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MuH3pgpaBa Poccum PerJlek

BO3MOXXHOCTU YCKOPEHUA
PerncTpaumnm npenapaTtoB B paMKax
npasun EADC — ycTaHoBAeHUe
NOCTPEerncTpauMoOHHbIX Mep

[opAayes [1.B.



[MpUHUMNMaNbHbIE NYTU YCKOPEHMUS
perncTpaumnm y perynatopos

FDA - Priority Review
EMA - Accelerated

J cpok
aKcnepTusbl Assessment
EAISC - «ycKOpeHHan
3KCcnepTUsa»

FDA - Accelerated Approval/Fast track
EMA - Conditional marketing authorization
n Exceptional circumstances

EAJC - «ycnosHasa perucrtpauma»,
CUCKAOUUTENbHbIE 06CcTOATENbCTBAY

Bbibop FDA - Breakthrough Therapy
PaLMOHaNbHOIO EMA - PRIME

nyTW pa3paboTku EAJC — noaaepKa
rocypapcrea uepes
YNO/IHOMOYEHHbIE CTPYKTYpbl



3a4yem perncTpupoBaTb A0 NOAYyYEeHUA
NOJIHbIX AaHHbIX? [loBoAbl «3A»

* [loaBneHne HOBOro sPpPeKTUBHOro npenapara
no3BonunT cbepeyb KU3HU Ha roabl paHbLue!

* Y KIMHNYECKMX CNELMAIUCTOB NOSABUTCA HOBAsA
cTpaTerusa sbibopa!

* 3aTpaTbl Ha NpenapaTt oKynATcA paHbLue!

* CHM3NTCA PUCK NpeKpaLLeHnAa pa3paboTKku
sppeKTnBHoOro npenaparal



Kakne pUcKku permctpaumm no HernosiHbImM
AaHHbIM? [losoabl «[MTPOTUB»

* KnnHunuyeckoe npmmeHeHmne HeaddeKTUBHOTO npenapara

* KAnHu4Yeckoe npMmeHeHmne npenapaTa C pa3BuTMem
4acTbIX cepbe3HbiXx NOO6OYHbIX 3 PeKTOB

* CmelwleHne KANMHUYECKMX CTpaTETNIN B CTOPOHY Tepanunm
HeadpdeKkTMBHOro/HebesonacHoro npenapaTa

* [lpn Hana*kKMBaHUN NPON3BOACTBEHHbIX TIMHUIN PE3KOE
npekpaLlleHne A0MNyCKa Ha pbIHOK Hebe3onacHoro
npenapaTa rpo3nT cepbe3HbiMMU MaTePUabHbIMU U
penyTauMoHHbIMK YObITKaMM.



Rakue pUCKU pernctpaumm no
HEeNMnoOMHbIM AAHHbIM?

dakT: oT 2 dpa3bl A0 0406peHnA NpUMeHEeHUA HA OCHOBaHUM NONHbIX AaHHbIX
AoXoauT meHee 1/5 npenapaToB No NpUYMHE HEraTUBHOrO COOTHOLIEHMUA

nonb3a/puUck
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[lpoTOTKUN perncTpaumm c NoCTperncTpaLMoHHbIMU d
Mepamu No HenoJIHbIM gaHHbIM B EMA

Approvals of drugs with uncertain benefit-risk profiles in Europe @Cmm

journal hamepage: www.elsevier.com/locate/ejim

Rita Banzi *, Chiara Gerardi, Vittorio Bertele', Silvio Garattini

Mario Negr, Va La Masa 19, 20155 Milan, inly

Box 2
EMA procedures to grant marketing authorisations when data are incomplete.

@Epﬁnnal circumstanceas Qandiﬁnnal approval

Defined by EC regulation 726/2004 Article 14(8) [7] EC regulation 726/2004 Artigle 14(7) [ 7]

Since 1995 2006

Relevant guidance Guideline on procedures for the granting of a marketing EC regulation 507 /2006 8]
authornsation under exceptional circumstances,
pursuant to Article 14{8)] of EC regulation

726/2004 (7] I
Ground for applicability Inability to provide comprehensive data on the efticacy To me =- patients and H
and satety under normal conditions in the interests o
Conditions ® Thea indications for which the product in guestion ® Treatment, prevantion or madical diagnosis
is intended are encountared so rarely that thae of sericusly debilitating or lite-threatening
applicant cannot reasonably be expected to diseases.
provide comprehensive evidenca. ®* Medicinal products to be used in emeargency
® |n the present state of scientific knowledges, situations in response to public haalth
comprehensive information cannot be provided. threats recogrnisad either by the Warld
® |t would be contrary to genarally accepted Health Orgamisation or by tha EL.
principles of medical ethics to collect such ® [hrphan medicinal products.
information.
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[lpoueaypbl ycKopeHna B FDA

BbicTpbIX NYTb Mpu3sHaHue YcKopeHHoOe pa3pelueHue

NPOpPbIBHOM Tepanuun

(Fast-Track)
(Breakthrough Therapy)

(Accelerated Approval)

MpuopurtetHoe
paccmoTpeHue

(Priority Review)

WO ZUIGITER T E JIN Ana ieveHunn cepbesHbiX NN npepHa3HayeH ana nevyeHma N ana neyeHuns cepbesHbix 3abonesaHnit U obecneunsaer
COCTOAIHMNIA U fOKNNMHUYECKUE UIM  Cepbe3HbIX COCTOAHUI (3aboneBaHuit) U cyliecTBeHHOE NPEMMYLLECTBO HaA AOCTYNHOM Tepanueii U
KNMHUYeCcKne AaHHble npeaBapuTe/ibHble KNMHUYECKne AeMOoHCcTpupyeT 3 deKT No BANAHUIO Ha cypporaTHyto KT
AEMOHCTPUPYIOT NOTeHLMan AaHHble A8MOHCTPUPYIOT BO3MOXKHOCTb 060CHOBaHHO NpeAno/iaraoLLyio Hanuuue Tep. apdekra NN
yaosnetsopeHna HMMN UK 1N YAYYLEHUA NO KIMHUYECKN 3HaUMMbIM KT, KOTopas MoKeT 6bITb onpeaeneHa 0 MOMEHTA
KBanuduumupyetcsa ANa Ne4eHUs  KOHEYHbIM TOUKaM OTHOCUTENIbHO HacTynneHuA HeobpaTMMbIX UsmeHeHuit unm cmepty (HUC) n
UHPEKUMNOHHDbIX 3aboneBaHui AOCTYNHOM Tepanumn npeanonaraowyo Haanume BamaHna Ha HUC unm nHble KAKnH.
npeumyuiectsa (Hanpumep, npomexxkyTouHble KT)

KOrAa noaaerca C no,u,aqeﬁ A0Cbe Ha KIMHNn4YyecCKoe C no,qaqei/'l A0Cbe Ha KIMHNYecKoe CI'IOHCOp AOKeH 06Cy,CI,VITb BO3MOXXHOCTb YCKOpeHUA
n3yyeHme HOBOro an n3yyeHue HOBOrO NpenapaTta Uin nocne, paspeleHna B npouecce pa3pa60TKM, Hanpumep,

HO He No3JHee 3aBepLUeHUA BCTPeun ncnonb3oBaHWe 3aniaHnMpoBaHHbIX KT B KayecTBe OCHOBbI A1
nocne 2 ¢asbl KA. peLeHns n obeyKaeHUa NnoaTeepKAaoLWmX KA.
OcobeHHOCTU PaboTbl No yckopeHuto pa3paboTku AKTUBHOE PyKOBOACTBO MO pa3paboTtke, PaspelueHMe OCHOBLIBAETCA HA pe3y/ibTaTe OLEHKWU CypporaTHoOw
1 NOATOTOBKU pPerynapHbIx opraHu3auma, 0630pbl, UHblE AEUCTBUA  UAKU NPOMeEKYTOUYHOW KT, KoTopas 060CHOBaHO NPOrHosupyet

aHa/n3os Nno YCKOPEHUIO aHan3a KANHWUYECKUI OTBET.

1992

3anBKa (ocHoBHasn uaun gononHenue) /1N ana
NleYeHnA cepbe3HbIX COCTOAHUM, KOTopasa Npu
YA,0BNETBOPEHUMN 0b6ECNeYnT 3HaUUTENbHOE
yay4ywenue 6/3 UIWU noboe gononHeHue,
KoTOpoe obecneynT USMeHeEHNe MapKUPOBKMY,
CBA3AHHOW C NeAnaTpPUYECcKo Nporpammon
WNW Ha /TN gna nHo. 3a6onesaHnii B T.4.
TPOMUYECKUX UHPEKLMIA.

C nogayeri 3aABKM Ha 0406peHne nnm
BHECEHWE AOMNONHEHUN.

CoKpalLeHHbI/ CPOK OLEHKN NOAAHHOM 3a8BKU
(6 mecaues Bmecto 10 mecaues no
CTaHAAPTHOM npoueaype)



[Mpoueaypbl C yCTAaHOBAEHMEM NMOCTPETUCTPALMOHHBIX MEP
(«yckopenune», pasgen VIl MNpasun)

C yctaHoBneHuem AT (VIL.I) B ucknoumnTenbHbIX YcnoBHaA peructpauumsa YcKopeHHasn s3KcnepTUsa
cnyyasx (VILI) (ViL1m) (VILIV)

MpunoxkeHmne Ne25 MpunoxeHue N226 MpunoxkeHune No27

NonHoTa AaHHbIX

ANA BblBOAA O + -/+
COOTHOLIEHUM n/p
CobntoaeHue n. 36 + (3a UCKIOYEHMEM -/+
Mpasun (KN B OpdaHHbIX)
Cotose)
NHnupnatmBea - + (peweHne
3aaBuTeNnA JKcnepTHOro

KomuTeTa)




ITpmnoxense N 2

K IIpaBHIaM perHCTpallHH

H AKCIIEPTH3EI JeKAPCTBEHHEIX CPEICTB
711 MeIHITHHCKOT O IPHMeHeHHA

$OPMbIl 3AABNEHUA
O PETMCTPALIMKA, NMEPEPEM'MCTPALIMU NIEKAPCTBEHHOI'O MNMPEMNAPATA,
NMPUBEOEHUMN B COOTBETCTBUE C TPEBOBAHUAMW EBPASUNCKOIO
3KOHOMMWYECKOIO COKO3A N BHECEHWUU USMEHEHWW B
PETMCTPALMOHHOE
AOCBE NEKAPCTBEHHOI'O NMPEMAPATA

| | MEKAPCTBEHHLII [TPEITAPAT, [IOJABAEMBIIT

HA PETHCTPAIIIIO B COOTBETCTEIHII C PA3EJIOM VII ITPABILII
PETHICTPAITIH 11 SKCIIEPTH3EI JIEKAPCTBEHHBIX CPEIICTB
A7 MENHUITITHCKOIO ITPIIMEHEHITA

Ecan mexkapcTBeHHBIH OpenapaT IIoJaeTcd Ha PerHCTPAIIHIO B COOTBETCTBHH C pa3feloM
WVII TIpaBHT perHcTpallHH H 3SKCHOSPTH3Bl JIeKAPCTBeHHBIX CPeICTE I8 MeIHITHHCKOIO
IpHMeHEeHHA, YTEepKIeHHBIX Pemennem Coeeta EBpazHiicKoH 3KOHOMHYSeCKOH KOMHCCHH OT
3 mosbps 2016 r. N 78 (mamee - IlpaBmna) HeoOXOOHMO YyKazaTh THII OPOMIEeIyphI, B
COOTBETCTBHH ¢ KOTOPOH OH IMoJaeTcAd Ha PerHCTPAaITHED.

D pPETHCTPAaLTHA D VCIloBHAam D VCHOpeHHAaR D PerHCTpara
NIEKApCTEeH PETHCTRAITHA IKCIISPTIA JNeKapCTEeH
HOTO IIpernapaTta JeKapcTBeH NeKapcTBeH HOTO Opernapara
B HOTO Mpernapara HOTO TMpernapara c
MCKITFOMHTENS VCTAaHOBIEHHMEM

HEBEIX CIIYHadx OOIMOJIHIITEIIE
HEIX




Peructpauusa /1M c yctaHosnennem AT (VII.I)

MoryT ycTaHaBAMBaTbCA O4HO UM HECKO/IbKO U3 C/1IeayIoLWmMX A0N0THUTE/IbHbIX
TpeboBaHuiu:

*  BKJ/IDYEHWE B CUCTEMY YNPABAEHUA PUCKAMUM ONpeaeneHHbIX mep ansa obecnevyeHusn
6e3onacHoro npumeHenusa J1;

* MnpoBeAeHMe NOCTPErnCTPaLMOHHbIX nccnegoBaHmin 6esonacHoctum J1M1;
* YCTaHOBJIEHWE AONOJIHUTENbHbIX TpeboBaHMM K peructpaunm J1lN n nogave coobLEHNI
0 nogo3pesaemsbix HP;

* NpoBeAeHMe NOCTPErnNCTPaLMOHHbIX nccneaoBaHun appektTnsHoctm JIM, npu
HeobxoaMMOoCTU - UCCNeaoBaHUN Pa3IMYHbIX acnekToB addeKkTMBHOCTH JII, KOTOpbIE He
MOTYT ObITb NCCea0BaHbl A0 Havana peanndauunm Jll;

* Apyrue ycnoBusa Uan orpaHnUYeHmns B Luenax besonacHoro n sppeKTMBHOro NpUMeHeHMs
JIN B cooTBeTCTBUM C TpeboBaHUAMM [1paBmA HaaNeXaWEN NPAKTUKN dapMaKoHaA30pa
EASC.

YCTaHOB/IEHHbIe YCI0BMA U OFPaHNYEHMNA, @ TaKXKe CPOKU UX BbINOJIHEHWUA, YKA3bIBAOTCA B
PY, egnHom peectpe, B8 OXJII 1 B UHCTPYKLMUMN NO MeAULUHCKOMY MPUMEHEHUIO.
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[Tpnmep cnydaa c yctaHoBneHnem AT -
AONONHUTENbHbIN MOHUTOPUHT

PeweHue Coeema Espa3ulickoli aKoHomu4ecKol Komuccuu om 03.11.2016 N 87 "O6 ymeepxoeHuu
lMpasun Hadnexcaweli NPakmMuKu papmaKkoHao3opa Espa3ulickoeco aKoHoMuYecKoz20 cor3a”

13.3. Kputepuun BKAOYEHUNA IEKapPCTBEHHOrO rnpenapaTa B CNUCOK A0OMNONHUTENIbHOIO MOHUTOPUHTA

13.3.1. Ob6Aa3aTenbHble KPUTEPUN BKIOYEHMS.

B cnucok JIN, nognexawmx 40NOAHUTENIbHOMY MOHUTOPUHTY, BKIKOYAKOTCA cneaytowme kateropum J1l1:
a) /1M, pernctpupyemble Ha TEPPUTOPUAX FOCYAAPCTB-Y/IEHOB, COAEpPKaLLMe HOBOE AeNCTBYOLLEE
BELL,EeCTBO, KOTOPOE A0 BCTYN/EHUA B CUAY HAcToAWwMX MNpaBua He BbI/1I0 3aperncTpupoBaHO HU B O4HOM
M3 rocyapcTB-4/1eHOB B COCTaBe Kakoro-nnbo J1M;

6) /1N 6MonorMyeckoro NPOUCXOXKAEHNSA, PEFNCTPUPYEMbIE Ha TEPPUTOPUM FOCYAaPCTBA-YEHA Noc/e
BCTyNAeHUA B CUNY HacToAwmx MNMpasun;

B) /1M, Ha KOTOpPbIe YNOHOMOYEHHbIM OPraHOM roCyAapcTBa-ysieHa 6b1/10 3aTpeboBaHO BbINO/IHEHME
NOCTPErnMcTPaLnoHHOro nccneaoBaHna 6e3onacHOCTU Ha MOMEHT Bblgauun PY uam nocne Bbigaum PY.
O603Ha4atoTcs YepHbIM TpeyronbHUKom (PeweHne Coeta E9K Ne 88)



[Tonmep cnydaa c yctaHosneHnem AT -
AOMONHUTENbHbIN MOHUTOPUHT B EMA

YepHbin TPEyronbHUK

Human medicine European public assessment report (EPAR): Minjuvi (updated)

Tafasitamab, Lymphoma, Large B-Cg&ll, Diffuse
Date of authorisation: 26/08/2021, W , & , &, Revision: 3, Authorised, Last updated: 13/06/2022



PUC

Perncrpauusa B UCKNKOYUTENbHbIX CAYYaAX
(pa3gen VILII peweHuns ESK Ne 78 u NMpunoxkeHne Ne 25)

HeBo3MOXHO NpeaocTaBuTb NoaHble AaHHble 06 3/B /1M npu 0b6bIYHbIX
YCNOBUAX ero NpuMeHeHuaA no 04HON U3 creayoWwmnx NPUYnNH:

[loKa3zaHuUA K NpMmMeHeHUI0, N0 KOTOPbIM npeanonaraeTcA NPUMeEHATb
JIMN, BCcTpeyaloTCA HACTO/IbKO peaKo, UTo 3aAaBuTesib 060CHOBAaHHO He
MOXET OXKMaaTb NOJIyYeHUA BCECTOPOHHero noarsep»KaexHusa 3/6 NMN;

Mpu TeKywem COCTOAHUM HAyuyHbIX 3HAHUUW He MoXeT bObITb
npeaocTassieHa ucyepnbiBatowan nHeopmauusa o6 3/b6 NN;

MonyyeHne wuHPopmaumm 06 3/b JIN 6ygeT npoTUBOPEUUTD
obwenpuHATBIM NPUHLUUNAM MEeANLUHCKON ITUKMN.



PUC — BaxkHble nonoxxenua (VIIL.II)

Mpw pernctpaumm /1IN otyeTbl 060 Bcex npoBeaeHHbIX KN, BKAOYEHHbIE B
COCTaB MoAy/aA 5, pacCCMaATPUBAKOTCA BHE 3aBMCUMOCTU OT CTPAHbI UX
nposeaeHuA.

Mporpamma nccnegosaHum J1IN aomKHa cogepaTb NepeyeHb aKTUBHDbIX,
3aN/1IaHNPOBAHHbIX MW NpeasaraembiXx UCCNej0BaHUN, KOTOPble MOTYT
dopMmnpoBaTb OCHOBY A/1A byayLMX NepeoLeHOK COOTHOWEeHMA "'nob3a -
pUCK", BMecTe C 0XnaaembiM CPOKOM 3aBEpPLLUEHUA UCCNEeA0BaHUN.

Echu ncuepnbiBatolne gaHHble 6e3onacHocTn U apdekTnusHocTm 1M
OTCYTCTBYIOT, YTOTHOMOYEHHbIM OpraH (3KcnepTHas opraHmnsaums)
pedepeHTHOro rocyaapcTea BrpaBe PpacCMOTPETb BO3MOXKHOCTb PUC..., B TOM
yncne 6e3 MHMUMATMBbI 3a8BUTENS.



consultantplus://offline/ref=0D4FD03DA28C2EBDEDEFE2DA0192DF3B91195C1AC0C3E65312DBC78D2FD34DAFC7E8ABDAB0D006EDC2AA67D6A1F94E1F5C905384D73B0028O5OEL
consultantplus://offline/ref=3E92A2132896F070798440D1E8120EFD9EF3E6EC8B19D44CAEEE7FAF1EEEACC60BB50ED87BDD2CA09F090868E7F2F1997724932DB3BC06S1L

[Mpumep PUC

,ﬂ,aHTpOﬂeH - npenapart ana ne4yeHnAa 3/10Ka4YeCcTBEHHOM rmnepTepmunn.

* )KM3H2YFPO)K¢H'OI.I42€ PpapMmaxKoreHeTuuyeckoe 3060.!1280!—“42,

HaclrieaAyemoe no aytToCoMHO- AOMUHAQHTHOMY TUnNy m
XapaxKktepusyirouieecs mﬂepMeTGGOﬂMSMOM CKerneTHou

MYCKYNaTypbl B OTBET HAG ACUCTBUE TPUITEpPHLIX AreHTOB C

ucxonom B nabaomwuonus u CTTOH
- YacTtoTta y B3pocnbIx:

a) 1 : 60,000 obumx aHecTe3uil C NMpUMeHeHUeMm
CYKUMHUIIXONTUHA

6) 1 : 220,000 obumx aHecTe3sm 6e3 CYKUUHUIXONUHA
B) A6bopTuBHbIe U cTepTbie popmbl 1 : 4,500 obwmx

aHecTe3um
- YacTtoTa y neteun

a) 1 : 15,000 obumx aHecTesuh C NpUMEHEHUEM .

CYKLUMHUNXONTUHA \ @
6) OnucaHbr cnyuvam 3" y aetert 5 T u 6 T mecauHoro
Bo3pacTta

B) Y manbumkoe BctpeuaemocTtb 3IC B 4 pasa uaue

Hanuume nutepartypHbIX AaHHbIX 06
3$pPEeKTUBHOCTU NPpUMeEHeHuUs,
KpaiiHAA pegKoCTb B NONYAALUN,
BO3HUKHOBEHMe cpasy nocne
MeAULMHCKUX BMEeLLaTeNbCTB U
HEBO3MOXHOCTb NO/IY4EHUA AAHHbIX
B paMKax 3aniaHunpoBaHHbIX KU,
3TUYECKaA HEBO3MOXXHOCTb
BKJIOYEHUA rpynnbl CPaBHEeHUA
(BbicOYaiLLan NeTaNbHOCTb, BbICOKanA
cTeneHb A0Ka3aTe/IbHOCTU
MUCTOPUUYECKUX OaHHDbIX).



OcHOBHbIe npuHUMNbl ycnoBHou peructpauum (YP) (VILIIN)

 CooTHoweHUe «nonb3a — puck» JIIM 6naronpusaTHo, WU
3aABUTE/NIb CMOXET Nocjae YC/NOBHOM  perucrpaumm
npeaocTaBuUTb McYepnbiBaloWMe HedocTalowme AaHHble
(Nnpn aTOM AOKANHUYECKME nccnegoBaHMA NOMHbIE).

 Ocobble ycnoBus M npeaenbHbin CPOK MX BbINOJHEHUA
Heobxoammo yctaHoBUTb. Ocobble ycnosBua noanexar
exkeroaHon oueHke ( no 120.4, PeweHune ESK No 78).

e Echm  ocobble  ycnoBUS  BbLIMOJIHEHbI,  BbIAAETCA
PErncTpaumoHHOe YAOCTOBEPEHUE, [AEUCTBUTE/NIbHOE B
TeyeHue natu net (no 129.9. PeweHne ESK No 78).



KN 13 KaKunx cTpaH paccmaTpusatoTca?

Mpn ychoBHOU perucTpaumm ... HapaBHe € oTYeTaMm
o npoBegeHHbIXx KW, yKasaHHbIXx B nyHKTe 36
[IpaBua, paccMaTpUBaAOTCA OTYETbl O NpoBeAEeHHbIX
KU, BKAOYEHHble B CcOoCTaB  mMoayna 5 ero
perncTpaumMoHHOro Aocbe, ec/iM OHU YaCTUYHO UAU
NOJIHOCTbIO NpoBeAEeHbl HA TeppuUToOpUAX CTpPaH
permoHa ICH v Ha wux ocHosaHuu il
3aperucTpupoBaH Ha TepputTopum cTtpaHbl ICH.
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YP — K KaKMMm npenapartam npMMmeHUmo?

a) 1N ans nevyeHuns, NPodUNAKTUKN UNN ANATHOCTUKM CEPbE3HbIX (TAXKeNbIX)
NHBAINANIUPYIOLWMX UNU YIPOXKAIOLWMX KU3HU 3a60/1€BaHUN;

6) /1IN gna npumMeHeHUA B CUTyauMaX Yrpo3bl 340P0BbIO HAaCeNeHUs, B YCTAaHOBNEHHOM
nopsAKe NpusHaHHbIX BO3 nam ynonHOMOYEHHbIM OPraHoOM rocyAapcTBa-y/eHa;

B) OpdaHHble /1M nam npusHaHHble opdaHHBIMKU B FOCYAAPCTBAX-YNEHAX.
(Pa3soen |l, lpunoxeHus 26 k lNpasunam)

YcnoBHasa perucrpauma npumeHmma K Jill, ana KOTOpbIX COOTHOLIEHUE «MNO0JIb3a — PUCK»
NpuU JOMNyCcKe Ha PbIHOK ByaeT npeBbilWaTb PUCK, CBA3AHHbIA C OTCYTCTBUEM YaCTH
AaHHbIX 0 B/3 JIN Ha momeHT ero peructpauum (To ectb gna JIiN ¢ AOKa3aHHOM
CNnocobHOCTbIO 06ecneunBaTb HEYAOBAETBOPEHHbIE MeAULUHCKUE NOTPEebHOCTH
cucrtembl 3apasooxpaHenusn) (Pasoer I, lNpunoxeHus 26 k Npasunam)

NMPENAPAT + HMI1 = BO3MOXHOCTb YP
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Unmet Medical Need: An Introduction to Definitions

and Stakeholder Perceptions

Rick A. Vreman, PharmD,' Inkatuuli Heikkinen, MSc, MHEcon,* Ad Schuurman, MSc, MBA,? Claudine Sapede, PharmD,*
Jordi Llinares Garcia, PhD,” Niklas Hedberg, PharmD,® Dimitrios Athanasiou, MBA,” Jens Grueger, PhD,*

Hubert G.M. Leufkens, PhD," Wim G. Goettsch, PhD**

vepidemiology and Clinical Pharmacology, Utrecht Institute for Pharmaceutical Sciences, Utrecht University, Utrecht, The Netherlands:
th 2 sel, Swi 1 La Roche. Basel. Swi
ticals Benefits Agency. Stockholm, Sweden: “World Duchenne

. tondon, England. UK: “The Dental and Pha
Muscular Dystrophy, Zeist. The Netherlands.

Buckground: Despite increasing informal and formal use of unmet medical need (UMN) in dru; Opment, regulation, and
assessment, there is no insight into its definitions in use. This study aims to provide insight into'the current definitions in use
and to provide a starting point for a multi-stakeholder discussion on alignment.

Methods: A scoping and a gray literature review were performed Lo locate definitions of UMN in literature and on stakeholder
websites. These definitions were categorized and then discussed among the multi-stakeholder author group via
#hructured group discussions and open session workshops with a broader stakeholder audience. Issues with the
alion of a common definition and mechanisms for use were discussed.

16: 64)¥The stakeholder discussions led to a suggestion for a definition including the first 2 items and, depending on context,
n size. The discussions also showed that quantification of UMN is highly dependent on the scope and the value

frameWdirk in which it is used based on different stakeholder preferences and responsibilities.
Concluffdh: We encourage stakeholders that want to promote alignment on the concept of UMN to prospectively discuss the
scope il hich they want to apply the concept, what elements they find important for consideration in each case, and how

measure UMN within the broader regulatory or value framework applicable.

llaboration, early access, evidence generation, health technology assessment, patient access, regulation, reim-
i\ technology development, therapeutic need, unmet medical need, unmet need.

| 2019; 22{11):1275-1282

Pe3ynbraTbl: bbiN0 NnonyyeHo 16 BapnaHTOB
onpeaeneHui. Pasnnumna 6biamn oueBmaHbI, HO
BCE OHM BKAtoYanu 1 unm 6onee us
cneayowmx 31eMeHTOB: aleKBaTHOCTb
AOCTYMHbIX MeToaoB neyeHus (16 ns 16:
100%), TaxkecTb unm bpems 3aboneBaHus

(6 3 16: 38%) M YMCNEHHOCTb LEeneBown
nonynaumu (1 ns 16: 6%).

CocraBHble anemeHTbl HMI, ncnonbsyemsbie B
pa3Hoobpa3HbIX onpeaeneHusx, U BO3MOXKHbIN
cnocob nx nsmepeHus. Hecmotps Ha pacTyuiee
opumymanbHoe n HeoduLUMaabHOE UCNO/Ib30BAHUE
NOHATUA «Heya0BNeTBOPEHHbIX MeANLMHCKUX
notpebHocten» (UMN) npu paspaboTke,
perynnposaHumn un oueHke JIl, HeT eguHoOro
NOHUMAHUA UCNONAb3YEMbIX ONpeaeneHnMn.
NccnepoBaHue HanpasaeHo Ha TO, YTobbl AaTb
npeacTaBAeHUE O TEKYLMX onpeaeneHunsax.

Number available Individual
Number accessible unmet
Remaining morbidity medical
Benefits over alternatives need

Severity of the disease
Burden of disease
End-of-life criteria

Societal
unmet
medical
need

Incidence
Prevalence
Orphan designation




HeynoBneTBopeHHble MeauLUHCKUE
notpedbHoctn» (HMM)

120.2. B obocHoBaHHbIX criydasax B uenax obecnedeHns HMIT gna JI,
npegHasHadYeHHbIX ON19  NeYeHud, npodunakTukM WM OuarHoCTUKK
CEPbE3HbIX (TSKENbIX) WHBANUAOU3UPYIOLLMX WM YIPOXAKLWNX  KU3HK
3aboneBaHun, perncrpayms MOXET ObITb ocyLlecTBrieHa o
NpeaocTaBneHnss Ha MOMEHT rnojadm 3asiBleHust O  perucrtpaymu
ncuepnbIBaOLWMX KIMMHUYECKNX OaHHbIX. ..

120.3. B uenax Hactosawero nogpasgena nog «HMI» noHnmaeTtcs
COCTOsiHME, anst Kotoporo B Coto3e HET 040DPEHHOr0 YNOTHOMOYEHHBIMA
opraHamMmu paspeLleHHOro u NpU3HaHHOro 9 PEKTUBHOIO MeToaa
OVNarHoCTMKKU, NPodmNakTUKN UNu rievyeHnst, nMbo npuMeHeHmne
nogasaemoro Ha YP J11 6yaet obnagaTtb cyLecTBEHHbIM NPEUMYLLECTBOM
nepen yxe ogobpeHHbIM YNONMHOMOYEHHbLIMW OpraHamMm METOAOM ...




BapunaHT oTcyTcTBMUA 3PPEKTUBHOTO METOAA

« [o asrycta 2021 roga ansa 6onesHn AnburemMmepa oTcyTcTBoBana
adppekTnBHAA (OokasaHHada B paMmkax KW) natoreHeTuyeckasi Tepanus.

B asrycte 2021 roga FDA B pamKkax YckopeHHoro pa3peweHua (Accelerated
Approval) pernctpupyet npenapat Ha OCHOBaHMK cyporaTHbiX KT (ymeHblLueHMe

B-amunongHbix 6nAWeK) 1 BblgBUraeT YC1I0BME Ha NoJiydyeHne AaHHbIX No
KNAMHUYECKN 3HAYMMOM TOUKe B NOCTperncrTpaumMoHHom K.

Aducanumab (marketed as Aduhelm) o s s
. Biogen shares surge 38% after FDA
Informatlon approves Alzheimer’s drug, the first
new therapy for the disease in nearly
two decades

F share in Linkedin | & Email | & Content current as I:I1:
07 ADR 203

Aduhelm is an amyloid beta-directed antibody indicated to treat Alzheimer’s disease.
Aduhelm is approved under the accelerated approval pathway, which provides patients

with a serious disease earlier access to drugs when there is an expectation of clinical
benefit despite some uncertainty about the clinical benefit.

Accelerated approval is based upon the drug’s effect on a surrogate endpoint — an
endpoint that retlects the effect of the drug on an important aspect of the disease — where
the drug’s effect on the surrogate endpoint is expected, but not established, to predict —
clinical benefit. In the case of Aduhelm, the surrogate endpoint is the reduction of Slis A h‘
amyloid beta plaque. The accelerated approval pathway requires the company to verify ’_;‘f,‘g‘wg ’ iEéHAI\ETSEg'\éETSRE{DC‘)T(?VIEENNT
clinical benefit in a post-approval trial. If the sponsor cannot verify clinical benefit, FDA o ) 'Illy ' ,‘
may initiate proceedings to withdraw approval of the drug. Il 51 4 ov4s /08 P L v i




CyLuecTBeHHOE MpusHaHue

npopbIBHOW

NPENMYLLIECTBO Mepen yxe Tepanuu
00DOpPEHHbIM
YNONTHOMOYEHHbBIMU

NN npegHazHa4YeH gna

opraHamMmn MeTogom cocronmi (saGoneaanii) 1

npegeapHTenbHBIE
HAMHWYEeCHMEe AaHHBbIE

ASMOHCTRPHMPYIOT

JleyeHune nHtepdepoHamm B 2010  sosmommocrs yayuwenms no

rogy addeKkTuBHO B 60%, e
9(pPeKTUBHOCTL COOCOYBNPA Tesrensue ascrynuoi

TERpanAH

npeBbILLlaeT 90% C nogaueid gocke Ha

KJAMHMYECKOE M3YUeHME HOBOID
npenapara | Nnocne, Ho He
nosgHes zasepLUeHMA BCTpEYK
nocne 2 ¢gazbl K.

The FDA granted Sovaldi Priority Review and Breakthrough Therapy

designation, which is granted to investigational medicines that may

offer major advances in treatment over existing options.

NMpuoputetTHoe
paccmoTpeHune

1992

3aneka (ocHOBHaA KMNK
AononHexne) MM gna neysHmMA
CEPbEe3HbIX COCTOAHMIA, HOTOpan
npw yaoeneteopednn obecneuur
SHa4UMTENBHOE YaydlweHne Bf3
WK nioboe gononHeHKWe, KOTopoe
obecneunTt MzmeHeHne
MApPKHMPOBKKW, CBAZAHHOMW C
NeguaTpUUScKon NPporpammoid
MK va NN gna uad. 2abonesaHmii
E T4 TROMWUYECKHX MHbEKLMIA.

C nogaueir 3aAekK Ha oaobpexme

MKW EHEeCeHMe JononHeH HIA.

CoHpalleHHbIH CPOK OLLEHHKM
nofaHHoM saaexn |6 mecauese
emecTto 10 mecAauese no

CTaHAapTHOW Npousaype)



YP (conditional marketing authorization) 8 EMA
Peaucmpauus eakyuHbl Comirnaty (BioNTech Manufacturing GmbH)

° Why is Comirnaty authorised in the EU?

Comirnaty offers a high level of protection against COVID-19 which is a critical need in the current pandemic.
The main trial showed that the vaccine has a 95% efficacy. Most side effects are mild to moderate in severity
and are gone within a few days.

The Agency therefore decided that Comirnaty’s benefits are greater than its risks and that it can be authorised
for use in the EU.

Comirnaty has been granted a conditional marketing authorisation. This means that there is more evidence to

come about the vaccine (see below), which the company is required to provide. The Agency will review any
new information that becomes available and this overview will be updated as necessary.

Comirnaty pekomeHayetcA Aana nonydyeHna YP. KomnaHumAa  npoaon:Kut
NpeaoCcTaBNATb pe3ynbTaTbl OCHOBHOMO MCMNbITAaHUA, KOTOpPOE MNpPOoAO/XKaeTcA B
TeyeHue 2 net (!). 310 KU n pononHntenbHbie KN npegoctaBaT MHGOPMALUIO O TOM,
Kak AO0Aro AAUTCA 3aliuTa, HACKONbKO XOpPOLWO BaKUMHA npeaoTspaljaer
TAaxKenyto dopmy COVID-19, HACKOMbKO XOpOLIO OHAa 3aliuuliaeT Aaen ¢
ocnabneHHbIM MMMYHUTETOM, AeTer U bepeMeHHbIX XeHLWMH U npeaoTBpaLlaer
NU OHa beccumnTOMHbIE Cy4au.



B KAKOW MOAY/1b KNACTb
OBOCHOBAHMUE

1.8.2.8. PestoMe 114 3a9BI€HHA HA PETHCTPAIIHEO B 0COOBIX CIyHAAX.
(m. 1.8.2.8 BBezteH pemenneM CoBeTa EBpa3HHCKOH 3KOHOMHYeCKOH KOMHCCHH 0T 05.03.2021 N 14)

1.8.2.9. PesroMe 114 3aBTeHHS HA PETHCTPALIHIO € YCTAHOBIEHHEM MOCTPETHCTPAIHOHHBIX Mep (PerHcTpamHts Ha |

VCTOBHAX).
(m. 1.8.2.9 BRezieH pemenneM CogeTa EBpasHiCKOH 3KOHOMHYeCKOH KOMHCCHH 0T 05.03.2021 N 14)



inpepcteo CLLIA B YacToTe yCNOBHOM
perncTpaumnm

JAMA Health Forum.

Figure. Trends in Accelerated Approval and Conditional Marketing Approvals From 2007 to 2021

] Drug indications granted accelerated approval and conditional marketing authorization

30
Original \nvestigat-inn . 25 FEID‘TQI[ indications (E\Mill indications /
Therapeutic Value of Drugs Granted Accelerated Approval or Conditional W Cancer indications O Cancer indications /
Marketing Authorization in the US and Europe From 2007 to 2021 F 204
Kerstin N. Vokinger. MD. JD. PhD. LLM: Aaron 5. Kesselheim. MD. JD. MPH: Camille E. G. Glaus. BSc. JD. LLM: Thomas J. Hwang. MD g
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Table. Characteristics of Drug Indications Granted Accelerated Approval 2007 2008 2000 2010 2011 2012 2013 2014 2015 2016 2017 2018 2018 2020 2021
and Conditional Marketing Authorization by the FDA and EMA Approval year
Drug indications, No. (%)
Available therapeutic
Accelerated Conditional marketing AUl
Therapeutic area approval authorization FDA EMA
AlL 146 (100) 58 (100) 90 (100) 56 (100)
Antineoplastic 122 (83.6) 40 (69.0) 75(83.3) 39 (69.6)
Anti-infective 9(6.2) 8(13.8) 8(8.9) 7(12.5)
Blood and cardiovascular 8(5.5) 2.9 5(5.6) 2 (3.8)
Musculoskelatal 5(3.4) 6 (10.4) o 6 (10.7)
Alimentary and metabolism 2(1.4) 1(1.7) 2(2.2) 1(1.8)
Systemic hormonal preparations ] 1(1.7) 4] 1(1.8)

|E| JAMA Health Forum. 2022;3(8):e222685. doi:10.1001/jJamahealthforum.2022. 2685



Jinpepcteo CLLIA B CKOPOCTH YCNOBHOMW
perncTpaumnm

JAMA

nsteork | Open.

Invited Commentary | Oncology

The Timing of Cancer Drug Approvals in the United States and Europe

Kristina Jenei, BSN, MSc

Administration (FDA) and the European Medicines Agency (EMA).!' Over the past decade, the FDA
approved oncology drugs twice as fast as the EMA, more often through accelerated pathways, and
often prior to study publication. Of the 89 cancer medicines approved both in the United States and

Europe between 2010 and 2019, the FDA approved 95% (85 of 89) before European market
authorization.



Pasninyme B pelleHnsax — «npoueaypHas He4oCTaTOYHOCTbY

FDA

The committee also queried the ongoing approval of nivolumab in the first-line setting of
hepatocellular carcinoma, which received accelerated

approval in 2017 based on results of the phase I/II CheckMate-040 trial. In this study, the OS
rate was 18.2% in patients who received

nivolumab and additionally, 3.2% of patients achieved a complete

response to therapy. However, the phase III CheckMate-459 trial in 2019 failed to identify an
OS benefit compared to sorafenib (Nexavar®; Bayer).

1.11 Hepatocellular Carcinoma

OPDIVO, in combination with ipilimumab, is indicated for the treatment of adult patients with
hepatocellular carcinoma (HCC) who have been previously treated with sorafenib. This indication
is approved under accelerated approval based on overall response rate and duration of response
[see Clinical Studies (14.11)]. Continued approval for this indication may be contingent upon
verification and description of clinical benefit in the confirmatory trials.

Jul 23, 2021 Bristol Myers Squibb Statement on Voluntarily Withdrawal of Opdivo (nivolumab) Monotherapy Post-
Sorafenib Hepatocellular Carcinoma U.S. Indication

EMA —_— He BK“ }Oqano nOKa3aHme « B Kau HIH B KOMOHHAIIHH c HITHITHMY MaboM Rkt

Iella TS TN IHPHODO Paka o Jie Hnp<inmec I'I!:'-"IOI.I.L'dﬁ TepallHHe HHTHOH TOpPanii

Pd: 2023!!! - OT3bIBA HeT S



PaboTta npoueaypbl perncrtpauumn ¢ ycrioBusamm
(BapuaHT - accelerated approval) B FDA

=LY U.S. FOOD & DRUG
ADMINISTRATION

KM DREAMM-2 — 2 rpynnbl MOHOTEepanuu 6enaHtamabom 2,5
Mr/Kr v 3,4 mr/Kr

Mpw 13-mecauHom HabaoaeHuun B rpynne 2,5 mr/kr, ORR - 32%

FDA granted accelerated approval to
belantamab mafodotin-blmf for multiple

(21,7-43,6) no cpasHeHuto ¢ 35% ORR npwu 3,4 mr/Kr (23,9-
46,0) myeloma
’ ’ F share N Linkedin | %5 Email | & Print
MonyueHa ycnosHas peructpaums (T.K. OTBET TEOPETUYECKUI ey e matoatin bt (Blenmen. GlasoSmitaKriney for st patients with rearod

or refractory multiple myeloma who have received at least 4 prior therapies, including a

nopor B 30%)

anti-CD328 monoclonal antibody, a proteasome inhibitor, and an immunomodulatory

agent..

YcnoBue 3aBUCeNO OT NOATBEPXKAEHHOMU KIMHUUYECKOMN
nonb3bl B pase 3 - DREAMM-3

B DREAMM-3 MKT meauaHa PFS mexay ABymaA Koroptamm
6bina 6onblue B rpynne moHoTepanuu - 11,2 mec. no

FDA Requests Belantamab Mafodotin fo
R/R Multiple Myeloma Be Pulled From US
Market

CpaBHEHUIO € 7 mec. B rpynne ctaH4a pTHOl‘/‘i Tepanuu, 00000
oaHaKo OR coctasuno 1,03 (0,72-1,47). ORR Takke 6bin
B bl Lue B rpyn I-I e 6en a HTa Ma 6a' 41% I-I pOTM B 36% B rpyn I-I e After GI:: t{pda(e Vfrom‘ {.hﬁ phase 3 DRETW;"?*&’ %Iua:y the u%e ?fbelarr.‘a:mab ‘

o monotherapy for previously treated patients with relapsed or refractory multiple
cTaHgapTHoM Tepanuun, VGPR - 25% npoTtuse 8% B rpynne myeloma was pulled from US market authorization by request of the FDA.
CTa Hﬂ,a pTHOl‘/i Te pa nmnm Drug manufacturer GSK pulls its monotherapy

treatment for previously treated adult patients m ’-!

with relapsed or refractory multiple myeloma
(RRMMY helantamah mafadatin-hlmf (Rlenreni



Pabota npoueaypsl YP (conditional marketing authorization) B
EMA

Mpenapar Lartruvo 6bin pa3pewenH EMA 82016 roay Ana ned4eHUA CApKOMbl MATKMX TKaHEN.
OcHoBaHMe - NPOMENKYTOYHbIN aHann3 (okono 130 6oabHbIX) - NpeaocTaBneHa YP;

Ycnosue — 3aBeplueHune nccneaosaHus (okono 500 6oabHbIX). Mpecc-penns 23/01/2019 EMA (nccnheposaHue
3-11 pa3bl 3aBeplUeHO): «HOBbIM MaLMeHTam He CneayeT HaunHaTb Ie4YeHne npenapaTom J1apTpyBo nocse Toro,
KaK nccnegoBaHmMe NoKas3asio, YTO JIEKAPCTBO OT paka He NpoaseBaeT *KU3Hb» !

Table 3. Summary of survival data — ITT population

100 | Censored cbservations _
Lartruve plus doxorubicin | Doxorubicin alone =3 ;T:f;i?fé;%ﬁ:::’?:zg';ﬁsize:ﬁ:f?;gg ::_:Um:'hs
(n = 66) (n = 67)
Progression free survival, months™ — 801
Median (95 % CI) 6.6 (4.1, 8.3) [a1 (28,549 £
Hazard ratio (95 2& CI) 0.672 (0.442, 1.021) Tz" 6o 4
p-value 0.0615** < Log-rank P = 6845
Overall survival, months @ HR = 1.047 (95% CI, 0.841 to 1.303)
Median (95 %6 CI) 26.5 (20.9, 31.7) [14.7 (9.2, 17.1) T a0l
Hazard ratio (95 %6 CI) 0.463 (0.301, 0.710) o
p-value 0.0003 -~ o
Abbreviations: CI = confidence interval (W7 20 4
* By investigator assessment -@
**Met phase 2 protocol defined significance level of 0.19 ¢\%
o

Figure 1. Kaplan-Meier curves of overall survival for Lartruve plus dnmmtﬂc@fgﬁus o = é é 1'2 1‘5 1:5 2'1 2'_._ 217 ,;o 3.3 2:6 ‘;9
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YP
1. JIN, npeaHa3Ha4vYeHHble ANA ne4YyeHus, NPpoduUnakTuKm nnum
ANArHOCTUKU Cepbe3HbIX (TSXenbiX) MHBaNMAN3NpPYyroLWmux
VUMK yrpoXamLmx XXu3Hu saboneBaHmnm

TaxkecTtb 3abonesaHua - ..gonyckaerca ob60cHOBaTb NpeaocTaBAeHMeM rpaduKos
CMEPTHOCTU U OXUA3EMON NPOAOIKUTENBHOCTU KU3HMU.

[na npusHaHUA cepbe3HO uHBanuausupyrowmm coctoaHnem (CUC) oHo AonKHO
OKa3blBaTb _ [0OKa3aHHoOe CyLleCTBEeHHoe BAMAHME Ha NOBCeAHEBHYIO
XKU3HEeAEeATeIbHOCTb NALUMEHTOB Y)Ke Ha PaHHUX, "Mbo Ha bosiee NO3AHMX CTaAMAX
3aboneBaHUA. DTU acnekTbl HeEObX0AMMO KOAMYECTBEHHO OUEHUTb C MOMOLLbIO
OODbEKTMBHbIX KPUTEPUEB, HACKO/IbKO 3TO MNO3BONAET WCNOJb3yemasa MEeTOAMKa
aHanunsa. Kpome toro, npeaorepauwieHue ¢opmuposaHmna CUC nam cmeprenbHOro
ncxoaa A01KHO BbiTb OCHOBHbIM MOKa3aHMem K npumeHeHuto JIN, 3asBAEeHHOIo Ha
YCNOBHYIO _peructpaumnto (1o ectb obecneymBatb ero 3PpPeKTUBHOCTb ANA
NoAaBAAKOLWEN YAaCTU LIeEeBOM NONYNALMUN).




YP
2. JIMN, npeaHa3Ha4vYeHHble AN NPUMEHEHUS B CUTYaLUsX
yrpo3bl 340pOBbLI0 HaceneHusl, B ycTaHOBJIEHHOM nopsigke
npusHaHHble BO3 unn ynonHOMo4eHHbIM OpraHom
rocygapctBa-yrnieHa

Heobxogmmo npeacTaBnTb obocHoBaHuMe TOro, 4yTO
NNEKapCTBEHHbIN Npenapat npeaHa3HayvyeH Ana NPUMEHEeHUs B
3KCTPEHHbIX CUTyaUMAX Yrposbl 340PO0BbK HAcesieHMA MyTem
YKa3aHMA CCbIZIOK HA COOTBETCTBYHOLLYHO pPe30aoUNI0  UIU
peweHune BO3, nmbo Ha Mepbl NPOTUBOAENCTBUSA
PACNPOCTPAHEHUID CUTYyaUMM Yrpo3bl 340POBbI HaceneHus,
yTBepKAEeHHble YNOJNHOMOYEHHbIM OPraHOM rocyaapcrBa-yseHa.



YP
3. JllN, umerowme ctatyc opdarHoro JiI1 nnun
Nnpu3HaHHble UM B rocypapcTBax-yrieHax

Pewenwe CoeeTa EEpazmMACKON IKOHOMMUYECKOM KOMMCCKMKM oT 03.11.2016 N 78 (pea. o1 17.03.2022) "0 lNpaevnax perucTpaulmm M 3KCrnepTrsel ne...

6. IIpH mpH3HAHHH JeKApPCTBEHHOTO IIpenapaTa op¢aHHBIM HA TEPPHTOPHAX BCeX HIH HECKOIBKHX
rocyJapcTB-WISHOB B COOTBETCTBHH C 3aKOHOJATEIBCTBOM TOCYIApCTB-UISHOBR perHCTpallHA TaKoOro
JIeKapcTBEHHOIO IIperapaTa OcylecTBIASTCA B COOTBETCTRBHHE ¢ paszfdenamMs WV H VII HiH pazgenamu VI B
VII sacTosmux [IpaBHi, a Tak:Ke B COOTBETCTBHH ¢ TpeboBaHHAMH pa3znena 16 gactd [l nprnoxenns N
| k HacToamuM [IpaBHIaM.

I[Ipr HenpH3HAHHH JeKapCTBEHHOIO Ipemapara opdaHHBEIM Ha TEPPHTOPHH KAKOro-THOO
rocyJapcTBa-@iIeHa B COOTBETCTBHH C 3aKOHOJATEIBCTBOM 3TOI0 IocyJapcTBa perHcIpanHd Takoro
JeKapcTBEHHOIO IIperapaTa OCYIIECTBIASTCA B 3TOM IOCyIapcTBe B COOTBETCTBHH ¢ TpeOoBaHHAMH
noapazfena I pazgena V HacTtoamex [Ipasrun H npHaoxkeHHda N 1 k HacToamuM [TpaprHaaMm.

/ B caydae ecaH JeKapcTBeHHBIH Ipenapar IpegHazHaYeH 114 jJedeHHA opdaHHOTO eaﬁo.uena}nm,\
BKJIOYEeHHOI0 B IIepedHH, KOTOpPBIe BedyIcid B COOTBEICTBHH C 3aK0OHOJATEIBECTBOM OTISILHOTO
rocyaapcTBa-wWwiIeHa, pPerHcTpalHsd TaKoro JIeKapcTBeHHOro IMpenapaTa [JaHHeIM B pedepeHTHOM
TOCyIapcTBE B COOTBETCTBHH C HACTOAMHEMH [IpaBHIaMH ¢ INeldblo o0pallleHHS JIeKapCTBEHHOTO
Ipemapara Ha pPBIHKE TOIBKO 3TOr0 TrocyJapcTBa (HamHOHAIBHAA IIpoleaypa PEerHCTPALTHH)
OCYIIeCTBIAeTCA B COOTBETCTBHH ¢ pazfenaMH V H VII H1H pazgenams VI B VII HacTosmux [IpaBHn, a
TaKKe B COOTBETCTBHH C IIOJI0KeHHAMH pa3iena 16 gactd Il npraoskernna N 1 Kk HacToamaM [IpaBHmIaM.
&Laﬁ'sau BBEIIeH pemeHHeM CoBeTa EEpasHHCKOH SKOHOMHYECKOH KOMHCCHH OT 17.03.2022 N 36)




e4yeHb opPaHHbIX 3aboneBaHnm PO
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VIL.IV. YcKopeHHaA 3KcnepTu3a 1eKapCcTBeHHOoro
npenaparTa (Y3J)

120.11. YckP M npmeHAeTcA B OTHOLWEHUM:
*  opdaHHbIX /I;

° JIM, npeaHa3sHAYeHHbIX UCKAOUYUTENBHO ANA NPUMEHEHUA HeCoBepLUEeHHONIETHUMMU;

* JIN, npeacraBasiownx ocobyio 3HAUMMOCTb A5 3A,0POBbA HACENIEHUA, B YaCTHOCTH, NPU OTCYTCTBUM
3¢ PEKTUBHbBIX METOA,0B OKa3aHMA MeAMULMHCKOM NOMOLLM B rOCyAapcTBax-yneHax, onpegenaemolx 9K no J1C Ha
OCHOBaHWK 0bpaLLeHNA YNOJIHOMOYEHHOIO OpraHa rocyAapcTBa-yaeHa, B KOTOPOM NOAaHO obpalieHne
3aasutensa 06 ocoboi 3HaunmocTu /1IN fo nogayum 3asBAEHUA Ha PETUCTPALMIO.

Mpoueaypa paccmoTpeHus obpaweHna o NnpoBeaeHUN YCKOPEHHOM 3KCNepTU3bl JIEKAPCTBEHHOrO npenapara
npuseaeH B NnpunoxkeHnn N2 27 K HactoAawmum Mpasunam.

3aABUTENb C
obocHoBaHMeM YcKP

/77 N

YNoAHOMOYEHHbIV YNOAHOMOYEHHbIV
opraH 10 gHe# opraH 30 gHeM

OKCNepTHbIN
Komutet ESK
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Pewenwme Coseta Eepasvickor 3koHoMMYeckor komucoki o1 03.11.2016 N 78 (pea. ot 23.09.2022) "0 lNpaswvnax pericrpauyi 1 3KcnepTisbl NeKapcTBeHHbIX Cp...

NMPOLUELOYPA
PACCMOTPEHUSA 3AABINEHUA OB OCOBON 3HAYMMOCTU NEKAPCTBEHHOIO
NPEMAPATA C LENbK NMPUMEHEHWUA YCKOPEHHOW 3KCTMEPTU3bI
NPU ErO PEFTMCTPALMA

B cootBeTcTBUMU C nognyHKTOM «B» NyHKTa 120.11 lNpasun perncrpaumm m
aKcnepTunsbl J1C, ytBepxKaeHHbIX PeweHnem Coseta E3K ot 03.11.2016 .
Ne 78, VY2 npumeHAaetrca npu ocywecrtsneHun peructpauyum Jfl,
(npeacTtaBnsoWmMX 0cobyd 3HAYMMOCTb ANA 340POBbA HACENEHMUS, B
OTHOLUEHMUU KOTOPbIX KAMHUYECKU NPOAEMOHCTPUPOBAHbI 3HAYUMBbIle
TepanesTUYECKME npeummyLlecTBa MO CPaBHEHUIO C CYyLLeCTBYHOLWUMU
MEeTOAaMMU OKa3aHuUA MeaUMUMHCKOU MOMOLM B rocydapcTBax - YjeHax
EBpasnMMCKOro 3KOHOMWYECKOro COoto3a), onpeaensaemblX IKCNepTHbIM
KOMUTETOM MO JIeKapCTBEHHbIM CpeAcTBaM Ha OCHOBaHWM o0bpalweHua
YMNO/IHOMOYEHHOro OpraHa rocyaapcrea-yaeHa.




CoxpaHeHue npexHen TepMUHONOIMNK
B HIA

Perncrtpauua s
NCKTIOYNTENbHbIX
cnyyasax (VII) —c
17.03.2022

"O Mpaewvnax perncTrpaumy v 3KCNepTr3bl ae...

CoseTa EBpasvicKoOR 3KOHOMMYECKOR KoMMcockk oT 03.11.2016 M 78 (pea. ot 17.03.

....... T et

1.8.2.8. Pe3rome o1 2a8ABIeHHY HA PETHCTPALIHI0 B OCOOBIX CIIyTIasx.
8.2.8 eBeneH pemeHHeM CopBeTa EBpasHHCKOH 3KOHOMHYeCKOH KOMHCCHH OT 05.03.2021 N 14)

YcnoBHaA
permnctpauma (VII) c
17.03.2022




OTcyTCTBME MeXaHU3Ma A4 BHeCeHUA
M3MeHeHUM (HOBbIX MOKA3aHWUW)






