HassaHue uccneposaHuma

HaumeHoBaHue uccnegyemoro
npenapara

TepanesTuyeckue
obnactn
npoBoOAMMOro
K/IMHUYECKoro
uccnepoBaHua

®dasbl
nuccnepoBaHun

Hauano
uccneposaH
ua

Aara
3aBepLieHun

43

Ne BCD-180-2/ELEFTA «MeayHapoaHOe MHOTOLEHTPOBOE ABOMHOE C/ienoe
paHaoMU3MPOBaHHOE NnaLebo-KOHTpoAnpyemoe uccnesoBanne spGeKTUBHOCTH,
6e3onacHOCTH, papMaKOKMHETUKM U dapmaKoaHaMMKM Npenapata BCD-180 y naupeHToB ¢
aKCMaNbHbIM CMOHANI0APTPUTOM»

BCD-180

PesmaTtonorua

2023

40

Ne 06-T-2021 «PaHaOMM3MPOBaHHOE, ABONMHOE C/enoe, Nauebo-KOHTpompyemoe
KNMHWYEeCcKoe nccaefoBaHne No usyderunto ahpGeKTUBHOCTM M be3onacHOCTM npenapaTta
PropTrasuHoH (PrBY «HULUIM um. H.®. FTamanen» MuHsgpasa Poccuu) npu npodunakTuke
HO30KOMMaIbHbIX BaKTepuaibHbIX MHOEKUMIA Y MALMEHTOB C TAXKEN0M BHEGObHUYHOM
NHEBMOHMEN, HAXOAALMXCA HA UCKYCCTBEHHOM BEHTUNALMN NIETKUX»

®TOPTUA3MHOH

NHbeKuMoHHbIe
6onesHn

2023

31

FGCL-4592-082: «PaHA0MU3MPOBaHHOE, ABOMHOE cnenoe, NaaLebo-KoHTpoanpyemoe
uccneposaHue 3 ¢pasbl AN M3ydeHns abdGeKTUBHOCTM M be3onacHOCTU pokcagycTaTta (FG-
4592) npu NeveHUr aHeMuUm y NaLMeHTOB B rpynrne MeHbLUEro pucka
mwuenogucnaactTudeckoro cuHapoma (MAC) ¢ HU3KOW 3pUTpoLUTapPHOM TpaHChY3UOHHOM
Harpyskol (HTH)».

Pokcaaycrat

FemaTonorusa,
OHKOsIOrUA

2023

30

EX9536-4388: «SELECT — BavaHue cemarnytuaa Ha cepaeyHo-cocyanucTble Ucxoabl y ntoaen
C M36bITOYHON MACCO TeNa UK OXKUPEHNEM»

Cemarnytug,

DHAO,0KPUHONOMMA

2023

24

D9488C00001: «MesxayHapoaHoe paH4OMM3MPOBAHHOE ABOMHOE cnenoe naauebo-
KOHTponupyemoe mcciegosaHue |l ¢asbl N0 OLEHKE BAMAHMA LIMKAOCUAMKATA LMPKOHUA
HaTpWA Ha NPOrpeccMpoBaHme XPoHMYecKkom 6oe3Hu novek (XBM) y naupeHTos ¢ X6 1
rMnepKasMemMmueit Uam ¢ pUCKOM pasBUTUA FMNEPKaIMeEMUN»

Uuknocunumkat UMPKOHUA

Hedponorus

2023

23

D3466C00001 «MHOroueHTpPOBOE, paHA0MM3MPOBAHHOE, ABOVIHOE c/ienoe, naauebo-
KOHTponupyemoe uccnegosaHnue Il dasbl gns oueHkn 3dPpeKTUBHOCTU M 6e3onacHOCTH
aHudponymaba y B3poC/ibIx MALMEHTOB C aKTUBHBIM NPONNdepaTUBHBIM BONYAHOYHbIM
HebpuTOM»

AHudponymab

Hedponorua,
peBmaronorus

2023

18

CPKC412A2220: «PaHA,0MU3MPOBaHHOE, A,BOMHOE CNenoe, MHOTOLEHTPOBOe, NaaLebo-
KOHTponupyemoe ucciesoaHue |l dasbl, npoBoarMOe A5 OLEHKU 3bdEKTUBHOCTU U
6e30MacHOCTM MHAYKLUMOHHOM Tepanum MUAOCTayPMHOM, NPUHUMAEMbIM 2 Pa3a B CYTKU
BHYTPb, B KOMBUHALMK C AayHOPYBULMHOM / UMTapabUHOM B KaYecTBe MHAYKLWOHHOM
Tepanuu, BbICOKUX A,03 LUTapabuHa B KauyecTBe KOHCOMMAMPYIOLLEN Tepanuu U AabHelw e
noAAepsKMBatoLLEN MOHOTEPANUU MUA,OCTAayPUHOM Y MaLWEHTOB C BNepBble
[MAarHOCTUPOBAHHBIM OCTPbIM MUENONENKO30M NPU HANUYMU MyTaummn FLT3»

MwupocTaypuH

FemaTonorusa,
OHKOsIOrNA

2023

Ne 53718678RSV2005 "PaHg0mu3MpoBaHHOE A4BOMHOE cnenoe naauebo-KoHTpompyemoe
uccnenoBaHve ANnn OUEHKU KAMHUYECKMX UCXOA0B, NPOTUBOBUPYCHOM aKTUBHOCTH,
6e3onacHOCTK, NepeHOCMMOCTH, GapMaKOKUHETUKU U

dapmaKkoKkuHeTKK/ bapmakogmHamukm JNJ-53718678 y peumnmeHToB TpaHCNNaHTaToB
reMonosTUYEeCKUX CTBOJIOBbIX KNETOK B3POC/IOrO M NOAPOCTKOBOrO BO3pacTa € MHPpeKLMeit
BEPXHUX AbIXaTe/bHbIX NyTel, BbI3BaHHOM PECNMPATOPHLIM CUHLMTMAbHBIM BUPYyCcOM"

Punematosup (JNJ-53718678)

Tepanua

08/02/2021

01/03/2023

Ne 56022473AML2002 "PaHaomusnpoBaHHoe uccnegosaHue |l ¢asbl no oueHke
npumeHeHus npenapaTa JakoreH (JeuutabuH) B coueTaHum ¢ npenapatom JNJ-56022473
(aHTK-CD123) B CpaBHEHMM C MOHOTEpanuei npenapatom JakoreH (Jeumtabun) y
NauMeHTOB C OCTPbIM MUEIOUAHBIM /IEIMKO30M, KOTOPbIM He MOXKeT BbITb NpoBeaeHa
WMHTEHCMBHaA Xxumuotepanms"

INJ-56022473 (aHTn-CD123)

FemaTonorusn;

Ilb

10/03/2016

31/12/2022




TP0003: «MHOroLeHTpoBOe, ABOMHOE CNemnoe, paHAOMU3MPOBaHHOE, Niaue6o-

KOHTponupyemoe ucciesoBaHne dpasbl 3 Ana oueHKM apPeKTUBHOCTH, He3onacHOCTM 1 lemaTonorusa,
Po3aHonvkcymab 1} 2022
nepeHOCMOCTHM PO3aHONMKCU3yMaba y B3POC/IbIX YHaCTHUKOB UCCAeA0BaHMA C OHKOsIOrUA
47 NepcUCTUPYHOLLEN MAN XPOHUYECKOW NEPBUYHON MMMYHHOM TpomboupTonenuei (UTM)»
PDY16879: «PaHg0omu3npoBaHHoe, ABOMHOe-cenoe, naauebo-KoHTpompyemoe
uccnepoBaHue 1b ¢pasbl na oueHKM 6e30MacHOCTU M UMMYHOMOAYAMPYIOLLETO AelcTBUA SARA43122 NHbeKupoHHbIe b 2022
npenapata SAR443122, uHrnbutopa RIPK1, 418 NaumeHTOB, rocnmTannsnpoBaHHbIX C 6one3nu, COVID-19
a4 TAXKenoi popmoit KopoHaBMpYCcHOW nHbekLymn COVID-19»
Ne ACE-ID-201/ D822FC00001: «OTKpbITOEe paHg0MM3NpOBaHHOE UCC/ie0BaHne BTOPOi
$asbl 4Na oueHKK apdeKTUBHOCTU 1 Ge3onacHOCTM akanabpyTuHMba B codeTaHum ¢ lemaTonorus,
o " " o AKanabpyTuH1b 1l 2022
ONTUMANbHOW NoAAEPKMUBAIOLLEN Tepanueit NO CPaBHEHMIO C TOIbKO ONTUMAasIbHOM OHKOsIOrNA
42 noaAepiKnBatoLLel Tepanmen y naumeHToBs, rocnMTannsmpoBaHHbix ¢ COVID-19»
NN1436-4480 «26-HepenbHoe cpaBHUTENbHOE uUccnenoBaHune 3GGeKTUBHOCTU 1
6e30MacHOCTM MHCYIMHA alikoAek, NPUMEHAEMOro OAMH Pa3 B HeAEet0, U UHCYIMHA TNaprH
B go03vposKe 100 ea/m1, NPUMEHAEMOro OAMH pas B AeHb, B KOMBUHaLMK ¢ 6OKOCHBIM MHcynuH aiikopek IHA0KpUHONOMMA 1] 2022
MHCY/IMHOM M CaxapOoCHWKatoLWMMM NpenapaTamu, Kpome UHCYAWHA, Uan 6e3 HuX, y
38 NaumMeHToB € caxapHbiM AnabeTom 2 Tuna Ha doHe 6asuc-6ontocHol Tepanum» ONWARDS 4
MK-4482-001: «PaHg0oMM3MpoBaHHOE Niauebo-KOHTpoAnpyeMoe A,BOMHOe cienoe
KAMHMYecKoe nccienoBaHmne 2/3 dasbl A oueHKM 3GpeKkTMBHOCTH, 6e30MacHOCTM 1 NHdeKUmoHHblIe
MK-4482 1/ 2022
dapmakoKkMHeTMKM NpenapaTta MK-4482 y rocnutanimM3mMpoBaHHbIX B3POC/IbIX NaLMEHTOB C 6onesnu, COVID-19
36 COVID-19».
MIT-Co001-C101 «PaHAOMM3NPOBAHHOE ABOVHOE C/ienoe naauebo-KoHTpoaMpyemoe WHbeKLMOHHble
vccnepoBaHve ana onpegeneHus 6esonacHoctn n addeKTMBHOCTM 3cTeTpona (E4) B ScteTpon GonesHm. COVID-19 1l 2022
35 NeYeHUN NALMEHTOB C NOATBEPKAEHHON MHPeKLumen SARS-CoV-2» !
KI/0419-5: «OTKpbITOE NEPEKPECTHOE PaHAOMM3MPOBAHHOE MCCeA0BaHMe
TepaneBTUYECKON 3KBMBANIEHTHOCTU NpenapaTa Cesenamep, TabneTku, NOKpbITbie
nneHo4YHoi obonoukoi, (000 «MCK dapma»), npenapaTy PeHsenna®, TabneTku, NOKpbITbie CeBenamep Hedponorus TMYeCKan 3KBMBANIEHTHOCTb 2022
nneHo4YHol obonoukow, (depkatens PY [xkeHsalim Espona b.B., Huaepnanasl), npu
" NPUMEHEHWUM Y NALMEHTOB C runepdochaTemMmen, HaXOAALLMXCA HA reMoAnaNu3e»
DOPPUD "MHoroueHToBOE ABOVMHOE C/Enoe paH4OMU3NPOBaHHOE NaaLebo- MynbmoHonorua,
KOHTPOAMpYEMOe MCCef0BaHMe NepPeHOCUMOCTH, 6e30MacHOCTM U 3GPEeKTUBHOCTH dopTesnnnH AHecTesunonorus- 1I-11 10/11/2021 31/12/2022
MHranALUMOHHOTo NpUMeHeHuA npenapata PoprennsuH y naupeHtos ¢ COVID-19" peaHumartonorua
Ne 2215-CL-0201 "MHOroLeHTpoBOE, OTKPbITOE, PaHAOMU3UPOBAHHOE UccneaoBaHue dasbl
3 npenapata ASP2215 (funteputuHuba), KombuHaumm ASP2215 ¢ A3auMTUaMHOM U
FemaTonorus;OHKoNOr
OTAENbHO A3aunTnanHA ANA NeYeHna Bnepsble AMarHOCTUPOBAHHOMO OCTPOro MUeNoUaHOro ASP2215 (TunTepuUtuHnG) e 1] 17.06.2020 05.12.2022
nenkosa ¢ mytaumeint FLT3 y naupMeHToB, He NOAXOAALLMX ANA NOAYYEHUA UHTEHCUBHOM !
WHAYKLMOHHOM XMmuoTepanum'
NeCL04018068"" Ne CL04018068 "«/[lBoiiHOe-cienoe, paHa0MMU3MpoBaHHoe naauebo-
KOHTPOAMPYEeMOe UCCef0BaHMe C Le/blo OLeHKM 3ddeKTUBHOCTH 1 Be3onacHocTu
pommpy A u u oo RPH-104 Kapavonorus; -1l 01/11/2019 |  15/08/2022
npenapata RPH-104 ana neyeHuAa NaumMeHToB C NAMONATUYECKUM PeLmanBUPYHO LM
nepukapgurom»"""
Ne DRI15103 "PaHg0mu3MpoBaHHOE, 4,BOMHOE caenoe, nnauebo-KoHTpoaupyemoe
nccnepoBaHue no nop 6o 03bl ANA OLEHKM 3pPeKTUBHOCTH, He30nacHOCTM 1 Annepronorva un
A ABOPY A03bI ANA OLEHKY 3G SAR440340 P m 15/01/2020 | 31/05/2022

nepeHocmocTu SAR440340 (aHTW-WNJ1-33 MOHOKNOHA/bHBIX aHTUTEN) Y BONbHBIX C
6POHXMANbHON aCTMOW CpeaHew 1 TAxKeno cteneHn."

UMMYHONOrmMAa




33

ID-080A301 «MHOroLeHTpoBOe cnenoe paHAoMU3NPOBaHHOE UcceaoBaHue 3 dasbl B
napannenbHbIX rpynnax ¢ UCNONb30BaHUEM aNPOLMTEHTAHA Y NALIMEHTOB C PE3UCTEHTHOM
apTepwuanbHoii rmneptoHueit» (PRECISION)

AnpoueHTaH

Kapgwuonorua

2022

28

EFC16461 «MacTep NpoTOKON ABYX PaHAOMM3MPOBAHHDIX, ABOMHBIX CAEMbIX, naaue6o-
KOHTPONMPYEMbIX, B NapannebHbIX rpynnax, MHOrOLEHTPOBbIX MCCAIeA0BAHMIA NpenapaTa
Aynuiymab y NaumeHToB C XPOHUYECKOMN CMIOHTAHHOM KPanuBHULEH, CUMNTOMbI KOTOPOW
COXPaAHAIOTCA HECMOTPA Ha NedeHre H1 aHTUrMCTaMUHHBIMM NpenapaTamu, y naumeHTos
6e3 NpeALecTBYIOLLErO leYeHNUA OManM3ymabom, 1y NauYeHTOB C HENEePEHOCMMOCTbIO K
C Heno/HbIM OTBETOM Ha OMann3ymat»

Oynunyma6b

Annepronorua

2022

27

ECU-ALI-IIl: «MorcKkoBOe OTKpbITOE UccaeAoBaHMe 3pdeKTUBHOCTU U Be3onacHoCTH
NpYMeHeHWA npenapaTta 313apua® B cocTaBe KOMMIEKCHOM Tepanumn y naLueHToB ¢
TAMKENON U KpaiiHe Taxenol dopmoii TeueHms COVID-19»

IKynn3ymab

NHdeKUmoHHblIe
6onesnu, COVID-19

2022

26

ECU-aHUS-NO1 «MpocneKkTmBHOe HabntogatensHoe UccaesoBaHme 40ArocpoyHoM
naToreHeTU4YecKoi Tepanuu npenapatom dausapua® (AO «TEHEPUYM», Poccus),
NPOBOAMMOE Y NALMEHTOB C aTUMMUYHBIM FeMONUTUKO-YPEMUYECKUM CUHLPOMOM»

JKynunsymab

Hedponorua

2022

22

CZPL389A2203E1 «PaHp0MU3MpOBaHHOE [ BOMHOE C/lenoe MHOMOLIEHTPOBOE NPOAOIKeHNe
nccneposanna CZPL389A2203 AN M3ydeHUA KPAaTKOCPOUHOM U A0NTOCPOY HOM
6e3onacHOcTU 1 3ddEKTUBHOCTM NepopaibHOro Npuéma npenapaTta ZPL389 B pa3iMyHbIX
[,03aX C CONYTCTBYIOLLMM UAN UHTEPMUTTUPYIOLLIMM NPUMEHEHUEM TOMUYECKUX
TIIOKOKOPTUKOCTEPOMA,0B U/ UMW TOMUYECKUX MHIMBUTOPOB KasibLMHEBPUHA Y B3POC/bIX
NaumMeHTOB € aTonuyeckum gepmatutom (ZEST Extension)

ZPL389

Annepronorua

2022

21

CZPL389A2203 «PaHA0OMU3MPOBaHHOE ABOVHOE C/ienoe naaLebo-KoHTpoanpyemoe
MHOrOLEHTPOBOE UCCNeA0BaHNE A/ OLEHKU Be30nacHOCTM U 3bPEeKTUBHOCTU
MHOrOKpaTHOro nepopasibHoro npvema npenapata ZPL389 B pas/iviHbIX A,03aX Y NALMEHTOB
CO CPeAHETAXKENbIM UM TAMKEbIM aTONUYECKUM AepmaTuTom (ZEST)

ZPL389

Annepronorua

2022

17

CNTO1959PSA4001: OueHKa npumeHeHus rycenbkymaba (Tpemoben®) n nHrnburopos UN-17
Y NaLMEHTOB C NCOPUATUYECKMM apPTPUTOM B CTaHAAPTHOM KAMHUYECKOM NPaKTUKE;
NpoCneKTUBHOE 06CEPBALIMOHHOE KOTOPTHOE UCCAeA0BaHME

l'ycenokymab

PesmaTtonorua

2022

16

CLOU064A2201E1 «OTKpbITOE MHOTOLEHTPOBOE MUCCAeA0BaHME NPOAOMKEHNA Tepanuu Ans
OLIEHKM J,0NrOCPOYHOM 6e30MacHOCTU U NepeHOCMMOCT M NpenapaTa LOU064 y
COOTBETCTBYIOLMX KPUTEPUAM OTOOPA NaLMEHTOB C XPOHWUYECKOW CMOHTaHHOM
KpanuBHWLIEN, paHee y4acTBOBaBLLMX B NPE/LLECTBYIOLWMX UCCIeA0BaHMAX NpenapaTa
LOU064»

Louo64

Annepronorua

2022

15

CLOU064A2201 «MHOroueHTpoBOE paHAOMM3MPOBAHHOE ABOMHOE cnenoe naauebo-
KOHTponupyemoe ncciegosaHue llb ¢asbl ¢ NOMCKOM ONTUManbHOM A03bl A1 U3y4eHuA
3¢deKkTUBHOCTH, 6E30MAaCHOCTM U NepeHOCMMOCTH NpenapaTa LOUO064 y B3pocabix
NauMeHTOB C XPOHUYECKOM CMOHTAHHOW KpanuBHULEW, HEa[eKBaTHO KOHTpoiMpyemoit H1-
QHTUIMCTaMUHHBIMM NPenapaTamm»

Louo64

Annepronorua

lib

2022

14

CLO4041094 «MHOroueHTpoBOE OTKPbITOE PAaHAOMU3NPOBAHHOE UCCNEA0BaHNE
3pdeKTUBHOCTH 1 6E@30MaCHOCTU HOBOMO PeXMMa NpUMeHeHus npenapata Aptaerva (MHH:
0/10KM3yMab) y NaumMeHTOoB C KOpoHaBMpYycHo nHbek el (COVID-19) ¢ npusHakamu
rMnepeocnaneHus »

Onoknsymab

NHdeKUmoHHblIe
6onesnu, COVID-19

2022

AUR-V(CS-2016-02: «PaHaOMM3MPOBaHHOE, KOHTPOIMPYEMOE, A,BOMHOE-Ccnenoe
vccnen0BaHVe-NPoAOIKEHNE NO AONTOCPOYHOM oueHKe 3dPpeKTUBHOCTU M Be3onacHOCTH
npenapata OpenBo (BoksocnopuH) (npuv npueme 23,7 Mr ABa pas3a B A€Hb €XeAHeBHO) B
cpaBHeHUM ¢ Ni1auebo y NaUMeHTOB C aKTUBHBIM BOY@HOYHBIM HEGPUTOMY.

BoknocnopuH

Hedponorua,
peBmaronorus

2022




215349 «OueHKa npumeHeHus Genmmymaba B yCnoBUAX KAUHUYeCKol NpakTuku (OBSErve):
HabnoAeHNA B XoAe PeTpoCnekTUBHOrO, HabNloAaTeNbHOTO UCCef0BaHMA C ydacTUem
naupeHToB ¢ CKB B Poccum u Cayposckoit ApaBum»

Benvmymab

PesmaTtonorua

2022

21177: PaHAOMU3NPOBAHHOE, ABOMHOE CNernoe, MHOTOLIEHTPOBOe Naaue6o-
KOHTponupyemoe vccnesoBaHve |l ¢pasbl B napannesnbHbIX rpynnax no oueHke
3apdeKTUBHOCTU 1 Be30MacHOCTU GpUHEPEHOHA B AOMNO/HEHME K CTaHAaPTHOM Tepanum B
OTHOLLEHWUW NPOTPECcCUPOBaHNA 3a60N1EBAHMA NOYEK Y NALMEHTOB C XPOHUYecKoi 60ne3HbIo
noyYeKk HeaMabeTUYecKoro NPOUCXOKAEHMA

PrHepeHoH

Hedponorua

2022

20180015 «PaHA,0MU3MPOBAHHOE OTKPbITOE UccneaoBaHue 3 Gpasbl NO CPAaBHEHUIO PEXMMA
[,031poBaHuA Kapdunsommnba oauH pas B HEAENHO C PEXMMOM A,03MPOBaHUA [Ba pas3a B
HeAento B KOMBMHALMKM C NeHaIMAOMUAOM U AEKCAMETa30HOM MNP IeYeHUU NaLMEHTOB C
peunansmpytouLein nnm pedpakTepHo MHOXKECTBEHHON Mueomoit (A.R.R.0.W.2)»

Kapdunzomnd

FemaTonorusa,
OHKOsIOrUA

2022

04-CL-1904: « MHOroLeHTPOBOE PaHLOMU3NPOBAHHOE [ BOVHOE cienoe nnauebo-
KOHTPOAMpYEMOe MUCCe,0BaHME B NapaifeNibHbIX rpynnax no oueHke 6esonacHocTy u
3pbEKTUBHOCTU UCTAPOKCHMA Y NALMEHTOB C NPEKAPAMOTeHHbIM Wokom (SEISMIC)»

WcTapokcrm

Kapgwuonorua

2022

48

WA42511 nop, HasBaHnem « MHOTOLIEHTPOBOE, ABOIMHOE C/enoe, paHA0MU3NPOBaHHOE
nccnepoBaHue 3-i $asbl ¢ LeNbio OLEHKN 3GPeKTUBHOCTH M Ge30NacHOCTM pemaecusupa B
KOMBUMHA LMK C TOLMAM3YMaboM B CPaBHEHUM C PEMA,ECMBUMPOM B KOMBUHaLMK ¢ naauebo y
rocnuTasIM3MPOBaHHbIX NaLMEHTOB ¢ TAXEnon COVID-19 nHeBMOHMeR»

Tounnmsymab, pemaecvsup

NHbeKumoHHbIe
6onesHu, COVID-19

2021

Ne XC221-03-02-2020 "MHoroueHTpoBoe, afanTMBHOE, PaHAOMU3UPOBAHHOE, iBOMHOE
cnenoe, Nnauebo-KOHTPOMPYEMOE UCCIef0BaHNE NO OLeHKe PPEeKTUBHOCTU U
6e3onacHocTM npenapata XC221, Tabnetku 100 mr, y naupeHTos ¢ COVID-19"

NmmyHonorua;

XC221

09.06.2020

31.12.2021

Ne OMA-BA-IIl "UccnepoBaHure apdekTUBHOCTU M Be3onacHoCcTM NpenapaTtos eHonap (AO
"F'EHEPNUYM", Poccusa) n Kconap ("Hosaptuc ®apma Al", LLseiuapus) B neveHnmn
nepcucTUpytoLLLel aTonnYeckoi BPOHXMANbHOM aCTMbl CPEAHETAKENOTO U TAXKENOro
TEYEHWA, CUMMNTOMbI KOTOPOW HELOCTAaTOYHO KOHTPONMPYIOTCA 4 CTYNeHbIo eYeHuns
GINA(2017)"

l'eHonap (Omanmsymab)

Annepronorua un
MMMYHO0rUA

25/04/2018

31/12/2021

46

Strong-HF: «be3onacHoCTb, NepeHOCMOCTb U 3GdEKTUBHOCTb BbICTPOI ONTUMM3aLMK
Tepanuu cepAeyHoi HeLOCTaTOYHOCTU Ha OCHOBaHWUK onpeaenerns NT-proBNP (N-
KOHLIEBOro ¢parmeHTa NporopmoHa MO3roBOro HaTpUypeTUYecKoro NnenTuaa)y.

HenpmmeHUmo

Kapguonorua

HeMHTepBeHLI,VIOHH
oe

2021

45

Ponatinib-3001 «PaHA0OMWM3MPOBAHHOIO, OTKPbITOrO, MHOFOLEHTPOBOrO UcCaen0BaHMe dasbl
Il oNA cpaBHEHWUA NOHATUHMGA C UMATUHMBOM, Ha3HaYaeMbIX B KOMBUHaLWK C
XUMUOTEpanuei NOHMKEHHON UHTEHCUBHOCTY, Y NALWEHTOB C BNEpBble AMarHOCTUPOBAHHbIM
ocTpbIM IMMPO6NACTHBIM N1EKO30M C NONOKUTENbHOM PUNaaenbOUICKO XPOMOCOMOiA
(Ph+0/111)»

MoHaTUHME

FemaTtonorus,
OHKo/ornA

2021

41

Ne 17322 «PaHgomun3nposaHHoe, ABOIMHOe cnenoe uccneposaHue lll-dasbl konaHaucmba no
CpaBHeHWIo ¢ Nnauebo y NALUUEHTOB C UHA,ONEHTHBIMU HEXOAKKMHCKUMMN TIMMbOMAMMK,
PE3UCTEHTHBIMM K Tepanum putykcumabom — CHRONOS-2

Konannucné

FemaTonorus,
OHKo/ornA

2021

39

Ne 0135-0347: «UccnepoBaHme TRISTARDS — ThRombolysIS Therapy for ARDS
(Tpombonutnueckoe neyenve npu OPAC) OTKpbITOE PaHAOMM3MPOBAHHOE UCCea0BaHMe
dasbi [1b/11l ¢ nocnesoBaTeNbHLIM aganNTUBHLIM «BECLIOBHBIMY AM3alHOM, MPOBOAUMOE B
napannenbHbix rpynnax, Ans oueHKU adpdeKTUBHOCTM U 6e30MacHOCTH exeAHEBHOMO
BHYTPMBEHHOIO BBEAEHMA aNbTennasbl KYpcom A0 5 AHel B A0NONHEHWE K CTaHA4apTHOMY
neyvenuto (C/1) No cpaBHEHWIO C NPUMeHEHWEM ToNbKO CJ1y NaupeHToB € OCTPbIM
pecnupaTopHbIM guctpecc-cuHapomom (OPAC), BbizBaHHbIM COVID-19»

AnbTennasa

NHbeKuMoHHbIe
6onesnu, COVID-19

b/1N

2021




37

ML44008 «HeunHTepBeHUMOHHOE HabloaaTenbHoe nccaesoBaHune No oueHke 6e3onacHoCTH
1 3GPEKTUBHOCTM NeYeHUA HEMTPANU3YIO MMM MOHOKJ/IOHAIbHBIMW aHTUTelaMuU
(KacupvBMmabom/mmaesrmabom) B YCIOBUAX peasibHOM NPAKTMKK Y MaLMEHTOB C IEFKOM U
cpeaHei cteneHblo TaxecTu nHdekummn COVID-19, B Poccuiickoi deaepaupm».

Kacvpusumab/umaesrmab

NHdeKumoHHblIe
6onesnu, COVID-19

2021

32

GAM10-10 «Uccneposanue apdeKTUBHOCTM 1 BesonacHocTM npenapata OkTaram 10% 8
NleYeHnn NaumeHToB ¢ TAXKenbim TedeHnem COVID-19».

OkTaram

NHbeKupoHHbIe
6onesnu, COVID-19

2021

29

EFC16844 (Sarilumab COVID-19): «<ApanTvBHOe, paHLOMU3MPOBAHHOE, A BOMHOE CNenoe,
nnaue60o-KOHTpoAMpyeMoe ucciesoBaHve ¢asbl 3 A OLEHKM 3GHEKTUBHOCTU 1
6e3onacHocTv npenapata Capunymab ans naumeHToBs, rocnmraamanposaHHbix ¢ COVID-19».

Capunymab

NHdeKumoHHblIe
6onesnu, COVID-19

2021

25

DRI117224 «PaHAOMU3MPOBaHHOE, ABOMHOE cnenoe, naauebo-KoHTponnpyemoe,
MHOroLeHTpoBoe, ¢ Noa6opom A,03bl UccesoBaHWe 2 ¢pasbl NpenapaTta pun3abpyTuHUG c
nocneaytoLLein oTKpbITol Ga3ow, y NAaLUMEHTOB C XPOHWUYECKOM CMOHTAHHOM KpanusHULEN
(XCK) cpepgHeit n TAXKeNoi cTeneHn, CUMNTOMbI KOTOPOW COXPAHAIOTCA, HECMOTPSA Ha
neyenvie H1 aHTUrMCTaMMUHHBIMKM NpenapaTaMu, U KOTOPbIe HaMBHbI K OManM3ymaby»

PunzabpytmHnb

Annepronorua

2021

20

CQGE031C2302E1 «MHOroLeHTpoBOe f,BOMHOE C/EMoe U OTKPLITOE UCCea0BaH1e
NPOAO/HKEHNA TEPANUMN A1 OLEHKU IGOEKTUBHOCTU 1 Be30MacHOCTW inrensymaba 8
peKMmax BO306HOB/IEHWSA SIeYEeHNs, CAMOCTOATE/IbHO NPOBOAMMON TePanuu 1 MOHOTEpanuu
Y NaLMEHTOB C XPOHMYECKOM CMOHTAHHOM KpanuBHULIEH, 3aBepLUMBLLIMX y4acTVe B
nccneposanmnax CQGE031C2302, CQGE031C2303, CQGE031C2202 namn CQGEO031C1301»

Jlurennsymab

Annepronorua

2021

19

CQGE031C2302 «MHorougHTpPOBOE paHAOMU3NPOBAHHOE [ BOMHOE C/enoe uccnepoBaHue ¢
AKTMBHOMN Tepanuei 1 Naauebo B KayecTBe KOHTPOAA A1 OLEHKU 3bEKTUBHOCTU U
6e3onacHocTM anrenmsymaba (QGE031) y B3poCcabix M NOAPOCTKOB C XPOHUYECKOM
CMOHTaHHOM KpanueHuuei (XCK) 1 oTcyTcTBMEM afeKBAaTHOMO KOHTPOAA Ha Tepanum
610KaTopammn H1-rMcTammHOBBIX PELLENTOPOB»

Jlurennsymab

Annepronorua

2021

13

CL04041078: MepayHapoaHoe, MHOrOLEHTPOBOE, PaHAOMM3MPOBAHHOE, ABOWMHOE caenoe,
afanTuBHoe, Nnauebo-KOHTpoAMpyemoe nccnesoBaHne spdeKTMBHOCTM 1 6e3onacHoCTH
OAHOKPATHOro BBEAEHUA NpenapaToB 0/10KM3ymab n RPH-104 Ha ¢oHe cTaHgapTHOM
Tepanuun y NauMeHToB C TAXKENON nHdeKumel, Bbi3BaHHOM Bupycom SARS-CoV-2 (COVID-19)

P®M-104, onoknsymab

NHdeKumoHHblIe
6onesHu, COVID-19

1n/m

2021

12

CL04018054 «PaHA0MM3MPOBaHHOE, OTKPbITOE UccnenoBaHue |la dasbl ¢ Leblo OLEHKK
6e30MacHOCTM, NePEHOCUMOCTH, GpapMaKOKMHETUKM U GapMaKoaMHAMMKM NpenapaTta POM-
104 (RPH-104/L04018) npu 04HOKPAaTHOM BBELEHUM B PA3HbIX A03aX B CPAaBHEHUM C
AKTMBHBIM KOHTPO/IEM Y NALMEHTOB C OCTPbIM MPUCTYNOM NOAATPbI».

P®M-104

PesmaTtonorua

lia

2021

11

CC-5013-CLL-002: « MHOroueHTpoBOE, PaHA,0MMU3MPOBAHHOE, ABOWHOe-caenoe, naauebo-
KOHTpOAUpyemoe, B NapannenbHbix rpynnax uccnesosanue Il ¢asbl appekTMBHOCTU 1
6e3onacHocTu JleHanuaomuaa (PeBnummnaa) B KauecTse NoAAepKMBaloLLei Tepanum y
NaLUWEeHTOB C B-KNETOYHBIM XPOHWUYECKMM NMMONEKO30M Nocae BTOPO INMHWM Tepanumn».

NeHanvpomug,

FemaTtonorusa,
OHKoNornA

2021

10

CACZ885D2310 «MHOroueHTpoBOe paHAOMM3NPOBAHHOE ABOIMHOE cnenoe naauebo-
KOHTponupyemoe uccnegosaHnue Il dasbl gns oueHkn 3dPpeKTUBHOCTU M 6e3onacHOCTH
KaHaKuHymaba npu cMHApome Bbibpoca LMTOKMHOB Y NALMEHTOB C MHEBMOHWEW, BbI3BAHHOM
COVID-19 (CAN-COVID)»

KaHakunHymab

NHdeKUmoHHblIe
6onesnu, COVID-19

2021




BGB-3111-304: «MesayHapogHOe OTKPbITOe paHALOMU3UPOBaHHOE UcciefoBaHue dasbl 3

ANA cpaBHeHUA npenapata BGB-3111 ¢ KombuHaumei beHaamycTuHa u putykcumaba y BGB-3111 lematonorua, " 2021
NAaUMEHTOB C XPOHUYECKUM NMMOOLMTAPHBIM IEIMKO30M MU MESTKOKNETOUHOM OHKOs0MUA
nvmooupTapHo IMMOOMON, paHee He NoNyYaBLLMX NeveHuey, dasa Il
BCD-089-4/CORONA «MHOroueHTpoBOe paHAOMU3MPOBAHHOE [ABOMHOE-cnenoe nnaue6o-
KOHTpoAUpyemoe ¢ afanTMBHbIM AMU3aWHOM KMHUYeCcKoe uccaefoBaHne adpdeKTUBHOCTU U Nesnamat NHPeKLMOHHbIe " 2021
6e3onacHoCcTM npenapata nesunnumab (BCD-089) y naumeHToB ¢ TaxKenbim TedeHnem COVID- 6one3nu, COVID-19
19»
ARGX-113-1801(ADVANCE): «MHOroueHTpoBoe, paH40MMU3MPOBAHHOE, ABOVHOE C/emnoe,
nnauebo-KoHTponupyemoe mccnesoBaHue 3 dasbl No U3ydeHuo 3PdGeKTUBHOCTU U FemaTonors
6e30mnacHOCTU NpuMeHeHus aprapTurumoga (ARGX 113) 8 gose 10 mr/kr npum SdrapTurumon, OHKONOMA ! 1]l 2021
BHYTPMBEHHOM BBEA,EHUM B3POC/IbIM NaLMEHTaM C NepBUYHON MMMYHHOW
TpombouMTONeHNen»
APN01-01-COVID19 “PekOMBUHAHTHbIV YeNOBEYECKUiA aHTMOTEH3UHNPEBPALLA O LA APNOL NHbeKumoHHbIe I 2021
depmeHT 2 (rhACE2) B neyeHum naumenHtos ¢ COVID-19” 6one3Hu, COVID-19
Ne MIT-Co001-C101 "«PaHa0MuM3MpoBaHHOE ABOMHOE caenoe naauebo-KoHTpoanpyemoe WHbeKUMOHHBIE
uccnefoBaHue ansa onpegenenuns 6esonacHocTy u abdeKkTMBHOCTM acTeTpona (E4) B Jcretpon (E4, DO-E4) 6onesm 1l 25/12/2020 01/09/2021
JIeYeHVN NALMEHTOB C NOATBePKAeHHON UHdekLpmel SARS-CoV-2»"
Ne PULM-XC8-04 "MHoroLeHTpoBOE, paHA4,0MU3UPOBaHHOE, ABOVHOEe-c/ienoe nnauebo-
MynbmoHonorua;Tepa
KOHTPOAMpYEMOe NMUIOTHOE UCCef0BaHMe Mo OUeHKe 3bdEeKTUBHOCTM M 6e30MacHOCTM XC8 (rnyTapumug, ructammHa) A b 15/10/2019 31/08/2021
npenapata XC8 y NauneHToB € 303MHOPUNbHBIM heHOTMNOM BpOoHXMaNbHOW acTmbl"
Ne ACE-536-MDS-001 "/[lBoiiHoe cnenoe, paHA0MU3UpOBaHHOEe uUccaesoBaHue 3-i dasbl, B
KOTOpPOM oLieHMBaeTca addeKTUBHOCTL M Be3onacHoCTb ycnatepuenta (npenapaTt ACE-536)
B CPaBHEHWU C Nnauebo Ana nevyeHrs aHemumn, obycn0BAEHHON MUENOANCNNIACTUYECKUMU
Jlycnatepuent (ACE-536) emaTonorus; 1! 25/04/2017 15/08/2021
CUHAPOMaMM C 04EHb HU3KUM, HUKUM MU NMPOMEKYTOYHbIM NPOrHOCTUYECKUM PUCKOM MO
WwKane IPSS-R y NauUMEHTOB C Ha/IMYMEM KO/bLEBbIX CUAEPOBAACTOB, KOTOPbIM TpebytoTcA
nepenuBaHusA 3pUTpoLMTapHO macchl”
Ne KI/0419-5 "OTKpbITOE NepeKkpecTHoe paHAOMMU3UPOBAHHOE UCCNea0BaHNe
TepaneBTUYECKOMN 3KBUBANIEHTHOCTU NpenapaTa Cesenamep, TabneTku, NOKpbITbie
. N Hedponorua; Tepanua
nneHo4Hoi obonoukoi, (000 «MCK dapma»), npenapaTy PeHsenna®, TabneTku, NOKpbITbie Cesenamep Vponorus; 1} 04/10/2019 09/07/2021
nneHo4YHoi obosnoukol, (depatenb PY [xeHsaim Espona b.B., Huaepnanabl), npu !
NPUMEHEHUW Yy NaUMEHTOB C runepdocdaTemment, HaXoaALWMXCA HA remoamnanmse”
NeWA42511"" Ne WA42511 "MHoroLeHTpoBOE, ABOWHOE CNenoe, PaH40MU3UPOBaHHOE
o Pempecusup (GS-5734),
uccnepoBaHue 3-1 Gpasbl € LeNbO OLeHKM 3GpdeKTUBHOCTH 1 He30NacHOCTU pemaecvBupa B NHbeKuMoHHbIe
Tounnmsymab (AkTempa, 11} 23.06.2020 30.06.2021
KOMBMHALWK C TOUMNU3YMaboM B CPaBHEHWUW C PEMAECUBMPOM B KOMBUHaLmu ¢ nnauebo y 6one3Hn
Ano S RO4877533)
rocnuTann3npPoBaHHbIX NAaLMEHTOB ¢ TAXENon COVID-19 nHeBMOHMe
Ne AM217-03 "MHOroLeHTpoBOe paHA40MMU3MPOBAHHOE NPOCNEKTUBHOE OTKPbLITOE
KNMHWYECKOoe nccnefoBaHne 6e3onacHocTu 1 apdekTUBHOCTU NpenapaTa AMUaMHA AMUIMHA TMAPOXI0PK, 217, | FemaTonorusa;Kapamo
o Nl penap A . apoxnopua (LA pA 1l 11/12/2020 |  01/06/2021

ruppoxnopuaa (DD217) B KauecTBe cpencTBa NPOGUNAKTUKM TPOMBOTUYECKUX OCNOKHEHUIA
Y FOCNUTANN3UPOBAHHbIX NALMEHTOB C guarHozom COVID-19"

DD217)

norvs;OpToneaws;




AHecTesnonorna

vpeaHumaTonorus
NHbeKumoHHbIe
" 60ne3Hn
Ne A108_02CVD2014 "OTKpbITOE, PaHAOMU3MPOBAHHOE, MHOTOLEHTPOBOE, CKD-314 (Hadabennan Kapavonors
KOHTpoAMpyemoe ucciesoBaHue sppekTMBHOCTM 1 BesonacHocTu npenapata CKD-314 ‘ 1l 31/08/2020 31/05/2021
(HadabenntaH) y B3poCc/bix NALMEHTOB, FOCNUTANN3UPOBaHHbIX ¢ COVID-19 nHeBMOHMeR" HagamocTaTa mesunat) Orkonorua
MynbmoHonorua
Tepanua
Tokcukonorua
Xupyprua
NoACE-ID-201/ D822FC00001"" Ne ACE-ID-201/ D822FC00001 "OTKpbiTOE
PaHA,0MU3NPOBAHHOE MCCNe0BaHNe BTOPON ¢asbl ANA ou,eljkw 3¢¢eKTMBHOCTM:4 . | AkanabpyTuHu6 (Kanksenc, ACP- WHbeKOHHbIe
6e30nacHocTH akanabpyTuHuba B COLI?TaHMM c onTmmanbljow nop,,a,ef»«maarou.l,em Tepanven 196) GonesHi; OHKONOMA; Il 01/06/2020 18/05/2021
MO CPaBHEHUIO C TO/IbKO ONTUMA/IbHOM NOoAAEPKUBAIOLLEN Tepanuen y NnaumeHTos,
rocnuTanmsnMpoBaHHbix ¢ COVID-19"""
Ne CL04041078 "MeayHapoaHoe, MHOMOLEHTPOBOE, PaHA,0MU3UPOBAHHOE, ABOVHOE
cnenoe, aflanTUBHoe, NAaLeb0-KOHTpoMpyemoe uccnenoBaHve abpbeKTUBHOCTU U WHbeKLyOHHbIe
6e30MacHOCTM OAHOKPATHOrO BBEAEHUA NPenapaTos 0/10ku3ymab u RPH-104 Ha poHe RPH-104 + Onokusymab GonesHm 11-111 15.04.2020 30.04.2021
CTaHA,aPTHOM Tepanuu y NaUMEHTOB C TAXKENON MHEKLMEN, BbI3BaHHOM BUpycom SARS-CoV-
2 (COVID-19)"
Ne CL01072079 MexayHapoaHOe, MHOTOLEHTPOBOE, alaNTUBHOE, PaHA4OMU3MPOBAHHOE,
OTKPbITOE, KOHTPO/IMPYEMOE UCCNe0BaHMe AN OLUEHKUN 3GGEKTUBHOCTU 1 6eson?CHocm PapoTuHub (PagotuHnba Tepanwn " 14.05.2020 30.04.2021
npenapata PafoTUHMG B NeYeHUM roCcnMTaNN3UPOBaHHbIX NALMEHTOB C MHEKLMEN, rmapoxnopua)
BbI3BaHHOW KopoHaBupycom SARS-CoV-2 (COVID-19)
Ne 14V-MC-JAHZ «Mpotokon 14V-MC-JAHZ, aBoiiHOe cnenoe, paHA0MMU3MPOBaHHOE, Naauebo
KOHTpOAMpyemoe, NpoBOAMMOeE B MapannesbHblx rpynnax uccnegosanuve 3-i dassol, B BapuuutHmnb (LY3009104) PeBmatonorus; 1 01/12/2018 06/04/2021
KOTOPOM 6apULMTUHUG M3y4aeTCca Y NALMEHTOB C CUCTEMHOW KPACHOW BONYAHKOM».
Ne 20110203 "/[BoiHoe cnenoe paHAOMU3MPOBaHHOE MaaLEebo-KOHTponnpyemoe
MHOTOLIEHTPOBOE MUCCEA0BaHME NO OLeHKe 3PpPeKTUBHOCTM 1 Be3onacHocTH npenapaTta OmeKkamTue mekapbun (AMG Kapavonorns; " 09/02/2017 31/03/2021
OMEKaMTMB MeKapbun no nokasatensm CMepTHOCTU U 3a601eBaeMoCTH y NaLMEHTOB C 423)
XPOHUYECKOMN CepAeyHoi HeLOCTaTOYHOCTbIO CO CHUMEHHOW dppakumelt Bbibpoca"
Ne CACZ885D2310 "MHOroLeHTpoOBOE paHLOMU3NPOBAHHOE [BOMHOE c/ienoe nnauebo-
KOHTponupyemoe ucciegosanue |l ¢pasbl ana oueHKM 3dPEKTUBHOCTU U 6e30n§cuocm | Karakurymas (Mnapuc, ACz8ss) NHbeKumoHHbIe " 19.05.2020 31.03.2021
KaHaKuHymaba npv cuHApome BbIBpOCca LIUTOKMHOB Y NAaLMEHTOB C NHEBMOHMEN, BbI3BaHHOM 60one3Hn
COVID-19 (CAN-COVID)"
AHecTesunonorus
vpeaHumaronorus
NHbeKuMoHHbIe
N . 60one3Hn
Ne IPI-BRIc-201 " lBoViHoe-cnenoe nnauebo-KOHTPoMpyeMoe paHaoMU3NPoBaHHOE Kapauonors
MHOTOLEeHTpoBOe nccieaoBaHue || ®asbl ANA OLEHKM SPPEKTUBHOCTH M 6E30MaCHOCTM BpunaumauH OHKONOMMA Il 17/12/2020 31/03/2021
npenapaTta bpunaumamH y naumeHToB, rocnuTannsnpoBaHHbix ¢ COVID-19"
MynbmoHonorua
Tepanua
Tokcukonorma

Xupyprua




Ne EFC 15156 (SOLOIST-WHF) "PaHaomum3npoBaHHoe, ABOVHOE cienoe, naauebo-
KOHTPOAMPYEMOE B Napasi/iefibHbIX rPynnax MHOrOLEHTPOBOE UCCNeA,0BaHNE A/ OLEHKU

BNMAHUA COTArNMGI03MHA HA KIMHUYECKME UCXOAbI Y FEMOAMHAMUYECKUN CTabUNbHbBIX CoTarnudnosvH Kapavonorus; 1] 20/08/2018 24/02/2021
NaLUWeHTOB C CaxapHbiM AnabeTom 2 TUNa Nocnie NPOrpeccMpoBaHUA CepaeyHoM
HeaocTaTtodHocTH"
Ne 54767414MMY3010 "MccnepoBaHve Tepanuu 4apaTymymabom B OTKPbITOM peXXUme y
NauMeHTOB C MHOXECTBEHHOW MMESIOMOW, paHee NoMyYMBLLIMX NO MeHbLUe mepe 3 IMHUK
Tepanuu (BKAOYAA MHIMBUTOPbI NPOTEAaCOM M MMMYHOMOAY/IMPYIOLLME NpenapaThbl), Mbo [apatymymab (JNJ-54767414) FemaTonorus; 1] 01/01/2016 31/12/2020
NPV HaMYUK ABONHOM pedpPaKTEPHOCTU K MHIMBUTOPamM NPOTEAcoM 1
MMMYHOMOZY/IMPYIOLLMM npenapaTam (pasa 3)"
Ne 56022473MDS2002 "WccnepnoBaHue BTOpoi ¢pasbl gaa NPoBepPKU 060CHOBAHHOCTH
KOHLenumu, 4Tobbl pasgenbHO OLEHWUTb aKTUBHOCTb MpPenapaToB TasakoTysymab (JNJ-
56022473) wnn gapatymymab y TpaHchy3MOHHO-3aBUCHMbIX NALMEHTOB C Tanakorysaymab (JNJ-56022473) + FemaTonora: " 01/03/2017 31/12/2020
MUeNoAnCNNACTUYECKUM CUHAPOMOM HU3KOrO MM NPOMEXKYTOYHOro-1 pucKa, y KoTopbIX [apatymymab (JNJ-54767414)
npousoLLen peupuamns, (Mbo pasBunacb Pe3UCTEHTHOCTb Ha GOHe Tepanuu NpenapaTamu,
CTUMYNUPYIOLL MMM 3PUTPON033"
Ne CQAW039A2323 "52-HeaeNbHOe MHOTOLEHTPOBOE PaHA,0MU3MPOBAHHOE [BOMHOE
cnenoe nnauebo-KoOHTpoAnpyeMoe uccieaoBaHue ¢ 4,BOMHON MaCKMPOBKOWM AR OLEHKU
BO3MOMHOCTM CHUMKEHMA [,03bl CUCTEMHbIX KOPTUKOCTEPOUA,0B (NepopasibHbIX 1 desumnunpaHT (QAWO039) MynbmoHonorus; Illb 25.12.2018 31.12.2020
napeHTepasbHbIX) B NapaaienbHbIX rpyrnnax nauMeHToB C TAMXKEN0M BPOHXMaNbHOM acTMOM
npuv Ha3HayeHun peBuUNUNpPaHTa pas B CyTKM Ha GoHe CcTaHaapTHOM Tepanun"
AHecTesunonorua un
peaHnmaToNOMMA
Ne COVID-FPR-01 "AaanTMBHOE, MHOTOLIEHTPOBOE, PaHA0MU3NPOBAHHOE, OTKPbITOE, WHeKLMOHHble
CpaBHUTENbHOE KIMHUYECKoe uccneposatve 3dGeKTUBHOCTM M 6e30MacHOCTM NpenapaTa dasunupasup GonesHm 1l 23.04.2020 31.12.2020
daBunupaBup y NAaUMEHTOB, FOCNUTAIM3MPOBaAHHbIX ¢ COVID-19"
Kapguonorua
Tepanua
N AHecTesunonornsa u
Ne COVID-VM1500-01 "PaHaomMU3MpOBaHHOE, OTKPbITOE, MUAOTHOE KAUHUYEeCKoe
vccneposaHve adpekTUBHOCTH, BesonacHoCTH, papMakoaMHAMUKKU U hapMaKOKUMHETUKMN 3ncynbdaBUpuH p;s;zrj;g::;r; I-1 23.04.2020 31.12.2020
npenapata 3cynbdaBUPKH Yy NALMEHTOB, FOCMUTANN3MPOBaHHbIX ¢ COVID-19 Goneshm Tepanua
Ne CINC424)12301 "PaHa0omMuU3MpOBaHHOE ABOMHOE cnenoe nnauebo-KoHTpompyemoe
MHoroueHTpoBoe uccnegosarue Il dasbl ana oueHKM appeKTUBHOCTM 1 Be3onacHocTH PykconutuHmG (Oskakasu®, NHbeKuMoHHbIe
1] 21.05.2020 31.12.2020
PYKCONUTUHUGA Y NALMEHTOB C LUTOKMHOBBLIM LITOPMOM, CBA3aHHbIM ¢ COVID-19 INC424) 60one3Hn
(RUXCOVID)"
Ne ECU-ALI-III "MounckoBoe oTKpbITOE UccieoBaHne 3GpPeKTUBHOCTH U Be3onacHoCcTH
. NHdeKupoHHblIe
npuMeHeHus npenapaTta d13apua® B cOCTaBe KOMMIEKCHOM Tepanuu y NauneHToB C Inuzapua® (Ikynusymab) GonesHm I} 01.06.2020 31.12.2020
TAMKENON U KpaiiHe Taxenol dopmoii TeueHms COVID-19"
AHecTesunonorua
vpeaHumaTonorus
NHbeKupoHHbIe
Ne ABC-201 "OnaraHu6, UHrMbuTop cpuHrosnHKuHasbl-2 (SK2) npm nHesmoHum COVID-19: 60ne3Hn
paHA0MU3MPOBAHHOE [ BOMHOE-CcNenoe nnau,e6o-k0HTpoquyeM0e nccnepoBaHve ?a3bl 2/3 OnaraHv6 (ABC294640) Kapauonorua -1l 15/07/2020 31/12/2020
Y B3pPOC/IbIX NALMEHTOB, rOCNUTANMU3NPOBAHHDIX C TAXKenon SARS-CoV-2-no3nTneHom OHKonorua
nHeBMOHUWen" MynbmoHonorua
Tepanua
ToKkcukonorma

Xupyprua




Ne GSP 301-306 (Poccus) "PaHAOMU3MPOBAHHOE, OTKPbLITOE, B NapasienbHbIX rpynnax
nccnenoBaHve oueHKM 3bPeKTUBHOCTM M 6e30NacHOCTN KOMBUHMPOBAHHOMO

Annepronorva v

JIeKapCTBEHHOrO NpenapaTta cnpea Hasa/ibHoro Ao3uposaHHoro GSP 301 HC MMMYHO0TUA
Pvantpuc (MomeTasoH +
(puKcnpoBaHHan KombuHauma 403 ononaTaguHa ruapoxiopuaa 665 MKr 1 MOMeTasoHa Ononataau, GSP 301 HC) OTOopUHONAPUHIONOTH 1] 19/03/2019 06/12/2020
¢dypoaTa 25 MKr) B CpaBHEHWM CO CMPEEM Ha3a/ibHbIM 403MPoBaHHbIM MomaT PuHo AaBaHc ! A MynbmoHonorua
(puKcmpoBaHHan KombuHauma 403 asenactuHa 140 MKr 1 MomeTasoHa dypoata 50 MKr) y Tepanua
NauMeHTOB C CE30HHbIM aNePrUYeCKUM pUHUTOM"
Ne DRN-ALI-IIl "MpocneKTMBHOE OTKPbITOE UcCneaoBaHUe IPPeKTUBHOCTU 1 BesonacHoCTH MHbeKLOHHbIe
npumeHeHus npenapaTa Turepa3a® B cocTaBe KOMMNAEKCHOM Tepanuu y naupeHTos ¢ COVID- Turepasa® ([opHasa anbda) Goneshmn 1] 01.06.2020 30.11.2020
19"
AHecTesunonoruna
vpeaHumaTonorus
NHdeKumoHHblIe
APNO1 (peKomBUHAHTHbIN 60s1€3HM
Ne APN01-01-COVID19 "PeKOMbBWHaHTHbIN YeN0BeYeCK M aHIMOTEH3MHMPEBPALLLA O LM 4Ye10BEYECKUIA aHTMOTEH3UH- Kapawonorua I 22.06.2020 30.11.2020
depmenT 2 (rhACE2) B neyeHnmn naumenTtos ¢ COVID-19" npespaLaoLmin pepmeHT 2 OuKonorua e o
(rhACE2), APNO1, GSK2586881) MynbmoHonorvs
Tepanua
Tokcukonorua
Xupyprua
Ne ACT15104 "PaHAOMM3MPOBAHHOE, A,BOWHOE cnemnoe, nnauebo-KoHTponupyemoe
uccnepoBaHve B NapansienbHblX rpynnax c Lesblo noatse eHua KoHuenumm (PoC), a
A P Py u ATBEPHA uenuym (PoC) SAR440340 (REGN3500) My AbMOHOAOMA; lla 01/08/2018 |  31/10/2020
TaKKe oueHKK apdekTUBHOCTH, GesonacHocTn u nepeHocumocty SAR440340 y naumeHToB ¢
YMEPEHHO BbIPasKEHHOW/TAMENON XPOHUYECKOM 0BCTPYKTUBHOM 6one3HbIo erkux (XOB/1)"
Ne AG-221-AML-004 "MHOroLeHTpoBOE, OTKPbLITOE, PaHAO0MM3UPOBAHHOE UCCea0BaHMe 3-
11 $asbl, B KOTOPOM cpaBHMBaeTcA apdeKTUBHOCTL M BesonacHocTb npenapaTta AG-221 (CC-
90007) 1 TPaAMLMOHHBIX PEKUMOB TEPANWK Y NALMEHTOB MOXKMIOrO BO3PACTa C NO34HUMM AG-221 (CC-90007) OHkonorua; 1] 08/12/2015 28/02/2020
CTafMAMM OCTPOrO MUENONENKO3A, Y KOTOPbIX UMEeTCA MyTauua reHa
usoumuTpaTaerngporeHassl 2 (IDH2) (uccneposanune «IDHENTIFY»)"
Ne I8B-MC-ITRM «[lpocneKkTnBHOE, paHAOMMU3NPOBAHHOE UCCNEeA0BaHNE CPaBHEHUA
npenapata LY900014 ¢ MHCYIMHOM NU3NPO B ABOMHOM C/IEMOM PeXUMe C NpenapaTom
penap ¥ poB A P penap LY900014 SHAOKpUHONOrUA i 04/07/2017 |  31/12/2019
LY900014 B OTKPLITOM NOCTNPAHAMANbHOM PEKUME, B KOMBUHALMM C UHCYIMHOM TN1apruH
WV VHCY/IMHOM AErnyAeK B Tepanuu y B3poc/bix ¢ anabetom 1 Tuna. PRONTO-T1D""
Ne SGI-110-06 "MHorougHTpoBOe paHLOMU3MPOBAHHOE OTKPbLITOE uccnenoBaHue 3 dasbl
npenapata lNyageuntabuH (SGI-110) B cpaBHEHUM € Tepanueit BbI6Gopa Y B3POC/bIX lyapeuutabuH (SGI-110) lemaTonorus; 1]l 03/10/2017 31/08/2019
NaLUWeHTOB C OCTPbIM MUENOUAHBIM IEMKO30M, paHee Nosy4YaBLWX edeHne"
Ne CL3-LUSEO-001 "PaHgomusmpoBaHHoe fBOlMHOe caenoe naaLebo-KoHTpoampyemoe
nccneposaHue adpGeKTUBHOCTM M 6e3onacHOCTM nyceornndno3nHa B AOMNONHEHWE K
A b ¢ v ¢ A Tlyceornmdnosut (flycedn®) LvabeTonora; M 01/01/2019 | 31/08/2019
MeTGOPMUHY Y NaLMEHTOB eBPONEeOUAHON Pachl C caxapHbim auabeTom 2 Tuna u
He4,0CTaTOYHbIM KOHTPONEM FAMKeMUN."
Ne W029519 "MHoroueHTpoBOe, ABOMHOE Caenoe, paHAOMU3MPOBaHHOE, naaue6o-
KOHTponunpyemoe uccnenosaHue |l dasbl naacaHytanHa aHtaroHucta MDM2 8 KomBuHa LMK FemaTtonorua;OHKoNOr
pompy A bzl AACaHyT “ WMaacaryrud (RO5503781) M 08/02/2016 | 07/08/2019

¢ upTapabuHom 6o umTapabruHom ¢ naauebo y NaLMEHTOB C peumavBupytoLLei nm
PEe3nCTEeHTHOM OCTPOI MrenongHoi nevikemueit (OMJI)"

ua;




Ne MEDI4736-MM-002 "OTKpbITOe, MHOrOLEHTPOBOE MccnesoBaHve 1/2 dasbl
onpeaeneHns peKoMeHA,0BaHHOM A,03bl U pexuma Npvema [lypanymaba B KOMBUHALMM C
JNleHanuaomugom unm JIeHaNMAoMUAOM C AeKCaMETa30HOM Y NaLWEHTOB C BNepBble

AMaFHOCTMpOBaHHOﬁ MHOEeCTBEHHON MHUenomon

[Oypsanymab (MEDI4736),
NeHanuaomug, (Pesavmug,)

FemaTonorusn;

31/07/2017

01/07/2019

Ne 17530 "MHoroLeHTpoBoE, PaH40MMU3MPOBAHHOE, ABOVHOE caemnoe, Naauebo-
KOHTPOAMPYEMOe, ynpasisemoe cobbiTuamu nccnegosanve |l dpasbl B napanienbHbix
rpynnax no ougHke aGpGeKTUBHOCTU 1 6e30MacHOCTM GpUHEPEHOHA B A0MONHEHME K
CTaHAaPTHOM Tepanuu ANA CHUXKEHWA CepA,eYHO-COCYANCTON 3a601eBaeMoCcTy 1
CMEPTHOCTM Y NaUMEHTOB C CaxapHbiM AMabeTom 2 TMna M KAVHUYECKMM AMarHO30M
nuabetuyeckon HedponaTumn'"

®uHepeHoH (BAY 94-8862)

Kapawonorua;
Hedponorus;
Tepanua;
JHA0KpUHONOUA

01/12/2015

31/05/2019

Ne 16244 "MHoroueHTpoBoe, PaHA0MMU3MPOBaHHOE, ABOVHOE caemnoe, Naauebo-
KOHTpOAMpYyemoe, ynpasasemoe cobbiTuamu nccnegosaHve Il ¢pasbl B napanienbHbx
rpynnax no oueHke adpdeKTUBHOCTU 1 6e30MacHOCTM GpUHEepPEeHOHa B A0MONHEHME K
CTaHAaPTHOM Tepanuu Npu NPOrpeccupoBaHnM 601e3HM NoYEK Y NALMEHTOB C CaxapHbIM
LMabeTom 2 TUNA M KNMHUYECKMM AMarHo30M Auabetuyeckoi Hepponatum'”

®uHepeHoH (BAY 94-8862)

Kapgwuonorua
;Hedponorus;
Tepanua
IHA0KpUHONOMA

01/11/2015

31/05/2019

Ne AUR-VCS-2016-01 "PaHf0MM3MPOBaHHOE KOHTPOMPYEMOE A,BOMHOE-Caenoe
nccnepoBaHue o oueHke appeKTUBHOCTM 1 BesonacHocTy npenapata Openso
(BOKNIOCNOPUH) (Npu Npueme 23,7 Mr ABa pa3a B A€Hb eXeAHEBHO) B CPaBHEHUM ¢ niauebo
AN AOCTUKEHUA OTBETHOW peaKLym CO CTOPOHbI MOYEK Y NMALMEHTOB C aKTUBHbBIM
BO/Y@HOYHbIM HedpuTOom."

Openso (BOKNOCMOPWH)

Hedponorua;Peemato
norvs;

10/05/2017

31/05/2019

Ne TEORITIN-04 "MHOroueHTpoBOoe, OTKPbITOE, PaHAOMU3NPOBAHHOE, CPAaBHUTE/IbHOE
nccnenoBaHve no oueHke apdeKTUBHOCTM M Be3onacHoCTM Npenapata TeoputuH®, TabneTkum
4 mr, nponssoacTBa 3A0 «O6HUHCKAA XMMMKO-dapMaLieBTUYECKan KoMNaHua», Poccus B
CpaBHEHUM C NpenapaTtom dpuyc®, TabNeTKK, NOKPbITblE NIEHOYHOM 060104KOM 5 Mr,
npoussoacTea LepuHr Mnay /labo H.B., Benbrua y B3poc/ibIX NaUMEHTOB C CE30HHbIM
annepruyeckum puHMTOM"

TeopuTuH

Annepronorua un
MMMyHOJI0T A,
Tepanua

05/06/2018

28/02/2019

Ne KI/0716-1 "[iBoiiHOE C/IenOe MHOTOLEHTPOBOE CPaBHUTE/IbHOE PaHA,0MU3UPOBAHHOE
uccneposaHve adGeKTUBHOCTM U 6e30macHOCTM NpenapaTos panbPpoH®, pacTeop ANs
BHYTPUBEHHOTO U NOAKOXHOro BBeAeHuA (3A0 «dapmbdupma «Cotekc», Poccus) 1 Inpekc®,
pacTBOp A/18 BHYTPUBEHHOTO M NOAKOXKHOTO BBeAeHus (Bnageney PY OO0 «/[1skoHCoH &
[I3KOHCOHY), NPUMEHAEMBIX B TEPanuu1 aHEMUM Y MaLMEHTOB C XPOHUYECKOI NoYeyHoM
He,0CTaTOYHOCTbIO, HAXOAALLMXCA Ha remoananmse"

JpanbdoH® (Ino3TuH anbda)

FemaTtonorusa;femoau
anus;Hedponorus;

16/02/2017

31/12/2018

Ne CL04018054 "PaHAOMM3MPOBAHHOE, OTKPbITOE UccienoBaHue lla dasbl € Lenblo OUeHKH
6e30nacHOCTK, NepeHOCMMOCTH, GpapMaKOKMHETUKM U papMaKoaMHAMUKM Npenapata POM-
104 (RPH-104/L04018) npu 04HOKpPaTHOM BBEAEHUM B PasHbIX 4,03aX B CPAaBHEHWUM C
AKTMBHbBIM KOHTPO/IEM Y NALMEHTOB C OCTPLIM MPUCTYNOM noaarpb!”

POM-104 (RPH-104/L04018)

PesmaTonorus;

lla

11/09/2017

31/12/2018

Ne KI/0517-1 "OTKpbITOE NepeKkpecTHoe paHAOMU3MPOBaHHOE UCCNea0BaHne
TepaneBTUYECKOM 3KBMBaNEHTHOCTH NpenapaTa CEJJAMEPEKC®, nopoliok ans
NPWUroTOBNIEHWA CYCMEeH3WUM ANA npuema BHyTpb (3A0 «Papmdupma «CoTekc», Poccus)
npenapaty PeHBenna®, NOpOLWOK ANA NPUTOTOB/IEHWA CYCNEH3WUM ANA NPUEMA BHYTPb
(OepkaTens PY OxkeHsaiim EBpona b.B., HuaepnaHabl) npy npuMeHeHUn y naumeHToB ¢
runepdocaTemment, HaXoAALWMXCA Ha remoguanmse”

Cenamepekc® (Cesenamep)

Hedponorus;Yponorus

’

11/12/2017

29/12/2018

Ne CLCZ696B2401 "MHOroueHTpoBOe, PaHAOMM3NPOBAHHOE, OTKPbLITOE, NPOBOAUMOE B
napannenbHbIX rpynnax UccnefoBaHue C Le/iblo CPAaBHEHWA Hayana NevyeHua npenapaTom
LCZ696 A0 v nocne BbIMUCKK U3 CTAaLMOHAPA Y NALMEHTOB C CEPAEYHON HEAOCTAaTOYHOCTbIO
M CHWKeHHOM dpaKument BbIbpoca, rocnuTaM3MpoBaHHbIX NO NOBOAY OCTPOM
aexkomneHcaumm (uccnegosaHune TRANSITION)"

LCZ696

Kapawonorus;

01/11/2016

30/11/2018




Ne KI1/0117-3 "OTKpbITOe MHOMOLEHTPOBOE CPaBHUTE/IbHOE PaHAOMU3MPOBAHHOE
uccnepoBaHue apdeKTUBHOCTH, 6E30NaCHOCTH U NePEHOCMMOCTH NPenapaTos
KeToamunHon®, TabneTku, NoKpbITbie NaeHo4YHoW obonoukoi (3A0 «Papmdurpma «CoTeke»,
Poccun), n Ketoctepun®, Tabnetku, NokpbiTbie 060n04Koi (PpeseHnyc Kabum [oinunang
TM6X, FfepmaHusa), y NaLMEHTOB C XPOHUYECKOM NOYEeYHOM HeJocTaTouHocTbio V-V cT."

KetoamuHon®

Hedponorus; TEPANU
A (OBLASA);

11/08/2017

01/06/2018

NeD589SC00001" Ne D589SC00001 «52-HeaenbHoe, ABOWMHOE Cenoe,
PaHA,0MU3MPOBAHHOE, MHOTOLEHTPOBOE uccnegosanue |l Gasbl B napannenbHbix rpynnax y
nauneHToB ¢ 12 net u ctape ¢ GpoHXMaNbHOM acTMOM NO oueHKe 3GPEeKTUBHOCTH U
6e3onacHocTn Cumbukopta® (6yaeconna/dopmotepon) Typbyxanepa® 160/4.5 mkr «no
TpeboBaHWIO» B CPaBHEHUM C TepbyTannHom Typbyxanepom® 0.4 mr «no TpeboBaHMO» U
MynomukopTom® (6yaeconns) Typbyxanepom® 200 MKr ABa pasa B CyTKM NatOC TepbyTanuH
Typbyxanep® 0.4 mr «no Tpe6osaHuo»"""

CumbmkopT Typbyxanep
(Byaeconna+dopmoTepon)

MynbmoHonorua;

20/05/2014

15/03/2018

Ne KN-31/14 "MHOroueHTpoBOE CpaBHUTEIbHOE PaHAOMM3MPOBAHHOE ABOMHOE Ciemnoe B
napannenbHbIx rpynnax uccneposanue apdeKTUBHOCTH, HezonacHocTH, GapmaKkoanHAMUKK
1 papmaKoKMHeTUKM Npenapata [ennepa (Putykcumab, 3A0 «TEHEPUYM», Poccus) n
npenapata Mab6tepa (Putykcumab, «® Xodpdpman-/la Pow», LLiBeiuapus) B KauecTse
MOHoTepanuu y 60bHbIx ¢ CD20 NONOKUTENbHLIMM B-KNETOYHBIMU HEXOLKKUHCKMMMU
nmmpomamm’”

Oennepa (Putykcumab)

OHKonorus;

28/12/2015

01/02/2018

NeD513BC00001 «MexayHapoaHOe, paH4O0MMU3MPOBaHHOE, ABOVIHOE caenoe, Naauebo-
KOHTpoAMpyemoe ucciefioBaHue spdeKTa TUKarpenopa 2 pasa B CYTKU B OTHOLLEHUM
cepAevHO-COCYAUCTON CMEPTHOCTH, a TaK¥Ke YacToTbl MHOAPKTOB MUOKAPAA U UHCYNbTOB Y
NaLUWeHTOB C CaxapHbiM AnabeTom TUna 2»

(Tukarpenop, bpuauHTta)

Kapavonorua;

Ilb

04/04/2014

26/01/2018

Ne 1517-CL-0608 "PaHgomu3nposaHHoe, ABOWHOE-Cemnoe, NiaueboKoHTpoaMpyemoe
uccneposanve 3 dpasbl No M3ydeHuo 3GpGeKTUBHOCTM 1 6e30NacHOCTM poKcagycTaTa Ans
NeYeHns aHeEMUM Y NaLWEHTOB C XPOHUYECKOM 60/1e3HBI0 MOYeK, He Tpebytoulel Ananusa

FG-4592 (pokcagycraT)

FemaTonorusa;Hedpon
orus;

21/06/2013

31/12/2017

Ne CAMN107ARUO02 «OTKpbITOE MHOrOLEHTPOBOE MUCC/Ief,0BaHNE MO U3YYEHUIO
BO3MOMXHOCTEMN CHUMKEHWA TAXKECTN XPOHUYECKMX HEXKENaTeNbHbIX ABNEHUIA 1-2 cTeneHn
TAMECTU Y NALMEHTOB C MONOXKMTENbHBIM MO Punagenbouitckoin xpomocome (Ph+)
XPOHUYECKUM MUENOUAHBIM JIEMKO30M B XPOHUYECKON dpase, AOCTUMLUX ONTUMAbHBIX
OTBETOB Ha Tepanum UMaTUHMOOM NpW NOCNeAYIOLLEM Nepexoae Ha HUNOTUHUOY

AMN107 (HunoTtuHmb, TacurHa)

OHKonorus;

17/03/2014

31/12/2017

Ne D5740C00001 "MHoroueHTpoBOe, paH40MU3MPOBAHHOE, ABOMHOE cienoe, naauebo-
KOHTponupyemoe uccnegosaHue Il ¢asbi no oueHke 6esonacHocTU 1 3pPeKTUBHOCTH
poKcagycTaTa B e4eHUr aHeMun Ha GoHe XPOHUYECKOM BONE3HM NoYEeK Y He HAXOAALLMXCA
Ha guanuse naupeHTos""

Pokcapycrat

Hedponorus;

01/12/2014

31/12/2017

Ne D5740C00002 "MHoroueHTpoBOe, paH4,0MU3MPOBAHHOE, OTKPbITOE, UccneposaHue i
$asbl C aKTUBHbIM KOHTpO/IEM ANA OUeHKM 6e30nacHoCTM 1 3dPpeKTUBHOCTU poKcaaycTaTa B
NeYEeHUN aHEMUM Y NALMEHTOB, HAXOAALMXCA HA Ananmse"

Pokcapyctat

Hedponorua;

01/12/2014

31/12/2017

Ne SL75.14 "PaHA0MMU3MpOBaHHOE ABOMHOE cnenoe nnauebo-KoHTpopyemoe
MHOTOLEHTPOBOE UccnenoBaHue 3bdeKTUBHOCTU U 6e30MacHOCTU NOABA3bIYHBIX TabNeToK
STG320, cofep:Kaliux 3KCTPAKT annepreHa Knewa gomaluHei noiav (KAMN), y B3pocabix u
NnoApPOCTKOB C Bbi3BaHHbIM KM annepruyeckum puHutom."

STG320 (3KCTpaKT annepreHos

Kan)

Annepronorua un
MMMYHO0rUA

18/09/2015

31/12/2017




Ne KI/1014-1 "OTKpbITOE CpaBHUTE/IbHOE MHOTOLEHTPOBOE PaHAOMU3MPOBAHHOE
nccneposaHue apGeKTUBHOCTM M be3onacHOCTM Npenapatos beHaamycTuH, ninodunmsat ana
NPUroTOBNEHUA KOHLEHTPATa ANA NPUroToBAeHWs pacTBopa ans uHoysuid, 100 mr
(Nabopatopus Tiotop C.A.CU.®.U.A., ApreHTuHa) u PUBOMYCTUH, NOPOLLOK ANS
NPUroTOBNEHUA KOHLEHTPaTa ANA NPUroToBieHWs pacteopa ans uHoysui, 100 mr
(Actennac ®apma HOpon b.B., HuaepnaHabl) y NauMeHToB ¢ XPOHMYECKUM Avmdoneiikosom"

BeHgamycTuH

FemaTtonorua;OHKoNOr
na;Xvmuorepanus;

20/10/2015

31/12/2017

Ne CAIN457F3302 "MAXIMISE (BeaeHVe naumeHToB C NcopuaTMYecKMM apTPUTOM C
BOB/IEYEHMEM NO3BOHOYHMKA), PaH40MM3NPOBAHHOE, ABOIMHOE c/ienoe, naauebo-
KOHTPOAMPYEMOe MHOMOLEHTPOBOE 52-X HeAe/IbHOE UCCNeA0BaHNE A1 OLUEHKU
3bPEKTUBHOCTM M 6E30NaCHOCTU NOAKOXKHOIO BBEA,EHMA CEKYKMHYMaba B go03ax 150 1 300
M Y NaLMEHTOB C aKTUBHbBIM NCOPUATUYECKUM apTPUTOM C BOB/IEYEHMEM NO3BOHOYHMKA 6e3
a/leKBaTHOro OTBETA Ha Tepanuio HeCTEPOUAHBLIMU NPOTUBOBOCMAIUTE/IbHBIMM
npenapatamu (HNBM)"

CekykuHymab (AIN457)

PeBmaTonorusa;

Ilb

03/08/2016

31/12/2017

D1680C00016 «24-HefeNbHOE, MHOTOLEHTPOBOE, PaHAOMMU3UPOBAHHOE, ABOWHOE Cemnoe,
nnauebo-KOHTPOAMpyeMOe UCCNe0BaHUE C Lie/Ibio M3ydeHns 3bdEeKTOB cakcariunTuHa,
KOMBMHALWMKM CaKCarMNTUHA € AaNarnndA03vHOM, a TaK¥Ke CUTArUNTUHA B NapaanenbHbIX
rpynnax naupeHToB € caxapHbiM AMabeToM Tuna 2 U cepAeyHoi HeL0CTaTOYHOCTbIO
(MEASURE-HF)»"

CakcarmntuH (OHransa) +
[OanarnndnosuH (Popcura)

3H,CI,0KpVIHO!]0FMFI

10/05/2016

15/12/2017

Ne EFC13579 "PaHA0omMu3MpOBaHHOE, ABOWHOE caenoe, nnauebo-KoHTponMpyemoe
uccaefoBaHWe B NapaniebHbIX rpynnax no onpeaeneHunio sGpdekTMBHOCTU 1 6e3onacHocTu
aynunymaba y naumeHToB C NepcucTypytoLLei actmoi"

SAR231893, REGN668
(Oynunyma6, dynuayma6)

UmmyHonorua;

18/06/2015

01/12/2017

Ne TRICALO7830 "lMpocneKT1BHOE paHAOMU3MPOBAHHOE [BOWHOE-CeNoe My/bTULEHTPOBOE
uccneposatue |l Gasbl B napannenbHbIx rpynnax Ana AoKasaTeNbCTBa He MeHbluei
3ddeKTUBHOCTM 1 Be30MacHOCTH Ha3anbHOro cnpes HasakopT (TpUamuMHONOHA aueToHuUa,
55 MKr) no cpaBHeHUIO € HasasibHbIM cnpeem ®nnkcoHase® (bayTukasoHa nponuoHat, 50
MKT) Y B3pOC/IbIX NALWEHTOB C KPYIOrOAUYHbIM aNePruyeckUM PUHUTOM NPU NPUMEHEHUM
OAWH pa3s B AeHb Ha NpoTaxeHun 28 aHei (NASANIF)"

Haszakopt® (RG5029Y,
TPUaMUMHONOHA aueToHUA,)

Annepronorua un
MMMYHOOrUA

02/08/2016

01/10/2017

Ne MMNZ-01 «MpocneKTUBHOE, MHOTOLEHTPOBOE, OTKPbLITOE, PaHAOMU3NMPOBAHHOE,
KNMHWYEeCKoe UccaefoBaHNe B NapasiiesibHbIX rpynnax no oLueHKe CpaBHUTENbHOM
adpdekTUBHOCTM M BesonacHocTM NpenapaToB MomecTep, cnpeit Ha3aNbHbIi 4,03UPOBAHHBIN,
50 mKr/po3a (OAO «AKPUXMH», Poccus), n HasoHeKc®, cnpeit Ha3aibHbli 4,03MPOBaHHbIN,
50 mKr/po3a (WepwuHr-Mnay Nla6o H.B., Benbrus), npMeHsembIM1 B KayecTse
MOHOTEPANUM Y NALMEHTOB C CE30HHbBIM a/IIePTrUYECKUM PUHUTOMY.

MomecTep (MoMeTa3oH)

Annepronorua un
MMMYHOOrUA

03/03/2015

31/07/2017

Ne PULM-XC8-02 "MHoroLeHTpoBOE, paHA4,0MU3UPOBaHHOE, ABOVHOEe-Cc/enoe, naauebo-
KOHTPOAMPYEMOE MCCef0BaHMe Mo oueHKe 3ddeKkTMBHOCTH, 6e3onacHocTH 1 nogbopy
ONTMManbHOM A,03bl NpenapaTta XC8 y NaLMEHTOB C YaCTUYHO KOHTPOANPYEMOiA
6pPOHXMANbHOM aCTMOM, NOJTYYAIOLMX CTaBUNbHYIO TEPANUIO HU3KMMU L03aMK

MHIaIA WMOHHBIX [IFOKOKOPTUKOCTEPOUA,0B C i 6e3 fobasneHus B2-aroHncTos
ANUTeNbHOro aeincrema’

XC8 (FnyTapumuma, ructammnHa)

OTop1HONAPUHTONOTU
A

01/02/2016

31/07/2017

Ne FLU-12-2014 "MeKAayHapoaHOe MHOMOLEHTPOBOE OTKPbLITOE PaHLOMMU3MPOBAHHOE
cpaBHWUTENbHOE UccnepoBaHune apdeKTUBHOCTM 1 BesonacHocTM npenapatos ®nysan,
a3p030/1b ANA UHrANAUMIA 403UPOBaHHbIN («Mugac Kaa ®apmacbiotukanc MNet. NIta.»,
NHaua) n Cepetna® aspo3onb MHraNALMOHHDIN 403MPOBaHHbIN «nakco CMuT KnaitH
dapmacbloTvKan3», BenmkobputaHusa) y naLumMeHToB C HEKOHTPONMPYEMON 1 YacTUIHO
KOHTpoAupyemoii 6poHxmanbHol acTmon"

dnysan
(CanmeTepon+dnyTnkasoH)

Annepronorva u
UMMYHOI0rUA
MynbmoHonorus;

01/07/2015

01/04/2017




Ne M11-352 "PaH40MU3MPOBAHHOE, MeKAyHapo4HOe, MHOTOLEHTPOBOE, ABOMHOE C/ienoe,

nnauebo-KoHTpoAMpyeMoe B NapasiesbHbIX rpynnax uccnefoBaHne BAMAHUA aTpaseHTaHa
Ha NeyeHue noyek y naumeHToB ¢ Anabetom 2 Tmna u Hepponatueit SONAR: nccneposaHue
nuabetuyeckoi HedponaTum ¢ atpaseHtaHom""

AtpaseHTaH (ABT-627)

[OunabeTonorus;

21/10/2013

31/03/2017

Ne EL-OC459 "PaHpomu3vpoBaHHOE, A4,BOMHOE cnenoe, nnauebo-KoHTpoaupyemoe, B
napannenbHbIX rpynnax, uccnegosaHune npenapata OCO00459 npu npueme BHYTPb Ha
npotaxeHun 12 Hepenb NnaupeHTamum B Bo3pacte 18-48 neT ¢ aTonnyeckon 303MHOGUIbHOM

acTmoun

0C000459

Annepronorva v
ny/IbMOHOIOMNA
MynbmoHonorus;

20/04/2014

20/03/2017

Ne EL-OC459 "PaHp0mu3vpoBaHHOE, A4BOMHOE cnenoe, nnauebo-KoHTpoaupyemoe, B
napannenbHbIX rpynnax, uccnegosaHune npenapata OCO00459 npu npueme BHYTPb Ha
npotaxeHun 12 Hepenb NnauyeHTamum B Bo3pacte 18-48 neT ¢ aTonnyeckoi 303nHOGUIbHOM

acTmoun

0C000459

Annepronorva v
ny/IbMOHOIOMNA
MynbmoHonorus;

20/04/2014

20/03/2017

Ne 211LE202 "MHOroueHTpoBoe, A0MNONAHUTENbHOE, LOATOCPOYHOE UCCIea0BaHMe 2 YpoBHeN
£,03bl Npenapata BIIBO23 ¢ 3acnenneHHoM 4,03MPOBKOI, NPOBOAALLEECA B NapanieNbHbIX
rpynnax gaa oueHku addeKTUBHOCTH, 6@30MacHOCTM M MMMYHOreHHOCTM NpenapaTa BIIB023
npy ero AJIMTENbHOM NPUMEHEHUM Y NALMEHTOB C BOYAHOYHbIM HedppuTom"

BI1IB023

Hedponorus

01/12/2014

01/03/2017

N220120231 (KAI-4169-008) «MHOroLeHTPOBOE HECPABHUTENBHOE MPOAOIKEHHOE
uccnenoBaHve f0NrocpoyHon abdeKkTUBHOCTM 1 besonacHocTv AMG 416 B eyeHun
BTOPWYHOTO rMNepnapaTMpeosa y NaLMeHTOB C XPOHUYECKOW NOYEeYHON HeL0CTaTOYHOCTbIO,

Haxo4AWmnxca Ha remoaunanumse»

AMG 416 (KAI-4169)

Hedponorua

01/04/2013

31/12/2016

Ne EVA12 "OTKpbITOE, CpaBHUTENBHOE, MHOTOLEHTPOBOE PaHA0MMU3MPOBAHHOE
uccnen0BaHve No M3ydeHuo 3pdekTUBHOCTH, 6E30NacHOCTM M NEPEHOCMMOCTH NpenapaTta
INONOHr® B KOPPEKLMM aHEMUM U NOAAEPHKAHUM YPOBHA remornobuHa y IMO-HanBHbIX
NaLUWEeHTOB C XPOHWUYECKOW BONEe3HbIO NMOYEK, HE HAXOAALLMXCA Ha Ananuze""""

3nonoHr®

Hedponorua

15/02/2013

31/12/2016

Ne RIVAROXAFL3003 "OTKpbITOe paHA4,0MU3UPOBAHHOE, CPAaBHUTENbHOE, MHOTOLEHTPOBOE
uccnefoBaHue AByX TepaneBTUYECKMX NMOAXOA0B K Ha3HaYeHuto pusapokcabaHa u
TepaneBTUYECKOro NoAX0Aa K Ha3HAYEHMIO NepopasibHOrO aHTaroHUcTa BUTamuHa K ¢
KoppeKLyet A03bl, NPUMEHAEMbIX ANA NeYeHUA NauueHToB ¢ dubpunnaumeii npeacepanii,
KOTOPbIM NPOBOAUTCA YPECKOXKHOE KOPOHapHoe BMelwaTenbcTeo (PIONEER AF-PCI)""

PueapokcabaH (JNJ-39039039,
BAY 59-7939, KcapenTto ®)

AHecTesunonoru-
peaHvmaToNOMMA

Ilb

01/06/2013

31/12/2016

Ne CP027.2002 "PaHAOMU3MPOBAHHOE, A,BOVHOE cnenoe, naauebo-KoHTponnpyemoe
uccnenoBaHve oueHKkM addeKkTuBHOCTM NpenapaTta TRV027 B pasnnuHbIX f03ax y
NauWeHTOB, rOCNUTANN3UPOBaHHbIX NO NOBOAY OCTPOI AeKOMNEHCUPOBAHHOM cepaeyHon
HepocTaToyHoCTH"

TRV027

Kapguonorua

19/08/2014

31/12/2016

Ne RIN-04-14 «/[lBoiiHoe cnenoe nnauebo-KoHTpoanpyeMoe paHLoMU3MpoBaHHOE
KAWHWYecKoe uccnenosaHune adpdeKTMBHOCTM 1 BesonacHocTv npenapata MHrapoH®,
AvodunmusaT ANA NPUroTOBNEHMA PAcTBOpa ANA MHTPaHA3anbHoro BeegeHua 100000 ME
(000 «HMMN «®apmaknoH», Poccus) y NaLMEHTOB C aNNEPrUyeCKUM PUHUTOMY

WHrapoH® (MHTepdepoH ramma)

NHbeKupoHHbIe
6onesHn

09/04/2015

31/12/2016

Ne KI/0414-4 «OTKpbITOE CPaBHUTE/IbHOE MHOTOLEHTPOBOE PaHLOMM3MPOBAHHOE
nccnepoBaHue adpdeKTUBHOCTU M be3onacHoCTH npenapaTta boptesomub, amodunusat ana
NPUroTOBNIEHUA PacTBOPa ANA BHYTpMBEHHOro BBeaerus 3,5 mr (Tiotop CA.CU.O.MN.A.,
ApreHTuHa) v Benkeiin®, nmodmnusat ANs NpUroToBAEeHUs pacTBOpa ANA BHYTPUBEHHOTO
BBeaeHus 3,5 mr (Jepxatens PY OO0 «/[JKOHCOH & [I3KOHCOH», Poccus) y NaLmMeHToB ¢
[MarHO30M MHOXeCTBEHHaA MUesIoMa»

Bopresomunb

Fematonorus;OHKoNOr
us; Xumuotepanws;

14/04/2015

30/12/2016




Ne Buserelin01-2015 "OTKpbITOE, PaHAOMMU3NPOBAHHOE, MHOTOLEHTPOBOE K/IMHUYECKOE
nccnen0BaHMe No U3yYEHUIO CPaBHUTENbHOM 3bdEKTUBHOCTM M 6e3onacHOCTH
JIeKapcTBeHHbIX NpenapaTtos MuKpopenuH (6ycepenuH), NopoLwoK A NPUroToBAEHUs
CyCneH3un A1 BHYTPUMbILWEYHOrO BBEAEHMA NMPOOHIMPOBaHHOro aeicteua 3,75 mr (000
«®Papm-CuHTes», Poccuitckas Peaepaumn) u bycepenuH Jeno, nanodunmsat ans
NPUroTOB/IEHUA CYCNEH3UN AR BHYTPUMbILIEYHOTO BBEAEHWA NPOSOHIMPOBAHHOIO
nevcteua 3,75 mr (3A0 «dapm-CuHtes», Poccuiickan Geaepaums) y B3pOC/ibiX NALMEHTOK C
3HAOMETpMO3oM"

MuKpopenuH (BycepenuH)

AKywepcTeo n
rMHeKonorua

10/12/2015

31/10/2016

Ne 16C3 "OTKpbITOe NPOCMNEKTUBHOE MHOTOLEHTPOBOE PaHAOMU3MPOBAHHOE CPAaBHUTENbHOE
uccnefnosaHve 3pdeKTMBHOCTH, 6e30MacHOCTU 1 NepeHOCUMOCTH npenapata Canbretpon®
(canbbyTamona remMucyKuMHAT/TPOBEHTON (MeTaTpoNuA MOAMA)), Kancy/bl C MOPOLKOM ANs
uHranaumin 50/40 mkr/gosa (OAO «dapmauesTuyeckan ¢pabpuka CaHKT-MeTepbypra») y

NauneHTOoB C YaCTUYHO KOHTpO!WIpyEMOl‘;I 6p0meaan017| acTMoun.

Canbretpon® (Canbbyramona
reMucyKumHaT + TpoBeHToN
(MeTatponus iiogua))

MynbmoHonorua;

29/09/2015

01/09/2016

Ne LGN-VN-003 "MHoroueHTpoBoe, paHL0oMU3NPOBAaHHOE, A BOMHOE cnenoe, naaue6o-
KOHTPOAMPYEMOE MUCCNeA0BaHME ANS OLEHKM 6e30MacHOCTU U 3GPEKTUBHOCTM
OZHOKPATHOro NepopasibHOro npuema BaHoKcepuHa C Le/iblo BOCCTaHOB/IEHMS
HOPMaJIbHOTO CUHYCOBOTO PUTMa Yy NAaLMEHTOB C HEA,ABHO BO3HUKLEHR dubpunnsaumeit uam
TpeneTaHuem npegcepauin.”

BaHoKcepuH (BaHokcepuHa
mapoxnopua)

Kapawonorua;

05/08/2015

01/08/2016

Ne PHI113747 « MHOroueHTpoBOe, paHAO0MU3MPOBAHHOE, KOHTPO/IMPYEMOE UCC/Ief,0BaHNe
®dasbl 2B, npoBoaALLeeca B TedeHWe 24 Heaenb B NapaafienibHbIX rpynnax, ¢ rpynnamm
AKTMBHOIO KOHTPOAA A/1A OLEHKM Be3onacHocTy 1 addeKkTnBHOCTM NpenapaTa GSK1278863
Y NAUMEHTOB C aHEMMEMN, aCCOLMMPOBAHHOM C XPOHUYECKOMN BONE3HbIO MOYEK, He
HaXOAALLMXCA Ha remoguanmse»

GSK1278863

FemaTtonorusa;femogm
anus;Hedponorus;
Tepanwua

Ilb

18/10/2013

20/02/2016

Ne KI/0513-1 "“OTKpbITOe, PaHAOMUIMPOBAHHOE, KAMHUYECKOe UCCNea0BaHne
addekTUBHOCTH, Be3onacHOCTU U Nepe-HocUmocTH Npenapata Momat —A (puKkcvpoBaHHas
KombuHauma AsenactuHa rugpoxnopug 140 mkr + MomeTtasoHa ¢ypoat 50 mKr, FeHmapK
dapmacbloTukans Jiumutes, MHaWa), cnpeit Ha3aibHbIM, B CPAaBHEHUM C NpenapaTamu
Anneprogun® (MHH AsenactuHa rugpoxnopug, Mega ®apma I'm6X n Ko.KT, Fepmanus),
cnpei HasanbHbIW, M HazoHekc® (MHH MomeTasoHa ¢ypoar, WepuHr-Maay /labo H.B.,
Benbrus), cnpei HasanbHbIM, Y NALMEHTOB C CE30HHLIM aNEPIMYECKUM PUHUTOM”"

MomaT-A
(MomeTasoH+A3enactuH, Momart-
A)

Annepronorua un
MMMYHO0rUA
MynbmoHonorua;
Tepanua

17/02/2014

17/02/2016

Ne 201474 "WUccnepoBaHve OLEHKM NPeANoYTEHUI NALUMEHTOB C aIEPIrMYECKUM PUHUTOM B
OTHOLWeHUN GyTMKa3oHa dypoaTa, Ha3abHOro cnpes, U MoMeTasoHa ¢ypoaTa, Ha3a/ibHOro
cnpes"

®nyTukasoHa ¢ypoat
(GW685698, ABamuc)

Annepronorua un
MMMYHO0rUA

12/05/2015

04/12/2015

Ne 07/13/PKW "OTKpbITOE CpaBHUTE/IbHOE PaHA,0MMU3NPOBaHHOE K/IMHUYECKoe
nccnepoBaHue no oueHke apdGeKTUBHOCTH, He30nacHOCTU U NepeHOCMMOCT M NpenapaTa
MokcudnokcaupH LUTALA pactsop ans uHdysumii 1,6 mr/mn (Xemomont [,.0.0.,
YepHoropua) B cpaBHEHWM ¢ npenapaTtom ABesIoKc® pacTeop Aas UHy3ui 1,6 mr/mn
(Baitep LepuHr dapma AT, FepmaHua) y NaumeHToB ¢ BHE6ObHUYHON NHEBMOHMEIR."

Mok cubnokcauyH
(MokcudnokcaupH LUTALA)

MNynbmoHonorua

01/10/2014

01/10/2015

Ne CE01-301 "PaHA0MU3MPOBaHHOE, ABOMHOE CNenoe, MHOTOLEHTPOBOE UCCAeA0BaHWe ANs
oueHKM 3pPEeKTUBHOCTM 1 Be30NacHOCTU NpUMeHeHUsa conuTpomuumHa (CEM-101), ot
BHYTPUBEHHOTO K NEPOpaibHOMY BBEA,EHUIO, B CPAaBHEHUM C MPUMEHEHUEM
MOKCUdIOKCaLMHa, OT BHYTPUBEHHOTO K NepopanbHOMY BBEAEHUIO MPU 1eYeHUM B3POC/bIX
NauneHToB ¢ BHE6ONbHUYHOM BaKTepuanbHON NHEBMOHMER"

CEM-101 (conutpomumumH, )

NHbeKuMoHHbIe
6onesHn
MNynbmoHonorua

30/03/2014

30/09/2015




Ne GPL/CT/2012/014/11l "OTKpbITOE, PaHZ4,0MMU3NPOBAHHOE, CPAaBHUTE/IbHOE,
MHOTOLEHTPOBOE KAMHUYECKOE MUCCel0BaHUE NO oueHKe 3GPpeKTUBHOCTHM, 6e30MacHOCTU 1
nepeHoCHMOCTM Npenapata MomeTasoH, cnpeii Ha3aibHbli 4,03MPOBAHHDBIN, NPOM3BOACTBA
IneHmapk ®apmacbtoTvkans /ITA. (MHAMA) u npenapaTta HasoHeKc®, cnpeit HasanbHbIM
[,03UPOBaHHbIN, NpousBoacTea LepuHr-Mnay Jlabo H.B. (Benbrusa) y naumeHTos ¢
KPYrNOroAMYHbIM annepruyeckum puHuTom."

MomeTasoH

Annepronorua n
MMMYHO0rUA
MynbmoHonorua;
Tepanua

19/08/2013

04/08/2015

Ne GRAS3001 "PaHaomMu3npoBaHHOE, ABOMHOE cnenoe, naauebo-KoHTponnpyemoe
uccnesoBaHue no oLeHKe UMMYHONOTMYecKux apdeKToB 1 GesonacHocTu 60-4HEBHOTO
Kypca npumeHeHus TabneTok CTaHAapPTU30BAHHOTO KayecTsa AA CybAUHIBabHOM
VMMYHOTEPanuun y B3poc/bixX NaLMeHTOB C anfepruieckm pUHOKOHBIOHKTUBUTOM,
BbI3BaHHbIM MNbl/IbLOM TpaB"

lpasakc

Annepronorua un
MMMYHO0rUA

01/09/2014

31/07/2015

Ne DRI12544 "PaHp0mMuU3MpoBaHHOE, 4,BOMHOE cnenoe, nnauebo-KoHTpoaupyemoe
uccnesoBaHue No onpeaeneHunio 403bl Aynuaymaba y 60abHbIX CPeAHETAKEN0N U TAKeN0M

HEKOHTPOIMPYeMOi1 acTMOVA.

Oynunyma6b (REGN668)

MNynbmoHonorua

01/08/2013

30/06/2015

Ne CE01-300 «MHOroueHTpoBOEe paHA0MU3MPOBAHHOE, A,BOMHOE C/IEMNOE CPaBHUTE/IbHOE
nccneposanve 3dGeKTUBHOCTM M 6e3onacHOCTM conuTpommuupHa (CEM-101) ans npvema
BHYTPb M MOKCUdIOKCaLMHA AR NPUeMa BHYTPb NPU JIe4eHUU B3POC/IbIX MAaLMEHTOB C
BHe60/IbHUYHOM BaKTepranbHOM NHeBMOHUEN» ™"

CEM-101 (conutpomuumH, )

MNynbmoHonorua

17/01/2013

31/12/2014

Ne 20120230 "PaHaoMM3MpOBaHHOE, ABOMHOE caenoe, naauebo-KoHTpoaMpyemoe
vccneposanve 3 Pasbl No oueHKe appekTUBHOCTU M BesonacHocTv AMG 416 B neyeHun
BTOPUYHOTO rMMNepnapaTMpeosa y NaumeHToB C XPOHUYECKO NOYEYHOM He40CTaTOYHOCTbLIO,
HaxoAAlmXcsA Ha remogmanuze”"""

AMG 416 (KAI-4169)

3H,CI,0KpVIHO!]0FMFI

01/04/2013

31/12/2014

Ne 018-01 "OTKpbITOE KAMHMYecKkoe nccnegoBanue I pasbl, HanpaBAeHHOE Ha U3ydeHue
6e3onacHOCTM M MMMyHOoreHHOCT V110 y poccuiick X naupeHToB B Bo3pacTe 50 net u
CTaplue, a TaKKe B Bo3pacTe oT 2 40 49 feT, € NOBbILEHHbIM PUCKOM MHEBMOKOKKOBbIX
nHbeKumMn"

V110 (BaKuuHa ans
NPOOUAAKTUKM MHEBMOKOKKOBbIX
nHdeKkuuii, MHeBmoBakc® 23)

Annepronorua v
UMMYHOI0rUA

15/02/2013

15/12/2013




