Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne23 Big 23.12.2021,
HTP Ne45 Big 23.12.2021, Ha siki 6yni1 oTpUMaHi NO3UTUBHI BUCHOBKU E€KCNEPTIB.»

1. PaHgomisoBaHe, BigKpuTe AOCNipKeHHs dhasm 2/3 AN OuiHKM 3acTOoCyBaHHA GemnerasigecneiikiHy B
NOEAHaHHI 3 Nembposnizymabom MOPIBHAHO 3 MOHOTepanield nembposnisymabom y Tepanii nepLuoi fiHii B
NauieHTiB i3 MeTacTaTuyHO abo peunamByOHOK MMOCKOKAITUHHOK KapuUUHOMOK rOMoBM Ta Wwui 3
nyxavHamu, Wwo ekcnpecytoTs PD-L1 (PROPEL-36), kog, gocnigpkeHHsa 20-214-36, Bepcis noyatkosa Bif 14
yepBHSA 2021p., cnoHcop - Hektap Tepan'toTikc, CLLUA (Nektar Therapeutics, USA)

®asza - I/

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

Ne MN.1.B. BignoBiganbHOro focniaHukKa,

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6GYBaHHS

1. | K.M.H. MomiHuyk O.B.

MeguuHnii LeHTp ToBapucTBa 3 06MexeHow BignoiganbHicTio «K/1IHIKA BEPYM EKCMEPT»,
M. Kni

2. | KM.H. Agamuyk ".A.

KomyHanbHe nignpnemctso «KprBOPi3bkMii OHKONOTiYHMI AucnaHcep» [HINponeTpoBCbLKOT 061acHOT
pagu», XimioTepaneBT1YHe BigdineHHs, M. Kpmswii Pir

3. | 4.M.H., npod. BoHaapeHko 1.M.

KomyHasibHe HekomepuiiHe nignpuemcTBo «Micbka KiiHiYHa nikapHa Neds» [HINPOBCHLKOI MICbKOT
paau, XimioTepaneBTUYHE BiAAINEHHS 3 AEHHUM CTauioHapoMm, JHINPOBCHKNIA AepXaBHUA MeaNYHWI
YHiBepcuTeT, kaddegpa OHKO/Orii Ta MeanyHol pagaionorii, M. HINpo

4. | K.M.H. Ypcon I'.M.

MpuBaTHe NigNPUEMCTBO NpMBaTHA BUPOGHUYA ddipMa «ALIMHYC», NiKyBallbHO-AiarHOCTUYHWUIA LEHTP,
M. KponuBHMLbKWI

5. | K.M.H. Byp™siH O.B.

KomyHasibHe HekomepLiiiiHe nignpruemcTBo «O6acHWIA LEHTP OHKOJIOTii», OHKOXIpYpriuHe BigaineHHs
ro/10BY Ta Wui, M. XapkKiB

6. | 3aB. BigaineHHsm boliko B.B.

KomyHanbHe HekomepLiliHe nignprveMcTBo «IpukapnaTCbKUii KNiHIYHUIA OHKONOFiYHWIA LEHTP IBaHO-
®paHKiBCbKOi 06M1acHOi paan», XipypriyvHe BigdineHHs No2, IBaHO-PpaHKIBCbKWIA HaLiOHa/IbHUIA
MeNYHWUIA YHiBEpCUTET, kadheapa OHKOIOrIT, M. IBaHO-®DpaHKiBCbK

2. «[locnigKeHHA YOTMPUGAKTOPHOro KOHUEeHTpaTty npoTpomMobiHoBoro komnnekcy OKTAMJIEKC y nauieHTiB 3
rOCTPOK) MAcCUBHOIO KPOBOTEYel, WO OTPUMYIOTb Tepanilo MnepopasibHUM aHTUKoary/sgHToM npsaAmoi aji
(MAKMA), iHribiTopom thakTopa Xa», kog gocnimkeHHs LEX-210, sepcia 06 Big 18 nwotoro 2021 poky, CnoHcop
- «OkTadapma Al'» (Octapharma AG), LLseliyapis

Pa3za - Il

3aaBHuK - TOB «[Npem’ep Pecepu YkpaiHa»

Ne M.1.6. BiANOBIA&LHOrO AOCMIAHMKA,

n/n HasBa MicLs NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 | A.M.H., npodp. TiToB L.1.

KomyHasibHEe HekoMmepuiiHe nignpmemctBo «O6nacHa KiiHiYHa AikapHa IBaHO-®paHKiBCbKOI
obnacHOi pagu», BigAiNeHHs adecTesionorii Ta IHTEHCUMBHOI Tepanii, IBaHO-PpaHKiBCbKUI
HaLiOHa/TbHUIA MeAnYHNIA YHiBEpCUTET, kadheapa aHecTesionoril Ta iHTEHCUMBHOI Tepanii, M. IBaHo-
®paHKIBCbK

2 | p.M.H., npodo. NigripHnin A.M.

KomyHanbHe HekomepuiiiHe nignpuemcTBo JIbBiBCbKOT 06/1acHOi paam «JIbBiBCbka 061acHa KniHiuHa
nNiKkapHs», BifAIIEHHS aHeCcTes3io10rii Ta iHTeHCUBHOT Tepanii Nel, M. JIbBiB

3 | A.M.H., npod. MunTiok O.B.

KomyHanbHe HekomepuiiiHe nignpuemcTtBo «LleHTpasibHa Micbka KIiHIiYHA flikapHA  IBaHO-
®paHKiBCbKOT MiCbKOI paaw», BiAAINEHHA Xipypril, |BaHO-PpaHKIBCbKMIA HauiOHa/IbHUIA MeUYHWIA
yHiBepcuTeT, kadpeapa xipyprii ctomaTonoriyHoro dpakynbsteTy, M. IBaHO-PpaHKiBCbK




3. «Bigkpute pocnigkeHHs AOoBroTpvBasiol 6e3MneyYHOCTi Ta NepeHOCMMOCTI NepopasibHOr0 3aCTOCYyBaHHS
HiHTe[AaHiIGy TPMBa/IICTIO HE MEHLLE 2-X POKiB Ha (hOHI CTaHAAPTHOrO MiKyBaHHA y AiTel Ta Nig/iTKiB 3 KAiHIYHO

3HaUYyLWWMU

iGPO3yOUUMN  IHTEPCTULIAHUMKN  3axBoptoBaHHAMM  fiereHb  (InPedILD  ™-ON)», kofg

pocnigpkeHHa 1199-0378, sepcia 1.0 Big 17 yepBHs 2021 poky, crnoHcop - Boehringer Ingelheim RCV GmbH &
Co KG, AscTpis

®a3za - Il

3anBHUK - TOB «JOKYMEAC» («CIA LJOKYMELC»), Natsisi

No M.1.6. BignoBiganbHOro gocnigHunka,

n/n Ha3Ba micus npoBeAeHHS K/iHIYHOrO BUNPOOYBaHHS

1 | 3aB.Big. Okyn T.I.
KoMyHaslbHE HekoMmepuiiHe nignpueMCTBO «3anopidbka o6s1acHa K/iHIYHA AuTadva NikapHs»
3anopi3bKoi 061acHol paan, Ny/7IbMOHOOrYHE BigaineHHsi, M. 3anopixoks

2 | A.M.H. PeukiHa O.0.
JepxaBHa ycTaHoBa «HaujioHanbHWiA IHCTUTYT dpTmsiaTpii | nysibMOHOAOrIT iMeHi ®.I. AAHOBCLKOro
HAMH Ykpaiun», BigaineHHs AUTa40i nyIbMOHOOTIT Ta anepronorii, M. Kuis

3 | K.M.H. TNonskos B.B.
KoMyHasibHe HekomepLiiHe NignpueMCTBO XapkiBCbkOi o6nacHol paan «ObnacHa autsaya KiiHiuHa
nNiKkapHs», Ny/IbMOHOJIOTNYHE BifgAineHHs (LeHTp JIereHeBnX 3axXBOPIOBaHb Ta NlereHeBol rinepTeHsi),
M. XapkiB

4. «PaHpomi3zoBaHe,

noasiiHe cnine, nnauebo-KOHTPONbOBaHE OOCNIMKEHHS, WO MNPOBOANTLCS Y

napanenbHUX rpynax Ans BWBYEHHS NyMaTenepoHy Mpu 3acTOoCyBaHHI 4718 NpominakTukn peungusy y
naLieHTiB 3 Wn3odipeHieto», kog, aocnigpkeHHs ITI-007-304, nonpaska 1 Big 10 6epesHsa 2021, crnioHcop - IHTpa-
Cennbtonap Tepanis, IHk. (Intra-Cellular Therapies, Inc.)

®a3za - Il

3asBHNK - TOB «BOP/IABAINA KMIHIKA TPAINC YKP»

Ne
n/n

M.1.6. BigNOBiAa/IbLHOrO AOCNIAHMKA,

. o MpuMiTKN
HasBa micusi NpoBefeHHS KNiHIYHOro BUNPO6YyBaHHS

1

O.M.H., npod. lybeHko A.E.

KoMyHanlbHEe HekoMepuUiiiHe nignpueMCTBO  XapKiBCbKOT
ob6nacHoi pagn «Ob6nacHa KriHiYHa ncuxiaTpuyHa nikapHs
Ne3», 14 ncuxiaTpuyHe BIA4INEHHA 418 AOPOCNX
(vyonosiue), 25 ncuxiaTpuuHe BiOAINEHHA ONSA OOPOCAUX
(kiHouYe), M. XapkiB

AunpekTop KoceHkoBa |.B.

KomyHanbHe HekoMmepuiiHe nignpuemcTBo «Yepkacbka
obnacHa ncuxiatpuyHa JiikapHsa Yepkacbkoi 0651acHOT
paaun», xiHoue BigaineHHsa Ne 11, yonosive BigaineHHs Neo
12, m. Cwmina, Yepkacbka 061actb

A.M.H., npodd. JTiHCcbKwid |.B.

JepxaBHa ycTaHoBa «IHCTUTYT HeBpOSorii, ncuxiaTpii Ta
Hapkonorii HAMH  YkpaiHw», Bigain HesigknagHoi
ncuxiatpii Ta Hapkonorii Ha 6asi BigAdiNeHHSA KAiHIYHOT,
couianibHOT Ta AMTAYO0I NncuxiaTpii, M. XapkiB

O.M.H. Mopo3 C.M.

KomyHanbHe nignpuemcTBo «[HinponeTpoBcbka o61acHa
KniHiYHa nikapHsa im. 1.1, MeuHukoBa» [HINPoONeTpPoBCLKOT
obnacHoi pagu, O6nacHUiA LEeHTp NCUXOCoMaTUYHUX
po3najfiB Ha 6asi MNCUXOHEBPOJIONYHOIO  BiAAIIEHHS,
M. [IHiNpo

reH. gupekrop Mynuk M.1.

KomyHasbHe HekomepLiiiHe nignpPUeEMCTBO
«[MpukapnaTCbkMini 061aCHUIA KNIHIYHUIA LLEHTP NCUXIYHOrO
34,0poB'a IBaHO-®PpaHKiBCLKOT ob6nacHoi pagun»,
KoHcynbTaTuBHa nonikniHika Ha 6asi

nicna  posrnagy
JoonpauboBaHVX Marepianis  gaHe
MIB He pekomeHa0BaHO ho
3aTBEpPKEHHS, OCKi/IbKK, BiANOBIAHO
[0 ymoB npoTokony KB, yci nauieHTu

NnepBUHHNX Ta

3ara/ibHOMNCcKXiaTPUYHOIO BIAAISIEHHA KPU30BUX CTaHiB Ta
NMEepPBUHHOrO NCUXOTUYHOro enizogy Nel, ™. IBaHo-
®paHKiBCbK

NnoBUHHI nepebyBaTn y cTauioHapi nig
yac etany CKpUWHIHTY Ta npoTarom 3
TWXHIB Mig 4ac eTany BCTYMHOIO




BiAKPUTOrO NiKyBaHHS.

6 ron. nikap Manamapuyk N.B.

KomyHanbHe HekoMepLiiHe NignpuemMcTBO «XepCOHChKMIA
obnacHuii 3aknaf 3 HagaHHA NcUxiaTpuyHOi 4OMOMOrn»
XepcoHcbKol o6nacHol pagu, 4osoBive ncuxiaTpuuHe
BigaineHHa Ne3, xiHouye ncuxiaTpuyHe BigaineHHA Nelo,
M. XepcoH, c. CTenaHiska

7 O.M.H., npod. Nigkoputos B.C.

JepxaBHa ycTaHoBa «IHCTUTYT HeBpOSorii, ncuxiaTpii Ta
Hapkosiorii HAMH YkpaiHu», Bigain kniHiuHoi, couiasibHOT
Ta AUTAY4O0I neuxiaTpii, M. XapkiB

8 K.M.H. CepebpeHHikoBa O.A.

KomyHasibHe HekomepuiiHe nignpueMCTBO  «BiHHMLbKA
o6r1iacHa K/iHiYHa NCUXOHEBPOOriYHa NikapHs iM. akag,.
O.l. KOuleHka BiHHMUBKOT o6nacHoi Pagu», 3MmillaHe
(yonoBive Ta XiHo4ye) BigdineHHa No2, BiHHUUBKWIA
HalioHaNbHUI MeanyYHuin yHiBepcuTeT iM. M.1. Munporosa,
Kathegpa ncuxiaTpii, HapKoAorii Ta NncuxoTepanii 3 Kypcom
nicNAAMMIIOMHOT OCBITK, M. BiHHMUA

9 O.M.H., npod. CKpunHikos A.M.

KomyHasnbHe nignpremcTtBo «O61acHuUii 3akniag, 3 HaaHHs
ncuxiatpuyHoi gonomoru MonTtaBcbkoi 06/1acHOT pagu»,
XiHOoYe rocTpe 3arasibHoncuxiaTpuyHe BiagineHHA 5-6,
4osioBiYe rocTpe 3arasibHoncuxiaTpuuHe BiAAiNIEHHA 2-a,
MonTaBCbKWii  OEpPXaBHUA  MEeOUYHWUA  YHIBEPCUTET,
kachenpa ncuxiaTpii, HApKoorii Ta MeAUYHOT NCUXOSOril,

M. NonTtaBa
10 | A.Mm.H., npod. BeHrep O.I1.
KomyHanbHe HeKoMepLUiiHe nigNnpUeEMCTBO

«TepHoninbcbka 067acHa K/iHiYHa MNCMXOHEeBPOsoriyHa
nikapHsi» TepHoMiNbCbKOT 06/1aCHOI paan, ncuxiatpuuHe
BigaineHHs Ne2 (yonosiye), ncuxiatpuuHe BigaineHHs Ne6
(kiHoue), TepHOMINbCbKUA  HaUOHANLHUIA  MeaUYHNI
yHiBepcuTeT iMeHi |.A. TopbayeBcbkoro MiHicTepcTBa
OXOPOHM  300pO0B'A  YkpaiHW, Kadegpa ncuxiartpii,
HapKosorii Ta MeAnyHoi ncuxonorii, M. TepHoninb

11 rosI0BHWIA nikap Bonowyk A.€.

KomyHanbHe HekomepuiiHe nignpuemctBo «OAecbKuii
obnacHuiAi MeaMyHWI  LEeHTP MCUXIYHOro  34,0pO0B'A»
Opecbkoi obnacHoi paau, BigdineHHA Ne6 (4onosiuve),
Nel2 (xiHouye), M. Opeca

5. «[lMoagiliHe cnine, paHaomi3oBaHe, nNnauebo-KOHTPOSIbOBaHE GaraToOLEHTPOBE AOCMIMKEHHST O/151 OLIHKK
edheKTMBHOCTI Ta 6e3nekn eniH3aHeTaHTy AJ/18 NiKkyBaHHS Ba30MOTOPHMUX CUMMATOMIB MPOTArOM 26 TUXHIB Y
XIHOK y nocTMeHonaysi» , Kof focnigpkeHHa BAY 3427080 | 21652, sepcid 2.0 Big 15 yepBHa 2021, crnioHcop -
Baiiep KoHcblomep Kep AT, LLBeliuapis

®a3za - Il

3anBHUK - TOB «baiiep», YkpaiHa

No M.1.6. BigNoBifa/IbHOrO AOCNiAHWKA,

n/n Ha3Ba Micug NpoBeAeHHSA K/1iHIYHOro BUNPO6YBaHHS

1. | k.m.H. Perega C.I.

[epxaBHa HaykoBa ycTaHOBa «LleHTp iHHOBaUiiHNX MeauyHux TexHonorii HAH  YkpaiHus,
riHekosoriyHe BigaineHHs, M. Kuis

2. | A-M.H., npoch. Koceii H.B.

[JepxaBHa ycTaHoBa «IHCTUTYT nepjjatpii, akylwepcTsa i rinekonorii iMeHi akagemika O.M. JlyK'aHOBOT
HaujioHanbHoT akagemii MeanyHNX HayK YKpaiHu», BiAAINEHHS eHAOKPWHHOI riHekonorii, M. Kuis

3. | 3aB. BiggineHHsa Wanivos B.I.

KomMyHanibHe HekomepLjiiiHe NignprMeEMCTBO «3anopidbka obnacHa KniHivyHa nikapHa» 3anopisbKoi
06/1aCHOI paau, BiaAiNEeHHS riHEKoorii, M. 3anopiXks




4. | A.M.H., npoch. Fanxuia |.HO.

BigokpemneHuii nigpo3gin Meamko-caHiTapHa 4acTuHa ny6/livyHOro akuioHepHoOro TOBapuCTBa
«MoTop Ciu», riHeKoNorYHe BigdiNeHHs, M. 3anopixKs

5. | A.M.H., npoch. Makapuyk O.M.

KomyHanbHe HekomepLiiHe nignprMeMcTBO «IBaHO-PpaHKIBCbKUIA 061acHWIA NepuHaTaNbHUA LEHTP
IBaHO-®PpaHKiBCbKOI 061acHOi paau», LieHTp nnaHyBaHHS cim'i, IBaHO-®OpaHKiBCbKWi HauiOHabHNI
MeaMYHUIA yHiBepcuTeT, kadhegpa akylwepcTBa i riHeKonorii nicnsgunaoMHOI OCBiTM, M. IBaHO-
PpaHKiBCbK

6. | A.M.H., npod., uneH-kop. HAMH Ykpainn Tatapuyk T.®.

ToBapnCTBO 3 0OMEXEHOH BiAMNOBIAa/bHICTIO «MeanyHnii LeHTp «BEPYM», M. KniB

6. «PaHgomi3oBaHe, noAgiliHe criine, nnaueb0-KOHTPO/IbOBaHE AOC/IMKEHHA B MapasienbHUX rpynax gns
OUiHKM edpeKTUBHOCTI Ta 6e3neyvyHoCTi Ayninymady y nauieHTiB 3 asepriyHum rpubKoBUM PUHOCUHYCUTOM
(ArPC)», koa pocnigxeHHa EFC16724, 3 nonpaskoto 01, Bepcia 1 Big 30 6epesHa 2021 poky, CNoHCop -
sanofi-aventis recherche & developpement, France (CaHogi-ABEHTIC peLuepLl e AesesionmaH, ®PpaHLis)
®a3za - Il

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

No MN.1.6. BignosiganbHOro gocnigHuka,

n/n Ha3Ba Micus NpoBeAEeHHS K/iHIYHOrO BUNPOBYBaHHS

1. | o.M.H., npodh. AHgpeiiumH C.M.

KomMyHanbHe HekomepujiiiHe nignpueMcTBO «TepHOoNisibCbka KOMyHaslbHa Micbka nikapHs No2»,
TepaneBTMYHe BiggdineHHs Nel, TepHOMINbCbKWIA HaUiOHaNIbHWIE MeAWNYHWUIA YHIBEPCUTET IMEHI
I.A. FTop6ayeBcbKkoro MiHicTepcTBa OXOPOHM 340POB'st YKpaiHu, kadhegpa nponeaeBTUKN BHYTPILLHbOT
MeauUMHKN Ta pTusiatpii, M. TepHonifnb

2. | nikap ®iwyk P.M.

KomyHaslbHe HekomepuiiHe nignpuemMcTBo «LleHTpasibHa Micbka KhiHiYHA nikapHsa IBaHoO-
PpaHKiBCbKOI MICbKOT paav», BigaineHHa mikpoxipyprii JOP-opraHis, M. |IBaHO-®paHKIBCbK

3. | nikap Omeposa J1.M.

MeguyHnii LeHTp TOBapucTBa 3 OOMEXEHOW BignoBigasibHICTIO «MeandHuin LeHTp «KoHcuniym
Megikan», KiHIKo-KOHCYNbTaTUBHE BigaineHHs, M. KuiB

7. «[opggiiHe cnine, paHAoOMiI30BaHe, nnauebo-KOHTPO/IbOBaHe, OGaraToLEeHTPOBE AOCNIMKEHHS B
ambynaTtopHuUx ymMoBax Yy napanefnbHuxX rpynax [Ansa OUiHKM edeKTUBHOCTI Ta 6e3neyvyHocTi npenapaty
CrakkaTto Annpasonam y yyacHUKIB AOCNiIKEHHS BiKOM 12 pokiB i cTaplue 3i cTepeoTUNnHUMU TPUBATUMMU
Hanagamu», ko4 pocnimkeHHs EP0162, sig 02 nunHa 2021 poky, cnoHcop - KOCibi biochapma EcApEnR,
Benbria / UCB Biopharma SRL, Belgium

Pa3za - Il

3asaBHuK - TOB «MAPEKCE/T YkpaiHa»

No M.1.6. BigNOBIAa/ILHOrO AOCNIAHNKKA,

n/n HasBa micLsl NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS

1 O.M.H., npod. ly6eHko A.E.

JepxaBHa ycTaHoBa «IHCTUTYT HEBPOAOrii, NcuxiaTpii Ta Hapkonorii HauioHanbHOT akageMii MeanyHnX
HayK YKpaiHv», Bigain autadoi nCMXOHEBPOJIONii Ta NapOKCU3MaIbHUX CTaHiB, M. XapkKiB

2 reH. anpekrop Bonoulyk A.€.

KomyHanbHe HekoMmepuiiHe nignpuemctBo «Ofecbkuii 061acHUiA MeAWYHUIA LEHTP MCUXIYHOro
300poB’'aA» OfecbKoi 061acHol paau, BigaineHHa Ne2, m. Ogeca

3 K.M.H. Yomonsk HO.10.

MepguuHnii ueHTp «[iamen» ToBapucTBa 3 OOMEXEHOK BIAMNOBIZANLHICTIO «MeauuHuiA UeHTP
«[liameny», M. Yxropog

8. «®aza ll, noagiiHe cnine, paHgoMi30BaHe, Nfauebo KOHTPONbOBaHe, y napanesibHUX rpynax, A0CAifKEeHHs
3 METOK BUBYEHHS MOTEHUiIiHMX aHTMAMCKIHETMYHMX BnactuBocteli CPL500036 (iHriitop PDE10A) y
nawieHTiB i3 XBOpo6ot [MapkiHCOHa, fAKi CTpaxAalTb Bif, AUCKIHESIT, CnpuyMHeHOi J1eBoAonow», KOop,
pocnipkeHHs 03PDE2020, sepcis 2.0. Big 16 nunHa 2021 poky, crnoHcop - Celon Pharma S.A, MonbLwa
®a3za -l

3asaBHUK - TOB «®dapma Komnniekc ContoLwH3 KOA», YkpaiHa




Ne

M.1.6. BignoBigaibHOro AocCNigHvKa,

n/n HasBa micus npoBeAeHHs KiHIYHOro BUNPO6YBaHHS

1. | o.m.H., npodh. lemueHko A.B.
HaBuaslbHO-HAyKOBUA MeANYHUIA LEHTP «YHIBepcuTeTcbka KniHika 34MY», HeBponoriyHe
BiAAINEHHS, LEHTP BeretaTmBHMX po3aagiB, M. 3anopixks

2. | K.M.H. Tomax H.B.
MeanYHUn LEHTP TOBaApMCTBa 3 0OMEXEHOH BiANoBiAabHICTIO «IHET-09», M. 3anopixxs

3. K.M.H. Mopo3 O.M.
[epxaBHa ycTaHOBa «YKPATHCbKUI AepXXaBHUA HayKOBO-A0CAIAHUA IHCTUTYT MeAnKOo-COoLiaIbHUX
npo6sem iHBanigHOCTI MiHICTEPCTBa OXOPOHM 3[40POB’S  YKpaiHu», BiOAIIEHHSA HeBposorii Ta
norpaHuMyHKX CcTaHis, M. [IHiNpo

4. | o.M.H., npod. MiweHko T.C.

JepxaBHa ycTaHoBa «lHCTUTYT HeBposorii, ncuxiatpii Ta Hapkosorii HauioHasibHOT akagemii
MeONYHUX HayK YKpaiHu», BiAA4is CyAMHHOI NaTosIorii ro/I0BHOro MO3Ky, M. XapkiB

9. «baraTtoueHTpoBe paHAoMi30BaHe NoABIiHO chine gocnimkeHHs 1l dpasu, Wwo NpoBoANTLCS 3 METOI OLiHKM
edpekTBHOCTI, 6e3neyHocTi Ta nepeHocumocTi npenapaty IMU-838 y nopiBHAHHI 3 n1auebo npu NiKyBaHHi
Jopocnux nauieHTiB i3 peunamByOUMM PO3CISHUM CK1epo3oMm (KogoBe no3HaveHHs: ENSURE-1)», kopf,
pocnigpkeHHs P3-IMU-838-RMS-01 (ENSURE-1), ciHanibHa Bepcia 2.0 Big 10 cepnHa 2021 p. , cnoHcop -
«IMMyHiK Al» [Immunic AG], HimeuunHa

®a3za - Il

3anBHuK - TOB «BOPNABAINA KNIHIKAM TPAISIC YKP»

Ne M.I.6. BigNoBigaIbHOro AOCIAHNKA,

n/n HasBa micus npoBeAeHHs KNiHIYHOIro BUNPOO6YBaHHS

1. | 3aB. Big. Nanywa A.l.
KomyHanbHe HekomepuiiHe nignpmemctBo KuiBcbkoi o6nacHoi paan «KuiBcbka obnacHa KniHidHa
NiKapHsi», HEBPOOrivyHe BigaineHHs, M. Knis

2. | K.M.H. Tannu /1.0,
MeaMYHWIA LLEHTP TOBApPUCTBA 3 0OMEXEHOH BiANOBifaNbHICTIO «CMapT Megikan LleHTp», M. Knis

3. | K.M.H. [oB6ax |.O.
KomyHasibHe HekoMepuiiiHe nignpuemcTBo «Micbka nosikniHika Ne9» XapkiBCbKOi MiCbKOT paau,
BifOiIeHHS BY3bKMX (haxiBLiB, XapkiBCbka MeguyHa akagemis nicnsaaumniomHoi ocsiTw, Kadeppa
3araibHoi NPaKTUKW-CIMEHOT MeanLIMHK, M. XapKiB

4. | K.M.H. 'pebeHtok I".B.
KomyHasibHe HekoMepLjiiiHe nignpuemcTBo «Micbka KniHiYHa NikapHA Ne7» XapkiBCbKOI MiCbKOI
pagu, HeBposoriuHe BigaineHHs Neol, XapkiBCbka MeAWyHa akagemis nicnsagunaoMHOI OCBITH,
Kadpeapa HeBponartoorii Ta Helipoxipyprii, M.XapkiB

5. | &.M.H., npodh. [pub B.A.
NikyBanbHO-AjarHOCTNYHWIA LeHTP «Helpo Moban» ToBapucTBa 3 06MEXEeHOH BiANOBiAANbHICTIO
«Helipo 'no6an», NikyBasbHO-NPOMhiNakTMYHMIA Nigpo3ain, M. IBaHo-PpaHkiBebk, . KpuxiBui

6. | A-M.H., npocp. JiuTBuHEeHKo H.B.
JlikyBanbHO-AiarHOCTUYHWIA LEHTP TOBApMCTBa 3 0OMEXEHOI BifNoBiga/IbHICTIO «MeKOHTUHEHT,
LEHTP HeBpoOJIOrii Ta peabinitauii, M. MonTasa

7. K.M.H. Nactopa |.M.
XapkiBcbka K/iHiYHa NikapHa Ha 3anisHu4yHoMy TpaHcnopTi Nel ®inil «LleHTp 0XOopoHW 340pOB’s»
aKLiOHepPHOro ToBapmncTBa «YKpaiHCcbka 3ani3HnLSA», 3-€ HEBPOJIOTiYyHE BiAAdiNeHHs, M. XapkKiB

8. | 4.M.H., npodp. MaLuKoBCbKMi B.M.
O6nacHe KoMyHas/lbHE HeKomepLujiiHe MignNpuEMCTBO «YepHiBelbka obnacHa KiiHIYHA fiKapHS»,
nigpo3ain Hesposorii, M. YepHiBui

9. | K.M.H. Micoupka O.B.
[epxaBHa ycTaHoBa «lHCTUTYT HeBpoOsOrii, ncuxiatpii Ta Hapkonorii HauioHanbHOI akagemii
MeOUYHUX HayK YKpaiHu», BIAOIIEHHS ayTOIMYHHUX Ta AereHepaTuBHUX 3aXBOpPHBaHb HEPBOBOI
cuUcTeMM, M. XapkiB

10. | nikap MpuropHuupbka A.1.
KomyHanbHe HekomepuiiHe nianpnemcTBo KniBcbkoi o6nacHoi paan «Kuiscbka obnacHa KniHiyHa
nikapHs», BigaineHHa peabiniTauil XBopux 3 HacnigkaMmyu HEBPOJIONYHMX 3aXBOPIOBaHbL Ta TpaBM,
M.Knis

11. | A.M.H., npodp. Cokonosa J1.1.

MeanyHWini LeHTp ToBapucTBa 3 OOGMEXEHO BignoBiAasbHICTIO «Meabya-KniHik», nikyBanbHO-
npocpinakTMyHuii nigposgain, M. Kuis




12. | a.M.H., npodp. Lkpo6oT C.I.

KomyHasibHe HekoMepLjiiiHe NigNPUEMCTBO «TepHONi/IbCbKa 06/1acHa K/liHiYHa NCUXOHEBPO/IOTiYHA
nikapHs» TepHoNibCbKOT 06/1acHOT paju, Nneplle HeBPOOrivyHe Big4iieHHa, M. TepHonNisb

13. | 3asB. Big,. WenoTiHHWK B.T.

KomyHasnibHe HekomepuiiiHe nignpuemcTBo MapiynonbCbKoi MiCbKoi paan «MapiynosibCbka MiCbka
nikapHsa Ned im. 1.K. Mauyka», HeBpOsOriyHe BifAifIeHHS 4719 XBOPUX 3 NOPYLUIEHHAM MO3KOBOrO
KpoBo0Giry i roctpoi natonorii UHC 3 nanatoo iHTeHcUBHOI Tepanii, M. Mapiynosb

10. «PaHpomi3zoBaHe, GaraToueHTpOBe, MOABINHE chine AOCMIMKEHHS, 3 BUKOPUCTaHHAM nnauebo Ta
npenapaTty MOPIBHAHHA B SKOCTi KOHTPOJIIO, Y NapanenbHux rpynax o/ia nopiBHAHHSA rNiKeMiyHUX edekTis,
6€e3MeyYyHOCTi Ta NepeHoCUMOCTi MeTIOPMIHY Figpoxsopug B Tabnetkax i3 3aTPYMKOI BUBISIbBHEHHS 4il04OT
PEYOBMHM Y NALEHTIB i3 LyKPOBUM AiabeTom 2-ro Tuny i BapiabenbHO (OyHKLUIE HUPOK Big HopmKn fo XHH
ctaaii 3b», kog gocnigpkeHHss ANJ900D3501, sepcis 2 Big 22 YepBHs 2021 poky, cnoHcop - Anji Pharma (US)
LLC, CWIA

dasza - Il

3anABHUK - TOBAPUCTBO 3 0BMEXEHOI0 BignoBigasibHICTI0 «/TABKOPI KNIHIKAN AEBE/ONMMEHT YKPAIHA»

Ne M.1.B. BignoBiganbHOro gocnigHmka

n/n Ha3Ba MicLs NpoBeAEeHHSA K/iHIYHOTo BUNPOBOYBaHHS

1. | nikap binotkay O.Y.

MeamnyHnin LeHTp ToBapucTBa 3 06MEXEHO BiANoBIAASIbHICTIO «EfenbBeinc Megike», NikyBasibHO-
npoqinakTMyHWin nigpo3ain, M. Knie

2. | nikap XasnimoH H.M.

KomyHasibHe HekomepLiiHe NigNnpPUEMCTBO «YepHiriBcbka Micbka nikapHsa Ne2» UepHiriBCbKOi MiCbKOT
pagv, TepaneBTUYHe BigAineHHA, M. YepHiris

3. O.M.H., npod. MapTuHiok J1. IM.

KomyHanbHe  HekomepuiliHe  MigNpMEMCTBO  «TepHOMiNbCbKa  YHIBEpPCUTETCbKA  JliKapHA»
TepHoninbCbKOT 061acHOT pagy, BiggineHHsa Heddposorii, TePHONINbCLKUIA HaLIOHAIbHW MeanYHNIA
yHiBepcuteT iMmeHi |.H. FopbayeBcbkoro MiHiCTepcTBa OXOPOHW 340POB'A YKpaiHu, kadepnpa
BHYTPILLIHBOT MeanLmHU Ne3, M. TepHonifb

4, K.M.H. MNepepsa JI1.A.

KomyHasibHe HekomepujiiiHe MignpueMcTBo «Micbka KiHiYHAa nikapHa Ne2 imeHi  npod.
0.0. WanimoBa» XapkiBCbKOI MIiCbKOI paju, BifAi/IEHHA eHAO0KPUHONOriT, M. XapkiB

5. | nikap 3noBa T.I.

MegunuHmnin LeHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOK BigNoOBiAA/ILHICTIO «MbKHapogHWiA
IHCTUTYT K/IHIYHMX JOCNIAKEHb», CTalioHapHe BigaineHHsa, M. Kuis

6. | nikap MNocton C.B.

MegnuyHuin ueHTp ToBapucTBa 3 OOMEXEHOH BiANOBiAa/bHICTIO «Meaobya-KniHik», nikyBaslbHO-
npodpinakTMyHMiA Nigposain, M. Knis

11. Aocbe pAocnimKyBaHMX nikapcbkux 3aco6iB: [MpanceTuHio, Maknitakcen, HaG-naknitakcen,
UucnnartuH, KapoonnatuH, Memoponizyma6, NemuutabiH, MemeTpekcepn, Bepcia Big 6epe3Ha 2021 p.;
AopaBaHHA npenapaTy nopiBHsAHHA Maknitakcen (Paclitaxel, Sindaxel, RO0247506), KOHUeHTpaT AN
PO3UMHY A/ BHYTPiWIHbOBEHHUX iHpy3iii, 150 mr/25 mn (6 mr/mn) (BupoGHUKU: IHTac dapmacbloTikasic
Nimitea (Matopga), IHAifA; IHTac PapmackloTikanc Jlimiten (Papwmes), IHAiIA; Aktasic ITania C.M.A.,
ITania; CingaH ®apma CPJ1, PymyHisl); 3pa3sku MapKyBaHHsA npenaparty nopiBHsAHHA MMaknitakcen,
KOHLIEHTpPAT A1 PO3YUHY ANA BHYTPIlWHbOBEHHUX iHy3iii, 150 mr/25 mn (6 mr/mn), Bepcia Big 19
Gepe3Hsa 2021 p.; JopaBaHHA npenapaty nopiBHAHHA Ha6-naknitakcen (Nab-paclitaxel, AGpakcaH,
Abraxane, RO0247506), nopowok ana cycneHsii gna iHdysiii, 100 mr (BupoGHuKu: AGpakcuc
BioCaiieHc, NIta (CenpxeH KopnopeiiwH), CLUA; Bakctep OHkonomxi Mm6x, HimeuunHa); 3pasku
MapKyBaHHA npenapaTty NopiBHAHHA HaG-naknitakcen, NOpowWwoK ons cycnexsii gna iHdysiin, 100 mr,
Bepcia Big 19 Gepe3HA 2021 p.; 3pa3oK MapKyBaHHA [OC/iAKYBaHOro JiKAPCbKOro 3acooy
MpancetuHi6, kancynn no 100 mr, Bepcia Big 23 nunHa 2021 p.; JoAaHHA KOAOBAHOro HoMepy
RO7499790 po0 AocnimKyBaHOro Jsikapcbkoro 3aco6y [IpancetuHi6; 3anyuyeHHA A[0[AATKOBUX
BUPOOHMUMNX AiNbHULBL ANA npenapaty NopiBHsAHHA Kap6onnaTuH, KOHUEHTpaT AN PO3YuHY AnA
BHYTPilWUHbOBEHHUX iH(y3iiA, 450 mr/45 wmn: AkrtaBic Irtania C.M.A., Itania; dapmaxemi bB.B.,
Higepnangn; CiHgaH ®apma CPJl, PywmyHif; 3paskm MapKyBaHHs npenapaTty nNOpPiBHAHHA
Kap6onnatuH, KOHUeHTpaT AJ/151 PO3YUNHY A/18 BHYTPilUHbOBEHHUX iHdy3iii, 450 mr/45 mn, Bepcis Big 19
6epe3HAa 2021 p.; YTOUHEHHA NikapcbKoi popmu npenapaTty NopiBHsAHHA Kapo6onnatuH; JopaHHs
KoAoBaHOro Homepy RO4843791 po pocnigXyBaHOro nikapcbkoro 3aco6y KapGonnatuH; 3pasku



MapKyBaHHA npenapaTy NopiBHAHHA LucnnaTtuH, KOHUEHTpaT A1 PO3UUHY ANA BHYTPILUHbOBEHHUX
iHdoy3iid, 50 mr/50 mn, Bepcia Big 26 6epe3Hs 2021 p.; YTOUHEHHSA fikapcbKoi hopMu npenaparty
nopiBHAHHA LiucnnatuH; JoaaHHA KogoBaHoro Homepy R0O0232538 fo gocnimKyBaHOro likapcbKoro
3aco0y LiucnnatuH; 3paskym mapKyBaHHA npenapaty nopiBHAHHA MemGponisymat, KOHLEeHTpaT Ans
PO3UMHY ANA BHYTPilWHbOBEHHUX iHGy3iid, 100 mr/4 mn, Bepcia Big 19 6epe3HAa 2021 p.; YTOUHEHHS
nikapcbkoi ¢opmu npenapaty nopiBHAHHA [MemGponizyma6; [MQogaHHA KO4OBAaHOrO HoOMepy
RO7723188 po pocnigKyBaHOro nikapcbkoro 3aco0y [Memoponisyma6; 3aslyyeHHSs A[O0AATKOBOI
BMPOGHMUOI AiNbHULI ANA npenapaty NopiBHAHHA FemMunTaGiH, NOPOLWOK A/ PO3UUHY ANnA iHdys3in,
1000 mr: AkTaBic Itania C.M.A., Itania; 3pa3sku MapKyBaHHA npenaparty MOpiBHAHHA emuuTaoiH,
NOPOLUOK ANA po3uuHy Ana iHdysiin, 1000 mr, Bepcia Big 19 6epe3Ha 2021 p.; YTOUHEHHSA NiKapCbKOT
thopmu npenapaty nopiBHAHHA [emuuTabiH; J[oaaHHA KogoBaHOro Homepy RO0249587 po
[OCNipKYBaHOIO NliKapCbKoro 3aco6y FemuutaGiH; 3aslyuyeHHA A0[ATKOBUX BUPOGHUUUX AiNIbHULD
ANA npenapaTty nopiBHAHHA MeMeTpeKkcen, NOPOLIOK A/1A KOHLEHTpaTY A/s PO3UuHYy Ans iHdysiid, 500
Mmr: Eni Ninni eng Ko IHK Ninni TexHonogxi LeHTp, CLUA; BiaHekc C.A. — 3aBog C (BiaHekc C), pewuis;
3pa3ky mapKyBaHHA npenaparty nopiBHAHHA MNemMeTpekcen, NOPOLLOK A/l KOHLEHTPATY ANSA PO3UUHY
AnAa iHdysin, 500 mr, Bepcia Big 19 Gepe3HA 2021 p.; YTOUHEHHs JlikapcbKkoi popMu npenapaty
nopiBHsAHHA NemeTpekcepn; ®opma iHPOPMOBaHOT 3roau ANA NauieHTiB, AKi nepexoanaTs i3 rpynu b Ta
npuiiMaTumyTb NpasiceTuHi6, Bepcia 1.0 AnA YKpaiHM YKpPAiHCbKOK Ta pociiicbkolo MoBamu Big 20
cepnHA 2021 p. Ha ocHOBI maiictep-Bepcii hopmu iHhopMoBaHOI 3roau Asisi NepexpecHoro ikyBaHHsA
B pocnigxeHHi BO42864, Bepcif 1 Big 19 ntotoro 2021 p.; dopma iHhopMmoBaHOI 3roaun Ha NpoBeeHHs
a/IbTEPHATUBHOIO Bi3UTY BUI3HUM MegUYHUM NepcoHanom, Bepcia 1.0 gna YkpaiHu yKpaiHCbKOK Ta
pocilicbkolo moBaMu Big 20 cepnHA 2021 p. Ha ocHOBI MaiicTep-Bepcii oopmu iHhopMmoBaHOT 3roam Ha
Bi3UT BUI3HOrO MegMYHOro nepcoHany ansa gocnipkeHHa BO42864, sepcia 1 Big 19 ntotoro 2021 p.;
JlonoBHeHHA Ao Popmu iHhopmOBaHOI 3roaun: 3roAa Ha NPoBefeHHs aNbTepHATUBHUX Bi3UTIB Y
MeXax AocnimKeHHs nig yac naHgemii COVID-19, Bepcisa 1.0 ans YKpaiHM YKPaiHCbKOK Ta pOCiicbKOo
MoBamu Big 20 cepnHA 2021 p. Ha ocHoBi MaiicTep-Bepcii AOoNOBHEHHA Ao ¢hopmMu iHhopmoBaHOT
srogn wopo COVID-19 ana pocnipkeHHa B0O42864, Bepcia 2 Big 19 nwrtoro 2021 p.; Popma
iHhopMoBaHOI 3roaM Ha yyacTtb Yy dasi npeckpuHiHry, Bepcia 2.1 ans YKpaiHM yKpaiHCbKOK Ta
pociiicbkoto moBamu Big 26 xxoBTHs 2021 p. Ha ocHoBI MaiicTep-Bepcii coopmu iHhopMmoBaHOi 3rogn Ha
yJyacTb y pasi npeckpuHiHry ansa aocnimxkeHHs BO42864, Bepcia 2 Big 16 6epe3Hsa 2021 p.; AHKeTa
oo ctaHy 3a0poB’s EQ-5D-5L, ykpaiHCbKOIO Ta poCilicbKolo MmoBaMu; AHKeTa LWoA0 CTaHy 340pPOB’A
EQ-5D-5L (TeKkcT anAa TeneoHHOro iHTePB’I0), YKPAIHCbKOIO Ta POCIACbKOI0 MoBaMu; ONUTyBaJIbHUK
EORTC QLQ-C30, Bepcis 3 yKpaiHCbKOIO Ta POCiiAiCbKOI0 MOBamMu; ONUTYBaJIbHUK AJ151 OL[iHKU AKOCTI
»untTa QLQ-C30 (Bepcisa 3) (cueHapiii npoBeaeHHA TeneOHHOro iHTEPB’I0), Bepcifa 2.0 yKpaiHCbKOIO
MOBOI0; ONUTYBaNlbHUK ANA OuiHKM AKocTi Xutta 3 30 nutaHb QLQ-C30 (Bepcia 3) (ckpunt anA
npoBefeHHs oNUTyBaHHs No TenedioHy), Bepcif 2.1 pocilicbkolo MoBoLo; OnuTyBasibHUK EORTC QLQ-
LC13, ykpaiHCbKOIO Ta poCilicbKoo MoBaMu; ONUTYBa/IbHUK AJ151 OLiHKN AKOCTI XXUTTS NPU paKy /lereHb
(QLQ-LC13), mogynb ao QLQ-C30 (TMmuacoBuii cueHapiii npoBefeHHA TeneOHHOro iHTEpB’lo),
Bepcia 1.0 yKpaiHCbKOIO MOBOIO; ONUTYBa/IbHUK ANS OLiHKU SIKOCTi XUTTA Npu paky nereHb (QLQ-
LC13), moaynb QLQ-C30 (nonepeAHiii ckpunT gNA NnpoBeAeHHA oNnUTyBaHHA no Tened)oHy), Bepcia 1.0
pOCiiicbKOIO MOBOIO [0 MPOTOKOJ1Y K/iHIYHOro BUNPOo6YyBaHHS «PaHaoMi3oBaHe BigKpuTe AOCIMKEHHA ha3u
3 3 BMBYEHHA NpasICeTUHIBY Yy MNOPIBHAHHI 3i CTaHAapTHUM NiKyBaHHAM Tepaniel nepwoi fiHii RET-
MO3UTMBHOIO METacTaTM4YHOro HeAPIGHOK/TITUHHOIO paky SiereHi», kog, gocnigpxkeHHs BO42864, sepcis 3 Big 29
ciyHs 2021 p.; cnoHcop - ®.XohdmaHH-/15 Pow N4, Weeliyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOLO BiANOBIAa/bHICTIO «PoL YKpaiHa»

BY/10 CTA/IO

KOHYeHmpam 07151 npu2omysaHHs1 PO34UHY 0/1 | KOHYeHmpam ons PO3YUHY ons
iHQy3il BHYMPIiWHbLOBEHHUX iH(PY3ili

BY/10 CTA/IO

KOHYeHmpam 07151 npu2omysaHHs PO34UHY 0/1 | KOHYeHmpam ons PO3YUHY ons
iHQpy3ili BHYMPIiWHbOBEHHUX iHhy3ili

BY/10 CTA/IO

KOHYeHmpam 07151 npu2omysaHHs PO34UHy 0151 | KOHYyeHmpam ons PO3YUHY ons
iHQpy3ili BHYMPIiWHbOBEHHUX iHYy3ili

BY/10 CTA/IO

nopowok 0711 npu2omysgaHHs PO34YUHY O/ | MOPOWOK O/1s1 PO3YUHY 0715 iHQDy3ili

iHghy3il




BY/10 CTA/IO
nopowok 0711 npu2omysaHHsi KOHUeHmpamy | Mopowok 0/151 KOHYyeHmpamy 018 PO34YUHY 0715
0/151 Npu20mMyBaHHs PO34UHY 0151 iHhy3ili iHgpy3ili

12. Jocbe pocnimxyBaHOro nikapcbkoro 3aco6y Hinokanima6é (M281), pospgin 2.1.S «Cy6cTaHuis
nikapcbkoi pevoBuHu» (“Drug Substance”), Big XOBTHA 2021 poKy aHrniicbkoro MoBOIO; [locbe
AocnigpkyBaHoro nikapcbkoro 3aco6y Hinokasima6 (M281), po3sgin 2.1.P «Jlikapcbkuii 3acio» (“Drug
Product”), Big »OBTHA 2021 poKy aHIMiACbKOK MOBOI; [MOAOBXEHHA TepMiHYy MNPUAATHOCTI
[ocnipKyBaHOro siikapcbkoro 3aco6y Hinokanima6 (M281; JNJ-80202135), po3uuH ansa iHdysiid, 30
Mr/mn y conakoHi 3 18 go 24 micauiB 40 NPOTOKOJTY KAIHIYHOIO AOC/iAKEHHS «E(eKTUBHICTL Ta 6€3Mne4HICTb
npenapaTy M281 y gopocnux nauieHTiB 3 ayTOIMyHHOK FreMO/ITUYHOK aHEMIED 3 TENIOBMMW aHTUTINaMU;
GaraToLEHTpPOBE, paHAOMi30BaHe, MOABiHe cnine, nnaueb0-KOHTPO/bOBAHE AOCMIMKEHHS i3 TpuBa UM
BIAKPUTMM A0AATKOBMM OOCAIMKEHHAM, KoA gocnipkeHHss MOM-M281-006, sepcis 3 nonpaskoto 4.0 Big 20
KBiTHA 2021 pokKy; cnoHcop - Janssen Pharmaceutica NV («AHcceH dapmaueBTuka HB»), benbris

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJANBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

13. OHoBneHHs po3ginie 3.2.P.1 «Onuc Ta cknag aocnigkysaHoro sacooy», 3.2.P.8.1 «CTtabGifiIbHICTb»,
«MigcymMmKu Ta BUCHOBKU», 3.2.P.3.1-3 «Bupo6GHUKN, Onuc Bupo6HN4Yoro npouecy» Moayno «AKicTb»
Aocbe pocnigxyBaHoro nikapcbkoro 3aco6y Nycenbkyma6 (CNTO1959) [Module 3: Quality — IMPD:
Drug Product, Pre-filled Syringe 100 mg/mL, 2 mL fill, P-section Chemistry, Manufacturing, and
Control], BugaHHAa Big XoBTHA 2021 poky; MoaoBXeHHsA TepMiHYy NPUAATHOCTI [OCigKYBaHOIro
nikapcbkoro 3aco6y Nycenbkyma6 (CNTO1959) 100 mr/mn, 2 ma po3unH ans iHQysiii y nonepegHbO
3anoBHeHoMy wnpuui, 3 30 go 36 MmicAUIB A0 NPOTOKO/Y KAiIHIYHOTO AOCAiAKEeHHs «PaHgomisoBaHe,
noAgiHe cnine, nnauebo-kOHTPOIbOBaHE Ta 3 aKTMBHUM KOHTPOJIEM, BaraToLEeHTPOBE AOC/iIMKEHHS dha3n
2/3, W0 NpoBOANTLCA Y NapasieNibHUX rpynax 3 MeTor OLiHKN e(heKTUBHOCTI Ta 6e3MeUYHOCTI rycenbkKymMmaoy y
nauieHTiB i3 xBopobolo KpoHa B akTuBHIli (pasi Bif cepedHbOro A0 BaXKOrO CTYMEHs TSHKKOCTi», Ko
pocnipkeHHa CNTO1959CRD3001, 3 nonpaskow 4 Big 21 nunHA 2021 poky; cnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmauesTuka HB, besnbris

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

14. NMopoBXeHHA TePMiHY NPMAATHOCTI AOCNIAKYBaHOIO JlikapcbKoro 3aco6y lMpanceTuHio, kancynm
no 100 mr go 36 micAuiB; OHOoBNeHi po3ginu P.8.1 «Pe3lome wWoAo0 cTabiIbHOCTIi Ta BUCHOBKU»
(P.8.1_cmc396958), P.8.3 «JaHi npo cTtabinbHicTb» (P.8.3_cmc396959) pocbe AocnimxyBaHOro
nikapcbKoro 3aco6y MpanceTtuHio; laeHTndikaliiHa KapTKa nauieHTa, Bepcia 2.0 Big 01 6epe3Hsa 2021
P., YKPAiHCbKOIO Ta POCiliCbKOK MOBaMM /10 MPOTOKO/Y K/iHIYHOro AocnimpkeHHs «PaHaoMizoBaHe Bigkpute
JocnimpkeHHa gasun 3 3 BUBYEHHSA NPasICeTUHIOY Y NOPIBHAHHI 3i cCTaHAAPTHUM JliKyBaHHAM Tepanieto nepLuoi
NiHiT RET-N0O3UTUBHOrO MeTacTaTUYHOro HeApiGHOKTITUHHOIO paky fereHi», Kof gocnimkeHHs B0O42864,
Bepcis 3 Bif 29 ciuHa 2021 p.; cnoHcop - ®.XoddmaHH-/1a Pow fTa, LWBeiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

15. Po3gin S.2 «Bupo6Huk (Manufacture) [TEV-48125, Bci Bupo6Huku (All Manufacturers)]», Po3gin
S.2.2 «Onuc BUPOGHMYOro Mpouecy Ta ynpaBiliiHHA TexHosorivHuMmu npouecamu (Description of
Manufacturing Process and Process Controls) [TEV-48125, Bci BupoG6Huku (All Manufacturers)]»
Aocbe pocnigkKyBaHOro nikapcbkoro 3acody AIDKOBI (AJOVY) (PpemaHesymab (Fremanezumab)
(TEV-48125)), Big BepecHs 2021 poKy aHrfniicbkow mMoBoO; Po3gin S.2 «BupooHuk (Manufacture)
[TEV-48125, Bci Bupo6Huku (All Manufacturers)]», Po3gin S.2.4 «KOHTpPO/Nb KPUTUUHUX eTaniB Ta
npoMixkHux naHok (Controls of Critical Steps and Intermediates) [TEV-48125, Bci BupoG6Huku (All
Manufacturers)]» Jocbe gocnigxyBaHoro nikapcbkoro sacooy AMKOBI (AJOVY) (PpemaHesymad
(Fremanezumab) (TEV-48125)), Big, BepecHs 2021 poky aHrailiicbkoto MmoBoto; Po3gin S.4 «KoHTponb
nikapcbKkoi peuoBuHu (Control of Drug Substance) [TEV-48125, Bci Bupo6Huku (All Manufacturers)]»,
Pos3gin S.4.2 «AHanitudHi npoueaypu (Analytical Procedures) [TEV-48125, Bci Bupo6Huku (All
Manufacturers)]» Jocbe pocnigxyBaHoro nikapcbkoro saco6y AMXKOBI (AJOVY) (PpemaHesymad
(Fremanezumab) (TEV-48125)), Big, BepecHs 2021 poky aHrniliicbkoto moBoto; Po3gin S.4 «KoHTponb
nikapcbkoi pedyoBuHu (Control of Drug Substance) [TEV-48125, Bci Bupo6Huku (All Manufacturers)]»,
Po3gain S.4.4 «<AHani3 cepiii (Batch Analyses) [TEV-48125, Bci Bupo6Huku (All Manufacturers)]» Jocbe
[ocnigpKyBaHOro nikapcbkoro 3aco6y AIDKOBI (AJOVY) (dpemaHesymad (Fremanezumab)
(TEV-48125)), Big BepecHA 2021 poKy aHrniicbKo MOBOW; Po3gin S.5 «[loBigKoBi ctaHaapTn abo
martepianu (Reference Standards or Materials) [TEV-48125, Bci Bupo6Huku (All Manufacturers)]»
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Aocbe pgocnigxyBaHoro nikapcbkoro 3acody AIPKOBI (AJOVY) (PpemaHesymab (Fremanezumab)
(TEV-48125)), Big BepecHA 2021 poky aHrniiicbkoo MoBO; Po3gin S.7 «CrtabGinbHictb (Stability)
[TEV-48125, All Manufacturers]», Po3gin S.7.1 «Pe3tome Ta BUCHOBKU WO0[0 cTabinbHOCTI (Stability
Summary and Conclusions) [TEV-48125, Bci Bupo6Huku (All Manufacturers)]» locbe gocnigKysaHoro
nikapcbkoro 3aco6y ADKOBI (AJOVY) (PpemaHe3symab (Fremanezumab) (TEV-48125)), Bif, BepecHs
2021 poky aHrniicbkoto MoBoto; Po3gin S.7 «CtaGinbHictb (Stability) [TEV-48125, Bci BupoG6Huku (All
Manufacturers)], Po3gin S.7.3 «[aHi ctaGinbHocTi (Stability Data) [TEV-48125, Bci Bupo6Huku (All
Manufacturers)]» Jocbe aocnigxyBaHOro nikapcbkoro sacooy AMKOBI (AJOVY) (PpemaHe3symad
(Fremanezumab) (TEV-48125)), Big, BepecHsi 2021 poKy aHrnilicbkolo moBoto; Po3gin P.3 «BUpoOGHMK
(Manufacture) [TEV-48125, Po3uuH gns iH’ekuin (Solution for Injection)]», Po3gin P.3.1 «<BMpoGHUKN
(Manufacturers) [TEV-48125, Po3uuH ansa in’ekuiii (Solution for Injection)]» Locbe gocnigxyBaHoro
nikapcbkoro 3aco6y AAXKOBI (AJOVY) (dpemaHe3ymad (Fremanezumab) (TEV-48125)), Big BepecHs
2021 poky aHrnincbKo MoBoto; Po3ain P.5 «KKoHTponb nikapcbkoro 3aco6y (Control of Drug Product)
[TEV-48125, IH’ekuii (Injection)]», Po3gin P.5.4 «AHani3 cepiii (Batch Analyses) [TEV-48125, IH’ekuii
(Injection)]» [Oocbe AocnigxyBaHoro nikapcbkoro 3sacody AMKOBI (AJOVY) (PpemaHesymad
(Fremanezumab) (TEV-48125)), Big BepecHs 2021 poky aHriiicbkoio MoBoto; Posgin P.7 «Cuctema
3aKpuTTA KOHTeliHepiB (Container Closure System) [TEV-48125, IH’ekuii (Injection)]» Jocbe
pocnipkyBaHoro nikapcbkoro 3aco6y ADKOBI (AJOVY) (dpemaHesymad (Fremanezumab)
(TEV-48125)), Big BepecHsA 2021 pokKy aHrailicbkoo MoBow; Po3gin P.8 «CrabinbHicTb (Stability)
[TEV-48125, IH’ekuii (Injection)]», Posgin P.8.1 «Pe3lome Ta BMCHOBOK AaHWX MPO CTaGi/IbHICTb
(Stability Summary and Conclusion) [TEV-48125, IH’ekuii (Injection)]» Jocbe pocnigxyBaHOro
nikapcbkoro 3acooy AIXKOBI (AJOVY) (PpemaHe3ymab (Fremanezumab) (TEV-48125)), Big BepecHs
2021 poKy aHrniicbkoro moBoto; Po3gain P.8 «CtabinbHicTb (Stability) [TEV-48125, Po3unH gns iH’eKuiii
(Solution for Injection)]», Po3gin P.8.3 «Stability Data [TEV-48125, Po3uuH ans in’ekuin (Solution for
Injection)]» [ocbe pocnigpKyBaHOro nikapcbkoro 3acody AJDKOBI (AJOVY) (PpemaHezymabd
(Fremanezumab) (TEV-48125)), Big, BepecHs 2021 poky aHrnificbkoto moBoto; Po3gin P.5 «KoHTponb
nikapcbkoro 3aco6y (Control of Drug Product) [TEV-48125, IH’ekuii, Mnaue6o (Injection, Placebo)]»,
Po3gin P.5.4 «AHani3 cepiii (Batch Analyses) [TEV-48125, IH’ekuii, Mnaue6o (Injection, Placebo)]»
Aocbe pocnigxyBaHOro nikapcbkoro sacooy ADKOBI (AJOVY) (PpemaHesymab (Fremanezumab)
(TEV-48125)), Big BepecHAa 2021 poky aHrjiiicbkoio MoBoio; Po3gin P.8 «CrtaGinbHictb (Stability)
[TEV-48125, Po3uuH gns in’ekuiin, Mnaye6o (Solution for Injection, Placebo)]», Po3gin P.8.1 «Pe3lome
Ta BUCHOBOK flaHUX Npo cTabinbHicTb (Stability Summary and Conclusion) [TEV-48125, Solution for
Injection, Placebo]» Alocbe gocnigxyBaHoro nikapcbkoro 3acody AXKOBI (AJOVY) (PpemaHe3zymad
(Fremanezumab) (TEV-48125)), Big BepecHs 2021 poKy aHrniiicbkolo MoBow; Posgin P.8
«CTtabinbHictb (Stability) [TEV-48125, Po3uuH pnsa iH’ekui, Mnaye6o (Solution for Injection,
Placebo)]», P.8.3 «Stability data [TEV-48125, Po3uuH gns iv’ekuin, Mnaye6o (Solution for injection,
placebo)]» [ocbe pocnimxyBaHOro nikapcbkoro 3aco6oy AMKOBI (AJOVY) (PpemaHeszymad
(Fremanezumab) (TEV-48125)), Big, BepecHA 2021 poKy aHrniiicbkoro MOBOIO; Bpoulypa gocnigHuka
[OocnipKyBaHOro fiikapcbKoro 3acody ®dpemaHesymad (Fremanezumab) (TEV-48125), BugaHHA 07 Big,
13 xoBTHsA 2021 poKy aHriicbKo MOBOIO; AgMiHicTpaTuBHUiA nncT 04 Big, 22 BepecHs 2021 poKy Ao
OHOBMEHOro MpPoTOKoAYy KNIHIYHOrO AocnifpxeHHA 3 nonpasBkoio 04 Big 04 TpaBHA 2020 poky
aHINIACbKOIO MOBOK; 3MiHa KOHTAKTHMX paHux CnoHcopa; MoAoBXEHHA TepMiHy NpoBeAeHHSs
KMiHIYHOTO BUNPOGyBaHHA B YKpaiHi Ao 31 rpygHa 2022 poky; IHhopMauiiHiiA NMCTOK nauieHTa Ta
c¢opma iHcpopmoBaHoOi 3roau, Bepcia 5.0 Big 21 oBTHA 2021 pOKy YKPaiHCbKOK Ta POCIACbKOI
MoOBaMM [0 NPOTOKO/Y KiHIYHOro AoCnigKeHHs «baraToleHTpoBe paHaoMi3oBaHe NOABINHO cnine nnauebo-
KOHTPO/IbOBaHe AOCAIMKEHHS B NapasiefibHMX rpynax i3 nogasbluvMM BiAKPUTUM A0AATKOBMM Mepiogom Ans
OLiHKN etheKkTUBHOCTI Ta 6e3neyvyHOCTi hpemaHe3symMady 4151 NPOodiIakTUUHOrO JliKyBaHHS MirpeHi B naLieHTiB
i3 BE/IMKMM AeNPeCcUBHUM PO3/1aoM», kog AocnimpkeHHs TV48125-MH-40142, 3 nonpaskoto 04 Big 04 TpaBHS
2020 poky; cnoHcop - Teva Branded Pharmaceutical Products R&D, Inc., CLLUA

3asaBHnk - TOBAPUWCTBO 3 OBMEXXEHOIK BIAMNOBIOA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO CTANoO
HalimeHyBaHHA topuguuHoi oco6ull. |. B. | HalimeHyBaHHA topuauuHoi oco6ulll. 1. B.
chisnuHoi oco6u: Teva Branded Pharmaceutical | dpisnuHoi oco6u: Teva Branded Pharmaceutical
Products R&D, Inc., CLUA Products R&D, Inc., CLUA
M. I. B. KOHTaKTHOI ocobu: Joshua M. Cohen M.l. B. KOHTaKTHOI oco6u: Verena Ramirez
Micue3HaxomkeHHs OpuUAUYHOI ocob6ul/micue | Campos
NpoXmnBaHHA pi3nyHOI oco6u: Micue3HaxoKkeHHs OpUAUYHOI  ocobulmicue
145 Brandywine Parkway, West Chester, | npoxuBaHHA ¢isnuHOi oco6u:
Pennsylvania 19380, CLUA 145 Brandywine Parkway, West Chester,
KoHTakTHuii TenedoH: +1-484-502-9346 Pennsylvania 19380, CLLUA




®dakc: +1-610-727-6150 KoHTakTHuii TenecoH: +1 484 983-2375

Appeca €/1eKTPOHHOI nowTn: | dakc: +1-610-727-6150
Joshua.Cohen05@tevapharm.com Apapeca €/1eKTPOHHOI noLwTK:
Verena.RamirezCampos @tevapharm.com

16. OHoBNeHe Jocbe AocCNimKyBaHOro nikapcbkoro 3aco6y Aypsanymato (MEDI4736, Durvalumab),
Bepcis Bif 4YepBHA 2021 poky; 306ifblIEHHA TepMiHYy NpUAATHOCTI AO0C/iAKYBaHOro JlikapCcbKoro
3acoby AJypsanyma6 (MEDI4736, Durvalumab) 50mr/mn y donakoHi 10mn ansa naptii MMPBO1 3 36 o 60
MicauiB; Bpowypa gocnigHuka no npenapaty Alypsanyma6 (MEDI4736), Bepcis 17 Big 18 »xoBTHA 2021
poky; OHoBNeHi HactaHOBM WOA0 BeAeHHA NaLieHTIB i3 npossBamMmu TOKCUYHOI gii (TMGs), Bepcis Big 28
YXOBTHA 2021 poKy [0 NPOTOKOJIB K/IHIYHMX OOCAiMKeHb: «PaHaomizoBaHe, baraToueHTpoBe, BigkpuTe,
nopiBHAMbHE pgocnimkeHHs |ll dasn ana Bu3HavyeHHs edekTuBHOCTI AypBasiymady umnm KOMOiHaui
Oypsanymaby i Tpemenimymaby y koMOGiHaUil 3 NA1aTUHOBMICHOIO XiMioTepanieto y nepLiii AiHii nikyBaHHSA
NauieHTiB 3 MOWWPEHNM AOPIGHOKNITUHHUM pakom nerediB  (4PJ1) (KACHMIAH)», kop AOCAifKEHHs
D419QC00001, Bepcisa 6.0 Big 16 ciuHa 2020 p.; «MixHapoaHe, 6araToLeHTpoBe, paHAoMi30BaHe, BigkpuTe,
NOpPIBHAMIbHE [OCNIAXKEHHA pa3nm 3 Mo BU3HAYEHHIO edeKTUBHOCTI AypBanymady um KoMOiHauil
Jypsanymaby i Tpemenimymaby i3 nnatMHOBMICHOKW XxiMioTepanielo Ansa 1-i NiHii NikyBaHHA MalieHTiB 3
MeTacTaTUYHUM  HeApiOHOKNITUHHUM  pakom nereHis  (HOKPJ/T) (POSEIDON)», KoA  [AOCHioKEeHHSA
D419MC00004, sepcis 6.0 Big 09 nunHa 2021p. ; «PaHgoMi3oBaHe, BigkpuTe, 6araToueHTpoBe LOCNIIKEHHSA
Il pasn AypBanymady Ta Tpemenimymaby B SKOCTI nmepLloi MiHil NikyBaHHA MNaui€eHTIB 3 NOLUMPEHUM
renarouesntonsapHum pakom (HIMALAYA)», kog pocnimkeHHa D419CC00002, sepcis 7 Big 22 BepecHs 2021
poKy ; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

17. focbe gocnigKyBaHoro nikapcbkoro 3acooy (IMPD): Po3gin "AaHi 3 akocTi AcdabiuuH (Debio 1450),
160 Mr NOpoLUOK A/1s po3uunHy AnA iHdysii | Quality Data Afabicin 160 mg powder for concentrate for
solution for infusion”, pepakuis 5.0 - Big rpyaHsa 2021 p.; flocbe AocnigKyBaHOro fikapcbKoro 3acooy
(IMPD): Posgin "[aHi 3 akocTi AcabiumH (Debio 1450), 80, 120 Ta 240 Mr Ta6/1€TKU, BKPUTi NJ1iIBKOBOIO
o6onoHkoto | Quality Data Afabicin 80, 120 and 240 mg Film-Coated Tablets", pepaxuis 8 - Big rpyaHs
2021 p.; NMopgoBXeHHs TepMiHy npuaaTtHocTi AdabiunHy (Debio 1450), 160 Mr NOPOLIOK ANSA PO3YUHY
Ana iHdysin 3 60 go 72 micauiB; NMopoBXeHHA TepMiHy npugaTtHocTi AdabiyuHy (Debio 1450), 80 mr
TabGseTKN, BKPUTI NMJIIBKOBOK 060/10HKOK Yy GnicTepi Perlalux® Ultraprotected 3 21 go 30 micsAuiB;
MopoBxeHHA TepMmiHy npupatHocTi AdabiynHy (Debio 1450), 120 mr Ta6neTku, BKPUTI MJ1iBKOBOLO
o6onoHko y Gnictepi Perlalux® Ultraprotected 3 24 go 30 micAuiB A0 NPOTOKO/Y KAIHIYHOIO
AocnimpKeHHs1 «PaHaomizoBaHe BigKpuTe AOCMIMKEHHS 3 aKTUBHUM KOHTPOJSIEM, WO NPOBOANUTLCS 3 METOH
OLiHKN 6€e3MeYHOCTI, NEPEHOCUMOCTI 11 edpeKTMBHOCTI adpabiyuHy Ansi BHYTPILUHBOBEHHOIO / NepopasibHOro
3aCTOCyBaHHA npu nikyBaHHI MauieHTiB 3i CcTadi/IOKOKOBMMU iH(PEKLisiMA KICTOK abo cyrnobis», koA
pocnipkeHHs Debio 1450-BJI-205, octatoyHa pegakuis 5.0 3 iHTerposaHot MNonpaskoto 2 Big 14 XOBTHA
2020 p.; cnoHcop - «[lebiochapm IHTepHewHn CA» [Debiopharm International SA], LLseliyapis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMNOBIJAJIBHICTIO «I1I EC A-YKPATHA»

18. OHoBneHwiA NpoTokos 3 nonpaBkol 1 Big 06.10.2021 p. [0 NPOTOKO/Y KAIHIYHOTO AOCAIAKEHHS
«BbaraToueHTpoBe, paHAOMi30BaHe, NoABIliHe cine, nnaueb0 KOHTPOIbOBaHE K/iHIYHE AOCAIMKEHHS 2a dhasm
ONS1 OLiHKM eheKTMBHOCTI Ta 6e3neYHOCTi NPU3HaYeHol NigWKIPHO KOMGIHOBaHOT Tepanii rycenbKymaty 1a
rosliMmymaoy y nauieHTiB 3 aKTUBHUM MCOPIaTUYHUM apTpUTOM», Kog agocnipkeHHss CNTO1959PSA2003, Bia
08.06.2021 p.; cnoHcop - «AHCCEH ®»APMALEBTVIKA HB», benbris

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

19. OHoBneHuii MpoTokon gocnigxkeHHa CL3-05179-002, chiHanbHa Bepcis 2.0 Big 5 )xoBTHA 2021 poKy
3 iHTerpoBaHoo cyTTEBOIO NonpaBkoto Nel Bif, 5 0BTHA 2021 p.; MonpaBka Nel chiHanbHa Bepcin Big
13 xoBTHA 2021 p. Ao bpowypu gocnigHuka S 05179, sepcis Nel Big 10 rpyaHa 2020 p.; Monpaska Nel
Ao IHdopmauiiHoro ncTka i popmu iHchopMoBaHOI 3rogu y4acHUKa, Wwo gopatoTbes Ao Monpasku Nel
Ao nporokony NeCL3-05179-002 - chiHanbHa Bepcia — LR.L.S. Big 05 xoBTHA 2021 p. AnAa YKpaiHu
YKpaiHCbKOIO Ta pocilicbkoto moBamu; MonpaBka Nel ao IHdopmauiiHoro nuctka i chopmum
iHbopMoOBaHOi 3roau yyacHuka, wo gopatotbes Ao Monpaskn Nel ao nportokosy NeCL3-05179-002 -
Heo60B’sA3KOBI ouUiHKU — chiHanbHa Bepcif - |.R.1.S. Big 05 »xoBTHA 2021 p. Ana YKpaiHM YKPATHCbKOIO Ta
pocilicbkolo moBaMu; OHOBJ/IEHE PO3KaApPYyBaHHSA CLEeHapito npeseHTauii «kAMOYNaTOPHUIA MOHITOPUHT
aptepianbHoro Tucky (AMAT): pekomeHpauii»_V3_21 BepecHsa 2021, yKpalHCbKOKO Ta POCIliCbKOI
MoBamu; OHOBJ/IEHE PO3KaApPYBaHHA CLEeHapilo npe3eHTauiil «JoMallHiii MOHITOPUHI apTepiasibHOro
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TncKy (OMAT): pekomeHpauii»_V3_21 BepecHs 2021, yKpaiHCbKOIO Ta POCiliCbKOI MOBamMu; IHCTPYKUii
LWOAO 3acTOCyBaHHA CYNyTHIX npenapartiB Ansa KhaiHidyHoro pocnipkeHHAa Ne CL3-05179-002 -
OHoBeHa thiHanbHa BepciAa Ne 1 aHrniicbKolo MOBOIO, Big, 05 »OBTHA 2021 poKy; KapTka yyacHuka
pocnimpkeHHA CL3-05179-002, chinanbHa Bepcis 02 Big 21 BepecHs 2021 p. yKpaiHCbKOIO Ta POCiliCbKOKO
MoBaMM [10 NPOTOKONY KNiHIYHOro gocrigpkeHHs «OujiHKa KNiHIYHOT eDeKTUBHOCTI Ta 6e3nekun nepuHaonpuny
10 mr / iHganamigy 2,5 mr / amnoguniny 5 a6o 10 mr / 6iconponony 5 Mr y KombiHauil 3 ogHiel TabieTkm
nicns 8 TMXKHIB JliKyBaHHS Y MOPIBHSHHI 3 BiNIbHOIO KOMbGiHauiero nepuHgonpuay 10 mr, iHganamigy 2,5 mr ta
amnoguniHy 5 a6o 10 Mr y nauieHTiB 3 HEKOHTPO/IbOBAHOK €CEeHUia/IbHOW rinepTeHsieln. MikHapogHe,
GaraToLEHTPOBE, paHAOMi3oBaHe, NoAgiiHe crine, 16-TMXXHEBE AOCAIMKEHHS.», Ko AocnigkeHHs CL3-
05179-002, chiHanbHa Bepcis Big 10 TpaBHA 2021 p.; CNOHCOP - IHCTUTYT MidXHapPOoAHUX AocnimkeHb « CEPB'E»
(Institut de Recherches Internationales Servier (1.R.I.S.)), ®paHuis

3asiBHUK - TOBapUCTBO 3 0GMEXEHOH0 BignoBigasbHICTIO «KLP YkpaiHa»

20. MaTtepianu gnAa yyacHUKIB gocnimkeHHs: 3aranbHa ouiHka HocoBux cumnromiB (TNSS), Bepcis Big
11 cepnHsa 2021 poky, yKpaiHCbLKOI0 MOBOO; 3aranbHa ouiHka HocoBux cumnTomMiB (TNSS), Bepcis Big,
18 cepnHsa 2021 poKy, pOCiiCbKOIO MOBOIO; BKNloueHHs AoAAaTKOBUX MiCLb NPOBeAEHHS KNiHiYHOro
BUNPOGYBaHHA [0 NPOTOKOY KAiHIYHOIO AOCNifKEHHS «baraToueHTpoBe, paHA4oMi3oBaHe, NoABiiHe chine,
nnaueb0-KOHTPOIbOBaHE [AOCAIMKEHHA 3 MeTOK ouiHku npenapaty CBP-201 y popocnux naudienTiB 3
XPOHIYHMM MONINO3HMM PUHOCUHYCUTOM», KOA AochimpkeHHs CBP-201-WWO003, sepcis 2.1 Big 22 6epe3sHs
2021 poky; cnoHcop - Cyxoy KoHHekT biothapmacktoTikanc, J1tg, Kutaih / «Suzhou Connect
Biopharmaceuticals, Ltd.», China

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

Ne M.1.6. BignoBigasbHOro AocnigHMKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. K.M.H. Bnaxko B.1.

KomyHanbHe HekoMepuiliHe nignpuemcTBo «Micbka KniHiuHa sikapHsa Nel3» XapkiBCbKOT MiCbKOT
pagwu, Ny/ibMOHOJIONYHe BiaaineHHsa No2, M. Xapkis

2. K.M.H. Bacuniok H.B.

NikyBaNbHO-AjarHOCTUYHWIA  LeHTp nignpuemctBa  «JlikyBaslbHO-AiarHOCTUYHWI LeHTp CBATOro
Nykn»  IBaHO-®paHKiBCbKOro Apxienapxia/ibHOro YnpasniHHA YKpaiHCbKoi [peko-Katonuupbkoi
LlepkBu», KOHCY/IbTaTMBHO-MiKyBa/lbHE BigdiNeHHs «HayKoBO-4OCMIAHVULbBKMIA LEHTP», M. |BaHO-
®paHKiBCbK

3. | A.-M.H., npoch. Kaligawes I.M.

KomyHasibHe nignpuemctBo «l-a Micbka KniHiYHa nikapHA [MonTaBcbKOi  MICbKOT  pagun»,
TepaneBTMYHE BigAiNeHHs, [lonTaBCbkuiA  AepXaBHWA  MeOUYHWUA  yHiBEpCUTET, Kadegpa
BHYTpILWHbOT MeanumHn Ne3 3 doTusiatpieto, M. NonTasa

21. 3anpoBamKeHHA KOPOTKOro igeHTudpikatopa KiiHiUHOro BunpooyBaHHA M20 466 - AIM-RA;
IHhopmauia anAa naudieHtTa Ta iHpopMoBaHa 3roga Ha yyacTb Y HAyKOBOMY [AOC/igXKeHHi Ta
He06O0B’A3KOBOMY AO0CiAKeHHi, Bepcia 2.1 ana YKpaiHu Big 08 rpygHAa 2021 poKy (YKpaiHCbKOK Ta
pociiicbkolo MoBamu); KapTka-HaragyBaHHA NPO nNpusHauyeHuii Bi3uT, Bepcisa 1 gna YKpaiHu Big 29
nvnHa 2021 poky (yKpaiHCbKOO Ta pocilicbkolo moBamu); Bpolwypa ansa nauieHTa, Wwo 6epe yyacTtb y
pocnipkeHHi AIM-RA, Bepcis 1 ana YkpaiHu Big 12 cepnHsa 2021 poky (yKpaiHCbKOIO Ta pPOCiiCbKOHO
MoBamum); Mpacpik BisuTiB y pamkax gocnimpkeHHs AIM-RA (kaneHpap BisuTiB), Bepcia 1 aona YkpaiHu Big
29 nunHsa 2021 poKy (YyKpaiHCbKOK Ta pocCilficbKolo moBamMu); 36i/bLIEHHS Ki/IbKOCTI Naui€HTIB, AKi
6epyTb yyacTb Y KNiHIYHOMY BUNPOOYBaHHi Ha TepuTopii YKpaiHu, 3 35 Ao 85 ocib; 3pasku 306paxeHb
eKpaHy 3ara/ibHoro MeHro yKpaiHCbKOK MOBOIO MPOrpamMHOro 3a6e3nevyeHHs e/IEKTPOHHOrO MPUCTPOLO
ANA BUKOPUCTAHHA nauieHTamu, Bepcia 2.1 Big 01 TpaBHA 2020 pokKy, Ta 3pa3Kn 306paKeHb eKpaHy
3araJlbHOro MeHI0 POCiliCbKOI0O MOBOIO NMPOrpamMHOro 3abGe3neyvyeHHs €/IEKTPOHHOro NMpuUcTpoto Ans
BUKOPUCTAHHA nauieHTamu, Bepcia 2.3 Big 14 nunHa 2020 poky; 3pasku 306paeHb €eKpaHy
€/1eKTPOHHOr0 NPUCTPOI0 A/ BUKOPUCTaHHA: AHKETU OUiHKU cTaHy 3aopoB’a (Health Assessment
Questionnaire - HAQ), yKpalHCbKOIO Ta pocilicbkolo MoBamu; YMCNOBOI OLiHIOBa/IbLHOT LUKan
«3ara/lbHa OLjiHKa MNalieHTOM aKTUBHOCTI 3axBOPHOBaHHA (MPOTATOM OCTAHHLOIO TUDKHA)»,
YKpaiHCbKOIO Ta pOCiicbkold MoBamMu; UMCNOBOI OLHIOBa/IbHOI WKa/iM «3arasibHa OLjiHKa 607110
nauieHToMm (3a OCTaHHIli TWKAEeHb)», YKPATHCbKOIO Ta POCifiCbKOI MOBamu; 3as/lyuyeHHsA A0AaTKOBOI
opraHi3auii, sikili cnoHcop AeneryBaB CBOi 060B’AA3KM Ta (pyHKLiT, NTOB’A3aHi 3 NpoBeAeHHAM K/iHIYHOro
BUNpoOyBaHHs, — TOB «lUeHTp KniHiuHux JdocnigxeHb NTA»; BkOUEHHA [0[AaTKOBUX Micub
npoBefieHHs1 KMAiHIYHOro BUNPOGYBaHHA [0 MPOTOKONY KiHIYHOTO BUNPOBYBaHHA «PaHAoMmi3oBaHe
noZBiiiHe cnine nnaueb0-KOHTPOIbOBaHE AOCIMKEHHS 4715 OLIHKM 6e3neYHoCTi Ta edhekTMBHOCTI npenapary
ABBV-154 y nauieHTiB i3 cepeHbOTSKKOK ab0 TSHXKKOK (hOPMOK0 aKTMBHOIO PEBMATOILHOI0 apTpuTy, SKi He
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LOCArNn afekBaTHOI BigNoBiAi Ha NikyBaHHA GionorivHumMn Ta/abo TapreTHUMU CUHTETUYHUMU XBOPO6O-
MoAMikytouMMy NpoTMpeBMaTUYHUMK npenapatamu (6/TcXMIMPM)», ko aocnigpkeHHa M20-466, sepcis 1.0
Bif 23 KBiTHA 2021 pokKy; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3anBHuK - E66BI BiodhapmacktoTikan3 M'vbX, Lseiiuapis

No M.1.6. BignoBiga/ibHOro AocCNigHMKA

n/n Ha3Ba Micus npoBefeHHsA K/iHIYHOro BUNpPo6yBaHHSA

1. A.M.H., 3aB. Bif. IcaeBa I'.C.

JepxaBHa ycTaHoBa «HaujioHaslbHWiA IHCTUTYT Tepanii imeHi J1.T. Masnoi HauioHasibHOI akagemii
MEOUYHUX HayK YKpaiHw», BiA4i1 KOMMIEKCHOTO 3HWKEHHS PU3NKY XPOHIYHUX HEIHEKUiAHNX
3aXBOpPHOBaHb Ha 6a3i TepaneBTMYHOrOo BiAAINIEHHS, M. XapkKiB

2. O.M.H., npod. WeBuyk C.B.

KniHika HaykoBO-A0CNIAHOrO HCTUTYTY peabinitauii oci6 3 iHBanigHIiCTIO (HaBYas/lbHO-HAYKOBO-
NiKyBasIbHWIA KOMMEKC) BiHHMLBKOro HauioHa/IbHOr0 MeAguYHoOro yHisepcutety iMm. M.I. MNuporoea,
BigAiN Tepanii Ta KNiHIYHOT peBMaTonorii, BiHHULUBbKWIA HauioOHaIbHWIA MeguYHWiA yHiBEpCUTET iM.
M.l. MuporoBa, Katheapa BHYTPILWHLOT MeanumHn Ne2, M. BiHHMUA

22. bpolwypa gocnigHuka gocnigKysaHoro nikapcbKoro 3aco6y dinrotiHio (GS-6034), BuaaHHA 16 Big,
02 BepecHA 2021 poKy aHrnificbkol MOBOIO; 3as/lydyeHHs ToproBoi Has3Bu JYSELECA® pans
[ocnipKyBaHOro Jlikapcbkoro 3acooy ®inrortiHié (GS-6034); 100 a6o 200 mr; TaGneTkn, BKPUTI
n/1iBKOBOIO 0G0/1I0HKOI; OCHOBHUIA iH(hOpMaLiiHUiA NUCTOK ANA nauieHTa fochnifgKeHHA Ta chopma
iHdbopMoBaHoi 3rogu ans YkpaiHu, Bepcis 9.1.0 Big, 28 BepecHA 2021 p. yKpaiHCbKOIO Ta POCiliCbKOIO
MoBamu; Popma iHpoOpMOBaHOI 3roau NMapTHEPKM Ha MoAasiblie CNOCTEPEXEHHA BariTHOCTI Ans
YKpaiHu, Bepcia 3.1.0 Big 28 BepecHs 2021 p. yKpaiHCbKOK Ta POCiliICbKOIO MOBamMu [0 MPOTOKO/Y
KMIHIYHOTO BUNpObyBaHHA «PaHaomi3oBaHe, NoABiiHO-chine, nnaueb0-KOHTPOsIbOBaHe JOCIMKEHHS dhasn 2
AN OLHKN TEeCTUKYNSAPHOI 6e3neyHocTi (pinroTiHiGy B A0POCANX YOMOBIKIB i3 aKTUBHMMW 3anasibHUMMU
3axBOPHOBAHHAMM KULLKIBHUKA Bif, MOMIPHOIO A0 BaXKKOr0 CTYMEHIO TSHKKOCTI», KOA AocnimkeHHs GS-US-418-
4279, 3 nonpaBkoto 4 Big 17 6epesHa 2020 p.; cnoHcop - Gilead Sciences, Inc., CLUA

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

23. YKpaiHa, MK-3475-042, Bepcia 13.0 Bif 28 )xoBTHs 2021 poKy, YKpaiHCbLKOIO MOBOIO, iHpopMaLia Ta
[OKYMeHT npo iHhopMoBaHy 3rogy Ans nauieHTa; YkpaiHa, MK-3475-042, Bepcia 13.0 Big 28 XOBTHA
2021 poky, pocificbKOl0 MOBOLO, iH(hopMaLifs Ta JOKYMEHT NMpo iHPopMOBaHy 3roay A/ NauieHTa;
3MiHa Ha3Bu Ta MicuA NPoOBeAEHHS K/iHIYHOro BUNPOGYBAaHHA 40 NPOTOKO/Y KAIHIYHOTO AOCAIAKEHHS
«PaHpomizoBaHe, Biakpute pocnimpkeHHs Il dpa3n 3arasibHOT BMXMBAHOCTI HAIBHUX (paHille HesikoBaHuX)
nauieHTiB 3 PD-L1-n03nTUBHMM NPOrpecyrynm abo metacTtasytoumM HEMINIKOKAITUHHUM PakoM fiereHis ans
NOPIBHAHHSA fikyBaHHSA nemoponizymabom (MK-3475) Ta npenapatamu XimioTepanii Ha OCHOBI naaTuHK
(KiHoyT 042)», kog, gocnigpkeHHss MK-3475-042, 3 iHkopnopoBaHoto nonpasBkoto 08 Big 24 6epesHsa 2021 poky;
crnoHcop - «Mepk LWapn EHA Ooym Kopn.», godipHe nignpuemctso» Mepk EHA Ko.,IHk.» (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANNO
O.M.H., npod. BoHpapeHko .M. O.M.H., npod. BoHpapeHko |.M.
KomyHanbHuii 3aknaf «/[HinponeTpoBcbka Micbka | KomyHanbHe HekomepLiiHe nianpuemMcTso
6araronpoqisibHa KniHiyHa nikapHsA Ned» | «Micbka KniHiyHa nikapHa Ned»  [HINPOBCHKOI

[HinponeTpoBCbKOi 06/1aCcHOT  pagu», BigAiNeHHs | MiCbkOi paau, XxiMioTepaneBTWYHe BifAiNeHHs 3
ximioTepanii, lep>xxaBHuii 3akniag, «JHiNponeTpPoBCbka | AEHHUM CTauioHapoM, [HINPOBCLKWI AepXKaBHWUNA
mMegnyHa akagemis MO3  YkpaiHu», Kadegpa | meguuHuii  yHiBepcuteT, kadegpa OHKOsorii Ta
OHKOAOriT Ta MeaNYHOT pagionorii, | MmeaguyHoi pagionorii, M. JHiNpo

M. [JHINponeTpoBCbK

24. OHoBneHa Gpolwypa gocnigHuka Bepcia 3.0 Big BepecHA 2021 poky; 3MiHa MicUA NpoBeAeHHA
KNiHIYHOro BMNPOGyBaHHA; 3MiHa BiANOBiAA/ILHOIO AOCAiAHMNKA A0 NPOTOKO/Y KAiHIYHOrO A0CNIAKEHHS
«baraTouUeHTpoBe, BigKPUTE AOCAMIMKEHHS 3 OAHIED TPYynoK, 3 OUiHKM 6e3nevyHocTi Ta edIeKTUBHOCTI
MichenpucToHy 5 Mr gnsa JlikyBaHHA €HOOMETPIO3Y Y XIHOK penpoayKTMBHOINO BiKy MPOTAroM ABOX LIMKIIB
Tepanii TpMBaicTIo 24 TUXHSA KOXHUIA», ko4 AocnigxeHHs CLI20001/Lita005, sepcia 3.0 Big 20 xoBTHA 2020
POKy; cnoHcop - Litaphar Laboratorios S.L., Spain / Nitachap /labopatopio3 EcEn, IcnaHis
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3adaBHUK - TOB «HO CI TI-IJTIOBAJT», YkpaiHa

BYNo CTANO
O.M.H., npodh. Yeuyra C.B. O.M.H., npodp. Yeuyra C.B.
KomyHanbHe  HekomepuiiiHe nignpuemcTBo | MeguUYHMIA LEHTP TOBapuUCTBa 3 OOMEXEHOIo
«BiHHMUbKa MicbKa KiiHiYHa nikapHA «LeHTp | BignoBiganbHicTIO «lHHOMen - LeHTp
MaTepi Ta AUTUHWU», XiHOYA KOHCynbTauia 3 | eHAoXipyprii», xipypriyHe BiAfiNneHHs,
AEHHUM cTalioHapoM, M. BiHHUUA M. BiHHMUS
3. 3miHa BionosgidasibHO20 00C/IIOHUKA:

BYNno CTANIO

K.M.H. JlutBnHeHko O.B.
JlikyBanbHo-giarHocTnyHMiA LeHTp TOB «MeanunHuii
NiKyBa/IbHO-AiarHOCTUYHUIA LLEHTP «MefioH>»,
BigAiNeHHs XipypriyHoro crauioHapy, nonikniHiyHe
BigAineHHs, M. MNMontasa

nikap Pegoposa O.B.

JlikyBanbHoO-giarHoCTUYHUIA LeHTp TOB «MepguyHuii
NiKyBaUTbHO-AiarHOCTUYHUIA LEHTP «MefioH>»,
BiAAiNeHHs XipypriyHoro crauioHapy, NonikniHivHe
BiaAineHHs, m. Nontasa

25. Bpouwypa pgocnigHuka gna AZD9977, BugaHHA 6.0 Big 05 XOBTHA 2021 poky; BKitoueHHs
[O0AAaTKOBOro MicUSA NpoBeAeHHs K/IHIYHOro BMNPOGYBAHHA [0 NPOTOKOAY KAIHIYHOrO AOCAiAXKEHHS
«PaHgomizoBaHe, noagiiHe cnine, nnauebo-KOHTPOIbOBaHe, GaraToLEHTPOBE AOCMiMKEHHS hasn 2b ansa
OUiHKN edIeKTMBHOCTI, GE3MeYHOCTi i MepeHOCMMOCTI MiKyBaHHA nepopanibHuM npenapatom AZD9977 i
Janarnidp/I03MHOM Yy MauieHTiB 3 CepueBOl0 HeJOCTATHICTIO 3 (opakuieto BUKUAY MiBOro wnyHouvka (PBJILL)
HUx4e 55% Ta XpoHiYHOI XBOPOOOI0 HUPOK», KOA, focnigxeHHs D6402C00001, sepcisa 5.0 Big 15 nunHa 2021
poKy; cnoHcop - «AcTpa3eHeka Ab», LLBeuis / AstraZeneca AB, Sweden

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

No M.1.6. BignoBiga/ibHOro AocnigHMKa

n/n Ha3Ba Micus npoBefeHHs K/iHIYHOro BUNpPo6yBaHHSA

1. nikap Kynuk A.B.

KomyHasibHe HekomepuiiHe NignpreMCcTBO «Yepkacbka ob6sacHa siikapHa Yepkacbkoi 06s1acHOl
pagu», KapAiopeBMartosioriyHe BigaineHHs, M. Yepkacu

26. bpowypa focnigHuka ComanauutaH (NNC0195-0092) nocnigpxeHHa NN8640 - nedpiumMt ropmoHy
pocTy y piTei Ta gopocnux, BugaHHsa 12, hinanbHa Bepcia 1.0 Big, 26 )xoBTHA 2021 poKy, aHINMiliCbKOIO
moBoto; flopaTtok 1, “Nonclinical Study Tabulations” go Bpouwypu flocnigHnka ComanayutaH BUAaHHA
12, cpiHanbHa Bepcis 1.0 Big 26 oBTHA 2021 poKy, aHrfilicbko MoBoOO; foaatok 2, “Summary of
clinical data from completed clinical trials” o Bpowypu focnigHuka ComanauyutaH BugaHHa 12,
chinanbHa Bepcia 1.0 Big 26 OBTHA 2021 poKy, aHrAINCbKOK MOBOK [0 NPOTOKO/Y KAiHIYHOro
pocnigxeHHs «PaHgomizoBaHe, MiXHapoAHe, 3 aKTMBHWM KOHTposeM, (Bigkpute), (moggiliHe cnine)
JocnipKeHHs 3 nigéopy 403U B napasiesibHUX rpynax, 3 ouiHKM edpeKTUBHOCTI Ta 6e3NeYHOCTi 3aCTOCYBaHHS
npenapaty NNC0195-0092 oauH pa3 Ha TUXAEHb Y MOPIBHAHHI 3 LOAEHHUM 3aCTOCYBaHHSAM npenaparty
ropMoHy pocty (HopgaitponiH® ®niekclpo) y giteit npenybepTaTHOro Biky 3 A4eddiuTOM rOpMOHY POCTY, Y AKX
paHille He NnpoBoAuIaca Tepanisa npenaparamy ropMoHy pocTy» , Kog gocnigxeHHs NN8640-4172, octatoyHa
Bepcisa 6.0 Big 19 notoro 2021 p.; cnoHcop - Novo Nordisk A/S, Denmark

3aaBHUK - TOB «HoBo Hopgick YkpaiHa»

27. bpouwypa focnigHuka ComanauyntaH (NNC0195-0092) nocnigpkeHHa NN8640 - nechiumMt ropmoHy
pocTy y piTeii Ta gopocnux, BuaaHHsa 12, cpiHanbHa Bepcia 1.0 Big 26 )XoBTHA 2021 poKy, aHrNilicbKoo
MoBoto; floaatok 1, “Nonclinical Study Tabulations” go Bpowypu LlocnigHuka ComanauutTaH BUAAHHSA
12, cinanbHa Bepcia 1.0 Big 26 x0oBTHA 2021 pokKy, aHrilicbkolo MoBo; flogaTok 2, “Summary of
clinical data from completed clinical trials” go Bpowypu [ocnigHuka ComanauutaH BugaHHsa 12,
thiHanbHa Bepcia 1.0 Big 26 0BTHA 2021 poOKy, aHrNifiCbKOK MOBOK [0 MPOTOKOMIB K/IiHIYHMX
BMNpoOyBaHb: «JlOCNimKeHHS edqekTMBHOCTI Ta 6e3nekun 3acTtocyBaHHA npenapaty ComanayutaH
(Somapacitan) oguH pa3 Ha TUXAEHb Y NOPIBHAHHI 3 LWOAEHHMM 3aCTOCYBaHHAM npenapaty HopaitponiH®
(Norditropin®) y gitein 3 geiunToM ropmMoHy pocTy», kog, gocnigpkeHHss NN8640-4263, dpiHanbHa Bepcis 7.0
Big 22 notoro 2021 p.; «JocnimKeHHs 3 nigdopy A03u 415 OLHKM ePEKTUBHOCTI | 6e3nekn 3acToCyBaHHS
npenapaty ComanaymtaH (somapacitan) oavMH pa3 Ha TWXKAEHb Yy MOPIBHSAHHI 3 3aCTOCYBaHHAM npenaparty
HopgaitponiH® (Norditropin®) oaMH pa3 Ha AeHb Y AITEN i3 3aTPUMKOK POCTY, L0 6Y/IM HAPOMKEHI ManMKn Ans
rectayiiHoro Biky Ta He Ha3[orHanu y 3pocTi A0 BiKy 2 poku Ta cTapLue», kog gocnimkeHHs NN8640-4245,
thiHanbHa Bepcis 4.0 Big 12 rpyaHsa 2019 p.; cnoHcop - Novo Nordisk A/S (Denmark)
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3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

28. OHoBneHuii MpoTokon KniHiyHOro BMNpoG6yBaHHA D2912C00003, Bepcia 4.0 Big 09 uepBHA 2021
POKYy, aHrniicbKol MOBOI; TeKCT 3paska MapKyBaHHS A1 NEePBUHHOI i BTOPUHHOI YMaKOBKU
npenapary, kancynu 3 nopowkom AZD1402 ans iHranauiii 1 mr a6o 3 mr a6o 10 mr a6o nnaue60, Bepcis
1.0 Big 16 uepBHA 2021 poky, y hopmaTti 6ykneTty, 6araTbmMa MOBaMu, BK/IIOUYAlOUM YKPATHCbKY MOBY;
TekcT 3pa3ka MapKyBaHHSl AJ11 NEPBUHHOI i BTOPUHHOI YNaKOBKU KPULLKA Ta cyMKU OQHO[030BOro
iHranaTopa RS01 aonsa BMKOPUCTaHHA 3 NOPOLWKOM npenapaty AZD1402 a6o nnaue6o B Kancyni gns
iHransauii, sepcia 1.0 Big 16 uepBHA 2021 pokKy, y dopmaTti 6ykneTty, 6araTbMa MOBamMu, BK/loUalouu
YKpaiHCbKy MOBY; CKpiHWOTN onuTyBaJ/ibHUKA rocnitasio cB. leopria AnA OuiHKM npo6nem 3
AnxaHHAM (SGRQ eCOA) Bepcis 1,00 Big 21 nunHAa 2021 poKy, aHriicbKo Ta YKPAiHCbKO MOBaMu;
CKpiHWOTN onNUTYBa/lbHUKA NPO CUHOHasasIbHI pesynbTatu (SNOT-22 eCOA) - Bepcia 1,00 Big 21
nvnHA 2021 poKy, aHriiCbKOK Ta YKPaiHCbKOK MoBaMu; CKPIiHLIOTU ONUTYBaJIbHUKA AJ1S1 OLLiHKM
Kawsiw Ta MOKpoTuMHHA (CASA-Q eCOA), Bepcia 1,00 Big 17 BepecHA 2021 poKy, aHIMiACbKOK Ta
yKpaiHcbKoo MoBamu; IHchopmauis ana nauieHta i popma iHpopmoBaHoi 3rogu gna YactuHu 2
pocnipkeHHs, ana Ykpaiin, Bepcia 2.0 Big 09 rpyaHAa 2021 poky Ha ocHoBi Maiictep-Bepcii 3.0 ans
YacTuHu 2 gocnigxeHHA Big, 18 TpaBHA 2021 poky, aHI/iAiCbKOIO Ta YKpaiHCbKOI MoBaMu; [logaTok Ao
IHchopmauil ana nauieHTa i popmu iHpopmoBaHOI 3rogn ans YacTuHu 2 gocnigkeHHs, Ana YKpaiHu,
Bepcis 1.0 Big 04 nuctonaga 2021 poky Ha ocHoBi MaiicTtep-Bepcii 1.0 pnsa YacTuHU 2 fOCNiAKEHHA Bij,
02 yepBHA 2021 pOKy, aHIMIACbKOI Ta YKPAITHCbKOK MOBaMM [0 MPOTOKO/Y KAIHIYHOrO AOCAIMKEHHS
«PaHfomi3zoBaHe, noAgiitHe cnine, nnauebo KOHTPO/SibOBaHe, GaraToueHTpoBe AoChimkKeHHs dasn lla 3
BM3HAYEHHA ONTUMaJIbHOI 403K, Y ABOX YacTUHax, A/151 OUiHKM e(PeKTUBHOCTI i 6€e3NeYHOCTi TPbOX PiBHIB
[03yBaHHA iHransauiiHoro npenapaty AZD1402, wo npuinMaeTbesa y hopMi Cyxoro nopoLlKy ABidi Ha Aoty
NpoTAroM 4 TWXHIB, Yy [O0POCNAUX NauieHTiB 3 OPOHXia/IbHOK acTMOl0, SIKi OTPUMYIOTb CepefHi [03M
iHraNIAUIHUX KOPTMKOCTEPOIAiB», Kog focnimxkeHHs D2912C00003, sepcisa 3.0 Big 10 6epe3Hsa 2021 poky;
crnoHcop - AcTpa3eHeka AB, LLiBeuis/AstraZeneca AB, Sweden

3anBHuUK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

29. 3anyyeHHA [OJATKOBMX MiCLb NPOBEAEHHA K/IHIYHOTO BMNPOOYBaHHA [0 MPOTOKOJY K/IiHIYHOrO
JocnipkeHHs «baraTtoueHTpoBe paHAoMi30BaHe nogBiiHe criine nnauebo-KOHTPOsIboOBaHe AOCAIAKEHHS
hasn 2 ans BuBYEHHS edhekTuBHOCTI Tucnenisaymady (BGB-A317), MOHOK/IOHaNbHOrO aHTuTina go PD-1, y
noegHaHHi 3 npenapatom BGB-A1217, MOHOKIOHa/IbHUM aHTUTINOM A0 TIGIT, B NOPIBHSAHHI 3
TucnenisaymaboMm y NnoeAHaHHi 3 nnauebo sk Tepanii Apyroi MiHii B NauieHTIB i3 HeonepabesibHo, MiCLEeBO-
NOLUMPEHOI0, PELMAMBYHOHO ab0o MeTacTaTUYHO NIOCKOKNITUHHOIO KapUUHOMOLO CTPaBoXxoay 3 eKcrnpecieto
PD-L1 (Bi3yasibHO-OL|iHIOBaHWIA KOMGIHOBaHWIA MOKA3HUK MO3UTUBHOCTI VCPS = 10%)», kog aocnigpkeHHs BGB-
A317-A1217-203, sepcisa 0.0 Big 16 BepecHs 2020 poky; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLUA
3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAATBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

No M.1.6. BignoBigasibHOro AoCNiAHMKA
n/n HasBa Micus npoBefeHHA KIiHIYHOro BUNpo6yBaHHs

1 | nikap Apo6Hep I.I".

KomyHanbHe HekomepuiliHe MianpUEMCTBO «XMENbHULbKUA 06MacHWA NPOTUNYX/IUHHWUIA LLEHTP»
XMesbHULbKOT 06/1acHOT paau, BigdileHHS HOBOYTBOPEHb TPYAHOT 3a/103U, LUKIPU, M'SKMX TKaHUH Ta
KICTOK, M. XMe/IbHULbKKi
2 | nikap raspuniok I.C.

KomyHasibHe HekoMepLiiiHe NigNpPUEMCTBO «TepHOMINIbCbKMI 0BIACHUIA KAIHIYHWIA OHKOMOTIYHWIA
ancnaHcep» TepHoNiNbCbKOT 06/1aCHOT paaK, XimioTepaneBTUYHE BigAileHHs, M. TepHonisb
3 | nikap CiHenbHikoB I.B.

KoMyHaslbHe MignpueEMCTBO «BOAMHCBKMIA 06MaCHWUA MeAMYHUIA LEHTP OHKOMOri» BOAMHCbKOT
06/1aCHOI pagu, OHKOOrYHe XimioTepaneBTUYHE BigAiieHHs, M. JyubK

30. IHchopmauia gna naugieHta Ta iHhopmoBaHa 3rofa Ha yvyacTb Y HayKOBOMY AOCAigKeHHI Ta
HeoGO0B’sI3KOBOMY AocnifkeHHi, Bepcia 10.0 ana YkpaiHu Big 05 nuctonaga 2021 poky, yKpaiHCbKOLO
Ta poOCilicbkOl0 MOBaMM [0 MPOTOKO/Y KAIHIYHOrO JocnimpkeHHs «PaHgomizoBaHe, noggiHe chine
pocnimpkeHHs, Il dasn, gna nopiBHAHHA npenapaTy YnagauutuHio (ABT-494) 3 nnaue6o, y nauieHTiB 3
CcepefHbOTSXKKOK ab0 TSXKKOK hopMamMu akTMBHOrO PeEBMATOIAHOr0 apTpuTy, WO OTPUMYKOTb CTaHAapTHI
CVHTETUYHI XBOPO6O-MoAMdiKytoUi MpoTnpeBmaTtnydHi npenapat (CcXMIMPI) B cTabinbHili 403i Ta He gocArm
ajeksaTHoI Bianosigi Ha ccXMIPlM», ko pocnimkeHHa M13-549, 3 iHkoprnopoBaHuMy nornpaskamy 0.01
(Tinbkn ana Kanaaw), 1, 1.01 (tinbku ans Kopei), 1.01.01 (tinekn ans Kopei), 2, 2.01 (tineku gna Kopert), 2.02

14



(tinbkn ansa Kawagn), 3, 4, 5, 6, 6.01 (ana VHP-kpaiH, /inteu Ta peuir), 7 Ta 8 Big 25 nuctonaga 2020 poky;
crnoHcop - AbbVie Inc., USA
3anaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

31. Indhopmauia gna naudieHTa Ta iH(popmoBaHa 3roga Ha y4dyacTb Yy HAyKOBOMY AOC/IMKEHHI Ta
HeO0GOB’sAI3KOBOMY AOC/ifKeHHi, Bepcia 12.0 gna YkpaiHu Big 02 nuctonaga 2021 poKy, yKpaiHCbKOIO
Ta pociiicbKkolo moBamu; IH(hopmauiiHa kKapTKa nauieHTa, Bepcia 3.0 gna YkpaiHu Big 11 nuctonaga
2021 poKy, YKPaIHCbKOIO Ta POCIACbKOK MOBaMM A0 NPOTOKO/Y KNiHIYHOIo A0CAiAXEHHS «PaHaoMI30BaHe,
noagiviHe cnine gocnimkeHns, 11l gpasn, Ans NopiBHAHHA NpenapaTty YnagaunTtuHio (ABT-494) 3 nnaue6o T1a 3
aganimymabom, y nauieHTiB 3 cepegHbOTSXKKO ab0 TSXKOH (hopMammn akTMBHOTO PeEBMATOIAHOI0 apTpuTy,
LLLO OTPUMYHOTb CTabiNbHy 6a3uUCHY Tepanito MeTOTPEeKCaTOM Ta He AOCAINN afeKBaTHOI BiANOBIA HA HET», KoL,
pocnipkeHHs M14-465, 3 iHkopnopoBaHo AaMmiHicTpatueHot 3MiHoto 1 Ta Monpaskamu 0.01, 0.01.01, 1, 2,
2.02, 3, 3.01, 4, 4.03, 5, 6 Ta 7 Big 20 nuctonaga 2020 poky; cnoHcop - AbbVie Inc., USA

3anaBHuK - «<E66BI BiochapmacktoTikan3 FTmM6X», LLseliuapis

32. bpolwypa gocnigHuKa AoCiAKyBaHOro nikapcbKoro sacoo6y Jlakocamia, Bepcis Bif 26 XXOBTHA
2021 poKy aHr/iicCbKOK MOBOK [0 MPOTOKONY KAIHIYHOTO AJochifpkeHHs «baratoueHTpoBe, BigkpuTe,
[LOBroCTPOKOBE, MPOLOBXEHE AOCMIMKEHHSA A1 BMBYEHHS edqDeKTMBHOCTI Ta 6e3neyHocTi Jlakocamipy B
SIKOCTi AONOMIKHOI Tepanii y gitei 3 enifiencielo 3 napuianbHMMM Hanagamm», Koa gocnimkeHHss EP0034, 3
nonpaskoto 3 Big 03 nmuctonaga 2020 poky; cnoHcop - UCB Biosciences Inc., CLUA

3asBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJANBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

33. Bk/IlOYEHHA A0AATKOBUX MiCLib NPOBeAEHHA K/iHIYHOro BUNPOOYBaHHA [0 MPOTOKO/Y K/iHIYHOro
JocnipkeHHs «baraToueHTpoBe, paHaoMi3oBaHe, noAeiliHe chine, naauebo-KOHTPOIbOBaHe AOC/iAKEHHS 3
MEeTO ouiHKK npenapaTty CBP-201 y fopoc/vX NaUEHTIB 3 XPOHIYHUM MOMINO3HUM PUHOCUHYCUTOM», KOA,
pocnipkeHHa CBP-201-WWO003, Bepcia 2.1 Big 22 6epe3Ha 2021 poky; crnoHcop - Cyxoy KoHHekT
BiothapmacstoTikanc, /ita, Kutaii / «Suzhou Connect Biopharmaceuticals, Ltd.», China

3aasBHuK - TOB «MAPEKCEJT YkpaiHa»

No M.1.b. BignosigasbHOro gocnigHnKa

n/n HasBa micLsi NpoBeAEHHS K/TiHIYHOTO BUNPOBYBaHHS

1. | A-M.H., npod. Monoswny B.I.

YHiBepcuTeTCbka KNiHika |BaHO-PpaHKIBCbKOrO  HauiOHa/IbHOr0O  Me[MYHOro  YHiBepcuteTty,
NiKyBaNbHO-NPOiNakTMUHMiA - nigpo3ain, [LdepxaBHWii BuWMi  HaBYaslbHWI  3aknag «lBaHo-
®paHkiBCbkMli  HauioHasnbHWin  MeanyHWini - yHiBepcuTeT», kadiegpa  OTOPUHOMNAPUHIONOTI,
0PTaIbMOSIOTIT 3 KYPCOM Xipyprii roNnosu i Wwui, M. IBaHO-®paHKiBCbK

2. | A.M.H., npodp. 3abonoTtHa A.4.

KniHika gepxaBHOi yCTaHOBU «IHCTUTYT oTonapuHrosiorii im. npoc. O.C. KonominyeHka HAMH
YKpaiHn», Biagin pUHOMOrT Ta aneprosiorii (3 rpynok peHTreHonorii) Ha 6asi BigaineHHs JIOP-
3anasibHMX 3axXBOploBaHb 3 rpynot eHaockonii JIOP-opraHis, M. Kuis

34. BkoYeHHA A0AATKOBUX MiCLib NPOBeAEeHHA KiHIYHOro BUNPOOYBaHHA [0 NPOTOKOMNY K/iHIYHOrO
JocnigxeHHa «PaHaomizoBaHe, NoAgiiHe chine, nnaueb0-koOHTPOoIboBaHe AoCAimKeHHs hasu 11l 4ns ouiHku
eheKkTMBHOCTI Ta 6e3neyHOCTi af'toBaHTHOI Tepanii aresosiisymadom ab6o nnauebo y KombGiHauil 3
TpacTy3ymabom eMTaHCMHOM Yy nauieHTis i3 HER2-no3uTMBHMM pakoM MOJIOHYHOT 381031 3 BUCOKUM PU3MKOM
peuuauBy nicns nepegonepauiHoi Tepanii», kog gocnigxeHHs WO042633, sepcia 2 Big 11 cepnHsa 2021 p.;
cnoHcop - ®.XodhdmaHH-/19 Pow NTa, LWBeiiyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHnkKa
n/n lMoBHa Ha3Ba MicLS NPOBEAEHHSA K/iHIYHOro BUMPOOYBaHHSA

1 | K.M.H. NMomiHuyk [.B.
MeanyHWil LEHTP TOBaApMCTBa 3 06MEXEHOH BigNoBiganbHicTiO «KniHika Bepym Ekcnept», M. KuiB
2 | K.M.H. TpyxiH [.B.

KoMyHasibHEe HekoMepuiiHe nianpuMemMcTBo «OpOecbkuii 06/1aCHWUA  OHKOMOTIYHWI - AnchnaHcep»
Opecbkol 06n1acHOI  pagu», CcTauioHap [AeHHOro nepebyBaHHs AMCNaHCEPHO-MOAIKNIHIYHOMO
BigaineHHs, M. Ogeca
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35. 3miHa 3aABHUKA K/iHIYHOro BunpooyBaHHsA 3 TOB «CiHeoc Xenc YkpaiHa» Ha «EGOGBI
BiochapmacbloTikans T'm6X», Lseiiyapin; 3112-301-001_KepiBHULTBO LWOAO Bi3UTIB LOC/IMKEHHA _
Bepcia 2.0 Big 09 BepecHAa 2021, ykpaiHCbkolo MoBoOI; 3112-301-001 KepiBHMLTBO MO BisuTam
pocnipkeHHa _ Bepcia 2.0 Big 09 BepecHA 2021, poCiiicCbKOIO MOBOI [0 MPOTOKO/Y KAiHIYHOTO
OOCNIMKEHHS «B-TXHEBE OaraTOLEeHTPOBE paHAOMi30BaHe MnoAgiiHe chnine nnaueb0o-KoOHTPoNboBaHe
OOCNIMKEHHA B NapaieflbHUX rpynax 3 BUBYEHHS e(PeKTMBHOCTI 1 6e3NeYHOCTi KapunpasuHy y 4iTei (BiKom
Big 10 oo 17 pokiB) Nnpu NiKyBaHHI AeNpPecuBHMX eni3oAiB, NOB'A3aHNX 3 BINONSAPHUM po3fiagoMm | Tuny», koa
pocnipkeHHs 3112-301-001, nonpaBka 2 Big 19 nwToro 2021 p.; cnoHcop - «AnnepraH Jlimiteg»,
BenukobputaHis (Allergan Limited, United Kingdom)

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

36. OHOBNEHMiTI NPOTOKOJ KNiHiuHOTrO BUNpo6yBaHHsA EIG-LNF-011 nonpaBka 03 Big 29 xoBTHs 2021 p.;
IHchopmauiiiHuii nucT Ta hopma iHhopmoBaHoi 3rogu yuacHuka OcHoBHa Bepcia 3.0 Big 13 nuctonaga
2021 p. pnsa YKpaiHn Ha ocHoBi FNob6anbHOi ocHOBHOI hopMu iHchopmoBaHoi 3roau (PI3) Bepcii 6.0 Bif,
29 »XoBTHA 2021 p., yKpaiHCbKOIO MOBOIO; IHthopmauiiiHuiA NMCTOK cyG’eKTa AOCNIMKEHHA Ta hopma
iHbopmoBaHOi 3rogn OcHoBHa Bepcisa 3.0 Big 13 nuctonaga 2021 p. AnA YKpaiHU Ha OCHOBI
Fno6anbHOI OCHOBHOI ¢hopmu iHchopmoBaHoi 3rogu (PI3) Bepcii 6.0 Big 29 xoBTHA 2021 p.,
POCilicCbKOK MOBOIO [0 NMPOTOKO/Y K/iHIYHOro BUNPOGYBaHHA «PaHaoMi3oBaHe, 4acTKOBO NoABiiHe chnine,
MaTpuyHe pocnimpkeHHst |l dasm 3 BMBYEHHST edhekTUBHOCTI Ta 6e3nekn 50 mr noHadpapHioy/100 mr
pUTOHaBIpY ABidi Ha 406y B NOEAHAHHI 3 NerinboBaHNM iHTepdepoHoM anbdha-2a y A03i 180 Mkr a6o 6€3 HbOoro
NPOTAromM 48 TUXHIB Yy MOPIBHAHHI i3 MOHOTEpanielo NerifiboBaHMM iHTEPdEPOHOM asbha-2a Ta NikyBaHHSAM
nnauebo y nauieHTiB 3 XPOHIYHOW iH(peKuie Bipycy renatuty fgenbTa, CTaH AKMX NigTPUMYETbCA 3a
LOMNOMOroK HyKneosngHoi (HykneotugHoi) aHtn-HBV tepanii (D-LIVR)», kog pocnimkeHHs EIG-LNF-011,
nonpaska 02 Big 12 ntotoro 2020; cnoHcop - «Eiirep BiodapmachtoTikans, IHk.» (Eiger BioPharmaceuticals,
Inc.), USA

3aaBHuK - «biopaci, En-En-Ci», CLUA

37. NMopoBXeHHA TepMiHYy KiHiYHOro BUNpPoGyBaHHA B YKpaiHi ao 30 uyepBHA 2022 [0 NpOTOKOMY
KNiHIYHOro AOCNimKeHHs «BigkpuTe paHAoOMi30BaHe KOHTPONbOBaHe AoCAiMKeHHA 3 dha3un, cnpsiMoBaHe Ha
OUiHKY ceniHeKcopy, 6opTe3omiby Ta AekcameTasoHy (cxema SVd) B MOpIBHSAHHI 3 60pTe30Mi6oM i
AekcameTasoHoM (cxema Vd) y nauieHTiB i3 peunanByoyoro abo petpakTepHO MHOXUHHOK MIESTOMOIO», KOA,
pocnipkeHHss KCP-330-023, pegakuis 4.0 3 iHKopnopoBaHoK nonpaBkoto 3 Big 17 cepnHa 2018; cnoHcop -
«Kapiothapm TepanbtoTukc IHkoprnopeiTes», CLUA

3anBHUK - TOB «JOKYMEAC» («CIA JOKYMELC»), Natsis

38. Wkana TaHepa, AC-065A310-ENGO05 INT-3, Bepcisa 4.0 Big 20.05.2021; HaykoBe pocnigKeHHsA
SALTO (CANbTO) ansa giteii Ta nignitkie 3 JIAI, ykpaiHcbkoro moBoto, AC-065A310-UKR22, Bepcis 2.0
BiA 20 TpaBHsA 2021 p.; HaykoBe gocnigxeHHAa SALTO (CA/IbTO) gnsa nikyBaHHA giTeil Ta nigniTkis, Wo
cTpaxpgatoTb Big JIAT, pociiicbkoto moBoto, AC-065A310-RUU22 INT-3, Bepcis 2.0 Big 20 TpaBHsa 2021
p.; OGCTeXEeHHA nig Yac BisUTIB B AOCNIAHULLKUIA LEHTP, YKpaiHCbKOO MOoBOK0, AC-065A310-UKR23
INT-3, Bepcia 3.0 Big 20 TpaBHA 2021 p.; OGCTeXeHHA nifg 4vac Bi3UTIB B AOCNIAHULLKUIA LLEHT),
pocilicbkolo MmoBoto, AC-065A310-RUU23 INT-3, Bepcia 3.0 Big 20 tpaBHA 2021 p. OO0 NpOTOKONY
KNiHiYHOro agocnigkeHHa «PaHaomizoBaHe, 6araToueHTpoBe, NoABiHE cnine, nnauebo KOHTPOsiboBaHe, B
napasienbHUX rpynax, KOHTPO/IbOBAHE 3a NOAISIMM K/liHiYHE AOC/IAXEHHS 3 MOCNIAOBHUM BK/THOUEHHSAM TPy, 3
nepiogom BIAKPUTOro NOAOBXEHOr0 NiKyBaHHA A/151 OUiHKM e(heKTUBHOCTI Ta 6e3neyHOCTi cenekcinary, siK
JoaatkoBoi Tepanii o CTaHO4APTHOI cxemu fikyBaHHSA y AiTeil BIikOM Big =2 A0 <18 pokiB 3 flereHeBo
apTepianibHOIO rinepTeHsieto», koa aocnigpkeHHs AC-065A310, sepcia 5 3 nonpaskoto 3 Big 20.05.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

39. 3miHa BignoBiganbHOro gocnigHuka; 3MmiHa HasBy MicLA MPOBeAEHHA KNiHIYHOTO BUNPOGYBaHHS;
3miHa Ha3Bu Ta MicuA NPOBeAEeHHA K/HIYHOro BUNPOOYBaHHA [0 MPOTOKO/Y KNiHIYHOIO AOCAIAKEHHS
«BigKpnTe, paHAoMi30BaHe, KOHTPO/IbOBAHE 3a A0NOMOro aKkTMBHOrO npenapaTty KniHiyHe gocnigpkeHHs /111
chasu N5 ouiHKK 6e3nekn, NepeHOCUMOocTi, ethekTUBHOCTI Ta thapmakokiHeTukn MK-7655A y aiTeli Bikom Bif
HapopkeHHs 10 18 pokiB 3 NiATBEpLKEHO0 abo Migo3pHoBaHO rpaMHEeraTMBHOK 6aKTepiasibHOK IH(DEKL €,
kog pocnipkeHHs MK-7655A-021, 3 iHkopnopoBaHoto nonpaskoto 02 Big 27 cepnHa 2019 poky; cnoHcop -
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«Mepk Wapn EHg Joym Kopn.», fodipHe nignpuemctso «Mepk EHA Ko., IHK.», CLLUA (Merck Sharp & Dohme

Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BY/O

CTANO

K.M.H. [leMeHTbeBa H.A.

KomyHasnibHe nignpruemcTBo  «/[IHinponeTpoBcbka
obnacHa avnTtava KniHiyHa NiKapHs»
JHINponeTpoBCLKOI 06n1acHOi pagu», BigAiNeHHA
aHecTesionorii Ha 12 nibKOK ANA iHTEHCUBHOI
Tepanii, M. [IHINpo

A.M.H. Bnacos 0.0.

KomyHanbHe  nignpvemctBo  «/[HiNponeTpoBcbka
obnacHa antava KniHiyHa niKkapHsa»
[HinponeTpoBcbkoi ob6nacHoi paav», BiaAiNeHHs
iHTEHCUBHOI Tepanii Ta efepeHTHUX MeToAiB
JNliKyBaHHA TOCTPUX i XPOHIYHUX IHTOKCUKauUin y
aiten, m. JHinpo

K.M.H. J/lutBuHoBa T.B.

KomyHanbHe nignpuemctBo «KpuBopisbka
MicbKa KniHiuHa nikapHA Ne 8» KpuBopi3bKoi
MiCbKOT paan», BigAineHHsa AnTadoil
NyNbMOHOJOTI, AepxaBHui 3aKnapg,
«[HinponeTpoBCbKa MeAu4yHa akagemis MO3
YkpaiHu», kadpegpa negiatpii, CiMenHoT MeanLuHmn
Ta KNiHIYHOT nabopartopHoi AiarHoCTUKK
doaky/bTeTY NiCASAMNIOMHOI OCBiTU, M. Kpusuii Pir

K.M.H. JlutBnHosa T.B.

KomyHanbHe  HeKkomepuiiiHe  MnignpPUeEMCTBO
«KpuBopisbKka micbKa nikapHa Nel6» KpnBopi3bKoi
MiCbKOT paau, BigAineHHs iHTEHCMBHOI Tepanii gnsa

06cnyrosyBaHHs AnTAYOro HacesneHHs,
[HinpoBcbkuii AepXXaBHuUIA MeAUYHUIA
yHiBepcuTeT, kadegpa nepgiatpii,  cimeiHol

MeAMLUMHN Ta KNiHIYHOT NnabopaTopHOI AiarHOCTUKM
dhaky/IbTETY NICAAANNIOMHOT OCBITU, M. KpmBuia Pir

40. 306inblUeHHsA KiNbKOCTI AocnimKyBaHUX B YKpaiHi 3 50 go 70 oci6 [0 NpOTOKOY K/iHIYHOro
BMNpobyBaHHA «PaHfomi3oBaHe, noggiiHe cnine, niaueb0-KOHTPO/IboBaHe AOCiIMKEHHSA ddasun 2 AN1st OLHKM
edhekTnBHOCTI Ta 6e3nekn SAR441344, MOHOK/TOHA/IBHOrO aHTWTINa A0 aHTaroHicta CD40L, y naujieHTiB 3
peunanByovMM PO3CISHMM CK/1IepO30M», kog, gocnimpkeHHss ACT16877, 3 nonpaskoto 01, Bepcia 1 Big 20
TpaBHs 2021 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHoi-ABeHTIC peluepLl e
aesenonmMad, ®paHuis)

3asBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

41. 36inblIeHHA KiNbKOCTI AocnigjxyBaHux B YKpaiHi 3 60 go 70 oci6 [0 NPOTOKO/Y KiHIYHOTO
JocnipkeHHa «PaHgomi3oBaHe pocnifgxeHHsa Il da3snm  ana  ouiHkym  uucTekTomii B KOMOGiHauii 3
nepionepawiiiHiM 3acTocyBaHHAM nembponizymaby Ta AN OuiHKM UWCTeKToMil B KoMGiHauii 3
nepionepawiiHum 3acTOCyBaHHSAM eHhopTyMabdy BEAOTMHY Ta NemM6posiisymady NopiBHAHO 3 NPOBEAEHHAM
TiNbKU LLUCTEKTOMIT 419 YY4ACHMKIB 3 M'A30BO-IHBA3UBHMM pPakoM CEYOBOIo Mixypa, SKMM He MOXHa NpoBOAUTY
nikyBaHHa uucnnatuHom (KEYNOTE-905/EV-303)», kon pocnimkeHHsa MK-3475-905, 3 iHKOpnopoBaHOoK
nonpaskoto 04 Big 14 kBiTHA 2021 poky; cnoHcop - «Mepk LWapn EHg Joym Kopn.», A0OYipHE NigNpUEMCTBO
«Mepk EHpg Ko.,IHK.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»

42. InchopmauiiiHunii nucTok i hopma iHhopMmoBaHoi 3roau, ana Ykpaiiu, Bepcis 2.0 Big 24 nuctonaga
2021 p., cTBOpeHa Ha OCHOBi 6a30Boi Bepcii PI3, yacTMHa 3, aHIMINCbKOK Ta YKPATHCLKOK MOBaMu;
Aopaatok go IHopmauiiiHoro nuctka i popmu iHchopmoBaHoi 3rogun, ans YKpaiHu, Bepcia 2.0 Big 24
nuctonaga 2021 p., cTBOpeHa Ha OCHOBI 6a30BoiI Bepcil P13, yacTuHa 3, aHrNilicbKOIO Ta YKPaAiHCbKOKO
MOBaMM [0 NPOTOKO/1Y KAiHIYHOro AocnigpkeHHs «MoAaBiiHO cnine, paHAoOMi30BaHe, Nale60-KOHTPO/IbOBaHE
OOCNIMKEHHA 3 O4HOKpaTHMM i GaratokpaTHUM 3acTocyBaHHsAM npenapaty AB-836, kancugHoro iHriditopa
BIpyCHOro renatuty B, ans ouiHku oro 6e3neyvHOCTi, MepeHOCMMOCTi Ta (DapMakoKIHETUKM Yy 340POBMX
YYaCHMKIB Ta B yYaCHUKIB 3 XPOHIYHOK iHDEKLIED BipycHOro renatuty B», kog gocnimkeHHsi AB-836-001,
Bepcisa 1.1 Big 14 ciuHa 2021 poky; cnoHcop - ApbyTtyc biodhapma KopnopeiiwH, CLUA/ Arbutus Biopharma
Corporation, USA

3asBHuK - TOB «APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

43. focnimkeHHs 20115 OHoBneHa iHhopMaLis Ana nauieHTa Ta Popma iHchopmoBaHoi 3roan, Bepcis
2.0 Big 17 nuctonaga 2021 p. anA YKpaiHM YKpPaiHCbKOKO MOBOKO Ha 6a3i OCHOBHOI OHOB/EHOT
iHdbopMmauii ana nauieHta Ta Popmu iHchopmoBaHoi 3roan, Bepcia 2.0 Big 16 nuctonaga 2021 p.;
AocnipxeHHs 20115 OHoBneHa iHpopmauifa ansa naudieHTa Ta ®@opma iHpopmoBaHoI 3roau, Bepcis 2.0
Big 17 nuctonaga 2021 p. ana YKpaiHU pocilicbKOlo MOBOKO Ha 6a3i OCHOBHOI OHOB/EHOI iHthopmau,ii
Ans naugieHta Ta ®opmu iHpopmoBaHOi 3rogu, Bepcia 2.0 Big 16 nuctonaga 2021 p.; AocnimKeHHs
20115 OnuTyBa/IbHUK MO 3aKiHYEHHIO AOCigKEeHHA ANA YKpaiHM YKpaiHCbKOK MOBOLIO Bepcis 1.0 Big,
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16 nucronaga 2021 p.; AocnimkeHHa 20115 OnNUTyBasibHUK NO 3aKiHYEHHIO JOCiMKEHHA ANA YKpaiHU
pociiicbkoto MoBoto Bepcis 1.0 Big 16 nuctonaga 2021 p.; AocnigpkeHHAa 20115 KapTtka nogsaku pans
ydyacHuka pocnigxkeHHs Bepcisa 1.0 Big 16 nuctonaga 2021 [0 NPOTOKO/Y K/IHIYHOTO [OCNIIXKEHHS
«PaHpgomizoBaHe noggiiHe cnine, y napanenbHUX rpynax, niauebo-KoHTpoNboBaHe 6GaraToueHTpoBe
JOCNiMKEeHHS 3 OLiHKK 6e3nekn Ta NepeHOCUMOCTI LWOMICAYHUX MiAWKIPHMX BBELAEHb OcoLMMaby y KoropTax
HM3bKOT Ta BMCOKOI 403 Yy MaUiEHTIB i3 TEPMiHA/IbHOK CTaAiE0 XPOHIYHOI XBOPOOU HUPOK Ha PErynsipHOMY
remogianisi (TCXXH)», kog gocnigpxeHHs No. BAY 1213790 / 20115, sepcia 1.0 Big 16 6epes3Hsa 2020;
cnoHcop - baiep All, HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa

44. Po3pin "dAkictb | Quality" Aocbe aocnigKyBaHoOro nikapcbkoro 3aco6y Ozanimod (RPC1063),
pepakuia 9.0 Big XoBTHA 2021 p. JogaHHA HOBOro (A0OAATKOBOro) BMPOGHUKa AoCAigKyBaHOro
NiKapcbKoro 3aco6y: osaHimog rigpoxnopua/RPC1063 kancynu 0,25 mr (ekBiBaneHT osaHimopy 0,23
Mr); osaHimopg rigpoxnopua/RPC1063 kancynu 1,0 mr (ekBiBasieHT o3aHimogy 0,92 mr) - "Celgene
International Sarl", LLBeiiuapis. 3pa3ku eTUKeTOK: NsiLIeYKa AMs NpUiioMy npenapary y Bigkputomy
peXxumi B HapocTaluux gosax, ika MictTuTb 12 kancyn osaHimoay rigpoxnopugy/RPC1063 0,25 mr
(ekBiBaneHT o3aHimoay 0,23 wmr), pegakuia Big 16.07.2021 p.; nnsweyka Ans npuiiomy npenapary y
BiAKPUTOMY pexumi, sika MicTuTb 35 Kancyn osaHimoay rigpoxnopuay/RPC1063 1,0 mr (ekBiBasieHT
osaHimogy 0,92 mr), pegakuis Big 19.07.2021 p. [0 NPOTOKONY K/IHIYHOrO AOCNifAXeHHA «Bigkpute,
GaraToLEHTPOBE, PO3LUMPEHE AOCIMKEHHS dha3n 3 419 BUBUYEHHST NepopasibHOro 3actocyBaHHA RPC1063 B
SKOCTI Tepanii y naujieHTiB 3 NOMIpHMM ab0 TSHXKKMM BMPaA3KOBMM KOMITOM», koA AocnigxeHHs RPC01-3102,
pepakuis 9.0 Big 23 cepnHs 2021 p; cnoHcop - «CengxeH IHTepHewHn I, Capn» (Celgene International 11, Sarl)
(«CIC lI»), LBeliyapis

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11 EC A-YKPATHA»

45, 3miHa Ha3BM 3asAABHUKA KiHIYHOro Bunpo6ysaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc
Xenc YkpaiHa» [0 MPOTOKONY KNiHIYHOTo AOoC/iMKeHHs «baratoueHTpoBe paHAoMi30BaHe MoABiiiHe crine
nnaue6o- Ta  aKTUBHO-KOHTPO/IbOBaHE  AOC/IMKEeHHS AN OuiHKM  edPeKTMBHOCTI  MoHOTepanii
GpekcninpasosioM 415 NiKyBaHHSA Nig/iTkiB (Bikom 13—17 pokiB) 3 WUN30IPEHiE0», KO focnimkeHHs 331-10-
234, Bepcis 4.0 3 nonpaskoto 2 Bif 16 yepsHA 2020 poky; cnoHcop - Otsuka Pharmaceutical Development &
Commercialization, Inc., USA («Ouyka ®apmacboTikn [eBenonmeHT eHg KomepciniseliwH,, IHK.», CLLUA)
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

46. NMofoBXEeHHA TPMBAOCTI KNiHIUHOro AocnigKeHHs B YKpaiHi A0 31 6epe3Ha 2023 poKy A0 NpOTOoKoNy
KMiHiYHOrO BMNpobyBaHHA «PaHgomizoBaHe, noggiiHe cnine, y napanenbHux rpynax, baratoueHTpoBe
pocnipkeHHsa I pa3n, wWo nopiBHIOE eqeKTVBHICTL Ta MepeHocuMicTb npenapatie ®PynbBeCcTpaHT
(PA3NNOAEKCTM) 500 mr Ta dynbBecTpaHT (PA3/TIOLEKCTM) 250 Mr y XIHOK Y nocTMeHonaysi 3 NoWnpeHnm
pakoM MOJIOYHOI 3aM1031 3 HasiBHUMIW peuenTopamy A0 eCcTporeHy, skuii nporpecye abo peuegusye micns
nonepeaHbOI TOPMOHa/IbHOT Tepanii», ko AocnimpkeHHs D6997C00002 (9238IL/0064), iHKOpPNOpOBaHWiA
nonpaskoto 2 Big 03 rpyaHa 2009 poky; cnoHcop - «AcTpa 3eHeka Ab», LLiBeLis

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjelo «AVK'IOBIA PAC YkpaiHa»

47. BK/1IOUEHHSA A,0[4aTKOBOro Micus NnpoBeAeHHA BUNPOGYBaHHA [0 NPOTOKO/Y KAiHIYHOro A0CNiAXEHHS
«OUiHIOBaHHA eeKTUBHOCTI Ta 6e3ne4YHOCTi 04HUX Kpanenb T4030 NopiBHAHO 3 OAHOA030BUM MpenapaTom
MaHGopT® y NaujieHTIB i3 O4HOIO rinepTeHsiel abo rnaykomoro», koa gocnigxeHHs LT4030-301, sepcis 1.0 Big,
21 BepecHsa 2020 poky; cnoHcop - Laboratoires THEA, France

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

No M.1.6. BignoBiga/ibHOro AocnigHMKa

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPo6yBaHHSA

1. K.mega.H. Kmoes IM.0.

MeamnyHWA LEHTP TOBApPMCTBA 3 0OMEXEHOH BiANOBIAANBLHICTIO «TexXHOoriA 340poB'a», M. Ogeca

48. 3miHa Ha3BM MicLiA NPOBEeAEHHSA KJiHIYHOro JocnigkKeHHA [0 NPOTOKO/Y K/IIHIYHOrO BUMPOOYBaHHSA
«baratoueHTpoBe paHAOMiI30BaHe, NOABINHO chine, nnauebo-KoHTpoiboBaHe gocnimkeHns Il dhasm 3 meToro
OLiHKN e(heKTUBHOCTI Ta 6e3neYHOCTi NikyBaHHA TaddacuTaMaboM Yy NOeAHaHHI 3 NeHaniAoMigoM A04aTKOBO
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00 ximioTepanii 3a cxemoto R-CHOP y nopiBHAHHI 3 XiMioTepanieto 3a cxemoto R-CHOP y naujieHTiB 3 ynepuue
BUSIB/IEHO ANIY3HOK B-KpyNHOKNITUHHOI NniMdbomoto (OBKJ), ski paHiwe He NpoxXo4usin NikyBaHHA 3a LM
nokasaHHsAM | BXO4ATb [0 TPYnyM BUCOKOTO MPOMDKHOTO abo BMCOKOrO pPU3MKYy», KO OOCNILKEHHS
MOR208C310, octatouHa pegakuisa 4.0 Big 17 yepsHa 2021 p.; cnoHcop - «<MopdhoCuc Al» [MorphoSys AG],
HimeuunHa

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

BYNO CTANO
KepiBHUK LLeHTpy Muxanscbka J1.B. 3aB. Big. Mnxanscoka J1.B.
KniHiuHa  nikapHa  «®eodpaHisa»  [epxasHoro | KniHiyHa  nikapHa — «®eodraHiga»  [epxasBHoro
ynpas/iHHa  crnpaBamu, LieHTp remaronorii, | ynpas/iHHA cnpaBamu, BiggineHHA remaTosorii Ta
ximioTepanii remo6nactosiB Ta NPOMEHeBOI | XiMmioTepanii remo6nactosiB LLeHTpy rematonorii,
Tepanii, M. Kni ximioTepanii remo6nacTosiB Ta TpaHcnnaHTauil
KiCTKOBOTro MO3Ky, M. KniB

49. bpouwypa gocnigHuka Topunanimady (TAB001), Bepcis 6.1 Big 11 )xoBTHA 2021 poKy, aHINiliCbKOLO
MoBolto; IHchopmauiiiHuii nuctok i chopma 3rogu, Bepcia V1.3UKR(uk)1.0 Big 22 oBTHA 2021 poky,
nepeknaj ykpaiHcbKo MOBOIO Big, 15 nuctonaga 2021 poky; IHchopmauiiiHuii nucTok i hopma 3roam,
Bepcisa V1.3UKR(ru)1.0 Big 22 xoBTHA 2021 poKy, nepeknag pocilicbkoo MoBOK Big 15 nuctonaga
2021 poKy [0 nNpPOTOKOMY KNiHIYHOTO  focnimkeHHs  «lpocnekTnBHe, paHAoMi3oBaHe, nnauebo-
KOHTPO/IbOBaHe, MoABiliHE chine, GaraToOueHTPOBe, peecTpauiiHe KiHiyHe pgocnigpkeHHa dasm Il gna
NOpiBHSAHHA Topunanimady (JS001) y noegHaHHi 3 TeHBaTUHIOOM Ta niaue60 y NoeAHaHHI 3 IEHBATVHIGOM 5K
Tepanii 1-i NiHii npy NowmpeHiin renaTouentonapHii kapumHomi (FUK)», kog gocnigpxkeHHs JS001-027-111-HCC,
Bepcia 1.2 Big 02 BepecHs 2020 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

50. Bpouwypa gocnigHuka TMC207 (Bedaquiline), BupgaHHsa 15 Big, 25 )xoBTHA 2021 poKy, aHrNilicbKOO
MOBOIO [0 MPOTOKOJ/Y KNIHIYHOTO [OCNIMKEHHA «Bigkpute GaratoueHTpoBe AOCNiMKeHHA dasn 2, wo
NpoBOAWNTLCA B OAHIA rpyni, ANA OuiHIOBaHHA apMakoKiHeTUKKM, 6e3neyvyHoCTi, nepeHocumocTi Ta
aHTMMiko6akTepianbHOT akTMBHOCTI Npenapaty TMC207 y noeAHaHHi i3 3aCTOCyBaHHAM CynyTHIX npenaparTis
(CM) npoTun Ty6epKynb03y i3 MHOXUHHOHO JlikapCbKoto CTilkicTio (TE-MJIC) npu nikyBaHHi AiTeld | NigiTkiB Bikom
Big O MmicauiB go < 18 pokiB i3 migTBEpMKEHUM abo MOBIpHMM fiereHeBM TB-MJIC», kop, AOCNILKEHHS
TMC207-C211, iHkoprnopoBaHuiA nonpaekok 7, Big 02 6epesHs 2020 poky; cnoHcop - Janssen-Cilag
International NV, Belgium

3anBHuK - MignpremcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

51. 36inblIeHHSA KiNbKOCTI AocnigKyBaHUX B YKpaiHi Big nonepeaHbo 3anjaHOBaHOI 3 172 o 274 oci6
[0 NPOTOKOMy KiHIYHOrO AocnigkeHHs «[loAgiiHe cnine, paHAOMi30BaHe, KOHTPO/IbOBaHE aKTUBHUM
npenapaTom AOCNiMKeHHs ha3n 3 B napasiesibHUX rpynax Anasi NopiBHAHHA edheKkTUBHOCTI Ta 6e3neyvHOoCTi
npenapaTis CT-P39 i Kconap y nauieHTiB i3 XPOHIYHOKO CMOHTAHHOI KPOMWB'AHKOIO, Y SKUX 36epiratTbes
CUMNTOMW, HE3BaXAaKUM Ha JlikyBaHHA H1l-aHTUricTaMiHHUMKW NpenapatamMu», Kog gocnimpkeHHs CT-P39 3.1,
Bepcia 2.3 Big 10 cepnHa 2021 poky; cnoHcop - CELLTRION, Inc., Republic of Korea

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

52. OHOBMEHUIA NPOTOKO KNiHIYHOTrO AocnipkeHHsA, Bepcia 3.0 Big 03 BepecHA 2021 p., aHrNilicbKOLO
MOBOI0; 3MiHA Ha3BU 3asiBHUKA KJiHiYHOro BunpooyBaHHsa 3 TOB «IHC Pecepu YkpaiHa» Ha TOB
«CiHeoc Xenc YKpaiHa»; [locbe AocnimxyBaHOro ikapcbkoro 3aco6y TaBanagoH (Tavapadon) ta
nnaue6o, Bepcis 3.0, Big 17 BepecHA 2021 p., aHrniiicbkoo MoBoto; JoaaTtok ao bpowypu gocnigHuka
[OCnipKyBaHOro flikapcbKoro 3acody TaBanagoH (CVL-751) 1.0 Big 31 cepnHa 2021 p., A0 BugaHHA 3.0
Big 08 uepBHA 2020 p., aHrniicbko MoBow; CVL-751-PD-002_IHchopmauia ansa naudieHta i Popma
iHbopmoBaHoi 3roau_sepcisa ana YkpaiHu 5.1.0 Big 18 oBTHA 2021 p. yKpaiHCbKOI Ta POCIiCbKOIO
MoBamu; ONUTYBa/IbHUK LWOAO iMMY/IbCUBHO-KOMNYJ/IbCMBHUX pO3/agiB npyu XBopo6i MapkiHcoHa —
ouiHloBanbHa wkana (Questionnaire for Impulsive-Compulsive Disorders in Parkinson's Disease -
Rating Scale, QUIP-RS) ana YkpaiHu pociiicbkoro mosoto Bepcis 1 Big 03 xoBTHa 2019 p. (CVL-751-
PD-002_QUIP-RS_Ukraine_Russian_ V1_2019_Oct_03); 3miHa Ha3BU Micusl NpoBeAeHHA K/iHiUHOro
BUNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOIO AocnimkeHHs «PaHpgomisoBaHe, noggiiHe chnine, nniaue6o-
KOHTPO/IbOBaHe A0CNiMKeHHA dhasn 3 y napasieNbHMX rpynax TPUBaNICTIO 27 TWXKHIB i3 THYUYKMM NigoopomM 403K
[ONS1 OLHKM eeKTUBHOCTI, 6e3neYHOCTi Ta nepeHocumocTi TaBanafoHy Y nauieHTiB 3 XBOpo6oto MapkiHCoHa
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Ha paHHili ctagii (gocnigpkeHHs TEMPO-2)», kog gocnigxeHHss CVL-751-PD-002, sepcia 2.0 Big 29 yepBHS
2020 p.; cnoHcop - Cepesen Tepan'toTike, JIIC, CLUA [Cerevel Therapeutics, LLC, USA]
3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANIO
TOB «IHC Pecepu4 YKpaiHa TOB «CiHeoc Xenc YKpaiHa»

BYNO CTANO
K.M.H. Kans6yc O.I. A.M.H. Kanbbyc O.l.
KomyHasibHe nignpueMcTBO «JHinponeTpoBcbka | KomyHanbHe — NigNpUEMCTBO  «[JHINponeTpoBCbKa
obnacHa kniHiyHa nikapHa iM. |.I. MeyHukoBa» | o6nacHa KhiHiYHAa nikapHa im. LI, MeuyHnkoBa»
[JHinponeTpoBCbKOI 06/1acHOT paan», BigaineHHs | [JHINponeTpoBCbKOI 06/1acHoOi  paaw», BiadiieHHs
HeBposorii Nel, AepxaBHui 3aknapg, | HeBponorii  Nel, [HINPOBCbKWII  AepXaBHUIA
«[JHinponeTpoBCcbKa Mepu4yHa akagemia MO3 | meguuHnii yHiBepcuTteT, kadeapa HeBposorii, M.
YKpaiHu», kadpegpa HeBposorii, M. AHINpo [AHinpo

53. MpoTtokon KniHiuHoro BunpoGyBaHHsa GP43365, Bepcisa 4 Big 21 »xoBTHA 2021 poky, aHINMiACbKOIO
MoBot0; IHhopmauis ans nauieHTa i dopma iHhopMmoBaHOi 3roau, OCHOBHa Bepcisa ana YkpaiHu 2.0 Big,
27 »xoBTHA 2021 poKy Ha nmigcTtaBi malictep-Bepcii ocHoBHOI Bepcii IHhopmauii gna nauieHta i Popmu
iHhopmoBaHoi 3roau 3.0 Bif, 22 )x0BTHA 2021 poKy, aHrNINCbKOIO Ta YKPAiHCbKOIO MOBOIO; BktoueHHsA
HOBUX BUPOGHUUUNX AINAHOK ANA AOCAiAKYBAHOro nikapcbKoro 3acody Atesonisymaé 1200mr/20 mn
KOHLUEHTpAT AJ/11 PO34UHY A/ BHYTPilWHbOBEHHUX iHy3iii (Roche Diagnostics GmbH, Nonnenwald 2
82377 Penzberg, Germany) ta ana Atesonisyma6 1875mr/15 mn, po3uunH ansa nigwkipHoi in'ekuii (Roche
Singapore Technical Operations Pte Ltd 10 Tuas Bay Link Singapore 637394) 10 NpOTOKO/1y K/1iHIYHOrO
pocnigpxkeHHa «®A3A Ib, BIOKPUTE, BAFATOUEHTPOBE AOCNIAXEHHA ANA BWU3HAYEHHA
OMNTUMANBHOI O3M 3 METOR OLIHK/A ®APMAKOKIHETVKW, BE3MNEYHOCTI TA MEPEHOCUMOCTI
MNIAWKIPHOITO BBEAEHHA KOMBIHALIT TUPAFONIYMABY | ATE3OMI3YMABY Y MAUJIEHTIB 3
MICLEEBONOWWNPEHMW ABO METACTATUYHUMW NYXNTMHAMW», koa pgocnigpxkeHHs GP43365, Bepcis
3, Bif 30 uepBHA 2021 poky; cnoHcop - ®©. XodhdmaHH-/1a Pow N14, Weeliuapisa / F. Hoffmann-La Roche Ltd,
Switzerland

3anBHUK - TOB «ApeHcisa EkcnnopaTopi MegiciH», YkpaiHa
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