu Heo6xoaMMOCTM TuNa BeICBOBOXXAEHNSA OENCTBYIOLLErO
BELLLeCTBa, MPM 3TOM BMECTO JIEKaPCTBEHHbIX (hOPM A0MNyCKaeTCs yka3aHue cnocoba n (nm) nyTu
BBEeLEHMWA SIeKapCTBEHHOro NpenapaTa (nepevyncanThb);

) MHopMaLMIo 0 BOCMPOU3BEAEHHbIX UK BroaHanorosbix (6bronogobHbIX) NekapCTBEHHLIX NpenapaTax
(Mpn Hann4un);

A) NHGOPMaLMIO 0 NEKAPCTBEHHbIX MpenapaTax, BKJYEHHbIX B NePeYeHb XXN3HEHHO HEOBX0AMMbIX 1
BaXXHEWLLMX JIeKapCTBEHHbIX NPENapaToB, NepeYyeHb AOPOroCTOALMX IEKAaPCTBEHHbIX NPenapaToB U
NUMEILLNX aHaorMYHbIE NpeasiaraeMbiM K BKJIKOYEHMIO JIeKapPCTBEHHbBIM NpenapaTaM nokasaHns K
NPYMEHEHUIO, @ TaKXXe MPUMEHSIOLLNXCS B @aHANOMMYHbIX KIMHUYECKMUX CUTYaLMAX, C YH4ETOM KINHNYECKMX
peKkoMeHaaumnn.

(MyHKT B pepakuum MNoctaHoBneHns MpaButenscTBa Poccuinckon Gepepaunm ot 25.07.2024 Ne 1009)

4. Pe3ynbTaTbl OLEHKM METOA0/1I0rMYECKOro KavyecTBa KANHNKO-3KOHOMUYECKMX NCCAe0BaHNI 1
nccnegoBaHn C UCMOJIb30BaHNEM aHaNM3a BAMAHUS Ha blog)KeTbl Bog)KeTHon cucTemMbl Poccuiickon
depepaumnmn (ganee - 610OXET) BKIOYALOT:

a) pe3ynbTaThbl OLLEHKN METOL0/I0MMYECKOr0 KayeCTBa KJINHUKO-IKOHOMMNYECKOro NCCaeoBaHns, KOTopble
3aM0JIHATCS MO Cleayolen PopMe Ha Ka)Kaoe rnokasaHune K NPUMeEHEHNIO:

Kputepun

OueHka (6annos)

OueHKa cooTBeTCTBMUA TpeboBaHNAM (COOTBETCTBYET UM HE COOTBETCTBYET)

O6ocHoBaHMe pe3ybTaTOB OLEHKM METOL0I0MrMYECKOro KavyecTsa

1.

MpencTaBneHbl pe3ynbTaThl 0TEYECTBEHHOI0 UCCef0BaHNA (aBTOP, Ha3BaHWe, UCTOMHUK nybankaumm,
roa)

2.

PaccmaTpuBaemble nokasaHua

K NPUMEHEHWI0

3.

Bbibop npenapaTa

CpaBHeHns*

4,

MeTon, KNNHMKO-3KOHOMUYECKOro NCCIeJOBaHNS - COOTHOLLEHME 3aTpaT U 3PPEKTUBHOCTU, COOTHOLLEHne
3aTpaT ¥ NoNe3HOCTU, MUHUMM3auuns 3aTpaT

5.

XapakTepuUCTKN NaLneHTOoB 1 CPaBHMBAEMBbIX JIeKapCTBEHHbIX NpenapaToB B KINHUYECKMX
nccnenoBaHmsaX

6.

Bbibop KpuTEpUeEB OLLEHKMN 3hPEKTUBHOCTU

7.

LleHa Ha nekapcTBEHHbI NpenapaT

8.

PacyeT npambix

MeONLUUHCKKX 3aTpaT

9.

OnuncaHue MaTeMaTU4YeCKON Mogenn (Npyu Hannu4mm)

10.

MNpenctaeneHue 3aTpaT

NP ONMUCaHUKN pe3ysibTaToB
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11.

MpencTtaBneHne pesynbTaToB

12.

AHanm3 HYYBCTBUTEJIbHOCTH

13.

CCbIJIKM Ha NCMOJIb30BaHHbIE MCTOYHUKIN UHGOPMaLUn

BbiBOA (METOA0/10rMYECKOE Ka4YeCTBO KANHNKO-IKOHOMUYECKNX UCCNeNO0BaHUI - BbICOKOE, CpefHee nnu
HU3Koe)

6) pe3ynbTaTbl OLEHKN MeTON0J/1I0rN4eCKOro Ka4ecTBa I/ICCJ'IGJJ,OB&HVIVI C NCNOJIb30BaHMEM aHa/n3a BANAHNA
Ha 6104)KeT, KOTOpbIe 3aMONHATCA NO clegytowen opme Ha KaXkaoe NoKasaHne K MPUMEHEHMIO:
Kpnutepun

OueHka (bannos)

OueHka cooTBeTCTBMA TpeboBaHUAM (COOTBETCTBYET UM HE COOTBETCTBYET)

O6ocHOBaHMeE pe3ybTaTOB OLEHKMN METOA0/I0MMYECKOro KavyecTBa

1.

MpencTaBneHbl pe3ybTaTbl 0TEYECTBEHHOIO UCC/IeA0BaHUS (aBTOP, Ha3BaHMe, UCTOYHUK Nybnnkauun,
rop)

2.

PaccmaTpuBaeMble MoKasaHma

K MPUMEHEHMIO

3.

LleHa Ha nekapCTBEHHbLIN NpenapaT

4,

PacyeT npambix

MeONLUHCKKX 3aTpaT

5.

OnuncaHue MaTeMaTU4eCKON Mogenn (Npy Hann4mm)

6.

MpencTtaBneHne NPSMbIX MEQULNHCKUX 3aTpaT

NP ONUCaHUn pe3yibTaToB

7.

BpemMeHHOWN ropu3oHT

8.

XapaKTepucTuku

N YNCIEHHOCTb LieSIeBOM NONYAALMM NaUNEHTOB

9.

MNpepnctaBneHne pesynbTaToB

10.

AHann3 4YyBCTBMTEbHOCTHU

11.

CCbIIKM Ha NCMNOJIb30BaHHbIE UCTOYHMKN MHGOPMaLUN

BbiBOA (METOL0M0MrMYECKOE KAQYeCTBO UCCIef0BaHNM

C UCNOJIb30BaHNEM aHann3a

BAMAHNSA Ha BI04 KET: BbICOKOE, CpefHee Nan H1U3Koe)

(MyHKT B pepakuum MNMoctaHoBneHns MpaButenscTBa Poccuinckon Pepepaunm ot 25.07.2024 Ne 1009)
5. (MyHKT nckntoyeH - MNoctaHoBneHne MpaBuTenscTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)
6. (MyHKT ncknyeH - NMoctaHoBneHue MpaButenscTBa Poccuinckon ®egepauum ot 25.07.2024 Ne 1009)
7. Moanncy v paclwnmdpoBKa Noanncen COTpYAHUKOB LleHTpa 3KCNepTr3bl, OCYLLECTBASAIOWMNX OLIEHKY
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MEeTO[0/I0rMMYECKOr0 Ka4eCTBa KINHNKO-3KOHOMMNYECKNX UCCIE0BAHNN U NCCIE0BaHNN C
NCMNOJIb30BaHMEM aHann3a BANAHUSA Ha BloaxeT:

(¢h.n.0. coTpyaHuMKa LleHTpa aKCcnepTun3bl, NOAMNUCH)

(pykoBoguTenb LleHTpa skcnepTu3bl, §.1.0., NOANUCH)

[aTa

* Mpn HeobxoaMMoCTH BbIBOP NpenapaTa CPaBHEHMS YTOYHEH C M1aBHbIM BHELLTATHbLIM CNELNASIMCTOM Mo
COOTBETCTBYOLWEMY Npoduto (.n.0. rMaBHOro0 BHELITATHOro cneynanuncTa)
; TEKapCTBEHHbIE MpenapaThbl CPaBHEHMSA COracHO
MHEHMIO MNaBHOr0 BHELLTATHOrO CNeunaancTa, BKIDYEHHbIE B COOTBETCTBYIOLLME MNEPEYHN U
NpYMeHsSeMble B aHaN0rNYHbIX KIMHUYECKUX CUTYauMUsX, C y4eTOM KINHUYECKUX PEKOMEHOALNNA:

). (JJononHeHne CHOCKOM -
MocTaHoBseHUe MpaBuTenbcTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)
(donosHeHne npusioXeHneM - MNocTaHoBeHme MNpaBnuTenscTBa Poccninckon Pegepaumm ot 29.10.2018 Ne
1283)

MPUNOXEHWME Ne 81

K MpaBnnam GopMUPOBAHNSA NEPEYHEN JIEKAPCTBEHHbIX NPenapaToB A/ MEANLMHCKOrO NPUMEHEHUS 1
MWHMMaJIbHOr0 aCCOPTUMEHTA JIeKapCTBEHHbIX MPenapaToB, HEOOXOANMbIX A5 OKa3aHUa MeaNLNHCKOW
MOMOLLIN

(dpopma)

B komuccuio MmHmucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepaumm no GoOpMUpPOBaHMIO MEPEYHEN
NeKapCTBEHHbIX NMpenapaToB Aa4 MeanunHCKOro npuMmeHeHna 1 MMHNMMaJibHOro aCCOPTUMEHTa
JIeKapCTBEHHbIX NPenapaToB, HeobXoAUMbIX A58 OKa3aHUAa MeAULUHCKON MOMOLLN

3AKJTHOMEHME

no pe3ysibTaTaM OLEHKU 3KOHOMUYECKMX MNOCNeACTBUI NPUMEHEHNs IeKapCTBEHHOro npenaparTa,
N3yYeHns AOMOSIHATENbHbIX MOCAEACTBUIA MPYMEHEHMUS IEKAPCTBEHHOr0 NpenapaTa, a TakXKe OLEHKU
CTOMMOCTM FOJI0BOr0 Kypca Tepanuu

1. HacToslwee 3akNl04eHe KacaeTCa MaTepuasnoB, NPeacTaBeHHbIX A8 BKAOYEHNS IEKapCTBEHHOMO
npenapaTa B ciegyowme nepeyHu:

1.1. nepeyeHb KN3HEHHO HEOOXOAUMBIX U BaXKHEMLUNX NEKAPCTBEHHLIX NPenapaToB Aas MeLULNHCKOro
nNpuMeHeHus (fanee - nepeyeHb XXN3HEHHO HEOBX0AMMbIX U BaXKHENLUWX IEKAPCTBEHHbIX MpenapaTos);
1.2. nepeyeHb NEKAPCTBEHHLIX MPenapaToB, NpeAHa3HavYeHHbIX Ana obecneyveHns nuu, 60bHbIX
remouanen, MyKoBucLnA030M, runousapHbiM HaHn3MoM, 6onesHblo MoLle, 3/10Ka4eCTBEHHbIMY
HoBOOBpa30BaHMAMMN TMMEPONIHON, KPOBETBOPHOWN N POACTBEHHbIX UM TKaHEN, pacCesHHbIM CKNEPO30M,
reMoJIMTUKO-YPEMUYECKUM CUHAPOMOM, IOHOLLIECKUM apTPUTOM C CUCTEMHbLIM Ha4yasioM,
MyKkononncaxapmaosom |, Il n VI Tunos, annacTu4yeckon aHeMmen HeyTOYHEHHOW, HacneACTBEHHbIM
neguuntom taktopos Il (bubpurorena), VIl (nabunbHoro), X (CTioapTta-Mpayapa), vy nocne
TPaHCMaHTaLMW OpraHoB U (Mnn) TKaHewn (fanee - nepeyeHb OPOroCTOALLMNX JIeKapCTBEHHbIX
npenapaTos).

2. Nnbopmanmsa 06 ocyLLeCcTBASIOWMUX PAaCCMOTPEHNE MaTepPUanoB COTPYLHMUKaX peaepanbHOro
roCyAapCTBEHHOrO B0AXXEeTHOr0 yypexkaeHns "LLeHTp 3KCNepTu3bl 1 KOHTPOJIA KavyecTBa MeanLMHCKOWN
nomowm" MMHNUCTEpPCTBA 34paBooxpaHeHns Poccunckon ®egepauunm (panee - LLeHTp akCnepTusbl)
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BKJIlOYaeT B cebs:

2.1. hamunnio, NMs, 0TYECTBO COTPYOHUKA, €r0 [OIHKHOCTb;

2.2. agpec UeHTpa 3kcnepTussl, TenedoH (akc), 31eKTPOHHYI0 NoYTY.

3. HdopMauns o nekapCTBEHHOM NpenapaTe BKJOYaeT B cebs:

3.1. HauMeHoBaHWe, B TOM Yuche:

3.1.1. MmexxgyHapogHoe HenaTeHTOBaHHOE HaMeHOBaHWe;

3.1.2. B c/lyqae OTCYTCTBUS MEXAYHAapPOAHOro HEMAaTEHTOBAHHOr0 HaMMEHOBaHUS - FPYNMNMPOBOYHOE
HaVMeHOoBaHue;

3.1.3. B C/ly4ae OTCYTCTBUS MEXAYHAPOLHOr0 HEMaTEHTOBAHHOMO WM rPYNNMPOBOYHOIr0 HAVMEHOBAHNI -
XMMUYeCcKoe HarMeHOoBaHue;

3.1.4. B c/ly4ae OTCYTCTBUS YKa3aHHbIX HAUMEHOBAHMWI - TOPrOBOE HAaVMEHOBAHNE;

3.2. K04 aHaTOMO-TepaneBTUYECKO-XMMUNYECKOW KacCugmKaLmm 1ekapCcTBEHHOro npenapaTa;

3.3. npepsiaraemble K BKIOYEHUIO IeKapCTBEHHbIe (POPMbI 3apernCTpUpPOBAHHOMO NEKAPCTBEHHOMO
npenapata (He06X0AMMO NEPEYNCNTL);

3.4. nHopmMaLMo 0 BOCNPOM3BELAEHHbIX 1K 61noaHanorosbix (6MonofobHbIX) NeKapCTBEHHbLIX NpenapaTax
(Npw Hann4mm);

3.5. MH(OPMALLMIO 0 SIeKapCTBEHHbIX NpenapaTax, BKAOYEHHbIX B MepevyeHb XXU3HEHHO HeobXoANMbIX U
Ba)XKHEWNLLMX IeKapCTBEHHbIX NPenapaToB U (MK) NepeyveHb LOPOroCTOSALWMX IeKapCTBEHHbIX NpenapaTos
N MMEILLUX aHaNOrMYHble NpeffiaraeMbiM K BKAIOYEHMWIO IEKapCTBEHHbLIM NpenapaTaM NokasaHmnsa K
NPYMEHEHNIO, @ TaKXXe MPUMEHSIOLLNXCSA B @HANOMMYHbIX KINHUYECKMX CUTYaLmMaX, C Y4eTOM KIANHNYECKMX
pekoMeHgaLni.

4. Pe3ynbTaThbl OLLEHKN 3KOHOMUYECKUX NOCNeACTBMIA NPUMEHEHUS IeKapCTBEHHOr 0 npenapaTa:

4.1. pacyeT CTOMMOCTU Kypca (roga) nevyeHuns npegnaraeMbiM JleKapCTBEHHbIM NpenapaToM Nno CPaBHEHUIO
C TepaneBTUYECKUN aHANIOMMYHbIMU NEKAPCTBEHHbIMU NpenapaTamu, 0bnagaowmMm 4oKa3aHHbIMK
KJMHUYECKUMU, U (M) KITMHUKO-3KOHOMUYECKUMI MPENMYLLECTBAMM, U (M) 0COBEHHOCTAMU MeXaHM3Ma
LEeNCTBUSA, BKOYEHHBIMY B MepeYeHb XU3HEHHO HEOOXOANMBIX 1 BaXKHENLLNX JIeKapCTBEHHbIX NpenapaTos
1 (Mnn) NepeyeHb LOPOroCTOAWMX JIEKaPCTBEHHbIX NPenapaToB U NMPUMEHSAOLWUMAUCS MO TEM Xe
noKa3saHWsaM, YTO U NpeanaraeMoliin 1eKapCTBEHHbIA NpenaparT:

HanmeHoBaHuWe rpynn

(ko4 aHaTOMO-TepaneBTMYECKO-XUMMYECKON KnaccudukaLum)iekapCcTBEHHOMO npenapaTa
MexXZyHapoHoe HenaTeHTOBaHHOE HAaVMEHOBaHWEe IeKapCTBEHHOro npenapaTallporHo3npyemas
YUCEHHOCTb

LeneBor Nonynauumn NauMeHToB, MMELOLLNX

nokasaHus

K Ha3Ha4YeHWI0 NeKapCTBEHHOro0 npenapaTaEanHmnua nimepeHnaKonn4ecTso eguHuL, n3mepeHuns
NeKapCTBEHHOro Npenapara

cornacHo

NHCTPYKLMN

no MeanLUMHCKOMY NPUMEHEHWNIO

Ha OJHOro nauueHTa B roglleHa 3a eauHNLY nsmepeHus (6e3 yveta Hasora

Ha fob6aBneHHy CTOMMOCTL)CTOMMOCTb Tepanuu 04HOM0 NaLMeHTa CorlacHO UHCTPYKLIK

no MeanUNHCKOMY NPUMEHEHWNIO

B roa

(pybnei)

6e3 yyeTa Hanora Ha 4O6aBNEHHYIO CTOMMOCTb

Mpepnaraemelll NekapCTBEHHbIV NpenapaT

(pacyeT 3asBuTENA)

Mpennaraemsblii NeKapCTBEHHBI NpenapaT
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(pacyeT LleHTpa 3kcnepTu3bl)

TepaneBTUYECKM aHaNOrMYHbIe NEKAPCTBEHHbIE NpenapaTsl, 0bnagatowme JoKa3aHHbIMU KINHUYECKMM, 1
(MNIM) KTMHNKO-3KOHOMMYECKUMI NpenmmyLecTBamMm, n (nam) ocobeHHOCTAMN MexaHM3Ma AeNCTBMA

4.2. pe3ynbTaThbl KIMHNKO-3KOHOMNYECKON OLLEHKM 1 OLLEHKM BIMSHMA Ha BroaxeThbl 6100)KETHOM CMCTEMBI
Poccuinckon ®epepaummn (ganee - 6100XeT) NeKapCTBEHHOro NpenapaTa Nno Kak4oMy NokKasaHuto C
yKa3zaHnem koga MexxgyHapoAHou CTaTUCTMYECKON Knaccudukaunm bonesHen n npobnem, cBA3aHHbIX CO
340pOBbeM, paclngpoBKa:

K/IMHMKO-3KOHOMMYEeCKOoe nccnegoBaHmne

(aHann3 BAnAHUA Ha 6roaxeT)

Pe3ynbTaT oUeHKH

OueHka (bannos)

KNUHWKO-3KOHOMMYECKOe ncciiefoBaHmne

AHanus BAnaHNA Ha BrogxeT

ViToroeas oueHka Mo pe3ynbTaTaM OLEHKHU

3KOHOMUYECKMX NOCNIeACTBUIN NPUMEHEHNS

NleKapCTBEHHOro npenapaTta no nokKasaHuto

5. Pe3ynbTaThbl N3y4eHuns OONOJIHUTENIbHbLIX NOCAeACTBMUIA NPUMEHEHNS IeKapCTBEHHOr 0 npenapaTa
BKJIIOYaIOT B cebs:

5.1. cBefieHNs 0 rocyapcTBEHHON perncTpauum, 06 obpaleHun, 06bemMax rocyaapCTBEHHbIX 3aKyMOK
npeanaraeMoro N1eKapCTBEHHOMO NpenapaTa, a TakXXe NEKAPCTBEHHbIX NPEenapaToB, BKJIIOYEHHbIX B
nepeyvyeHb XXN3HEHHO HeobXO0AUMBIX 1 BaXXKHENLIMNX IeKapCTBEHHbIX MpenapaToB 1 (1an) nepeyeHb
L0POrOCTOALLNX NIEKAPCTBEHHBIX MPENapaToB N UMEIOLLMX aHANorMYHbIE MPeaNaraeMblM K BKIOYEHNIO
NeKapCTBEHHbIM NpenapaTaM noka3aHusa K NPUMEHEHUNIO, @ TakXXe NPUMEHSIOLLMXCA B @aHa0r NYHbIX
KJUHUYECKUX CUTYaLUMaX, C Y4ETOM KINMHUYECKUX PEKOMEHAALNIA:

MexXAyHapoHoe HenaTeHTOBaHHOE HaMeHoBaHMeJlekapCcTBeHHaa hopMaHoMep perncTpaLoHHOro
yO0CTOBEpEeHUS

(B cnyvae Hann4ms

OLHOr0 perncTpaLroHHOro yA0CTOBEPEHUS) UM KOJIMYECTBO PerncTpaLMoHHbIX YA0CTOBEPEHUI (B CyyYae
HaNNYNSA HECKOJIBKUX PErncTpaLmoHHbIX yaocToBepeHnin)CpoK AeNCTBUS perncTpaLmoHHOro
ypocToBepeHnsaObpalueHne (ynakoBku)

3a nepmoj He MeHee 0AHOro

KaneH[apHOro rofa, NpeaLlecTByoWero nogaye npeasoXKeHuns, NoCTyNMBLLErO B COOTBETCTBUN C NMYHKTOM
13MpaBun hopMUpoBaHNA NepevyHen NeKapCTBEHHbIX MpenapaToB 4159 MeAULNHCKOrO MPYMEHEHNS 1
MWHMMAJIbHOr0 aCCOPTUMEHTA JIEKAPCTBEHHbIX MpenapaToB, HEOBX0ANMbIX

LANS 0OKa3aHUs MeAULMHCKON NOMOLLY, YTBEPXKAEHHbIX MOCTaHoBAeHMeM MpaBuTeNnbLCTBa POCCMICKOW
depepauyunmn

oT 28 aBrycTa 2014 r. Ne 871 "06 yTBepxxaeHum MNpasun (OpMMPOBaHUS NepeYHer NeKapCTBEHHbIX
npenapaTos 419 MeAULUHCKOrO NPUMEHeHNS

1N MWHUMaNbHOrO aCCOPTMMEHTA NEKAPCTBEHHLIX NPenapaToB, HEOOXOAMMBIX AN OKa3aHUS MeAUNLIMHCKON
noMotumn"

Ob6beMbIroCyAapCTBEHHbIX 3aKYMOK

3a NpeALecTBYOWNA KaneHaapHbIA rog

ynakoBokpybnen

5.2. pe3ysibTaTbl 3KCNEPTU3bl MPOYMX JaHHBIX MO EKAPCTBEHHOMY MpenapaTy Mo ceaytoLlen hopme:
KpuTepmm oLieHKN
OueHka (bannos)
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Heobxo0aMMOCTb MPMMEHEHNS NIeKapPCTBEHHOI O NpenapaTa

ANS QNarHOCTUKK, NPOUNaKTUKK, NedeHns unn peabmunmtaumm npu okasaHum MequuMHCKON NOMOLLM B
cnyyae 3aboneBaHnin 1 COCTOAHMI, Npeobnagdatowmx B CTPYKType 3ab0s1eBaeMOCTN 1 CMEPTHOCTM rpaXkaaH
Poccuinckon ®epepalin, Ha OCHOBAHUMN AaHHbIX FOCY1apCTBEHHOIO CTAaTUCTMYECKOro HabntoaeHNs
Hanun4une 3aperncTpmpoBaHHbIX B Poccuinckon depepauni BOCNPOU3BEAEHHbIX AKX BMOaHaor0BbIX
(61Monom06HbIX) NEKAPCTBEHHbLIX NPEnapaToB

Hanun4yne nekapCTBEHHOro NpenapaTta B NepeyHe CTpaTernyeckn 3Ha4nMbIX IEKapCTBEHHbIX CPEeACTB,
NPOM3BOACTBO KOTOPbIX A0/KHO BbITh 06ecnevyeHo Ha TeppuTopum Poccunckon Gegepauun

Hannyne nekapCTBEHHOr0 NpenapaTa B NepeyHsxX JIeKapCTBEHHbIX NpenapaTos, GUHAHCUPYEMbIX 3a CcYeT
cpencTs blogxeToB cybbekToB Poccuinckon ®egepaumm

Hann4yne nponsBoacTBa (10KaaM3aUNs) NEKAPCTBEHHOrO NpenapaTa Ha TeppuTopun Poccminckon
depepauun

/IToroBas oueHKa MpoYnX AaHHbIX

5.3. cBefeHnsa 0 pekoMeHAaLMAX MHOCTPAHHbIX areHTCTB MO OLEHKE MeANLMHCKNX TEXHOOT A 0
uenecoobpa3HOCTU roCyAapCTBEHHOMO (OMHAHCMPOBAHMSA B MHOCTPAHHOM roCcyAapcTBe NpeasiaraeMoro
NeKapCTBEHHOro NpenapaTa no cneaytouen popme:

Moka3aHue

K NPUMeHeHNIOPEKOMEHAALMN MHOCTPAHHBIX areHTCTB

Mo OLleHKe MeLULIMHCKUX TEXHONOr Ui

6. CBefeHnsa ons NOAroTOBKM NPEAJIOKEHNA MO KOPPEKLMM HAMMEHOBAHUIN IeKapCTBEHHbIX MpenapaToB u
HaVMeHOBaHWI IeKapCTBEHHbIX (POPM NEeKapPCTBEHHbIX NpenapaToB B COOTBETCTBUAN C FOCYAAaPCTBEHHbIM
peecTpoM IeKapCTBEHHbIX CPEACTB Mo cieayowen hopme:

MexayHapoaHoe HenaTeHTOBAaHHOE HauMeHoBaHmeJlekapcTBeHHasa hopMaOTevYeCTBEHHbIN NN
WHOCTpPaHHbIAN nponssoauTensCeefeHns N5 NoArOTOBKM NPenNoXeHNn No KOppeKL MM HauMeHoBaHWI
JIeKapCTBEHHbIX NPenapaToB Y HAMMEHOBaHWI NEKAPCTBEHHbIX (hOPM JIeKapCTBEHHbIX MpenapaToB

7. UTorosasi CyMMa OLLEHKW MPenoXeHNsa 1 BbIBOAbI SKCMEPTHOW KOMUCCUN O peKOMeHZauumn nam ob
0TKa3e B PEKOMeHaL MM K BK/IOYEHWIO IEKapPCTBEHHOO NpernapaTta B NepeyvyHmn NeKapCTBEHHbIX
npenapaToB (PeKOMEHI0BaHbl MOTYT ObITb TOMILKO JIeKapPCTBEHHbIE NpenapaThl, HabpaBLIKe No LWKane
OUEHKN 3KOHOMUYECKUX I'IOCJ'Ie)J,CTBI/II7I NPUMeHeEHNA NIeKapCTBEHHOI O NpenapaTa HeE MeHee 6 6annos (JJ,J'Iﬂ
op¢haHHOro0 NeKapCTBEHHOrO NpenapaTa - He MeHee 2 6annos.):

Moanucy n pacwndpoBKa NOANMNCEN COTPYAHNKOB LIeHTpa 3KCnepTu3bl, OCYLLECTBASIOLLMAX OLLEHKY:

(h.n.0. cOTpyAHMKa LleHTpa aKcnepTu3sbl, NOAMMUCH)

(pykoBogmuTens LleHTpa akcnepTusbl, §.1.0., NOANUCH)

[aTa

(donosHeHne npusioXeHneM - MNocTaHoBeHme MNpaBuTenscTBa Poccninckon Pegepaumm ot 25.07.2024 Ne
1009)

MPUNOXKEHWE Ne 9

K MpaBunam opMMUpoOBaHNS NepevyHen IeKapCTBEHHbIX NpenapaToB Aad MeaULMHCKOro NPUMEHeHUs n
MWHNMaJIbHOr0 aCCOPTUMEHTA JIEKapCTBEHHbIX NPenapaToB, HEOOXO0AMMbIX O OKa3aHNS
MeOULMHCKON NOMOLLN

(popma)
Hay4Ho 060CHOBaHHaA PeKOMeHAaLMs 0 BKYeHUN (06 CKIIOYEHUN, OTKa3e BO BKJOYEHWN)
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JIeKapCTBEHHOI O NpenapaTta B NepPeYHn JIEKapCTBEHHbIX NpenapaToB A/ MeANLNHCKOr0o MPUMEHEHUS 1
MUHUMasbHbIA aCCOPTUMEHT NIEKAPCTBEHHbIX NpenapaToB, HE06X0ANMbIX A1 OKa3aHUs MeANLIMHCKOW
rMomoLLun*

1. HaumeHoBaHWe NeKapCcTBEHHOr0 NpenapaTa (MeXAyHapoaHoe HerMmaTeHTOBAHHOE, rPYMNMMPOBOYHOE MK
XMMU4yeckoe)

2. Mpennaraemble K BKIIOYEHWUIO IeKapCTBEHHbIE (POPMbI 3apPErnCTPUPOBAHHOMO IEKAPCTBEHHOMO
npenapaTta C y4eTOM 3KBUBAJIEHTHbIX (hOPM, MPeayCMOTPEHHbIX NepeYHEM HaMEHOBAHNN NEKAPCTBEHHbIX

(hopM NneKapCcTBEHHbIX MpenapaToB A8 MeANLMHCKOrO NPUMEHEHUS, YTBEPXKAEHHBIM MUHNCTEPCTBOM
3[paBooxpaHeHus Poccuiickon denepaunin, C yKasaHNeM OCHOBHOIMO 3/1EMEHTA UM AOMOAHUTENBHOMO
3/1eMeHTa NEKAPCTBEHHbIX (hOPM, B TOM 4mcse npy HeobxoanmMoCTy Tuna BeICBOOOXXAEHNS AENCTBYIOLLEr0
BELLLeCTBa, MPW 3TOM BMECTO JIeKapCTBEHHbIX (hOPM [0MycKaeTcsa yka3aHue cnocoba n (nm) nyTtu
BBE[lEHMS JIEKAPCTBEHHOr0 NpenapaTa (NepevyncamnTb) . (MyHKT B
penakuum MoctaHoBneHus MpasuTenscTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)

3. HacToawmin LOKyMeHT KacaeTcs MaTepunasios, NpeacTaB/ieHHbIX:

3.1. 0ns BKAOYEHUS NeKapCTBEHHOrO npenapaTa:

3.1.1. B nepeyeHb XKN3HEHHO HEODXOAUMBIX N Ba)KHENLLINX NIEKAPCTBEHHbIX MpenapaToB A1 MeAULUHCKOro
npuMeHeHus (ganee - nepeyeHb XXU3ZHEHHO HEODBXOAMMbIX N BaXXHENLLUX TIEKAapPCTBEHHbIX NpenapaToBs);
3.1.2. B nepeyeHb NeKapPCTBEHHbIX NPEenapaToB, NpeaHa3HayYeHHbIX 4518 obecneyeHns nuu, 6onbHbIX
remounanen, MyKoBuCLMA030M, rMnou3apHbiM HaH3MoM, 6onesHbio FoLle, 3/10KaYeCTBEHHbLIMU

HOBOODOpPa30BaHNAMM NMMEBONLHON, KPOBETBOPHOWN 1 POACTBEHHbLIX UM TKaHEW, pacCesHHbIM CK1IEPO30M,
reMoINTUKO-ypeMUYECKUM CUHAPOMOM, IOHOLLECKUM apTPUTOM C CUCTEMHbBIM Ha4YasioM,
Mykononucaxapuaosom |, Il n VI Tunos, annacTu4yeckon aHeMmnen HeyTOYHEHHOW, HacneACTBEHHbIM
neduumtom dakTopos Il (hnbpuHorena), VIl (nabunsHoro), X (CtioapTa-lNpayapa), nvu nocne
TpaHCNAaHTaLUKM OpraHoB 1 (MNK) TKaHewn (fanee - nepeyeHb 4OPOroCTOSALLMNX NEKAPCTBEHHbIX
npenapaTos);

3.1.3. B MMHMManbHbI aCCOPTUMEHT JIEKAPCTBEHHbIX MpenapaToB, HEOOXOAMMbIX AN OKa3aHUS
MeONLUHCKON NOMOLLN (fanee - MUHUMabHbI aCCOPTUMEHT);

3.2. ONa UCKJIIDYEHMS JIeKapCTBEHHOrO NpenaparTa:

3.2.1. 13 NepeyHs XN3HEHHO HEOBXOANMbIX N BaXKHENLLNX NeKapCTBEHHbIX NpenapaTos.;

3.2.2. N3 nepeyHs 4OPOroCTOAWMX IEKAPCTBEHHbIX NMpenapaTos;

3.2.3. U3 MUHMMaNbHOr0 aCCOPTUMEHTA.

(MyHKT B pefakuum MNocTaHoBneHUs MNpasuTenscTBa Poccuiickon ®epepaumm ot 25.07.2024 No 1009)
4. 3aaBJIeHHbIE NOKa3aHWA 4158 NPUMEHEHNA eKapCTBEHHOro NpenapaTa (nepevynciunTb).

5. CBefeHuns 0 LeneBou rpynne NauneHToB, HYXXAAOLWNXCA B LaHHOM JleKkapCTBEHHOM npenaparTe,
OTAENbHO MO KaXXA0MY NMOKa3aHMWIo, YKa3aHHOMY B MHCTPYKLUUW MO MEAULMHCKOMY MPUMEHEHUIO
JleKapCTBEHHOr0 npenaparTa:

5.1. cBefeHns 0 NeKapCTBEHHbIX NpenapaTax, KOTOopble MOoJyYatoT NauneHThl, C yKa3aHneM Koam4yecTBa
nauneHTOB, NONYyYatoLWmUX Tepanuio;

5.2. Kon4ecTBO NauneHToB B Poccminckonm ®epepaunm, HY>X AaOLWMXCS B Tepanumn npegiaraemoro K
BKJILOYEHWIO B NMEPEYEHb XXN3HEHHO HEOBXOAMMbIX N BaXKHENLIMX JIEKAPCTBEHHbIX MPenapaToB 1 (1au)
nepeyvyeHb AOPOroCTOALLMX JIeKapCTBEHHbIX NpenapaToB NEKapCTBEHHOr0 npenapaTa, C yKa3aHueMm
JIeKapCTBEHHbIX NPenapaToB, C KOTOpbIX byAyT nepesefeHbl Ha NpeaiaraeMblil K BKAIOYEHNIO
JIEKApCTBEHHbIV NpenapaT, B TOM YUC/1e He NOJIyYaloLWmnX B HAaCcTosLLIee BpeMS Tepanuto (B ciayyae ecnu
JIeKapCTBEHHbIV MpenapaT Ha3Ha4YaeTCa Ha BTOPOMN, TPETbEN U NPOYUX NUHUAX, HeoBX0AUMO yKa3aTb
KOJINYECTBO MNALUMEHTOB Ha KaXX40W U3 IMHUIA Tepanun);

5.3. uH(opmaLmsa 0 NepeBofe NaLMEHTOB C TeKyLLen Tepanum (YKasbiBaeTCs Neproa, 3a KOTOpPbIN
naumeHTbl ByayT nepeBeAeHbl C CYLWECTBYIOLLEN Tepanun Ha IEKAPCTBEHHLIN NpenapaT, npeajaraemblii K
BKJIIOYEHWIO B MEpPeYeHb XMN3HEHHO HEOOX0ANMbIX U BaXKHENLLMX IEKAapPCTBEHHbIX NPenapaToB U (1n)

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp. 56 13 58



nepeyeHb JOPOroCTOAWMX NEKAapCTBEHHbIX NpenapaTos);

5.4. cpefiHee KONNYeCTBO YNaKOBOK IEKaPCTBEHHOr0 NpenapaTta, HeobxoAMMoro Ans 0LHOr0 NaLneHTa B
rod (C ykasaHmeMm fieKkapCTBEHHON (POPMbI 1 LO3MPOBKN).

(MyHKT B penakumum MNoctaHoBneHus MpasuTenscTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)

6. TepaneBTUYECKN aHANIOrMYHbIE JIeKapCTBEHHbIE NpenapaThl, obnajatoLwme LoKka3aHHbIMU
KIVHWUYECKUMU, 1 (MAN) KIMHUKO-3KOHOMUYECKUMIN MPpenMyLLecTBamMu, n (nam) ocoOBeHHOCTAMU MeXaHU3Ma
LencTBus (fanee - TepaneBTUYECKN aHANIOrMYHbIN JIeKapCTBEHHbIM NpenapaT), BKAOYEHHbIE B NepeyeHb
XKWU3HEHHO HEOBXOAMMBIX U BaXXKHEMLLNX NeKapCTBEHHbIX NpenapaTos, NepeyeHb LOPOroCToAWMNX
JIeKapCTBEHHbIX NPernapaTos (faiee - NepeyHu), B paMKax NnokasaHUm K NpMMeHeHnIo B COOTBETCTBUM C
WHCTPYKLMERN N0 MeANLMHCKOMY NMPUMEHEHWIO IeKapCTBEHHOr 0 npenapaTa, CTaH4apTOB MeAULUHCKOW
NMOMOLUM U KJIMHUYECKNX PEKOMeHOaLunn.

7. KpaTkas CpaBHUTENbHAs XapaKTepucTuka ah®ekTMBHOCTA 1 6€@30MacHOCTY NEKAPCTBEHHOrO
npenapaTa, 0COBEHHOCTN KANMHWYECKOTrO NPMMEHEHNS JIeKapCTBEHHOM 0 NpenapaTa, a Takxe
NpeuMyLLecTBa B CPAaBHEHNM C TepaneBTUYECKN aHaNOrMYHbIMY NEKAPCTBEHHLIMKU NpenapaTamu
(KNMMHMYeckne rpynnbl NaLMeHTOoB, BKOYas BO3pacTHble 0cobeHHOCTM 1 npodunb 6esonacHoCT 1 ap.) €
yKa3aH/WEeM UTOr0BOWM OLIEHKM MO pe3yJibTaTaM KOMMJIEKCHOM oLeHKK (bannos) (B cnyyae ecnu
TepaneBTUYeCKN aHaNorMYHbIX 1IeKapCTBEHHbIX NpenapaToB HECKOJIbKO, CPaBHEHMe Npon3BOAUTCS C
KaXXAbIM 13 TaKMX JIeKapCTBEHHbIX MpenapaTos).

8. KpaTKkoe KJIMHMKO-3KOHOMMYECKOe CpaBHeHMe npeaiaraemMoro JlekapCTBeHHOro npenapaTa ¢ aHasoramu
(CTOMMOCTb IeKapCTBEHHOO NpenapaTa U Kypca Jie4yeHns no 3asaBiaeHHbIM NoKa3aHuaM, CpaBHeHne 3aTpaT
CUCTEMbI 34PaBOOXPAHEHUSA 1 Ap.) C YKa3aHMeM NTOrOBOW OLLeHKW MO pe3ynbTaTaM KOMMIEeKCHON OLLeHKN
(6bannos).

9. Pe3ynbTaThl METOA0/IOMMYECKOr0 Ka4yeCTBa KINHUKO-3KOHOMUYECKUX UCCNIeA0BaHUN 1 NCCNefoBaHNii C
MCNOb30BaHNEM aHaNN3a BANAHNS Ha BofxeTbl BloaXeTHON cuctemsl Poccuinckon ®epepavmm ¢
YyKa3aHWEM MTOroBOM OLLEHKK MO pe3ybTaTaM KOMMJIEKCHON OLEHKN (BbICOKOE, CPeIHEE NN HU3KOE), a
TakXXe pe3ysibTaTbl OLEHKN AOMNOAHUTEbHbLIX NOCNEACTBMI NO NEKAPCTBEHHOMY npenapaTy (6annos).

10. Uenecoobpa3HOCTb BKJIIOYEHNS IeKapCTBEHHOMO NpenapaTa B Nepe4yHn U MUHUMasbHbIA aCCOPTUMEHT
(B CBSI3U C HAIMYMNEM B KJIMHUYECKUX PEKOMEHALMAX N CTaHAAPTaX MeANLMHCKON NOMOLLM MO
COOTBETCTBYIOLLMM NOKa3aHUAM) MO creaytoLlen gopme:

KpuTepun oueHknPesynbTaT oueHkulllkana oueHkmn (6annos)

Hanu4yune nnn uenecoobpasHoCTb BKIIOYEHNS

NleKapCTBEHHOro NpenapaTta B KJMHUYeCKMe peKoMeHAaunm nam CTaHaapThl OKa3aHusa MeULUHCKOM
NoOMOLLN

[la, BKJOYeH/ HeT, BKJloYeHne LenecoobpasHo+3

HeT0

(MyHKT B pefakuumm MNocTaHoBneHUs MNpaBuTenscTBa Poccuiickon ®epepaumm ot 25.07.2024 No 1009)

11. 3ameyaHns rnaBHOro BHEWTATHOro crneunaamcta MMHUCTepCTBa 34paBooXpaHeHns Poccuinckom
depepaumm K pesynbTaTaM KOMMIEKCHON OLEHKN B YaCTW CPABHUTENLHOW KIMHNYECKON 3PHEKTUBHOCTHY 1
6e30nMacHOCTY IeKapCTBEHHOMO NpenapaTa (Mpu Hanu4um).

12. AToroBble 6annbl C y4eTOM pe3ysibTaTOB KOMMIEKCHOW OLEHKU 1 B COOTBETCTBMM C MyHKTamMn 10 n 11
HaCTOALLero OKYMeHTa.

13. KpaTkuii BbIBOA O Lies1ecoobpa3HOCTY BKIIOHYEHUS (MCKI0YEHNA) IekapCTBEHHOr0 NpenapaTa B
nepeyHn 1 MUHUMASbHBIA aCCOPTUMEHT, YKa3aHHbIe B MYHKTE 3 HACTOALWEro AOKYMeHTa (C y4eToM
Hann4ns TepaneBTUYECKN aHa0rMYHbIX NEKAaPCTBEHHbLIX NpenapaTos).

14, MpepnoXKeHns No UCKIOYEHNIO NeKapCTBEHHbLIX MPenapaToB U3 NepeyHen N MUHUManbHOro
aCCoOpTMMEHTa B CJlyYae, ec/i CTOMMOCTb NpefsiaraeMoro K pacCMOTPEHUIO IeKapCTBEHHOr O npenapaTa
HVXKe CTOMMOCTU TepaneBTUYeCKN aHaJIorMYHOro NeKapcTBEHHOr 0 NpenapaTa 3a Kypc Tepanuu,
BKJILOYEHHOr0 B NepeYHu, Npu BKIKYEHUN aflbTEPHATUBHbIX IEKAPCTBEHHbIX NpenapaTos, ob6najanowmnx
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L0Ka3aHHbIMU KJIMHNYECKUMU, U (UAN) KIMHUKO-9KOHOMUYECKMMMN NpenMyLLecTBaMu, 1 (nnwm)
0COBEeHHOCTAMU MexaHn3Ma AencTBus, 1 (nam) 6onbien 6e30MacHOCTLIO NPY ANArHOCTUKE,
npogunakTuke, nevyeHun nam peabunmtaumm 3abonesaHnii, CMIHAPOMOB U COCTOSAHUN, @ TaKXe B Cayyae,
€CJIN BKJIOYEHHbI B MepeYHN NEKAPCTBEHHLIN NpenapaTt He NPYMEHAETCS B CYLLECTBYIOLLMX CXEMaX
Tepanuu (nepevyncanTb) C y4eTOM UHGOPMaLUK, NpeacTaBeHHON B NYHKTax 5 - 7 HaCTOALWEro JOKyMeHTa,
1 MPOrHO3MpoBaHNa obecnevyeHHOCTM NaLMEeHTOB JIEKaPCTBEHHbIMY NpenapaTaMmt*,

15. laHHble 06 YHMKaNIbHOCTU SIeKapCTBEHHOr0 NpenapaTa (3anofHAeTCa B Clyvyae OTCyTCTBUS
TepaneBTUYeCKM aHaNorMYHbIX IEKapCTBEHHbIX NpenapaToB (MpenapaTos cpaBHeHUs). (ononHeHne
NYyHKTOM - MNocTaHoBsieHue MpaBuTenbcTBa Poccunckon ®epepaumm ot 25.07.2024 Ne 1009)

NoAMUCh 1 pacliMgpoBKa NOAMNUCK

parta

* PekoMeHAaLUN OPMUPYIOTCS C YYETOM 3aK/OYEHNA MO pe3ybTaTaM aHaanM3a METOA0/10rMYeCcKoro
KayecTBa KANHNKO-IKOHOMUYECKNX UCCAef0BaHNI U aHaM3a NH(OPMaLMM O CPaBHUTENbHON KITMHNYECKON
3(pHeKTMBHOCTN 1 6€30MaCHOCTU IEKAPCTBEHHOIO NpenapaTta, OLEHKN 3KOHOMUYECKMX NOC/IeACTBUIN ero
NPUMEHEHUS, N3yYeHNs AONOSIHUTESbHbLIX MOCAeACTBUA MPMMEHEHNA IeKapPCTBEHHOrO NpenapaTa,
npuBeaeHHbIX B npusioxeHnsax Ne 7 - 8! k MNMpasuiam popMUpoBaHMS NepeyHen NeKapCTBEHHbIX
npenapaToB Aas MEANLMHCKOrO NMPUMEHEHUS N MUHUMaNIbHOrO aCCOPTMMEHTA JIeKaPCTBEHHbIX
npenapaToB, HEOOXOAUMBIX A5 OKa3aHUA MeANLMHCKON MOMOLLN, YTBEPXKAEHHbIM NOCTaHOBJIEHNEM
MpasuTtenscTBa Poccuinckon ®epepaumm ot 28 asrycta 2014 r. Ne 871 "O6 yTBepxaeHun Mpasun
(hopMMpOoBaHNS NepeyHein NeKapCTBEHHbIX NPenapaToB A8 MeANLMHCKOrO NPUMEHEHUS N MUHUMAIbHOMO
aCCOPTMMEHTa NEKAPCTBEHHbIX MPenapaToB, HEOBXOAUMbIX A5 OKa3aHMA MeAULUHCKON noMoLun".

** MognexunTt 0653aTeNlbHOMY 3aMoJIHEHMIO NPWU PACCMOTPEHNN MPEAJIOKEHNS O BKJIIOYEHNMN B MEPEYHN
a/lbTEPHATUBHLIX IEKAPCTBEHHLIX NPenapaToB, 061afaloWnX AOKa3aHHbIMW KJIIMHUYECKUMU, 1 (1K)
KJINHNKO-3KOHOMMNYECKUMW NpemMyLLecTBamMm, u (1im) oCobeHHOCTAMN MexaHm3Ma OeNCTBuUS, 1 (Mnan)
6osbLie 6e30MacHOCTbIO NPU AMArHOCTUKE, NPOUNIAKTIKeE, NevYeHun nnu peabunutaumm 3abonesaHuni,
CMHIPOMOB U COCTOSIHWUIA, MO CPAaBHEHWIO C IEKAPCTBEHHbLIMYW NMpenapaTaMi, BKJIOYEHHbLIMMW B MEPEYHU, B
TOM YuCAe C YH4EeTOM CYLLECTBYIOLNX CXEM NEKAPCTBEHHOW Tepanun, OTPaXKEHHbIX B aKTyaJbHbIX
CTaHfapTax OKa3aHWa MeAULUHCKON NOMOLLN U KIMHUYECKUX peKoMeHaaumax. (JonoaHeHne CHOCKON -
MocTaHoBseHUe MpaBuTenbcTBa Poccuinckon ®epepaumm ot 25.07.2024 Ne 1009)

(donosHeHne npusioXeHneM - MNocTaHoBeHMe MNpaBnTenbCTBa Poccninckon Pepepaumm ot 29.10.2018 Ne
1283)
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