Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne02 Big 27.01.2022,
HTP Ne203 Big 27.01.2022, Ha siKi 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «Mopanblue BigkpuTe AOCMiMKEHHs ha3m 2 ANs OUiHKA O0BroTpuBasioro npodiinito 6e3neyvyHocTi Ta
edhekTMBHOCTI NpenapaTy ABX464 npu 3acTOCyBaHHi y A03i 25 Mr 0A4MH pas Ha AeHb NauieHTamu i3 akTUBHUM
BMPa3KOBMM KOMNITOM CEpefiHbOro Ta TSHKKOro CTYMNeHo», Kog aocnigpkeHHss ABX464-108, octatouHa Bepcis
1.0, 01.09.2021, cnoHcop - ABIVAX, dpaHuis

®a3za -l

3aaBHUK - «CKoyn IHTepHeLwwHN AlM», HimeyunH

Ne MM.1.6. BignoBiganLHOro gocnigHuka

n/n Ha3Ba MicLg NpoBeAeHHA K/iHIYHOro BUNPOBYBaHHS

1. | 3aB. Big. Pe3HikoBa B.[.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka kniHiYHa nikapHsa Nel3» XapKiBCbKOi MiCbKOT
pagm, racTpoeHTeposIoriyHe BigaiNeHHs cTalioHapHOT 4ONOMOrn, M. Xapkis

2. | 3asB. Big. AdpaHacbea I.l.

KomyHanbHe HekomepLiiiHe nignpMEMCTBO «XEpPCOHCbKa MiCbKa K/liHIYHA fikapHa  iM.
€.€. Kapabenewa» XepCoHCbKOT MiCbKOT paau, ractpotepaneBTUYHe BigiIeHHs, M. XepCcoH

3. | 3aB. Big. XogaceHko O.M.

KomyHasnbHe nignpuemcTBo «[HiNponeTpoBcbka obnacHa K/iHivHa nikapHa im. |.1. MeyHukoBa»
JHiNponeTpoBCcbKOi 061acHOI paau», BigAiIEHHS racTPOEHTEPOsI0riT Ta renaTonorii, M. [iHinpo

4. | K.M.H. JaueHko O.T.

KomyHasnibHe HekomepujiiiHe MignpueMcTBo «Micbka KiHiYHA nikapHa Ne2 imeHi  npod.
0.0. UasiimoBa» XapKiBCbKOI MICbKOI paZiv, NPOKTOJ/IOrYHE BigAiNneHHs, M. XapkiB

5. | 3aB. BiA. Bannubknii B.B.

KomyHasibHe HekomepujiiiHe MiAnpUEMCTBO «XMeJsibHULbKa O6nacHa JlikapHs» XMenbHULBKOT
061aCHOT pagu, MPOKTOMONIYHE BiAAINIEHHS, M. XMENbHULbKNI

6. | K.M.H. KoBasib B.I.

KomyHasibHe HekoMepujiiHe nignpuemcTBo «Yepkacbka obnacHa nikapHsa Yepkacbkoi ob6nacHoi
pagun», NPOKTONOriYHe BiAAineHHs, M. Yepkacu

2. «<bATATOUEHTPOBE BIOKPUTE HEKOHTPOJ/IbOBAHE AOCAIAXXEHHA ®A3N Il 1A OUIHKA
PAPMAKOKIHETUKW, E®PEKTUBHOCTI, BE3NEYHOCTI, MEPEHOCUMOCTI TA ®APMAKOAVNHAMIKN
CATPANIBYMABY Y T[MAUIEHTIB ANTAUYOIro BIKY 13  3AXBOPHOBAHHAM  CIMEKTPY
ONTUKOHEBPOMIENITY 3 AHTUTINAMU 0O AQP4», kop pocnipkeHHs WN41733, sepcia 2 Big 09
nuctonaga 2021 poky, cnoHcop - «®. XodcpmaHH-/1a Pow /ita» (F. Hoffmann-La Roche Ltd), LLBeiiLapis
®a3za - Il

3asaBHUK - ToBapncTeo 3 O6MexeHot BignosiganbHicTio «kKoHTpakTHO-JocnigHuuska OpraHisauis IHHodhapM-
YkpaiHa»

No MN.1.6. BignosiganbHOro gocnigHnkKa

n/n Ha3Ba Micus npoBefeHHS KIiHIYHOrO BUNPO6YBaHHS

1 | K.M.H. Knpnuenko B.A.

KomMyHanlbHEe HeKOMepLUiiiHe MignpueEMCTBO «BiHHMUbKa 06/1acHa KiiHiYHA MCUXOHEBPO/IOriYHA
nikapHs im. akag. O.l. FOuweHka BiHHMLbKOT 061acHoT Pagu», anTave HeBposoriyHe BiagineHHs Nod,
M. BiHHMUS

3. «JlocnigxeHHsa dasn 3 woao 6e3nevyHocTi Ta e(hekTUBHOCTI JliKciBanTaHa cepej, y4acHUKIB 3 ayTOCOMHO-
[AOMIHAHTHOI MOAIKICTO3HOI XBOPOOOK HUMPOK, SIKE cknagaeTbes 3 1-piyHOi noAgiliHoT cninoi nnaue6o-
KOHTPO/IbOBaHOI paHA0Mi30BaHol hasn i 1-piyHoi BigkpuToT chasu», kog gocnigkeHHs PA-ADPKD-301, Bepcis
1.0 Big, 30 yepBHsA 2021 poky, crnoHcop - «Mannagio biocaeHcec IHK.» (Palladio Biosciences Inc.), CLUA
da3za - Il

3aaBHuk - TOB «[pem’'ep Pecepy YkpaiHa



No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa Micus npoBefeHHs KiHIYHOro BUNPo6yBaHHS

1 | 3aB. Bia. TepeLeHko H.O.
KomyHasnibHe HekomepuiiHe nignpreMcTBO «Yepkacbka o6nacHa nikapHs Yepkacbkoi 06nacHoi
paav», BigaineHHs Hedoponorii Ta gianisy, M. Yepkacu

2 | A.M.H., npod. Ayaap 1.0.
KomyHanbHe HekomepuiiHe nignpuemcTBo «KWiBCbKWii MiCbkWii LeHTp Hedposiorii Ta Aianisy»
BVKOHaBYOro opraHy KuiBcbkoi Micbkoi paau (KuiBCbKOT MICbKOI AepxaBHOI afMiHicTpauir),
BiA4i/TEHHS rocniTasibHOT Heddponorii Ta giasnizy Nel 3 kabiHETOM NpuitomMy ambynaTopHUX XBOPUX, M.
Kuis

3 | 3aB. ueHTpom MNusosaposa H.I1.
KomyHasibHe HekomepLiliHe NignprMeMCTBO «BiHHMLbKa 061acHa KniHivHa nikapHs im. M.1. Muporosa
BiHHMLbKOT 06nacHoi pagu», ObnacHwii LleHTp Hedoponorii Ta gianisy, HepponoriyHe BiOLITEHHS,
M. BiHHMUSA

4 | K.M.H. [ogneBcbka O.M.
KoMyHasibHEe HekoMepuiiiHe nignpueMcTBO «MicbKa K/iHIYHA fiKapHA LWBWAKOI Ta HeBigknagHol
MeanyHoi gonomorn im. npodp. O.l. MewaHiHoBa» XapkKiBCbKOI MICbKOi pagu, TepaneBTUYHE
BigAineHHs Nel 3 HedppoNoriYHUMN NidkKammn, M. XapkiB

5 | A.M.H., npoch. MapTuHiok J1.I1.
KomyHanbHe  HekoMmepuiiHe  NigNPUEMCTBO  «TepHOMifIbCbKa  YHIBEPCUTETCbKA  JliKapHA»
TepHoMiNbCbKOI 06n1acHOi paan, HedposoriyHe BiadineHHs,, TepHOMINbCbKWI  HaLioHaIbHUIA
MeanYHWA yHiBepcuTeT iMeHi |.9. Mopb6ayeBcbkoro MiHicTepcTBa OXOPOHWM 340POB'S YKpaiHw,
Kadhepa BHYTPiWHbOT MeanumHn Ne3, M. TepHoninb

6 | 3aB. ueHTpom JleryH O.M.
KomyHasnibHe HekoMmepujiiHe nignpuemcTBo «O6nacHa KiiHiYHa flikapHs  IBaHO-®paHKiBCbKOI
06/1aCHOI paaun», LieHTp Hedyponorii, Aianisy Ta TpaHcnaaHTtawil, M. IBaHO-®paHKiBCbK

4. «PaHpomizoBaHe, MnoAgiliHe chnine, naauebo-KOHTPOsIbOBaHe AOCAIMKEHHA 3 oa3n 3 METOK OLHKM
6e3neyHocTi Ta edekTMBHOCTI npenapaty KarXT sk af'loHKTMBHOI Tepanii y naujieHTiB i3 HeJoCTaTHbO
KOHTPO/IbOBaHMMM CMMOTOMaMu LWN30dpeHii», koa gocnipkeHHs KAR-012, Bepcisa 2.0 Big 15 »oBTHa 2021
POKy, cnoHcop - «KapyHa TepanbtoTike, IHK.» (Karuna Therapeutics, Inc.), CLUA

®a3za - Il
3asiBHUK - ToBapucTBO 3 ObMexXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHizauisi IHHodhapm-
YkpaiHa»
Ne M.1.B. BignoBiganbHOro gocnigHmka
n/n HasBa Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHSA
1 Anpektop KoceHkosa |.B.
KomyHasibHe HekomepuiiHe nignpueMCTBO «Yepkacbka oO6MacHa mncuxiaTtpuyHa JlikapHs
Uepkacbkoi 06/1acHOT paau», xiHodve BiggiieHHa Ne 11, yonosive BiggineHHa Ne 12, m. Cwmina,
Yepkacbka 061acTb
2 A.M.H., npod. JliHCbkwi |.B.
KomyHasibHe HekoMepuiiiHe MiANPUEMCTBO XapkiBCbKOi 06nacHoi pagn «O6nacHa KiiHiyHa
ncuxiarpuyHa nikapHa Ne3», 3-1e ncuxiaTpuyHe BigfiNeHHs AN AOPOCnuX, M. Xapkis
3 A.M.H. MycToBoiT M.M.
KomyHasibHe HekomepuiliHe nignpueMcTBo  «lpukapnaTcbkuii  061acHWn  KAIHIYHUIA  LeHTP
MCUXIYHOTO 340POB'A  |BaHO-®OpaHKIBCbKOI 061acHOi paav», cTauioHapHe BiggineHHs Neo7
N1aHOBOrO NiKyBaHHS 3 repiaTpUY4HUMK Nixkkamu, IBaHO-PpaHKIBCbKNA HaLIOHA/IbHUIA MeanyHuii
YHiBEpcUTeET, Kadpeapa ncuxiaTpii, HApPKOAOrii Ta MeaANYHOT NCUXoorii, M. IBaHO-PpaHKIBCbK
4 3aB. Bif., K.M.H. Pomatis O.[T.
KomyHanibHe HekomepujiiHe nignpUeEMCTBO «3akapnaTtCbkuii 06AaCHUA  MeAuYHWiA  LEeHTpP
NCUXIYHOTO 310POB'St Ta MeAMLUUHN 3aeXHOoCTel» 3akapnarcbkoi 061acHoOT paan, ncuxiaTtpuyHe
BiAAINEHHS, M. YXXropop,
5 K.M.H. CBiT/ImuHa O.B.
KomyHasibHe HeKoMepujiliHe MiANPUEMCTBO XapkiBCbKOi 06nacHoi pagn «O6nacHa KhiHiyHa
ncuxiatpuyHa sikapHa Ne3», 14-Te ncuxiaTpuyHe BigfiIEHHS A5 AOPOCANX, M. XapkiB
6 O.M.H. BeHrep O.T.
KomyHasibHe HekomepuiiHe nigNnpPUeEMCTBO «TepHoninbcbka obnacHa KNiHiYHa
NCUXOHEBPOJIOTNiYHA NiKapHA» TepHONiIbCbKOT 06/1acHOT paan, ncuxiaTpuyHe BigaiieHHs No2




(4onogive), ncuxiatpuuHe BigaineHHss Ne6 (kiHoue), TepHONINbCbKUIA HaLiOHaNIbHUIA MeaUYHWIA
yHiBepcuteT imeHi |.A. FopbayeBcbkoro MiHiCTepcTBa OXOpPOHM 340POB'S YKpaiHu, kKadeapa
ncuxiaTpii, Hapkosiorii Ta MeAnYHOT Ncuxonorii, M. TepHonisb

7 reH. anpektop Bonouyk A.€.
KomyHasnibHe HekomepLiliHe mignpuemMcTBo «Ofecbkunii 061acHWn MEAUYHWIA LEHTP MCUXIYHOTO
300poB’a» OfecbKoi 061acHoi paau, BiadineHHa Ne 2, m. Ofeca

8 reH. AUpekTop, 3acn. nikap Ykpainu 3inb6eponat .M.

KomyHanbHe HekomepuiliHe nignpMemcTBo KniBcbkoi obnacHoi pagn «O6nacHe ncuxiatpuyuHo-
HapKosioriyHe MeAnyHe 06’eiHaHHSA», YosioBide BigaineHHsa Ne 10, xiHouye BigaineHHs Ne 2, cMmT.
'neBaxa, KuiBcbka 061acTb

5. «Bigkpute, po3lMpeHe AOCMIMKEHHSA 3 OAHIEHD TPYNoK JiKyBaHHA [/ BUBYEHHSA [OBrOCTPOKOBOIL
6e3neyHocTi npenapaty Bl 425809 npu npuiloMi oguH pa3 Ha [00Yy B MAUiEHTIB i3 WM30peHieto, SKi
3aBeplwnInM yyactb y nonepefgHix pocnimkeHHsax Il dasu npenapaty Bl 425809 (CONNEX-X)», Kop
pocnipxeHHsn 1346-0014, sepcis 1.0 Big 15 6epe3Hsa 2021 poky, cnoHcop - «bepiHrep IHrenbxainm PLIB TmM6X
eHg Ko KI», Asctpia / Boehringer Ingelheim RCV GmbH & Co KG, Austria, CT Disclosure & Data
Transparency, Germany

da3za - Il

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

Ne MM.1.B. BignoBigabLHOro AocigHuKa

n/n Ha3Ba MicLs npoBeAeHHA K/iHIYHOro BUNPOOYBaHHS

1. | K.M.H. leHucos €.M.
KomyHasnlbHe  HekoMmepuiiiHe nignpuemctBo «O6aacHa KAiHiYHA  ncuxiaTpuyHa  AikapHs
KipoBorpafcbkoi o61acHoi pafu», NCUXOHEBPOJIOrNiYHE AucnaHcepHe BigdineHHsA, cMT. Hose,
M. KponmBHuMubkKMii, KipoBorpaacbka 06s1.

2. | &.M.H., npod. NigkopuTos B.C.
JepxaBHa ycTaHoBa «IHCTUTYT HeBpOJIOrii, ncuxiaTpii Ta Hapkonorii HauioHanbHOT akagemii
MeAUYHUX HayK YKpaiHu», BiAAI1 KNiHIYHOT, couianbHOT Ta AMTAYOIl nemxiartpii, M. Xapkis

3. | reH. gnpektop BonoLuyk A.€.
KomyHanbHe HekomepuiiiHe nignpuemcTBo «Ofecbkuii 061acHUA MeguuHWUi LEHTP NCUXIYHOro
340poB’a» Oaecbkoi 06nacHol paaw, BigaineHHa Ne 2, M. Ogeca

6. «PaHgomisoBaHe, noAgiliHe cnine, nnaue60-KOHTPOIbOBaHe AOCAIMKEHHS Yy MapasienbHUxX rpynax ans
OUiHKM edeKTMBHOCTI, 6e3neyYyHoCTi Ta MEepeHOCMMOCTI JlyBajakcucTaTy Yy Naui€eHTiB 3 KOTHITUBHMMM
NOPYLUIEHHAMW, MOB’A3aHUMM 3 LIM30CPEHieo, 3 MNofdasiblUMM MNepiofoM  BiAKPUTOrO NiKyBaHHA», Ko4
pocnipkeHHs NBI-1065844-CIAS2023, 3 iHkoprniopoBaHow nornpaBkoo 1.0 Big 24 BepecHa 2021 poky,
cnoHcop - «HblopokpuH BaitocaeHcis, IHK.» (Neurocrine Biosciences, Inc.), CLUA

®aza - llb

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULjie «AK'IOBIA PAC YkpaiHa»

Ne MN.L.B. BignoBiganbHOro gocnigHuka

n/n HasBa micus npoBefieHHsA KIiHIYHOrO BUNPOGYBaHHSA

1 reH. gupektop Bonowyk A.€.
KomyHanbHe HekomepuiliHe nignpuemcTBo «Opecbkuii 061aCHUI MeANYHUA LEHTP NCUXIYHOro
300poB'a» Ofecbkoi obnacHoi paau, BiggineHHa Ne6 (vonosiue), BigaineHHs Nel2 (kiHoue),
M. Ofeca

2 reH. aupekrop KosaneHko B.B.
KomyHanbHe HekomepuiiiHe nignpuemMcTBo XapkiBCbkOl 06nacHoi pagn «O6nacHa KhiHibyHa
ncuxiarpmyHa nikapHa Ne3», ncuxiaTpuyHe BigaineHHs NepBUHHOIO NCUXOTUYHOTO eni3ony, M. Xapkis

3 Anpekrop Manamapuyk M.B.
KomyHaslbHe HekoMmepuiiHe NigNpuUEMCTBO «XEpPCOHCbKWA ob6nacHuWiA  3aknag 3 HafdaHHsA
ncuxiaTpuyHoi oNoMOoru» XepcoHCbKoT 061acHoT paau, YosoBive ncuxiatpuuHe sigdineHHA Ne3,
XiHo4ye ncuxiaTpunyHe BigaineHHs Nel0, M. XepcoH, c. CTenaHiBka

4 K.M.H. [leHncoB €.M.
KomyHasibHe  HekomepuiiHe  nignpuemcTBo «O6nacHa  K/iHIiYHA  ncuxiaTtpudHa  NikapHsA
KipoBorpaacbkoi 0671acHOI paan», MNCUMXOHEBPOJOriYHe AncnaHcepHe BiaaineHHsa, cmT Hose,




M. KponuBHuLbKWIA, KipoBorpaacbka 0611.

5 nmpektop KoceHkoBa I.B.

KoMyHaslbHe HeKoMepLiHe NignpueMcTBO «Hepkacbka obn1acHa ncuxiatpmyHa nikapHsa Yepkacbkoi
06nacHoi pagmn», KOHCY/IbTaTMBHO-AiarHOCTUYHWIA Migpo34in No aMmbynaTopHOMY 06CyroByBaHHHO
HaceneHHs1 Yepkacbkoi 061acTi B ckaji NpuilMasibHOro BigAineHHs, M. Cmina, Yepkacbka 061actb

7. «<MixHapogHe 6araToLeHTPOBE paHAO0MI30BaHe MOABINHE C/line JOCNIKEHHS A8 OLIHKU ed0eKTUBHOCTI,
hapmakokiHeTMku1, hapmakoamHamiki, 6e3neyHocTi, NepeHOCMMOCTi i iIMyHoreHHocTi npenapaty TEV-45779
y NOpPIiBHAHHI 3 omanizymadom (KCOJIAP®/XOLAIR®) y nauieHTIB i3 XPOHIYHO iionaTUYHOK KPOMUB'AHKOLO /
XPOHIYHOK CMOHTAHHOK KPOMUB'SIHKOK, B SIKMX CUMMMTOMM 3aXBOPHBaHHA 36epiratoTbCs, HE3BaXalun Ha
NiKyBaHHA aHTurictTamiHHUMKn npenapatamu (H1)», ko pocnigxeHHs TV45779-IMB-30086, npoTokosi
KniHiYHOro BMMNpoOyBaHHA 3 nonpaBkoto 01 Big 11 4yepBHA 2021, cnoHcop - Teva Pharmaceuticals
Development, Inc., CLLUA

®a3za - Il

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

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micusi NpoBeAEHHS K/TiHIYHOrO BUNPOOYBaHHS

1. | A.M.H. Pe3HiveHko H.HO.

BificbkoBuii rocnitanb (BiicbkoBa 4YacTuHa A3309) BiliCbKOBO-MEAMYHOIrO KJ/IHIYHOMO LEHTPY
CxigHOro perioHy, TepaneBTMYHEe Big4iNeHHa (3 nanatamMmyM A1 HEBPOJONYHMX — Ta
JepMaToOBEHEPONOTNIYHNX XBOPUX), M. 3anOpiXKs

2. | A.M.H., npodh. AHgpaLiko HO.B.

JlikyBaNbHO-AiarHOCTUYHWIA LLEHTP NPUBATHOrO NiANPUeEMCTBa «ACKIENin», NOMIKIIHIYHE Bio4iNEeHHS,
M. Y)XXropog,

3. | nikap Fanarypny O.M.

JlikyBanbHO-AiarHOCTUYHUIA  LEHTP NpMBATHOIO MNigNpuEMCTBA «ACK/ENili», BiAOKpeMNeHWi
CTPYKTYPHWUIA nigpo3ain (BigaineHHs) Nel, m./1bBiB

4. | o.m.H. Kaligawes I.I1.

KomyHasibHe nignpuemMcTBo «1-a MicbKa KiHibYHa NikapHA MonTaBCcbKol MiCbKOT pagu», TepaneBTuyHe
BiaAiNeHHs, MonTaBcbkuii AepXXaBHU MeANYHUIA YHIBEPCUTET, Kadpeapa BHYTPILLHBbOT MeamumHn Ne3
3 pTusiaTpieto, M. MonTasa

5. | nikap HopueHko J1.A.

KomyHanbHe HekomepuiiHe NignpueMCTBO «XepCOHCbKa Micbka KiHiYHa nikapHs iMeHi AdhaHacis i
Os1brv TponiHMX» XepCOHCLKOT MICbKOT pafiv, KOHCY/IbTaTuBHA Nonik/iHika Nel, M. XepcoH

6. | A.M.H. [oryHcbKa I.B.

JepxaBHa ycTaHoBa «IHCTUTYT oTonapuHronorii im. npodg. O.C. KonowminueHka HauioHanbHOI
akagemii MeMUHNX HayK YKpaiHu», LeHTP anepriyHux 3axXBOpioBaHb BEPXHiX AMXaslbHUX LWUAAXIB,
M. Kni

8. «[pocnekTuBHe, BigkpuTe, nnatthopmMHe LOCIIKEHHSA 3 METOI NPOBEAEHHS HACTYMHOro 4OBroCTPOKOBOIO
CMOCTEPEXEHHS 3a NauieHTamy 3 flereHeBOl FiNepTeH3ielo, SKi paHiwe npuiiMann yyacTb Y NepBiCHUX
iHTepBeHLiliHNX BUNpobyBaHHAX», kog, gocnigpkeHHs NOPRODPAPUH3001, sepcia 1.0 Big 02 yepsHA 2021
POKy, cnoHcop - «HAHcceH ®apmaueBTrka HB»/ Janssen Pharmaceutica NV, Benbris

da3za - Il

3aasBHuK - TOB «MAPEKCE/T YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHuka,

n/n Ha3Ba micusi NpoBeAEHHS K/TiHIYHOTO BUNPOBYBaHHS

1 O.M.H., npodp. Abparamosuy O.O.

KomyHasibHe HekomepuiliHe nignpuemMctBo JIbBIBCbKOT 06nacHOi pagn «JIbBiBCbka 06nacHa
KMiHiYHa NikapHS», KapAaionoriyHe BiaaineHHs, SIbBIBCbKMI HaLiOHA/IbHUIA MEANYHUIA YHiBEpCUTET
imeHi JaHvnna ManmubKoro, kadeapa BHYTPiWHbOT MeanumHn Nel, M. J1bBiB

2 yneH-kop. HAMH Ykpainn, g.m.H., npod. MNaBpuciok B.K.

JepxaBHa ycTtaHoBa «HauioHanbHWI HCTUTYT dhTusiaTpii i nynbMoHonorii iM. @.I. FHOBCLKOro
HaljioHanbHOT akagemii MeANUYHNX HayK YKpaiHu», KNiHIKko-dyHKLIOHa/IbHE BigaineHHs, M. Knis




3 K.M.H. Bacunsesa J1.1.

KomyHasibHe nignpueMCTBO «[HINPONETPOBCLKUIA 06NacHWUiA KMiHIYHWA LEeHTP kapaionorii Ta
kapgaioxipyprii» [HinponeTpoBcbkoi 06MacHOi pagu», BigAieHHs kapgionorii, [HiNpoBCbKuMii
JepXaBHWil MeMYHWIA yHiBepcuTeT, kaddepa BHYTPiWHbLOT MmeanumnHm Ne3, M. [IHinpo

9. «PaHpowmizoBaHe, noagiiHe cnine, nnauebo-kOHTPOsIbOBaHe AochimKeHHs dhasn 2 npenapaty VE202 B
nawieHTIB, XBOPMX Ha BUPA3KOBWIA KOJIT JIErKOro abo MOMIpHOrO CTYMEHS TSHXXKOCTI», koA, AocnigpkeHHs VE202-
002, opuriHanbHa (Bepcia 1.0) Big 09 ksiTHA 2021 poky, cnoHcop - «BepaHTa biocasHcus, [HK.» [Vedanta
Biosciences, Inc.], CLLA

Pa3za -l

3anaBHVK - TOBapUCTBO 3 06MEXEHOI0 BifnoBigasbHICTIO «/TABKOPT KNIHIKAM AEBE/IOMMEHT YKPAIHA»

Ne M.1.6. BigNOBiAa/ILHOrO AOCNIAHMKA,

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1. | A.M.H., npodh. ®egqjis O.1.

O6nacHe KOMyHaslbHE HeKoMepUiiHe nignpueMCTBO «YepHiBelbka ob6aacHa KhiHiYHa AikapHs»,
nigpo3ain ractpoeHTeponorii, M. YepHisui

2. | K.M.H., goueHT OniiiHuk O.l.

KomyHasnibHe HekomepuiiiHe nianpueMcTBo «Micbka nikapHs Ne6» 3anopi3bkoi Micbkoi paaw,
raCTpoeHTeposIorivyHe BifdiNEHHSA, M. 3anopixKs

3. | ronosHwuii nikap Myray M.M.

MeguyHnii LeHTp ToBapucTBa 3 0OMEXEeHO BiAMoBiJasbHICTIO «MeguuHa KniHika «bnaromepn»,
NiKyBa/IbHO-AiarHOCTUYHMIA Nigpo3ain, M. Kuis

4. | K.M.H. lWexosyosa HO.O.

KomyHasibHe HekomepLiiHe NignPYeEMCTBO XapkiBCbKOi 06/1acHOT paan «O6nacHa KiHivHa fikapHsa»,
raCTPOEHTEPOsIOriYHe BigaiNneHHs, M. XapkiB

10. «PaHgomizoBaHe, noggiHe cnine, nnauebo-kOHTPOSIboBaHe, 6araToueHTpoBe AOCimKEHHA das3m 3 3
NPOAOBXEHUM BIAKPUTMM NEpiogoM JliKyBaHHSA ANs1 OLIHKM €edeKTUBHOCTI Ta 6e3neyHoCTi npenaparty
po3aHonikcizymaé y gopocnux 3 MieniH-onirogeHapounTtapHum raikonpoteiH (MOG)-lIgG-acoujiioBaHum
AEeMIENiHI3YyI0UMM 3axXBOPHOBaHHAMY», Kog, gocnimpkeHHs MOGO01 , 3 nonpaskoto 1 Big 07 BepecHs 2021 poky ,
cnoHcop - KOCibi biodhapma EcApER, benbris / UCB Biopharma SRL, Belgium

®a3za - Il

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

No MM.1.6. BignoBiganLHOro gocnigHuka

n/n Ha3Ba MicLs npoBefeHHA K/1iHIYHOro BUNPOBYBaHHS

1. | A.m.H., npodp. LLkpo6oT C.1.

KomyHanbHe HekomepuiiiHe nignpremMcTBo «TepHoMifibCbka 06aacHa KiHiYHa NCMXOHEeBPOsIoriYHa
nikapHsa» TepHoNiNbCbKOT 06M1acHOi paaun, HesposoriyHe BigdineHHs Nel, TepHoONiNbCbKWIA
HaLiOHa/TbHUIA MeanYHWA yHiBepcuTeT iMmeHi |.A. FTopbayeBcbkoro MiHicTepcTBa OXOPOHM 30POB'S
YKpainu, kadhegpa HeBposorii, M. TepHonisb

2. | K.M.H. Tomax H.B.

MeaunyHWiA LeHTP ToBapUCTBa 3 06MEXEHOI0 BignoBigasibHICTIO «IHeT-09», M. 3anopixks

11. «baraToueHTpoBe, NOABIHE c/ine, paHgomidoBaHe gochigpxkeHHs |l dhasm gnsa nopiBHAHHA €DEKTUBHOCTI
Ta 6e3nekn 6ensytudany (MK-6482) 3 nembponizymabom (MK-3475) a6o nnauebo 3 nemoponisymabom npu
aj’'toBaHTHOMY NliKyBaHHI CBITIOKMITUHHOT HAPKOBO-KNITUHHOT KapumnHoMu nicnst HedopekTomii (MK-6482-022)»,
Koa pgocnimpkeHHs MK-6482-022, 00 Big 29 »xoBTHs 2021 poky, cnoHcop - «Mepk Lapn eHa Ooym Kopn.»,
AodipHe nianpmemcTtBo «Mepk eHpg, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

®a3za - Il

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

[ No | M.1.5. BiANOBIgANLHOMO AOCAIAHMKA, |




n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1 O.M.H., npogp. Ctycb B.IM.

KomMyHanbHe nignpuemcTBo «[HiNponeTpoBCbka ob6s1iacHa KiiHiyHa nikapHa iMm. |.I. MeyHukoBa»
[HinponeTpoBCcbKOi 06n1acHoi paaw», BigdineHHs yponorii Ne2 (oHKoforiyHe), [HiNpPOBCbKWiA
JepXaBHWl MenMYHWIA yHiBepcuTeT, kaddeapa yposorii, M. [IHinpo

2 AOvpexTop MNapamoHoB B.B.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Yepkacbkuii 06GMacHWA OHKOMOriYHWI AucnaHcep
Yepkacbkoi 061acHoi pagu», O61acHUn LeHTP NAacTUYHOT PEKOHCTPYKTUBHOT Ta Masl0iHBa3VBHOT
OHKoypoJiorii, M. Yepkacu

3 3as. Big. HanbaHasH T.A.

KomyHaslbHe HekomepuiiiHe MignpueMcTBo «O6nacHWiA LEHTP OHKOJOFi», OHKOYpPOsOriyHe
BigAiNeHHs, M. Xapkis

4 ron.nikap Kpyneko C.1.

MeauyHWii LeHTp ToBaprcTBa 3 0OMEXEHOI0 BIAMOBIAA/bHICTIO «YKPAIHCbKW LLeHTp TomMoTepanii»,
BiAA4iNIeHHs XimioTepanii, M. KponnBHULbKWT

12. «MikHapogHe, 6araTouUeHTpoOBe, paHAoOMi3oBaHe, noABiiHe cnine, naauebo-KOHTPOIbOBaHE,
pocnimpkeHHs QypBanymady pasom i3 Oneknymabom i ypsasiymady pa3om i3 MoHanisaymaboM y naujieHTiB i3
MiCLLEBO PO3MOBCHAXKEHMM HeonepabebHUM HeApibHOKNITUHHUM pakom nereHb (HHPA) 1l cTtagii, y sakmx
XBOpo6a He nporpecyBasa nicna AediHITMBHOT OAHOYACHOI NnaTUMHOBMICHOT XiMionpomeHeBoi Tepanii
(PACIFIC-9)», kog pocnimkeHHsa D9078C00001, sepcis 2.0 Big 11 nmctonaga 2021 poky, cCnoHcop -
AstraZeneca AB, Sweden

dasza - Il

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No M.1.B. BignoBiganbHOro gocnigHnkKa

n/n HasBa Micus npoBefeHHs K/iHIYHOro BUNPOGYBaHHS
1 nikap 3y6 O.B.
KomyHasibHe HekoMepuiiiHe MiANPUEMCTBO «YepHIriBCbKNiA MeANYHWIA LLEHTP Cy4acHOT OHKOJIOTiT»
YepHiriBCcbkoi 061aCHOI paaw, BigAiIeHHS KMiHIYHOI OHKOJIOTIT Ta riHeKos10rii, M. YepHiris
2 nikap Wwmwura O.HO.
MeanuHuin LeHTp «YHiBepcasibHa KniHika «O6epir» ToBapucTBa 3 06MEXEHOI BIANOBIAA/BHICTIO
«Kanutan», KNiHiKo-KOHCYyIbTaTnBHE BigaineHHs, M. Knis
3 A.M.H., npody. AyaHiveHko O.C.
[epxaBHa ycTaHoBa «IHCTUTYT 3araslbHOI Ta HeBigknagHol Xipyprii iMeHi B.T. 3aiueBa
HaujioHanbHOT akagemii MegnmuyHuX Hayk YKpaiHu», BiafdineHHs THINHOI xipyprii Ha 25 niXok 3
nanaTor iHTEHCMBHOI Tepanii Ha 6 NKOK, XapKiBCbka MeanyHa akageMis nicnsaannaomMHol OCBITH,
Kachepa OHKONOriT Ta ANTSAYOT OHKONOTIT, M. XapkiB
4 ron. nikap Kpynesko C.I.
MeanyHWin  LUEeHTp ToBapucTBa 3 OOMEXEHOW BiAMOBIJANLHICTIO  «YKpaiHCbKUA  LEHTP
ToMOTepanii», BigAineHHs ximioTepanii, M. KponuBHULbKUIA

13. «Bigkpute, 6araToLeHTpoBe, MibXHapoAHe AOCNIMKEHHA e(heKTUBHOCTI, 6e3MeyYHOCTi Ta NepeHOCUMOCTI
npenapaty bioBeH, BupobHuuTBa TOB «biothapma [Mna3mMa», y nauieHTiB AUTAYOro BiKy 3 XPOHIYHOH
MEPBMHHOK iIMYHHOI TpombGouuToneHiew (ITM)», kop pocnigpkeHHs 2021-BV-CITP-BP, Bepcia 1.1 Big
16.09.2021, cnoHcop - TOB «BIOPAPMA MNJTIA3MA», YkpaiHa

Pa3za - Il

3aaBHuK - TOB «BIO®APMA TJTA3MA», YKkpaiHa

Ne M.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1. | nikap MNocmiTioxa 1.B.

KomyHaslbHE  NiANPUMEMCTBO  «[JHINpONETpoBCbKa o06nacHa AuUTsAYa  KNiHIYHA  JiKapHa»
JHinponeTpoBCbKOi 06/1aCHOI paAn», OHKOTeMaTONOrNYHUIA LEeHTP, M. JHINpo

2. | 3aB. Big. bopogiH A.B.

KomyHanbHe HekomepuiliHe MignpueMcTBO «3anopidbka o6nacHa KiiHiYHa AuTsava nikapHs»
3anopi3bkoi 061acHOi paan, remaTosoriyHe BigaineHHs, M. 3anopiXeks

3. | nikap Pwxko A./1.




KomyHasibHe nignpruemcTBo «BonvHcbke obnacHe TepuTopiasibHe MeAunyHe o6’efHaHHA 3axucTy
MaTepuHCTBa | AUTUHCTBa» BONMHCBLKOT 06/1acHOT pagK, BiadiieHHA ANTSAY0T OHKO-remaTonorii, M.
JlyubK

4. | K.M.H. Uumbaniok-BonownH 1.11.
KomyHasnibHe HekomepuiiiHe nignpueMmcTBo JlbBiBCbkoi O6nacHoi Paan «3axigHoyKpaiHCbKWii
cneuianizoBaHUii gUTSUYNIA MeQUYHWUIA LEHTP», BifAiNIEHHSA remMaTosiorii Ta iIHTEHCUBHOT XiMioTepanii,
M. JIbBiB

5. | 3aB.Big. Monogeups H.B.
KomyHasibHe HekomepuiiHe nignpnemcTBo «Ogecbka o6s1acHa guTsda KiiHivHa nikapHsa» OfecbKoi
06/1aCHOI paaun», BiaAiNeHHsa AuTaYvoi remarosorii, M. Ofeca

6. | A.M.H., npoch. Makeesa H.I.
KomyHasibHe HekomepuiiHe nignpuemMcTBo «Micbka KniHidHa auTada siikapHs Nel6» XapkiBCbKOT
MICbKOI pafn, remartosioriyHe BiAA4INIEHHS, XapKiBCbKUA HauiOHa/IbHUIA MEOUYHUIA YHIBEPCUTET,
kadhenpa negiatpii No2, M. Xapkis

7. | nikap MoBuaH-BepHnay6 O.B.
KomyHasibHe HeEkOMepLUiHe MiANPUEMCTBO «XMeibHULbKa 061acHa anTada nikapHsa» XMenbHULbKOT
06/1aCHOI paau, BiaAdiNeHHs OHKOrematorii, M. XMebHULbKWUIA

8. | 3aB.ueHTpom Nyxapesa O.B.
KoMyHaslbHE HEeKOMepLiiiHe nianpueEMCTBO «Yepkacbknii 06M1aCHUI  OHKOMOTIYHWI - AMcnaHcep
Uepkacbkoi 06n1acHoi pagn», 061aCHNA LLEHTP AUTAYOI OHKONOTIT Ta remaTosioril 3 NiKkaMn AEeHHOro
nepebyBaHHs, M. Yepkacu

9. | nikap Agupos M.B.
KomyHasibHe HekomepuiiiHe nianpueMcTBO «MuKonaiBCcbka o6nacHa AuTsiya KaiHiYHa flikapHa»
MukonaiBcbkol 061acHOT paau, BigaifleHHs OHKoremartosorii 3 6/10kaMu BUCOKOA030BO1 iHTEHCUBHOI
nosiximiotepanii Ta Ao- Ta nicNsTpaHcn/IaHTauUiniHoro cynposoay, M. Mukonais

10. | 3aB.Bia. bokiit A.T.
KomyHasnbHe nignpuemcTBo «PiBHEHCbKa obnacHa Amutava nikapHa» PiBHEHCLKOT o6s1acHoi paau,
OHKOJIOTIYHWIA LLeHTp, M. PiBHe

11. | 3aB.Big. HukmteHko J1.K.
KomyHasnibHe HekomepuiliiHe mignpuemcTBo CymcbKoi 06s1acHOi pagu «O6nacHa guTaya KiiHivHa
nikapHsa», BigAdineHHsa remarosorii, M. Cymu

12. | 3aB.Big. MaBneHko €.M.
KomyHasibHe HekomepujiliHe MiANPUEMCTBO «YepHiriBcbka o6s1acHa autadva nikapHa» YepHiriBCbKol
061acHOI pagu, reMaTosorivyHe BigdiieHHs, M. YepHiris

13. | 3aB.Big. MpucsxHiok O.0.

KomyHaslbHe HekomepuiiiHe nignpuemcTBO «BiHHMUbka o6nacHa AguTada  KiiHiYHa  NikapHA
BiHHMLLKOT 061aCHOT paan», OHKOTeMaTtonoriyHe BiggisieHHs, M. BiHHMUSA

14. OHOBAEHNIA NPOTOKON KAiHIYHOro BUNpoGyBaHHA, Bepcia 2.0 Big 03.11.2021, aHrniicbKO MOBOIO;
OHoB/eHU CMHONCUC NPOTOKOY K/iHIYHOro BUNpo6yBaHHA, Bepcisa 2.0 Big 03.11.2021, yKpaiHCbKOIO
MOBOI0; 36iNIbLIEHHA TPUBAJIOCTIi NpoBeAeHHA AOCNiAKEeHHA B YKpaiHi 3 6 no 8 micauis; IHdhopmauis
ONA nauieHTiB i 3roga Ha y4yacTb B KiHiYUHOMY Bunpoo6yBaHHi, Bepcia 2.0 Big 03.11.2021 p.,
YKpaiHCbKOIO MOBOIO; BK/IOUEHHA [0[ATKOBUX MiCub NMPOBEAEHHS K/iHIYHOrO BUMPOGYBaHHA [0
NPOTOKONY KMIHIYHOrO pocnimpkeHHA «®das3a |l BuNpobyBaHHA [O/19 OUHKM NEepeHOCUMMOCTi, 6e3nekn Ta
epekTMBHOCTI Cy6NiHrBaUTLHOT iIMyHOTEpanii y nauieHTis, WO CTpaXK4aloTbh Ha aneprito Ha NuioK 6epesn», Ko
pocnipkeHHs SL-361A, Bepcisa 1.0 Big 14.04.2021; cnoHcop - POKCAJT MegiuiH T'm6X, HimeuunHa
3asaBHuK - POKCAJIT Megiuin T'M6X, HimeyunHa

Ne
n/n

M.1.6. BignoBiganbHOro gocnigHnKa
Ha3Ba Micus npoBefeHHs KIiHIYHOrO BUNPO6yBaHHS

1

O.M.H., npody. KosaneHko C.B.
Ob6nacHe KOMyHaslbHe HekoMepLiiHe NigNpPUEMCTBO «YepHiBelbka ob6nacHa KniHiYHa JiKapHs»,
nigpo3Aain nynbMoHONOri, M. YepHiBLj

3aB. hinii Jiumap HO.B.
KomyHasibHe HeKoMepLUiiiHe nigNnpUeEMCTBO «KOHCYNbTaTMBHO-AiarHOCTUYHUIA LEeHTp»
JecHsAHCbKOro parioHy M. Knesa, BiggjinieHHa AeHHOro crtauioHapy, M. Kuis

KepiBHUK LieHTpy IN'yk C.A.
KniHivHa nikapHa «®eodhaHisg» [epxaBHOro ynpasniHHSA cnpaBamu, LleHTp pecnipaTopHOi
MeauumMHW Ta aneproorii, M. Kuis




15. OHoBneHWi npoTokon pocnimkeHHA PN-943-03, nonpaBka 4 Big 08 >oBTHA 2021 poky,
aHrNiNcbKOK MOBOIO [10 NPOTOKO/Y K/IHIYHOIO AOC/iMKeHHs «PaHAoMi30BaHe, 6araToLeHTpoBe, noagiliHe
cnine, Nnnaye60-KOHTPOIbOBaHE AOCNIMKEHHS dha3mn 2 B NapasieNibHUX rpynax 3 MeTOH OLiHK/M 6e3MeYHOCTi 1
edpekTBHOCTI npenapaty PN-943 npu nepopanbHOMY 3acTOCYBaHHi y Maui€eHTIB 3 aKTUBHUM BUPA3KOBUM
KONITOM NOMIPHOro abo BaXXKOro CTyMeHs TAXKOCTI», koA focnimkeHHs PN-943-03, nonpaska 3 Big 31 nunHsa
2020 poky; cnoHcop - Protagonist Therapeutics, Inc, USA/ MNMpoTaroHict Tepan'totukc, IHk., CLUA

3anBHUK - TOB «KniHiuHi gocnimKeHHs ARKOH», YkpaiHa

16. OHOBNEHWIT NPOTOKO KNiHIYHOrO BUNpoGyBaHHA AEZS-130-P02, Bepcisa 2.0 Big 23 BepecHsa 2021
poky; OHoBneHa Bpowypa aocnigHuka Aans AOCAIgKYBaHOro nikapcbkoro 3aco6y MauimopeniH
(AEZS-130), BugaHHa 9.0 Big 17 nunHa 2021 poky; IHopmauia ana 6aTbKiB nauieHTa Ta dopma
iHdbopMoBaHoI 3rogu moaenb ANns YkpaiHu, sepcis 2.0 Big 26 nuctonaga 2021 poky (YKpaiHCbKOIO Ta
pociiicbkolo MmoBamu); IHchopmauifa pna ydyacHuka Ta dopma iHpopMOBaHOI 3rogu ANA y4yacHUKIB,
AKMM BUNOBHWUOCA 18 poKiB nig Yac gocnigpkeHHs, mogenb ANA YKpaiHu, sepcisa 2.0 Big 26 nuctonaga
2021 poky (ykpaiHCbKOIO Ta pociiicbkolo moBamu); IHchopMmauis gna yyacHuka ta dopma srogu ans
y4yacHUKIiB BiKOM Bifg 5 Ao 6 pokiB, mogenb ansa YKpaiHu, Bepcia 2.0 Big 26 nuctonaga 2021 poky
(yKpaiHCbKOIO Ta pocilicbkolo MmoBamu); IHhopMmauia gna yyacHuka ta dopma 3rogu A y4acHUKIB
BikoM Big 7 oo 10 pokiB, Mogenb AnA YKpaiHu, Bepcis 2.0 Big 26 nucronaga 2021 poky (ykpaiHCbKOIO Ta
pocilicbkolo moBamu); IHchopmauia ana yuacHuka Ta dopma 3rogu ons ydyacHuKiB Bikom Big 11 go 13
pokKiB, Mogenb AnAa YKpaiHu, Bepcia 2.0 Big 26 nuctonaga 2021 poky (YKpaiHCbKOI Ta POCIiiCbLKOIO
moBamu); IHhopmauis gna yuacHuka ta dopma 3roam asis ydacHuKiB Bikom Big 14 go 17 pokis, Mmogenb
AnAa Ykpaiiu, Bepcis 2.0 Big 26 nuctonaga 2021 poky (YKpaiHCbKOK Ta POCINCbKOK MOBaMWu);
OHoBneHe CrnpolleHe AOCbE A8 NpenapartiB MNOPIBHAHHA: ApPriHiHy rigpoxnopug, iH’ekuisa, USP,
po3uuH ans iHdysiii (komepuiiiHnii npenapat R-Gene® 10), Ta KnoHiguHy rigpoxnopug (komepuiiHuia
npenapatr CATAPRESAN® 75), Tta6netku, Bepcia 4.0 Big 09 BepecHs 2021 poky; 3anyyeHHs
NiKapcbKoro 3aco6y, AKWiA He € AOCNiAXYBaHUM JliIKAPCbKMM 3aCOG0M, A1l BUKOPUCTAHHA Y flaHOMY
KniHiYyHOMY BunpoG6yBaHHi, a came: EcTpodem, 1 Mr, Ta6neTku, BKPUTi MNJIIBKOBOO OOO/IOHKOIO
(Bupo6Huku: Novo Nordisk AlS, [laHisi; EuDC - European Distribution Center, HimeuunHa); CnpouieHe
[OCbe Ansa nikapcbKoro 3aco6y Ectpodhem, 1 mr, Ta6eTku, BKpUTi NJ1iBKOBOKO 0G0/I0OHKOLO, Bepcis 2.0
Big 11 yepBHA 2021 poky; 3pa3ku MapKyBaHHA AJA NikapcbKoro 3acody Ectpodiem, 1 mr, Ta6netku,
BKPUTi NNIBKOBOK OGOJIOHKOI, 30BHIWIHbLOI Ta BHYTPIWHbLOI YNakoBKU (YKPAlHCbKOK MOBOLO);
BK/IIOUEHHA [AO0JATKOBOro MicusA MPOBeAEHHA KNiHIYHOrO BUNPOGYBaHHA [0 NPOTOKO/Y KAiHIYHOrO
OOCNiMpKeHHs1 “baraToueHTpoBe, BiAKPUTE AOCAIMKEHHA ANS OUiHKM  edhekTMBHOCTI Ta 6e3neyHocCTi
MauiMmopersiHy aueTtaTy npy o4HOKpPaTHOMY NepopasibHOMY 3acTOCyBaHHi 4031 1,0 MI/Kr K CTUMYNALIAHOTO
TecTy Ha ropmoH pocty (CTIP) y negiaTpuyHuxX nauieHTiB 3 nigo3poto Ha AgediumT ropMmoHy pocty (ArP)" —
pocnipkeHHa DETECT, kog pocnigpkeHHsa AEZS-130-P02, sepcia 1.0 Big 11 rpyaHsa 2020 poky.; CnoHcop -
«ETepHa 3eHTapic TM6X»/ Aeterna Zentaris GmbH, HimeuunHa

3asaBHUK - TOB «MAPEKCEN YkpaiHa»

BYNO CTANO
Aeterna Zentaris GmbH Allphamed PHARBIL Arzneimittel GmbH
Bavicmtonnepwtp. 50 FnbgebpanawTp. 12
60314 dpaHkdypT-Ha-MaiiHi 37081 letTiHreH
HimeuunHa HimeuunHa
(Weismuellerstr. 50 (Hildebrandstr. 12
60314 Frankfurt/Main 37081 Goettingen
Germany). Germany).
Ne n/n MN.1.6. BigNOBiAa/IbHOrO AOCNiAHMKA
Ha3Ba MicLUs NpoBeAEeHHS KNiHIYHOro BUNpoOyBaHHs
1 O.M.H., npod. Yp6aHosuy A. M.
KomyHanbHe HekomepuiliHe nignpremMcTBo JIbBIiBCbKOI 061acHOi pagn «J1bBiBCbKMI 06NaCHWiA
OEPXaBHWIA  KNiHIYHWIA  NiKyBa/IbHO-AiarHOCTUYHWUIA  €HAOKPUHOSONYHNIA  LLEeHTP», MOJiKMiHIYHE
BigAiNeHHs, M. JIbBiB

17. OHoBEeHMiA NPOTOKOJ 3 NoNpaBKoto 2 Bifg 13 XoBTHA 2021p., aHINiNCbKOK MOBOI, Bpolwypa ans
pocnigHuka Vedolizumab (MLNO0002) BugaHHA 25 Big 14 nunHa 2021 poky, aHrNifiCbKOKO MOBOIO;
IHchopmauis ana nauyieHTa Ta oopma iHpopmMOBaHOI 3roau As Ma1oONiTHIX AiTel Bikom go 6 pokis, aona



YKpaiHu, aHrniiicbkolo MoBoto, Bepcis 2.0 Big 17 nuctonaga 2021 p.; IHpopmauis gna nadieHta 1a
cthopma iHchopmoBaHOI 3roau AnsA MasosiTHIX giteil Bikom go 6 pokiB , Ans YKpaiHu, yKpaiHCbKOK
MoBolo, Bepcifa 2.0 Big 17 nuctonaga 2021 p.; IHdopmauia ana nauieHTa Ta dhopma iHthopmoBaHOi
3rogu Ans MasloliTHIX AiTeid BiKOM go 6 pokiB, AnA YKpaiHu, pocilicbkolo mMoBolo, Bepcia 2.0 Big 17
nuctonaga 2021 p.; IHchbopmauisa ana nayieHTa Ta oopma iHhopMoBaHOT 3roau AN MaNONITHIX giTei
BikoMm Big 6 fo 10 pokiB ansa YKpaiHu, aHrniicbKkolo MOBOMO, Bepcia 2.0 Big 17 nuctonaga 2021 p.;
IHhopMmauia gna nauieHTa Ta coopma iHchopmoBaHOi 3rogn AA MaONITHIX AiTel Bikom Big 6 go 10
pokKiB, AnA YKpaiHu, YKpaiHCbKOO MOBOIO, Bepcis 2.0 Big 17 nuctonaga 2021 p.; IHopmauia ana
nauieHTa Ta popma iHbopMOBaHOI 3roaun A8 MasIOITHIX giTen Bikom Big 6 no 10 pokiB, ana YKpaiHu,
pocilicbkolo MoBoOto, Bepcisa 2.0 Big 17 nuctonaga 2021 p.; IHopmauia gna naugieHta Ta ¢hopma
iHbopMoOBaHOi 3roau ANnA MasoNiTHIX giten Bikom Big 10 Ao 14 pokiB, ANA YKpaiHW, aHINiACbLKOO
MOBOI0, Bepcia 2.0 Big 17 nuctonaga 2021 p.; IHcopmauia ana nauieHta ta coopma iHhopmoBaHoOT
3rogu ANAA MasIoNiTHiX giteid Bikom Big 10 go 14 pokiB, Ans YKpaiHu, yKpaiHCbKOKO MOBOIO, Bepcif 2.0
Big 17 nuctonaga 2021 p.; IHchopmauis ana nauieHTa Ta oopma iHhopmoBaHOi 3roaun AN MaOiTHIX
Aitel Bikom Big 10 no 14 pokiB, 4NnA YKpaiHu, pocilicbKkoto MOBO1O, Bepcia 2.0 Big 17 nuctonaga 2021 p.;
IHchbopmauis gns nadieHTa Ta hopma iHhopMoBaHOI 3roau A1 HENOBHONITHIX AiTei Bikom Big 14 fo
18 pokiB, gnsa YKpaiHu, aHrniicbKo MoOBOLo, Bepcia 2.0 Big 17 nuctonaga 2021 p.; IHbopmauisa gns
nauieHTa Ta ¢popma iHchopmoBaHOI 3rogun A4S HEMOBHOMITHIX AiTel Bikom Big 14 po 18 pokis, ana
YKpaiHu, yKkpalHCbKOI0 MOBOIO, Bepcis 2.0 Big 17 nuctonaga 2021 p.; MLN0002-3024 IHchopmaunis ans
nauieHTa Ta ¢popma iHchopmoBaHOI 3rogun A HENOBHOMITHIX AiTel Bikom Big 14 po 18 pokis, ana
YKpaiHu, pocilicbkolo MOBOLO, Bepcif 2.0 Big 17 nuctonaga 2021 p.;MLN0002-3024 IHdhopmauisa gns
nauieHTa Ta hopma iHpopmoBaHOI 3rogn ANA NauieHTa BiKOM Big 18 pokiB i ctapwe ana YkpaiHu,
aHrniicoKkoo MoBoto, Bepcisa 2.0 Big 17 nuctonaga 2021 p.; MLN0002-3024 IHcdhopmauisa gna nagieHta
Ta (popma iHhopmoBaHOI 3roaun ANA nauieHTa BikOM Big 18 pokiB i cTapwwe Ana YKpaiHu, yKpaiHCbKO
MoBOI0, Bepcia 2.0 Big 17 nuctonaga 2021 p.; MLN0002-3024 IHchopmauia anAa nauieHta ta coopma
iHbopmoBaHOi 3rogu Ans nauieHTa BiKOM Big 18 pokiB i cTapluie AnA YKpaiHu, pocCiiiCbKO MOBOIO,
Bepcia 2.0 Big 17 nucronaga 2021 p.; MLNO0002-3024 IHcdopmauis pnsa 6GarbkiB Ta dopma
iHhopmoBaHOi 3rogu yuacTb y HAQyKOBOMY A0OCIMKEHHI, ANA YKpaiHW, aHTrNiliCbKOI0 MOBOLO, Bepcis 2.0
Big 17 nuctonaga 2021 p.; MLN0002-3024 IHchopmaunia ana 6aTtbkiB Ta popma iHpopmoBaHOI 3roau
y4yacTb Y HAYKOBOMY AOCAIMKEHHI, AN YKpaiHu, YKpaiHCbKO MOBOIO, Bepcifl 2.0 Big 17 nuctonaga
2021 p.; MLN0002-3024 IHchbopmauis ans 6aTbkiB Ta hopma iHhopmMoBaHOi 3rogn yyacTb y HayKOBOMY
[ocnipkeHHi, pgna YKpaiHu, pocilicbkoio MoBO, Bepcia 2.0 Big 17 nucrtonaga 2021 p.;
TAK_Vedo_3024_3025_Bpowypa woao Haéopy nauieHTiB, NMpo agocnimxeHHa Webb i Kepler_Bepcisn
1.1 Big_ 20 nunHa 2021 p., yKkpaiHcbkoio MoBot; TAK_Vedo_3024_3025_Bpouwypa wono HaGopy
nauieHTiB, Mpo pgocnigpxeHHa Webb i Kepler_Bepcisa 1.1 Big 20 nunHa 2021 p., poCiiCbKOIO MOBOIO;
TAK_Vedo_3024-3025_KapTka 3 HaragyBaHHAM npo Bi3uT, Bepcia 1.1 Big 20 nunHa 2021 p.,
yKpaiHcbKolo moBoto; TAK_Vedo_3024-3025_KapTka-HaragyBaHHA Npo Bi3uT, Bepcisa 1.1 Big 20 nunHsa
2021 p., pociiicbkoto moBoto; TAK_Vedo_3024_3025_J/lucT nikapa go 6aTbKiB, Bepcis 1.1_Big 20 nunHsa
2021 p., ykpaiHcbkoto MmoBoto; TAK _Vedo_3024_3025_JlucT nikaps o 6aTbkiB, Bepcia 1.1 Big 20 nunHsa
2021 p., pociiicbkolo moBoto; TAK _Vedo_3024_3025_lNMepekuagHuii Gyknet-nam’aTka A8 npoueaypv
iHbopmoBaHOi  3roaun, Bepcia 1.1 Big 18 uepBHA 2021 p., YKpPaAIHCbKOK  MOBOIO;
TAK_Vedo_3024 3025_lNepekngHuii 6ykneT-nam’ATka Ansa npoueaypu iHhopmoBaHOi 3roaun. Bepcis
1.1 Big, 18 uepBHsA 2021 p., pociiicbkoto moBoto; TAK_Vedo_3024_3025_IMpuknag peknaMHOro 6aHepa,
Bepcia 1.1 Big 20 nunHa 2021 p., ykpaiHCbKoto MoBot; TAK_Vedo_3024_3025_lNpuknag peknaMmHOro
GaHepa, Bepcisa 1.1 Big_ 20 nunHa 2021 p., pociiicbkoto moBoto; TAK_Vedo_3024_JocnigxeHHA Kepler
npu BupasKoBOMY KoniTti, Bepcia 2.1 Big 20 nunHAa 2021 p., YKPaAiIHCbKOIO MOBOIO;
TAK_Vedo_3024_JocnipxeHHa Kepler npu BupaskoBomMy KoniTi, Bepcia 2.1 Big 20 nunHa 2021 p.,
pociiicbkoio mMoBow; TAK_Vedo_3024_3025_KapTka-nogska, Bepcia 1.1 Big 20 nunuHa 2021 p.,
yKpaiHcbKkolo moBor; TAK_Vedo_3024_3025_KapTka-nogska, Bepcia 1.1 Big 20 nunHa 2021 p.,
pociiicbkoto moBoto; TAK_Vedo_3024_ Bpolypa woao po3yMmiHHA BUPa3KoBOro KosiTy, Bepcis 1.1 Big
20 nunHAa 2021 p., ykpaiHCcbKoo MoBot; TAK Vedo_3024_Bpouwypa Wwoao po3yMiHHA BMPa3KOBOro
Konity, Bepcia 1.1 Big 20 nunHa 2021 p., pociiicbkoto mosoto; TAK _Vedo_3024_3025_ Bpolwypa wopo
PO3YyMiHHA KNiHIYHUX BUNpoGyBaHb, Bepcia 1.1 Big 20 nunHA 2021 p., YKpPAIHCbLKOIO MOBOIO;
TAK_Vedo_3024 3025 Bpowypa woao po3yMmiHHA KNiHIYHMX BUNpoOyBaHb, Bepcia 1.1 Big 20 nunHsA
2021 p., pociiicbkoto moBol; TAK_VEDO_3024-3025_Site Digital Kit_LiuchpoBe oronoiieHHs, Bepcis
1.0 Big 20 nunHAa 2021p., ykpaiHcbkowo moBoto; TAK_VEDO_3024-3025_ Site Digital Kit_LudpoBe
orosnoweHHs, Bepcisa 1.0 Big 20 nunHa 2021 p., pocilicbkoto moBoto; TAK _Vedo_3024-3025_Site Digital
Kit_Konia nyo6nikauii y Facebook, Bepcia 1.0 Big 20 nunHa 2021 p., YKpalHCbKOKD MOBOIO;
TAK_Vedo_3024-3025_Site Digital Kit_Konia ny6nikauii y Facebook, Bepcisa 1.0 Big 20 nunnHa 2021 p.,
pociiicbkolo moBoto; TAK_Vedo_3024-3025_ Konis iHTepHeT-peknamu caiity, Bepcia 1.0 Big, 20 nunus
2021 p., ykpaiHcbkow moBoto; TAK _Vedo_3024-3025_ Konisi iHTepHeT-peknamu caity, Bepcis 1.0 Big
20 nunHA 2021 p., pocilicbkoto moBoto; TAK _Vedo_3024-3025_ focnigxeHHs Welcome Organizer for
Patient, Bepcisa 1.0 Big 21 TpaBHA 2021 p., aHrNMINCbKOK MOBOIO [0 NPOTOKO/Y KAIHIYHOTO AOCAIAKEHHS
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«PaHpomi3oBaHe, noagiiiHe cnine gocnigpkeHHs das3n 3 AN ouiHkM edeKkTMBHOCTI Ta 6e3neyHocTi
3aCTOCyBaHHA Befosisymady 15 BHYTPILUHbOBEHHOrO BBEAEHHSA AK NiATPUMYHOYOI Tepanii y nauieHTiB
OVTAYOro BiKy 3 aKTUBHVUM BUPA3KOBMM KOJIITOM Bif, MOMIPHOrO A0 TAXKOrO CTYMNeHs, Y SAknux 6yno fOCArHyTO
KMiHIYHOT BiANOBIAj Nicna Tepanii BeAo0Mi3yMmaboM A1 BHYTPILLHLOBEHHOTO BBEAEHHS Y BiAKPUTOMY PEXUMI»,
kof pocnimpkeHHs MLNO0002-3024, npoTtokon 3 nonpaskot 1 Big 16 nwotoro 2021 p.; cnoHcop - Takena
JesenonmeHT CeHTep Amepikac, IHK., CrnonydeHi LTtaTtn (Takeda Development Center Americas, Inc., USA)
3asnBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

18. OHoBneHi posginu P.3.1 «BupoGHuk(u)» (P.3.1_cmc407641), P.5.2 «AHaNniTU4Hi MeToAUKU»
(P.5.2_cmc407643), P.5.4 «AHani3u cepiii» (P.5.4_cmc407645), P.8.1 «Pe3tome WoA0 cTabinbHOCTI Ta
BUCHOBKU» (P.8.1_cmc405634), P.8.2 «MpoTokon nicnAapeecTpauiiiHoro BUBUEHHA cTabinbHOCTI Ta
3060B’A13aHHA  WoA0 cTabinbHocTi» (P.8.2_cmc409371), P.8.3 «[laHi npo cTaGiNbHICTb»
(P.8.3_cmc405636) aocbe AoCNiAKyBaHOro slikapcbKoro 3aco6y Kposanima6 [0 NpoTOKONY KNiHIYHOTO
pocnigxeHHs «PaHgomizoBaHe, BigKpUTE, KOHTPO/IbOBaHe aKTUBHWM npenapatoMm, 6araToueHTpoBse
pocnimpkeHHa dasu Il 4ns ouiHkM edpekTMBHOCTI Ta 6€3MeyYHOCTi 3aCTOCYBaHHA KpoBaniMaly B MOPIBHAHHI 3
eKynisymaboMm y naujieHTiB i3 NapoKCU3MasibHOK HiYHOK remMoriobiHypieto (MHI), Aki paHille He oTpuMyBan
NiKyBaHHS iHribiTopaMm KOMNAIEMEHTY», Ko4 gocnimkeHHs BO42162, sepcisa 3 Big 20 nuctonaga 2020 p.;
cnoHcop - ®.XodhdmaHH-/19 Pow NTa, Wseliyapis

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

19. Jocbe pocnigKyBaHoOro nikapcbkoro sacooy BGB-A1217 (Ouunepnima6 (Ociperlimab), Bepcia 3.2
Big 11 nuctonaga 2021 poKy aHrniicbKoo MoBoO10; JOoCbE AOCAiIAKYBAHOIO flikapcbKoro sacody BGB-
A317 (Tucnenisymab (Tislelizumab), Bepcis 2.0 Big 10 nuctonaga 2021 poKy aHrniicbKow MOBOIO;
3anyuyeHHA goAaTKOBUX BUPOGHUKIB ANA AOCNIMKYBaHOro Jsikapcbkoro sacooy BGB-A1217 (BGB-
A1217; rymaHizoBaHe IgG1l MOHOK/IOHaNIbHe aHTUTINO npotu TIGIT; Ouunepnima6 (Ociperlimab)), 20
Mr/M, KOHLEHTpAT A PO34uHy anA iHdysii, Ta niaye6o o BGB-A1217, KOHUEHTpAT ANMA PO3UUNHY
Ans indysiin: BeiGene Guangzhou Biologics Manufacturing Co., Ltd., Kutaii; Fisher Clinical Services
Inc., CLUA; Fisher Clinical Services PTE Ltd., CiHranyp; 3any4yeHHs A0OAATKOBUX BUPOOHUKIB Ans
pocnipkyBaHoro nikapcbkoro 3aco6y Tucnenizyma6 (Tislelizumab) (BGB-A317; BGB-A317, BGN1,
JHL2108; TUCNENI3YMAB (TISLELIZUMAB), 10 mr/Ms, KOHLUEHTpPAT ANA PO34uHy AN iHysiii: Fisher
Clinical Services Inc., CLLUA; Fisher Clinical Services PTE Ltd., CiHranyp; MNMogoBXeHHA TepMiHy
NpUAATHOCTI [OCAigKYBAHOIO JliKapcbkoro 3acooy BGB-A1217 (BGB-A1217; rymaHizoBaHe IgG1l
MOHOKJ/IOHa/IbHe aHTUTINIO npoTtu TIGIT; Ouunepnima6b (Ociperlimab)), 20 mr/mn, KOHUeHTpaT AnNsA
po3unHy ans iHdysiii, Ta nnaue6o go BGB-A1217, KOHUEHTpAT A1 Po3UnHy Ans iHdysiii, 3 18 go 24
MicauiB; MoAoBXeHHs TepMiHYy NpUAaTHOCTI AOCAigKyBaHOro JfikapcbKoro saco6y Tucnenisymat
(Tislelizumab) (BGB-A317; BGB-A317, BGN1, JHL2108; TUCNENI3YMAB (TISLELIZUMAB), 10 mr/mn,
KOHLUEHTpaT A/s po3uuHy ana iHdysiin, 3 30 go 36 micAwiB 0 NPOTOKOAY KMIHIYHOTO AOCIAKEHHS
«BbaraToueHTpoBe paHAOMI30BaHe MOABIHE cnine nnauebo-KOHTPONbOBaHE AOCAIMKEHHA dlasn 2 AN
BMBYEHHSA edpekTnBHOCTI Tucnenisymady (BGB-A317), MOHOK/IOHaNLHOIO aHTutina go PD-1, y noeaHaHHi 3
npenapatom BGB-A1217, MOHOKNOHa/IbHUM aHTUTIIOM Ao TIGIT, B nopiBHAHHI 3 Tucnenisymabom y
noegHaHHi 3 nnauebo sk Tepanii Apyroi AiHii B nayieHTIB i3 HeonepabesibHOW, MICLEeBO-NOLNPEHOL,
peunanByovod abo MeTacTaTMYHOK MMIOCKOKAITUHHOK KapuMHOMOK CcTpaBoxody 3 ekcnpecieiwo PD-L1
(BisyanbHO-0L|iHIOBaHWI KOMBIHOBaHWIA NOKa3HUK No3nTUBHOCTI VCPS = 10%)», koA gocnigxkeHHss BGB-A317-
A1217-203, Bepcis 0.0 Big 16 BepecHs 2020 poky; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLA
3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

20. MopgoBXeHHs TepMiHYy NpuAaaTHOCTI AocAigKyBaHOro nikapcbkoro sacody AEVI-007 3 6epesHs 2022
poKy po BepecHA 2022 poky [0 NPOTOKO/Y K/iHIYHOrO BuUNpobyBaHHA «baraToueHTpoBe BigkpuTe
pocnipkeHHs dasn 1b ana ouiHky 6e3neyvyHoCTi, NepeHOCUMMOCTi, e(eKTUBHOCTI, (hapmakoKiHeTUku Ta
hapmakognHamiku npenapaty AEVI-007 y naujieHTiB i3 xBopo6oto CTinna, Wo po3BuHyacs y AOPOC/IOMY
BiLi», koA pocnimkeHHa AEVI-007-AOSD-101, sepcia 4.0 Big 30 nunHa 2021 poky; cnoHcop - Cerecor, Inc.
(Llepekop, IHK.), CLUA

3aaBHNK - TOBAPWCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

21. OHoBNeHe gocbe aocnipxysaHoro npenapaty RO7490677 Ta nnaue6o (IMPD), Big »xoBTHsA 2021 p.;
3anyuyeHHs1 A0AATKOBOI BMPOOGHMYUOI AiNSAHKM ANA  AOC/AiAKYBaHOro nikapcbkoro 3acoby -
PekomGiHaHTHUI NeHTpaKcuH-2 noguHn (RO7490677, PRM-151), 160 mr/8 mn cTepu/ibHOro po3unHy
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ANA BHYTpiwHboBeHHUX iHdysiii: F. Hoffmann-La Roche AG, LUBeiiuapis; TecT i3 6-XBUJIMHHOIO
X0AbOOK — TUNOBI IHCTPYKLIT Ta NiAGaAbOPIOBAHHSA, 2-re BUAaHHA YKpPaiHCbKOI MOBOIO; TecT i3 6-
XBUJIMHHOIO XO0A4b6O0I0 — TUNOBI iIHCTPYKLiT Ta NiAGaAbOpPIOBaHHA, 2-Te BUAAHHSA POCi/iCbKOIO MOBOIO 10
NMPOTOKONY  KMiHIYHOTO [OCHIMKEHHA «BigkpUTe [OCNIAKEHHSA NPOAOBXEHHA asu Il Ansa  OuiHKm
OOBroTpusasioi 6e3neyvyHocTi Ta edpekTnBHOCTI npenapary PRM-151 y naujeHTiB 3 igionaTuyHum nereHesum
hibposom (I1dP)», kon pocnipkeHHs WA42294, sepcia 2 Big 17 nuctonaga 2020 poky; cnoHcop - «®.
XodhdpmaHH-N19 Pow NItg» [F. Hoffmann-La Roche Ltd.], LUBeiuapis

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/IONMMEHT YKPAIHA»

22. OHOBJ/IEHUIA NPOTOKOJ/ KAiHIYHOro BUNPOGYBaHHA, Bepcia 4 Big 16 nunHa 2021 p.; ®opma
iHdbopMoBaHoI 3roau, Bepcis 2.0 ans YKpaiHM yKpaiHCbKOIO Ta pocilicbkolo moBamMu Big 02 nuctonaga
2021 p. Ha ocHoBi MaiicTep-Bepcii popmu iHhopMmoBaHoi 3roau ansa gocnigxkeHHa BO42162, sepcin 4
BiAg 16 nunHa 2021 p.; ®Popma iHthopmoBaHOi 3roan Ha NPOBeEHHA aJibTeEPHATUBHUX Bi3sUTIB BUISHUM
MeAUYHUM nepcoHasiom, Bepcia 1.0 gnA YKpaiHu yKpaiHCbKOK Ta pociiicbKoo MoBamu Big 02
nuctonaga 2021 p. Ha ocHoBi Mmaiictep-Bepcii ¢hopmu iH(hopmoBaHOI 3rogM Ha Bi3UTW BUI3HOrO
MeguYHOro nepcoHany ansa gocnipxkeHHa B0O42162, sepcia 1 Big 16 nunHa 2021 p.; JonoBHEHHA A0
®dopmMu iH(hopmOBaHOi 3rogu: 3roaa Ha NPOBeAEHHSA aJibTePHATUBHUX Bi3UTIB Y MeXax AOCNiMKEHHSA
nig yac naHgemii COVID 19, Bepcia 1.0 gna YkpaiHn yKpaiHCbKOKO Ta pociiicbkolo MoBamu Big 02
nnctonaga 2021 p. Ha ocHoBi malicTep-Bepcii fonoBHeHHA 1 ao chopmu iHPOpMOBaHOI 3rogu WoA0
COVID-19 gna pocnipxeHHa BO42162, Big 16 nunHs 2021 p.; AokymeHT ClinOne ana nauieHTiB, Bepcisa
1.0 Big 10 uepBHA 2020 p. yKpaiHCbKOIO MOBOIO Ta Bepcisa 1.0 Big 09 kBiTHA 2020 p. pocCiiiCbKOI0 MOBOLIO;
Moci6HUK i3 npoBegeHHsA Bi3uTIB, Bepcia 3 Big 12 xoBTHA 2021 p., YKPAIHCbKOK Ta POCINCLKOIO
MoBamu; KapTtka nauieHTta, Bepcifi 2 Big 18 cepnHa 2021 p., yKpaiHCbKOK Ta POCIiliCbKOKD MOBaMu [0
NPOTOKONY KIIHIYHOrO [OCNIAXKEHHS «PaH4oMi30BaHe, BifKpWTE, KOHTPONIbOBaHE aKkTMBHWM NpenapatoM,
GaraToueHTpoBe gocnimkeHHs a3m Il ansg ouiHkM  edeKTMBHOCTI Ta 06e3neyvyHOCTi 3acToCyBaHHSA
KpoBanimaoy B NOPiBHAHHI 3 ekyNnizyMaboMm y naLieHTiB i3 NapoKCU3MasibHOI HiYHOK reMornobiHypieto (MHI),
AKi paHilwe He oTpUMyBaIn NiKyBaHHS iHriGiTOpamMuy KOMMNIEMEHTY», KOA, foc/igkeHHss BO42162, sepcis 3 Bif
20 nuctonaga 2020 p.; cnoHcop - ®.XodhdmaHH-/1a Pow J1Ta, Lseliyapis

3adaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNOBIAa/IbHICTIO «PoL YkpaiHa»

23. Inudhopmauia ana naugieHta/Popma IHhopmoBaHOi 3rogn nauieHTa ANA YKpaiHU aHrnilicbKoro
MOBOI0, Bepcif 6.0 Big 03 nuctonaga 2021 poKy, nepeknag ykpaiHcbKoto Big 08 nuctonaga 2021 poky,
nepeknap, pocilicokolo Big 08 nucrtonaga 2021 poky; OHOB/IEHA CMPOLLEHA XapaKTepucTuka npenapary
AcnipuH (Aspirin ® protect) 100 mr Big, ciuHa 2021 poKy, aHrNilicCbKOKO MOBOIO; 3MiHa HaliMeHyBaHHS
3afnBHUKa B YKpaiHi 3 TOB «KOBAHC K/IHIKAN AEBE/IONMEHT YKPAIHA» Ha TOB « JIABKOPI
KNIHIKAN AEBENIOMNMEHT YKPAIHA»; 3MiHa Ha3Bu Micua NPOBeAEeHHs K/TiHIYHOro BUNpoGyBaHHSA [0
NPOTOKOY K/IHIYHOrO AOCNIMKEHHA «BUKOPUCTAHHA NepopasibHUX aHTUKOAry/IsaHTIB, WO He BiAHOCATLCA 40
K/lacy aHTaroHicTiB BiTamiHy K, y nauieHTiB 3 nepeacepAHUMU enisogammn BUCOKOT YACTOTU», KOA AOCIIKEHHSA
NOAH - AFNET 6, Bepcia 5.1 Big 01 »oBTHA 2020 poky; crnoHcop - Kompetenznetz Vorhofflimmern e.V.
(AFNET) [Atrial Fibrillation NETwork], HimeuyunHa

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigabHICTIO «/TABKOPI KNIHIKAN AEBE/IONMEHT YKPAIHA»

BYNO CTANO
Xypba C.B. Xypba C.B.
Uepkacbkuii  06nacHWin  KapgionoriyHmii - ueHTp, | KomyHanbHe HekomepLiiHe NigNPMEMCTBO
BifAiNeHHs1 XPOHiYHOI ilueMiuHoi XBOopo6u cepus, M. | «Hepkacbka 06nacHWiA  KapaionoriyHuiA  UeHTp
Uepkacu UepkacbKkoi 06nacHoi paan», BiaaineHHs ilemMivHol
XBOPO6Y cepust Ta HEKOPOHAPOreHHMX 3axXBOPHOBaHb
Miokapay, M. Yepkacu

24. OHOBMEHWA NPOTOKO/N  KAiHiYHOro Bunpo6yBaHHA M14-430 3 iHKOpNopoBaHUMU
AaMiHicTpatuBHuMu 3MiHaMmu 5 T1a 6 i MonpaBkamu 1, 2, 3, 4, 5, 6 Ta 7 Big 16 nucrtonaga 2021 poky A0
MPOTOKO/Yy KMiHIYHOTO JocnimkeHHs «baratoueHTpoBe, paHAoMmi3oBaHe, nogAgiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe [OBIOCTPOKOBE MPOAOBXEHe AOC/iMKEHHSA MiATPUMYOYOi Tepanii 41  BUBYEHHSA
edheKkTMBHOCTI Ta 6e3neyHOCTi YnagauuTtuHioy (ABT-494) y nauieHTiB 3 XBopobot KpoHa, ki 3aBepLunnm
pocnimpkeHHs M14-431 un M14-433», kopf, pocnimpkeHHs M14-430, 3 iHKOpnopoBaHUMM AMiHICTPaTUBHUMMU
3MiHamu 5 T1a 6 i Monpaskamu 1, 2, 3, 4, 5 Ta 6 Big 25 »oBTHA 2020 poky; cnoHcop - AbbVie Inc., USA
3anBHuK - «EB6BI BiothapmachktoTikana TM6X», LLseliLapis
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25. BKIIOYEHHA A0AATKOBUX MiCLb NPoBefieHHs K/iHIYHOro BUNPOGYBaHHA [0 MPOTOKOY KAiHIYHOro
JocnipkeHHsa «baraToueHTpoBe, paHAOMi3oBaHe, MOABiiHE cnine, naauebo KOHTPO/SIbOBaHE KJliHiYHe
pocnimpkeHHa 4 dhasu 0N OouiHKM epeKTUBHOCTI Ta 6e3neyYHOCTi NPU3HaAYeHoro NigWkKipHO rycenbKkymMmaoy y
naLieHTiB 3 aKTUBHUM aKCia/lbHUM NcopiaTUYHUM apTPUTOM, AKi HIKO/IM He oTpuMyBasIn GioNorivHy Tepanito»,
ko4 gocnigmkeHHs CNTO1959PSA4002, sig 14.04.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB»,
Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

Ne n/n M.1.B. BignosiganbHOro gocnigHnka
Has3Ba MicL NPOBEeAEHHS KNiIHIYHOro BMNPOOyBaHHS

1 nikap Bacuneupb B.B.

JlikyBa/IbHO-AiarHOCTUYHWIA LIEHTP TOBAPMCTBA 3 0OMEXEHO BIiANOBIAANBHICTIO «iM MeANLNHN,
ambynaTopHo-nonikniHiyHe BigaineHHs, M. Ogeca

2 nikap TypsiHuuysa C.P.

KomyHasilbHe HekomepLuiiHe nignpuMeEMCTBO «3akapnartCbka o06sacHa KAiHiYHa NikapHs iMeHi
AHApis HoBaka» 3akapnarCbkoi 061acHOl pagun, pEBMAToA0rivyHe BigAINEHHs, M. YXXropop,

26. OHoBNeHui MpoToKo KAiHIYHOro BUNpoGyBaHHa AB-729-201, Bepcis 2.0 Big 01 nuctonaga 2021
POKy, aHrnificbkoo MoBOIO; IHhopmauiiiHuii nucTok | dopma iHpopmoBaHoi 3rogu, OcHoBHa PI3, gns
YKpaiHu, Bepcis 2.0 Big 30 nuctonaga 2021 poky Ha 6a3i AB-729-201 OcHoBHoi @13, Maiictep Bepcii 3.0
Big 15 nuctonaga 2021 poKy, aHIMiNCbKOK Ta YKpaiHCbKOK mMoBamu; fopatok o IHcopmauiiiHoro
nuctka i Popmu iHpopmoBaHoi 3rogu, OcHoBHOI PI3, Ana YKpaiHuu, Bepcia 2.0 Big 30 nuctonaga 2021
pOKy Ha 6a3i AB-729-201 OcHoBHoI @13, MaiicTtep Bepcii 3.0 Big 15 nuctonaga 2021 poky, aHrNilicbKoo
Ta yKpailHCbKO MoBamu; Bpowypa gocnigHuka AB-729, Bepcisa 5.0, Big 08 nuctonaga 2021 poky,
aHrniicbKo MOBOLO; locbe AOCiAKYBaHOro nikapcbKoro 3acody AB-729 ans iH'ekuiii (180 mr/mn),
Bepcis 3.1 Big 02 nuctonaga 2021 p., aHrnificbkoo MoBoK; KapTka yyacHuMKa K/iHIUHOro JOC/iKEHHA
AB-729-201, KoropTta A, ®iHanbHa, Bepcia 2.0, Big 08 rpyaHa 2021 poKy, yKpaiHCbKO MOBOI0; KapTka
ydacHuKa KniHidHoro gocnimxkeHHsa AB-729-201, KoropTta B, ®iHanbHa, Bepcis 2.0, Big 08 rpyaHsa 2021
POKY, YKpPAiHCLKOIO MOBOIO [0 MPOTOKO/Y K/iHIYHOrO BUNpPobyBaHHA «PaHAoMi3oBaHe, BigkpuTe,
baraToLeHTpOBe OOCMIMKEHHA 3 BUBYEHHA NiKyBaHHA npenapatoMm AB-729, aHanorom Hykneo3(T)ugis Ta
nerinboBaHNUM HTepd)epoHOM asibha-2a y nawieHTiB 3 XPOHIYHOW iHApekuien Bipycy renatuty B», kop
pocnipkeHHs AB-729-201, sepcis 1.0 Big 30 yepBHA 2021 poky; cnoHcop - ApbyTtyc Biochapma KopnopeiiwH,
CLA/ Arbutus Biopharma Corporation, USA

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

27. OHoBneHuii MpoToKkon KniHiuHoro gocnigkeHHa MOR202C206, Bepcia 3.0 Big 01 rpypgHa 2021 p.,
aHrNincbKOK MOBOLO [0 NPOTOKOMY KAiHIYHOrO gocnimkeHHs «lMogBiiiHe cnine, paHAomi3oBaHe, nnaue6o-
KOHTpO/IbOBaHe, 6araTtoLeHTpPoBe KhiHiYHe docnimkeHHs ha3m lla 3 ouiHkM ethekTUBHOCTI Ta 6e3MeyYHOCTi
thenb3aptamaby Ha OCHOBiI NOACBKMX aHTUTIN Ao CD38 y nikyBaHHI IgA-Hedponatii — IGNAZ», kof
pocnipkeHHs MOR202C206, sepcia 2.0 Big 01 BepecHa 2021 p.; cnoHcop - MopcoCuc All, HimeuumHa /
MorphoSys AG, Germany

3asnBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-ocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

28. bpowypa aocnigHuka [OCNigKYyBaHOro JiikapCcbKoro 3zacooy bimekisymaé (UCB4940) Big 23
nuctonaga 2021 poKy aHrniicbkolo MoBOM; IH)opMauiiHM NUCTOK nauieHTa Ta dopma
iHbopmoBaHoi 3roau, Bepcis 9.0 Big 02 rpygHa 2021 poKy yKpaiHCbKOK Ta pOCiicbKO MOBaMu [0
NMPOTOKONY KNIHIYHOTO AOC/iAKEeHHA «baraToueHTpoBe, BiAKPUTE MNOAOBXEHe [AOCNIMKEHHA A1 OUiHKK
[OOBroCTPOKOBOT 6e3nekn Ta epekTUBHOCTI GiMeKi3ymaoy Yy naujieHTIB 3 aHKi/Io3ylouMM CMOHAUNITOM, KOA,
pocnigpkeHHa AS0009, 3 nonpaskoto 3 Big 06 sitoToro 2020 poky; cnoHcop - UCB Biopharma SRL, Belgium
3asBHnk - TOBAPWCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

29. BK/1lOUEHHs [04AaTKOBOro Micus NpoBeAeHHA K/iHIYHOro BUNpoo6yBaHHs; IHhopMaLiiiHMii NTNCTOK
nauieHTa i popma iHcpopmoBaHoOi 3rogu, YKpaiHa, Bepcisa 3/1/0 Big 28 oBTHA 2021 p. (Ha OCHOBI
MacTtep Bepcii 3/0/0 Big 15 BepecHAa 2021 p.) pocCilicbKOl0 MOBOIO; 3BIiT i3 CKPUHWOTAMWU €KpaHy
NPUCTPOIO LLOA0 BUKOPUCTaHHA gopaTtky TrialMax Slate, Bepcisi 1 Big 08 rpyaHs 2021 poky pociiicbKoko
MoBolo; Jluct go pgocnigHuka (Dear Investigator Letter (DIL)) Big 18 Gepe3HAa 2021 p. aHrnificbkow
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MOBOIO [10 NPOTOKOJTY KNiHIYHOTo A0CNiMKEHHA «BigkpuTe 6araToLeHTpoBe paHLoMi30BaHe A0CNiMKEHHSA 3-1
hasn nepwoi NiHil Tepanii eHKopadpeHiGom 3 LeTykcMmabom y noegHaHHi 3 XimioTepanieto abo 6e3 Hel B
MOPIBHAHHI 3i CTaHOAPTHUM JliKyBaHHAM 3 BBigHOW (pa30l0 ANS OUiHKM 6e3neyHOCTi 3acToCyBaHHSA
eHKopadoeHidy Ta ueTykcumaby 3 xiMioTepanieto y nauieHTiB i3 MeTacTaTUYHUM KOJIOpeKTalbHUM pakoM i3
myTauieto BRAF V600E», ko fgocnimkeHHs C4221015, nonpaska 3 [0 NPOTOKOY Big 24 nioToro 2021 poky;
cnoHcop - Mdpaiizep IHk., CLUA

3anBHuK - Mdpansep IHk., CLUA

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micus npoBeAeHHs KIiHIYHOrO BUNPO6yBaHHS
1 nikap CemereH HO.B.
O6nacHe KOMyHaslbHE HekoMepuiiHe nigNPUEMCTBO «BYKOBMHCBHKUA KMiHIYHWIA OHKOJOTiYHNIA
LEHTP», CTPYKTYPHWIA Niapo3ain AeHHOro cTaljioHapy, M. YepHiBu,

30. NMopoBXeHHA TPUBAJIOCTi K/iHIYHOrO BUMPOOYBaHHA B YKpaiHi Ao 31 xoBTHA 2022 poky A0
NPOTOKOY KNiHIYHOro AochimpkeHHA «MoagiiHe cine, Nnauebo KOHTPO/IbOBaHe, paHA0Mi30BaHe 3 BiAMIHOL,
6araToLEeHTPOBE KAiHIYHE AOCNiMKEHHA A/15 OLiHKN eheKTUBHOCTI, 6e3nekn Ta NnepeHOCUMOCTi 3aCTOCYBaHHS
KapunpasuHy B MOAeNi 3MeHLLEeHHA 403K A/1A 3anobiraHHa peunaunBiB y nauieHTiB 3 6inonApHUM po3sniazom |
TMRY, Y SKUX HasiBHWIA NOTOYHWI MaHiakasibHWii abo AenpecuBHWUiA CTaH 3MillaHoro abo OAHOTWMHOMO
xapaktepy», kog, gocnigpkeHHs RGH-MD-25, 3 nonpaskoto 4 Big 17 rpyaHa 2019 poky; CnoHcop - «Anneprax
En.Ti.Ai.», CnonyyeHe Koponiscteo / Allergan Ltd., United Kingdom

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

31. OHoBANEeHe [locbE JocnigKyBaHOro nikapcbKkoro saco6y MabionCD20 (Rituximab), Bepcis 2.0 Big 13
BepecHs 2021 poky; Bpouwypa gocnigHuka gna [ocnigkyBaHOro siikapcbkoro 3acooy MabionCD20
(Rituximab Mabion), Bepcia 9.0 Big 08 »oBTHA 2021 poKy; 3aslydeHHs [0[aTKOBOro BUPOOHUKA
npenapary nopiBHAHHA PitykcaH (Rituxan (Rituximab Genentech)), KOHLUeHTpAT AN NPUrOTYBaHHSA
po3uuHy pnsa iHdysiii, 10 mrimn: Genentech, Inc, CLUA; 3anydyeHHA [O0[ATKOBUX BUPOGHUKIB
npenaparty nopiBHAHHA Ma6Tepa (MabThera (Rituximab Roche)), KoHUeHTpaT ANs NPUroTyBaHHsA
po3uuHy ans iHdysiid, 10mr/mn: Roche Diagnostics GmbH, HimeuuuHa; Roche Pharma AG, HimeuuuHa
[0 NPOTOKO/Y K/IHIYHOrO BMNpPobyBaHHA «[lloABiiiHe cnine, paHAOMiI30BaHe AOCMIMKEHHS B napasiefibHuX
rpynax, sike MpOBOAWTLCSA 3 METOH OUiHKM (hapMakoKiHETMYHOro npocpinto Ta nogibHOCTI KiHIYHOT Aji
npenapaTis MabionCD20 (BUrOTOBMSETLCA B KOMEPLiHNX MaclwTabax), MabTepoo® (ska 3aTBepgKeHa y
€poneiicbkomy Coto3i) Ta PiTykcaHOM® (skunin nigeHsoBaHuin y CLUA) y nauieHTiB 3 peBMaTtoigHNM apTpyUToM
cepefiHbOoro Ta TSHKKOro CTyNeHs BaXXKOCTi», koA gocnigxeHHs MabionCD20-003RA, Bepcis 2.0 Big 21 TpaBHs
2021 poky; crnoHcop - «MabioH C.A.»/ Mabion S.A., MonbLia

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

32. bpouypa gocnigHuka nocnigKyBaHoro nikapcbkoro 3aco6y YKP3089, Bepcis 16.0 Big 21 BepecHsi
2021 poKy aHr/iicbKOl0 MOBOK A0 MPOTOKOMY KAIHIYHOTO AOCNifKeHHs «baraToueHTpoBe, BigKpuUTe,
JoJaTtkoBe OOCNIMKeHHNA, ke NMPoBOAMTLCA O18 OLUiHKM 6e3neyHocTi AOBroTpuBaUiol aj'toBaHTHOI Tepanii
LeHoGaMaToM Yy NauieHTiB i3 NePBUHHO-TeHepas1li3oBaHUMM TOHIKO-K/TOHIYHUMUW Hanazamu», Ko AOCNIIKEHHSA
YKP3089C033, 3 nonpaskoto 1 Big 22 kBiTHA 2019 poky; cnoHcop - SK Life Science, Inc., CLUA

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

33. OHOB/IeHNI NPOTOKOJ1 3 iIHKOPNOpPOBaHOLO NonpaBkoto 8 Bifg 02 BepecHsi 2021 poKy aHrNilicbKoOKO
MOBOI0; 3MiHa CNOHCOpa NPOTOKOMY KMAiHIYHOro BMNpo6yBaHHA GS-US-418-3899 3 Gilead Sciences,
Inc., CLUA Ha Galapagos NV, Benbris; IHchopmauiiiHuii nuctok Ta dopma iHthopmoBaHOiI 3rogu
nauieHTta, Bepcia 10.1.0 Big 29 nuctonaga 2021 poky yKpaiHCbKOI Ta pocilicbkoo MoBamu; Popma
3roau NapTHepKn Ha Nojasnblle crnocTepeXxeHHs BaritHocTi, Bepcis 3.1.0 Big 29 nuctonaga 2021 poky
YKpaiHCbKOIO Ta pociiicbkolo MoBamu; KapTka naujieHTa, Bepcia 2.0 Big 29 »oBTHA 2021 poky
YKPaiHCbLKOI0 Ta pociificbkolo MoBamu; OHOBJIEHWIT 3pa3oK MapKyBaHHA ANS AOCAiAKYyBaHOro
NiKapcbKoro 3acoly ®inrotiHié 100 mr, TaGseTKN, BKPUTi NMJIIBKOBOO OGOJIOHKOIO, YKPAiHCbLKOIO
MOBOI0; OHOBJ/IEHNI 3pa30K MapKyBaHHA AJ15 AOCNIfKYBAaHOrO JliKapCbKOro 3aco6y ®dinroTiHié 200 mr,
TabneTKn, BKPUTI NNiIBKOBOKO OGO/IOHKOIO, YKPAIHCHbKOK MOBOIK [0 MPOTOKOY K/IHIYHOMO AOCAIAKEHHS
«JloBroTpmBane MNOAOBXEHEe AOCMIMKEHHS ANsl OuiHKM 6e3nekn ¢oinroTiHiOy B NauUiEHTIB i3 BMPa3KoBUM
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KoniTom», Kog, AocnimkeHHs GS-US-418-3899, 3 iHKoprnopoBaHO nonpaskoto 7 Big, 23 6epesHsa 2020 poky ;
cnoHcop - Gilead Sciences, Inc., CLLUA

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

BYNo CTANO
HaimeHyBaHHA topuamyuHoi ocobu/l. |. b. gianuHoi | HalimeHyBaHHS topugnyHoi ocobw/M. I. B. diznyHoi
ocoou: Gilead Sciences, Inc., CLWA | ocobwu: Galapagos NV, Benbris
M. I. Bb. KoHTakTHOI ocobu: Jeremy Hsieh | M. I. b. koHTakTHOi oco6u: Angela de Haas -
Micue3HaxoopKeHHs OPULNYHOT ocobu/micue | Amatsaleh
NPOXNBAHHA i3nyHOI ocobu: | Micue3HaxomkeHHs topuanNYHOT ocobwu/micue

333 Lakeside Drive, Foster City, CA 94404, CLUA | npoxuBaHHsA  iauyHOi ocobu: Generaal De
KoHTakTHUin TenecdoH: + 1 650 653 9479 | Wittelaan L11 A3, 2800 Mechelen, benbris

dakc: + 1 650 524 9091 | KoHTakTHMIA  TenecpoH: +32 15 342 900
Appeca €/1eKTPOHHOT nowTun: | dakc: +32 15 342 901
jeremy.hsieh2@gilead.com Afpeca €/1eKTPOHHOT noLuTK:

angela.dehaas@glpg.com

34. OHOB/IEHMI NPOTOKOJ1 KANiHIYHOro pgocnigpkeHHs 20140346, iHkopnopoBaHuii nonpaBKkoto 7 Big 29
nunHsa 2021 poky; OcHoBHa chopma iHthopmoBaHoi 3roau, Bepcia YKP 10.0 Big 10 nuctonaga 2021
POKY, YKpaiHCbKOI MOBOI0; OcHOBHa popMa iHhopmoBaHoi 3roau, Bepcis YKP 10.0 Big 10 nuctonaga
2021 poky, pocCilicCbKOK MOBOIO A0 NPOTOKO/1Y KAiHIYHOro gocnimkeHHs RECITE: PaHgomizoBaHe, nnaue6o-
KOHTPO/IbOBaHe, noggiHe cnine pgocnigpkeHHa 1l dasm s ouiHKM  POMINAOCTAMY NpW  NiKyBaHHI
TPOMOOLMTONEHIT, BUKAUKAHOI XiMiOoTepani€l, y nauieHTiB, SKUM MpOBOAATL XiMioTepanito Ha OCHOBI
okcaninaatuHy Ans AikyBaHHs LWYHKOBO-KMLIKOBOMO paky, paky nNigLwTyHKOBOT 3a/1031M ab0 KONOPEKTa/TbHOro
paky, Koa gocnimpkeHHs 20140346, iHkopnopoBaHWUiA 3amiHOK nonpaBkn 6 Big 02 nuctonaga 2020 poky;
crnoHcop - «AmXeH IHK.» (Amgen Inc.), CLLA

3anBHWK - MignpuemcTBo 3 100% iHo3emHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»

35. Bpoulypa gocnigHuka ans AocnimKyBaHoro sikapcbkoro sacooy HLX10, Bepcis 5.0 Big, 25 »XOBTHSA
2021 poky [0 MPOTOKOMY KMIHIYHOTO AOCAiMKeHHs «PaHaomizoBaHe noAgifiHe cnine 6araToueHTpoBe
pocnimpkeHHa dasn |l 4nsa nopiBHAHHA KNiHIYHOT edpeKTUBHOCTI Ta 6e3neyHocTi HLX10 (pekoM6iHaHTHOro
ryMaHi30BaHOro MOHOK/IOHa/TbHOTO aHTuTiNna fo PD-1 (aHTK-PD-1) Ans iH'ekuiin) B KOMOIHaLi 3 XimioTepanietro
(kapbonnaTvH + eToNo3MA) Yy paHille HesikoBaHUX NauieHTiB 3 NOLWMPEHO DOPMO0 APIOGHOKNITUHHOTO paky
nereHi (AKPM)», kog pocnigpkeHHs HLX10-005-SCLC301, sepcia 4.0 Big 05 ntotoro 2021 poky; cnoHcop -
Shanghai Henlius Biotech, Inc., China / LLaHxait XeHniyc baioTek, IHK., Kntaii

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

36. MopgoBXeHHA TepMiHYy NPUAATHOCTI Njaue6o A0 ATe30/i3ymady, KOHLUEHTpAT A/ PO3UuHY AN
BHYTPIilWHbOBEHHUX iHY3i Ao 30 micauis; OHoBneHi po3ginu P.8.1 «Pe3tome Wopao cTabiibHOCTI Ta
BUCHOBKU» (P.8.1_cmc380706), P.8.3 «[aHi npo cTtabinbHicTb» (P.8.3_cmc380704) gocbe nnaue6o ao
ATe30nizymaby [0 NPOTOKO/Y KNiHIYHOro BUNpobyBaHHs «PaHaoMi3oBaHe, noABiliHe cnine, 6araTtoueHTpoBe
chasu Il gocnigkeHHs 3acTocyBaHHs ate3oi3ymaoy (aHTU-PD-L1 aHTUTINO) npoTu nnauebo sik af’toBaHTHOT
Tepanii y nauieHTiB 3 M'A30BO-iIHBA3VBHUM PakoM CEYOBOIo Mixypa BUCOKOTO PU3UKY 3 HASABHOIO LIPKY/THOHOYOI0
OHK nyxnvHu nicna umctektomii», Kog gocnigxeHHss BO42843, sepcia 3 Big 08 6epesHsa 2021 p.; cnoHcop -
®.XodhdmaHH-/15 Pow fTa, LBeiuapis

3anBHUK - TOBaApMCTBO 3 0OMEXEHOI0 BiANOBIAA/IbHICTIO «Pow YKpaiHa

37. Bpowypa gocnigHuka, PF-06873600, Bepcia 5.0 Big xoBTHA 2021 p., aHINMiNCbKOKD MOBOK [10
NPOTOKONY KAiHiYHOro gocnigxeHHsa «PO3WNPEHE AOCHIAXKEHHA ®A3U 1/2a 31 3bI/IbLUEHHAM 403U
AnAa OUuIHKN BE3NMEYHOCTI, NMEPEHOCUMOCTI, ®APMAKOKIHETVKWN, ®APMAKOONHAMIKA TA
NPOTUMYXMHHOI AKTVBHOCTI TMPEMAPATY PF-06873600 B HAKOCTI MOHOTEPAMI TA Y
KOMBIHALLII 3 EHOOKPUHHOK TEPAMIEKD», koa aocnimpkeHHsi C3661001, nonpaeka 7 [0 NPOTOKO/Y Bif,
07 uepBHA 2021 poky; cnoHcop - Mdpaiizep IHk., CLUA

3anBHuK - Mdpaiizep IHk., CLUA
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38. 3miHa Ha3Bu Micusa NpoBeAeHHS BUNPOOGYBaHHA [0 MPOTOKONY KNiHIYHOIO AOCNiMLKEHHA «Bigkpute,
paH4oMi30BaHe, KOHTpOsiboBaHe, 3 a3n [oCnifKeHHS eHdopTymMady BefoTUHY B KOMOGiHauii 3
nem6ponisymMmaboM y NopiBHAHHI 3 nLwe XiMioTepanieto Npy paHille He J1ikoBaHOMY MiCLLeBOMOoLLUMpeHOMY abo
MeTacTaTU4YHOMY ypoTenianibHOMY paky», Koa pocnimkeHHs SGN22E-003, nonpaska 3 Big 10 notoro 2021
poky; cnoHcop - «CimpkeH IHK.»/ Seagen Inc., CLLA

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

BYNO CTANO

O.M.H., npodp. Ctyck B.MM. O.M.H., npodp. Ctyck B.IM.

KomyHasibHe mignpueMcTBo «[HINpPoOneTpoBCcbka | KOMyHaslbHe  MiANPUEMCTBO  «/[IHIMPOMNeTpoBChka

obnacHa kniHiyHa nikapHsa iM. |.I. Me4yHukoBa» | obnacHa KniHidHa nikapHsa iM. |l MeyHnkoBa»

[HinponeTpoBCbKOT 06/1acHOT pagu», BiadineHHsa | AHiNponeTpoBCbKOI 06/1acHOI  paau», BiAAINEHHS

yponorii Ne2 (oHkos0rivHe), M. [HINpo yponorii  Ne2  (OHKonoriyHe),  [AHINPOBCbKWIA
AepXxaBHUii mMeguuHUiA  yHiBepcuTeT, Kadepgpa
yponorii, M. [JHinpo

39. bpouwypa gocnigHuka gns [ocnigKyBaHOro nikapcbKoro sacooy KapunpasuH, BugaHHa 18 Big 24
nuctonaga 2021 poky. A0 NPOTOKOJY K/iHIYHOro AocnigpkeHHs «MoggiiHe cnine, niauebo KOHTPO/IbOBaHE,
paHAomi3oBaHe 3 BiMiHOW, H6araTtoLeHTpPoBe KMiHIYHE OOCNIMKEHHA AN OUiHKM edpeKTUBHOCTI, 6e3neku Ta
NEpPEeHOCMOCTI 3aCTOCYBaHHSl KapunpasuHy B MOZesli 3MEHLUEHHS [03u 418 3anobiraHHa peunavsiB y
nawieHTIB 3 6iNoAsApHUM po31agom | Tuny, y SkMxX HasBHUIA NOTOYHUIA MaHiakasibHWiT ab0 AenpecrBHUIA CTaH
3MillaHoro abo 0AHOTUMHOIO XapakTepy», ko4 gocnimpkeHHs RGH-MD-25, 3 nonpaskoto 4 Big 17 rpyaHsa 2019
POKyY; cnoHcop - «Annepran En.Ti.[i.», CnonyyeHe Koponiecteo / Allergan Ltd., United Kingdom

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

40. 36inbLUEHHS KiNbKOCTI focnifKyBaHUX B YKpaiHi A0 200 oci6 [0 NPOTOKOY K/iHIYHOro BUNPo6yBaHHSA
«baraTtoueHTpoBe, paHAoMi30BaHe, noAsiiiHe cnine pgocnigpkeHHsa 1l dasm kombiHauii MK-7684 3
nemo6ponisymadom (MK-7684A) nopiBHAHO 3 MOHOTeparnieto nemoposiisymabomM B AKOCTi NepLUoT MiHiT Tepanii
ONS yyacHWKiB 3 PD-L1-n03nTUBHUM MeTacTaTUYHUM HeAPiGHOKNITMHHUM pakoM JIereHiB», Ko AOCNigKeHHA
MK-7684A-003, 3 iHkoprnopoBaHoto nonpaskoto 01 Big 28 /moToro 2021 poky; cnoHcop - «Mepk LWapn eHg
Joym Kopn.», godipHe nignpuemctso «Mepk eHz Ko., IHk.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA

3asnBHMK - TOBApMCTBO 3 0OMEXEHO BiANoBigasbHICTIO «MC/L YkpaiHa»

41. OHOBNEHU I NPOTOKOJ1 KAiHIYHOro BunpoobyBaHHsa MK-3475-992 3 iHkopnopoBaHOI0 nonpaskoto 03
Big 23 nuctonaga 2021 poKy, aHrAilicbkolo MOBOLO; JINCT-NOSACHEHHsA A0 npoTtokony MK-3475-992, 3
iHkopnopoBaHoto nonpaBkoto 03 Big 23 nuctonaga 2021 poky Big 15 rpypHa 2021 poKy aHrNificbKoto
MOBOI0; 30iNIbLIEHHA KiNbKOCTi gocnigKyBaHUX B YKpaiHi 3 60 go 75 oci6é [0 NpOTOKO/Y KAiHIYHOro
JocnigxeHHsa «PaHgomMizoBaHe, noAgiiiHe cnine, nnaueb0-koOHTPoIboBaHe KiHiuHe gocnimxkeHHs Il chasun gns
BMBYEHHA e(eKTUBHOCTI Ta 6e3neyHocTi nemoponizymady (MK-3475) y kombGiHauii 3 XimionpomeHeBOw
Tepanieto (XIMT) y NOpPiBHAHHI nvwe 3 XimionpomeHeBoto Tepanieto (XMNT) B yyacHUKIB 3 M’A30BO-iHBA3WBHUM
pakom cedoBoro mixypa (MIPCM) (KEYNOTE-992)», kon pocnigpkeHHss MK-3475-992 |, 3 iHKOprnopoBaHow
nonpaskoto 02 Big 07 yepBHA 2021 poky; crnoHcop - «Mepk Wapn Exg Joym Kopn.», AOYipHE NiANPUEMCTBO
«Mepk EHZ Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiAnoBigabHICTI0O «MC/, YKpaiHa»

42. bpowypa pgocnigHuka KBagpuBaneHTHOI BaKUMHM MPOTU BipyCcy rpuny Ha OCHOBIi K/iTUHHOV
KynbTtypu (KBIr'k), BugaHHsa Ne2 Big 26 cepnHA 2021 poKy, aHrNMilicbKOKO MOBOIO; 3MiHa Ha3BU MicuA
npoBefeHHA BUNPOOGYBaHHA [0 NPOTOKO/Y KAIHIYHOIO AO0CMNiMKEHHS «PaHgomizoBaHe 6aratoueHTpoBe
pocnigpkeHHs hasm Il 3 mackyBaHHAM AaHKX Bif cnocTepirava /151 BUBYEHHSA ePEKTUBHOCTI, IMYHOT€HHOCTI Ta
6e3NeyYHOCTi KBaApPVNBa/IEHTHOI CY6OAMHUYHOI BaKLUHW MPOTU Bipycy rpuMny Ha OCHOBI KIITUHHOT KY/bTYpK
(KBI'K) komnaHii «Cekipyc» MOPIBHAHO 3 BakUWHOM, HE MNPU3HAYEHOK A8 NpodinakTnukn rpuny, npu
3aCTOCYBaHHI y 30pPOBMX Y4acCHUKIB OOCNIAKEHHS BIKOM Bif 6 MmicAuiB A0 47 MicALiB», KOA AOC/IIKEHHS
V130_14, sepcisa 3.0 Big 03 BepecHa 2020 poky; crnoHcop - Seqirus UK Limited, AHrnis

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

BYNno CTA/NO
K.M.H. MakenoHcbka |.B. K.M.H. MakefnoHcbKa |.B.
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KomyHanbHuii 3aknag «JHiNpoBCcbka MicbKa
,qI./ITﬂl-I? KNiHiYHa ﬂiKapHﬂ Ne5» l_ﬂ'HiFl[:)OBCI:vKO'I' KomyHanbHe HeKomepu‘iﬁHe ﬂiAHpVIeMCTBO
MICBKOI  paaK, KOHCyNbTaTUBHO-AIArHOCTUYHE | «Micbka AuTAYa KNiHiYHA  nikapHA  Ne6»
BiAAiNeHHs, M. [iHinpo [IHINPOBCLKOI  MICbKOI paan, KOHCYNbTaTUBHO-
AiarHocTuyHe BigAineHHa, M. JHIiNpo

43. BK/1lOUEHHS1 A,04aTKOBOro Micus npoBefeHHs1 KiHIYHOro BUNPOGYBaHHA [10 NPOTOKO/Y KNiHIYHOro
JocnipkeHHs «baraToueHTpoBe, paH4oMI30BaHe, NOABIHE chine, KOHTPO/IbOBaHE 3a J0NOMOroH akTUBHOMO
npenapaTty KhiHiyHe pocnigpkeHHs ll dasm gns ouiHku 6e3nekn Ta eqeKTUBHOCTI JIEHBATUHIGY
(E7080/MK-7902) 3 nem6ponizymadom (MK-3475) y noefHaHHi 3 TpaHcapTepiasibHO Ximioemboni3aLieto
(TACE) nopiBHsIHO 3 npoBefeHHAM Tiibkn TACE y y4yacHUKIB 3 HEBWUJ/IIKOBHOK / HemeTacTaTU4HOH
renatouesntonspHol kapuuHomot (LEAP-012)», kog gocnigxkeHHs MK-7902-012, 3 iHKOpNOpOBaHO
nonpaskoto 03 Big 28 TpaBHs 2021 poky; cnoHcop - «Mepk LWapn EHg Joym Kopn.», Ao4ipHE NignpueMcTBO
«Mepk EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA»

3aaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBifanbHicTio «MC/L YkpaiHa»

Ne MN.l.b. BignoBiganbHOro gocnigHuKa

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPOOGYyBaHHSA

1. nikap bpugyH C.C.

BigaineHHsa ToBapucTBa 3 0OMeEXeHOW BiAnoBiganbHICTIO «MeanyHuiA UeHTp «[Jo6pobyT-
MonikniHika» «JlikyBasIbHO-AiarHOCTUYHWIA LEHTP «[06p0o6yT», OHKOMNOrIYHe BiAAiNeHHsA cTalioHapy
3 6110Kk0M XimioTepanii, M. Kuis

44, 3miHa Ha3BU MicuA NpoBefeHHA KiHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOTO AOCNIIAXKEHHS
«MixHapogHe, 6araToLeHTpOBe, paHAOMI30BaHe, MOABiHe chnine, niayeb0-KOHTPO/IbOBaHE AOCAIAKEHHS
thasn 3 B napasiesibHUX rpynax y nauieHTiB i3 peunansHumMu hopmamm poscisHoro ckneposy (PPC) ans ouiHku
ehekTMBHOCTI, 6€e3MeYHOCTI Ta NEPEHOCUMOCTI FlaTupamMepy auetaty Aeno, BHYTPILWHbOM'A30BOI iH'EKLi
NPOJIOHroBaHoI Ail, Aka BBOAUTLCA OAMH pa3 KOXHi YOTMPU TVXKHI» , ko AocnigxeHHs Mapi GA Depot Phase
lll - 001, Bepcis 03 Big 07 kBiITHA 2021 pokKy; cnoHcop - Mapi Pharma Ltd., I3painb

3aaBHnK - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIJA/IBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

BYNO CTANO
K.M.H. Kanbbyc O.l. O.M.H. Kanbbyc O.l.
KomyHanbHwii 3aknag, «[HinponeTpoBcbka | KomyHanbHe nignpuemMcTBo «/[lHiNponeTpoBcbka
obnacHa KiHiYHa nikapHAa iMeHi |.l. MeyHnkoBa», | obnacHa k/iHiYHa nikapHsa imeHi |.I. MeyHukoBa»
BiggineHHs Hesposorii Nel, AepxaBHuii 3aknapg | AHiNponeTpoBCbLKOI 06/1aCHOI pagun», BioLi/TEHHS
«[JHinponeTpoBCbKa MeguyHa akagemis | HeBposiorii  Nel, [HINPOBCbKUiA AepXaBHWIA
MiHicTepcTBa OXOpPOHM 340pOB’A YKpaiHM», | MeAUUHUIA YHiBepcuTeT, Kathegpa HeBpoONorii, M.
Kachegpa HeBponorii i odranbmonorii, | AHinpo
M. [JHinpo

45, 3miHa Ha3BU MicuA NpPoBeAeHHA K/iHIYHOro BUNPOOGYBaHHA [0 NPOTOKO/Y K/iHIYHOrO OOCNIIXEHHS
«baraTtoueHTpoBe, paH4oOMi30BaHe, NoAgiiiHe cnine, nnaueb0-KOHTPO/IbOBaHe, 3 MapasieNbHUMK rpynamu
JocnimpkeHHa 3 pasn 3 BiAKPUTMM MepPiofoM MPOLOBXKEHHS NiKyBaHHSA A1 OLHKM edDeKTUBHOCTI | 6e3neYHoCTi
nepopasibHOro 3acTocyBaHHA punb3adépyTuHioy (PRN1008) y gopocnux Ta nignitkis 3 nepcucTyoyo abo
XPOHIYHO iMyHHOR TpomboumToneHieto (ITM)», kog gocnigpkeHHss PRN1008-018, nonpaska 02, e/leKTpoHHa
Bepcia 4.0 Big 21 nunHa 2021 p.; cnoHcop - «[MpuHumnia biocapma IHK.», CLUA (Principia Biopharma Inc.,
USA)

3asBHYK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBigabHICTIO «MEAMENC YKPAIHA»

BYNO CTANNO
KepiBHUK LeHTpY Muxanbcbka /1.B. KEPIBHUK LeHTPY Muxanbcbka J1.B.
KniiuHa  nikapHa  «®eocpaHis»  OdepxaBHoro | KniHiyHa  nikapHa  «®eocpaHis»  [epxaBHoro
ynpaBAiHHSA  crnpaBami, LEHTP remartosnorii, | ynpaBniHHA  cnpaBamu, LUEHTP remaTosorii,
ximiotepanii remoo6nactosiB Ta NpPoOMeHeBOI | XiMmioTepanii remo6nacTo3iB Ta TpaHcnNaHTauil
Tepanii, M. Kuis KICTKOBOro MO3KYy: BigAifieHHA remartonorii Ta
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| ximioTepanii remo6nacTosiB, M. Kuis |

46. BKIOYEHHA A04aTKOBOro Micus NpoBeAeHHA AOCNiIAKEeHHS 40 NPOTOKOY KNiHIYHOro BUNPOOYBaHHS
«PaHpomizoBaHe noggiiHe cnine nnaueb0-KoHTpPosiboBaHe JOCNifKeHHs ha3n 3 3 ouiHKM ePEKTUBHOCTI Ta
6e3neyHoCTi NiMaBaHCEpPUHY AK A04ATKOBOI Tepanii An1A JliKyBaHHA HeraTMBHUX CUMMTOMIB LUM30dpeHil
(Advance-2)», kog gocnigpxkeHHs ACP-103-064, sepcia 1.0 3 iHKopnopoBaHo nonpaskoto 2 Big 07 cepnHA
2020 poky; cnoHcop - ACADIA Pharmaceuticals Inc., CLLUA

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

Ne MN.L.B. BignoBiganbHOro gocnigHuKa

n/n HasBa Micus npoBefeHHs KMiHIYHOro BUNPOGYBaHHs

1. K.M.H., 3aB.Big. PomaHis O.I1.

KomyHaslbHe HekomepujiiHe MigNPUEMCTBO  «3akaprnaTCbkuUii  06MacHWn  MeauYHUA  LeHTp
NCUXIYHOTO 3[40POB'A Ta MeAMLMHM 3a/1eXHOCTel» 3akapnaTcbkoi 06n1acHoi paau, ncuxiaTtpuyHe
BiAZINEHHS, M. Y)Xropop,

47. OHoBneHwuii MpoTokon KhiHiyHoro gocnigpxkeHHa ALN-AGT01-002, iHkopnopoBaHuii nonpaBkoto 3
Big 09 rpygHsa 2021 poky; IHcdopmauiiiHuiA nuctok i chopma iHpopmoBaHOi 3rogun, Bepcis
V5.0UKR(uk)1.0 Big 14 rpyaHsa 2021 poky, nepeknag yKpaiHCbKOl0 MOBOI BiA 17 rpygHs 2021 poky;
IHchbopmauiiiHuii nucToK i popma iHpopmoBaHoi 3roan, Bepcia V5.0UKR(ru)1.0 Big 14 rpygHa 2021
POKy, nepeknag, pociiicbkolo MmoBot Big 17 rpygHa 2021 poky; Po3skagpyBaHHSi BCTYNHOroO Bifgeo,
Bepcia 1, Big 04 xoBTHA 2021 poky, nepeknag ykpaiHCbKoi MoBoiw Big 10 rpyaHa 2021 poky;
Po3kagpyBaHHA BCTYMHOrO Bigeoponuka, sepcis 1, Big 04 xxoBTHA 2021 poKy, nepeknag pPociiicbKoro
MoBoto Bif 10 rpyaHs 2021 poky; CNnoBHUK TepMiHiB Ana ®PI3 B enekTpoHHOMY (hopmari, Bepcis 01, Bif,
04 xoBTHA 2021 pokKy, Nepeknaj yKpaiHCbKoIo MOBOIO Bif 10 rpyaHA 2021 poky; CNOBHUK TepMiHiB ans
®I3 B enekTpoHHOMY chopmMmari, Bepcisa 01, Big 04 xoBTHA 2021 poKy, Nnepeknapg, pociiicbkolo MOBOIO Bif,
10 rpygHA 2021 poKy A0 NPOTOKO/Y KMiHIYHOrO AOCMimKeHHs1 «PaHoomi3oBaHe, noAgiliHe crine, nnauebo-
KOHTpO/IbOBaHe, GaraToLeHTpoBe AOCAIMKEHHSA NO NiAgdopy A03U A1 OUiHKU edEKTMBHOCTI i 6e3neyYHOoCTi
npenapaTty ALN-AGTO01 y nauieHTiB 3 M'IKOO Ta MOMIPHOK apTepiasibHOK FiNepTeH3iet», Ko, A0CNiAKEHHS
ALN-AGTO01-002, iHkoprnopoBaHuii nonpaBkoto 2 Big 09 uepBHA 2021 poky; cnoHcop - Alnylam
Pharmaceuticals, Inc., United States

3asBHUK - NignpremcTBo 3 100% iHo3eMHOK iHBecTuLico «AVK'IOBIA PAC YkpaiHa»

48. BK/loueHHsA A0AAaTKOBOro MicUsl NPpoBeAEeHHA [OC/IAKEHHA [0 NPOTOKO/Y KNiHIYHOro BUNPO6YyBaHHS
«52-TMKHEBE BIAKpPUTE pO3LWIMPEHEe [OCMiMKEHHSA MiMaBaHCEPUHY B SKOCTi [04aTKOBOro JlikyBaHHSA
LWwm3odpeHii», koa pocnigpxkeHHs ACP-103-035, nonpaska 3 Big 11 cepnHa 2020 poky; cnoHcop - Acadia
Pharmaceuticals Inc. (AKALIA ®apmacbioTikan3 IHK), CLUA

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel0 «ANK'HOBIA PAC YkpaiHa»

Ne MN.1.6. BigNoBiga/IbHOrO AOCNiAHMKA

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. K.M.H., 3aB.Big. PomaHis O.[1.

KomyHanlbHEe HeKOMepUiiiHe nigNnpPUEMCTBO «3akapnaTCbkuii  06nacHUA  MeguuHuiA  LLeHTp
MCUXiYHOro 3/10POB'S Ta MeAULIMHM 3aNexHoCcTel» 3akapnatcbkoi o6/1acHol paau, ncuxiatpuuHe
BiAAISIEHHS, M. Y)Xropog,

49. AstraZeneca D5271C00002 (nonepegHiii Ne 3150-303-008) IHCTpyKuUis 3i 360py 3paska kany gnsa
am6ynaTtopHUX nauieHTiB, peaakuis 2.0 Big 02.12.2021 p.; 3any4yeHHs AoAaTKOBUX MicLb NpoBeAeHHA
KNiHIYHOro BUNPOOYBaHHSA [0 NPOTOKOJY KNiHIYHOrO AOCNiMKEeHHA «BigkpuTe, LOBFOCTPOKOBE PO3LUMpPEHE
JocnimpkeHHs bpasukymaoy y nauieHTiB 3 XBopobot KpoHa Bifi cepeHbOro 40 BaXKOro CTyNneHs akTUBHOCTI
(INTREPID OLE)», kog gocnigxeHHs D5271C00002, nonpaska 3, Bepcis 4.0 Big 02 6epesHs 2021; cnoHcop -
AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne MN.LB. BignoBiganbHOro gocnigHuka

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPOGYyBaHHSA

O.M.H., npodp. ®epis O.1.

O6nacHe KOMyHa/lbHe HekomepuiiHe nignpueMCTBO «YepHiBelpbka 06/1acHa KiHiYHa NikapHs»,
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nigpo3ain ractpoeHTeposnorii, M. YepHisu,i

2 | K.M.H., gou. KonecHuk IN.0.

JlikyBa/IbHO-AjarHOCTUYHMIA LeHTP «3akapnaTCbKuili LEHTP XipypriyHmx iHHOBaUii «AcTpamen»
TOBapUCTBa 3 0OMEXEHOH0 BiANOBIAaIbHICTIO «KniHika 300pPOBOI poAMHU «AcTpamMe», M. YXropog,

50. Bk/1toueHHs A,0[AaTKOBOro MicusA npoBefieHHA KNiHiYyHOro Bunpo6ysBaHHA; MK-7902-014 (E7080-
GO000-320) IHCTpyKLUiA Wo[o nNpuiiomy JSieHBaTUHIGY, Bepcisa 3 Big 04 XoBTHA 2021p., yKpaiHCbKOIO
MoBoto; MK-7902-014 (E7080-G000-320) IHCTpyKLiA WwoAo npuiiomy /ieHBaTuHIOy, Bepcia 3 Big 04
YXOBTHS 2021p., pOCiliCbKOI0 MOBOIO [0 NPOTOKOJTY K/IHIYHOTO [OCAIIKEHHS «PaHaomi30BaHe JOCiIKEHHS
[l basm g5 ouiHKM edheKTMBHOCTI Ta 6e3neyHocTi neméponizymady (MK-3475) y kombiHaLii 3 TeHBaTUHIGOM
(E7080/MK-7902) i ximioTepanieto NOPIBHAHO 3i CTaHA4APTHUM J1iKyBaHHAM B SKOCTI NepLuoi NiHii Tepanii aons
YYaCHUKIB 3 MeTacTaTUUYHOK KapUUHOMOK CTpaBoxoay», kog gochimpkeHHs MK-7902-014 (E7080-G000-320),
3 iHKopnopoBaHol nonpaskoto 03 Big 05 cepnHs 2021 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.»,
AodipHe nianpmemctBo «Mepk eHpg, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BignoBigasbHICTI0 «MC/ YkpaiHa»

No M.1.6. BignoBigasibHOro AoCNigHMKA

n/n Ha3ga Micus npoBefeHHS KiHIYHOro BUNpPo6yBaHHS
1 nikap bpnayH C.C.
BigaineHHa ToBapucTBa 3 OOMEXEHOK BiAMOBIAA/IBHICTIO «MeandHuii ueHTp «[o6pobyT-
MonikniHika» «JlikyBasibHO-AiarHOCTUYHWIA LEHTP «[06pOo6YT», OHKOOTIYHE BigAileHHs cTavioHapy
3 6210kOM XximioTepanii, M. Kvis

51. 3anyyeHHA 0O0[ATKOBUX MiCUb NMPoBeAEHHs KAiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/iHIYHOro
pocnipxeHHa «PaHgomizoBaHe, noggiiHe cnine, nnaueb60-koHTPOo/IboBaHe, 6araToLueHTpoBe AOCNIMKEHHS 3
MEeTOI OUiHKM edeKTUBHOCTI Ta 6e3MeyHOCTi nyMaTenepoHy Yy AKOCTi AoAaTKOBOI Tepanil npu NikyBaHHi
nauieHTiB 3 BE/IMKUM [enpecrBHNM pPo3naaom», koA faocnimkeHHs ITI-007-501, 3 nonpaskoto 2 Big 20 cepnHs
2021 poky; cnoHcop - Intra-Cellular Therapies, Inc., United States

3aaBHuK - TOB «[pem’ep Pecepy YkpaiHa»

Ne MN.1.6. BignoBiga/IbHOro AocnigHMKa

n/n HasBa micL npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

1 | reHepanbHuii anpekTop Muxaiintokosuy O.K.

KomyHanbHe HekomepujliHe nignpnemcTBo «OAecbka ob6nacHa ncuxiatpuyHa nikapHsa Ne2» OaecbKoi
obnacHoi paau, BigaineHHsa Nel6, Oaecbka 061., JIMMaHCbKUiA p-H, c. OnekcaHapiBka

2 | 3aB. Big. Bitebebka T.B.

KomyHasibHe HekomepujiiHe nignpnemMcTBo «KuiBCbka MiCbKa MCUXOHEBPOSOriyHa nikapHsa No2x»
BukoHaBuoro opraHy KuiBCbKOi Micbkoi paan (KWIBCbKOI MICbKOI AepxaBHOI afMiHicTpauir),
KOHCY/IbTaTUBHE BifaiNeHHsA, M. KniB

52. 3any4yeHHs [O0[ATKOBOro Micus NpoBeAeHHA KNiHIYHOro BMNPOOYBaHHA A0 NMPOTOKONY K/iHIYHOro
pocnipxeHHs «baratoueHTpoBe, paHAOMi3oBaHe, MoABiliHE cnine, y napanefibHWX rpynax, nnaue6o-
KOHTpPO/IbOBaHe 3-4aCcTMHHe [OoCNiMKeHHA a3m 3 Ana  gemoHcTpauii  edpekTMBHOCTI Ta 6e3neku
GeHpanisymaby y MauieHTiB 3 €03MHOMiNIbHUM racTputom Ta/abo ractpoeHteputoMm (The HUDSON Gl
Study)», kog gocnigpkeHHs D3258C00001, sBepcis 4 Bif 15 BepecHa 2021 poky ; cnoHcop - AstraZeneca AB,
Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusl npoBeAeHHS K/iHIYHOrO BUNPO6YBaHHS

1. K.M.H., gou. KonecHuk IM1.0.

JlikyBaNbHO-AiarHOCTUYHNIA LEHTP «3akaprnaTCbKUil LLeHTP XIpYpriYHMX IHHOBaUili «AcTpamepn»
TOBapucTBa 3 06MEXEHOI0 BiANOBIAALHICTHO "KNiHiKa 340p0OBOT POAVHN «AcTpamen», M. YXXropog
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53. IHchopmauin Ta chopma 3roau ANA [OPOCANX YHACHUKIB AOCNiMKEHHSA, JlokanbHa Bepcia Homep 8
ANA YKpaiHu yKpaiHCbKOK Ta pPOCilicbKO MoBamu, gata Bepcii 29 rpyaHAa 2021 poKy - Ha OCHOBI
MacTep Bepcii Homep 10 Big 15 rpyaHs 2021 poky, JoaaTky 1 MacTtep Bepcii Homep 4 Big 30 nucrtonaga
2018 poky Ta LopaTky 2 MacTtep Bepcii Homep 4 Big 30 nuctonaga 2018 poKy [0 NPOTOKOY K/IiHIYHOIo
JocnipkeHHs «PaHgomizoBaHe, Bigkpute, 6GaratoueHTpoBe pochigpkeHHs |l cdasn Oypsanymaby Ta
Tpemenimymaby B SKOCTi NepLuoi MiHiT AiKyBaHHA MaUiEHTIB 3 MNOLIMPEHUM TrenaTouesItoAsiPHUM PakoMm
(HIMALAYA)», kog, gocnigpkeHHss D419CC00002, Bepcis 7 Bifg 22 BepecHs 2021 poky ; cnoHcop - AstraZeneca
AB, Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

54. IHcpbopmauis Ta hopma 3rogu Ansa [OPOCINX YHACHUKIB AocigKeHHA JlokasibHa Bepcis Homep 7.0
ANA YKpaiHn YKpaiHCbKOIO Ta pociiicbKolo moBamu, gata Bepcii 29 rpyaHsa 2021 poky Ha ocHOBi MacTtep
Bepcii Homep 8.0 Big 09 rpygHAa 2021 poKy [0 MPOTOKOMY KNiHIYHOTO OOCNIMKEHHA «PaHOoMi3oBaHe,
baraToLeHTpOBe, BigKpUTe, MNOpPiBHAMbHE fAocnigpkeHHsa [l da3nm  gna  BUM3HAYEHHA  eeKTUBHOCTI
AypBanymaby uu kombiHauii Qypsanymaby i Tpemenimymaby y kombiHauii 3 n1aTMHOBMICHO XiMioTeparnieto
y NepLuiii AiHii NiKyBaHHS NaLieHTIB 3 NOWNPEHUM APIGHOKNITUHHMM pakom nereris (APJ1) (KACMIAH)», kog
pocnipkeHHss D419QC00001, sepcis 6.0 Big 16 ciuHsa 2020 p.; cnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

55. IHchopmauis npo gocnigkeHHA Ta hopma 3rogu AnAa Aopocnux, nokanbHa Bepcisa Homep 11.0 gnsa
YKpaiHu yKpaiHCbKOIO Ta pociiicbKkolo MoBamu, Agata Bepcii 29 rpygHsa 2021 poKy Ha ocHOBi Mactep
Bepcii Homep 11.0 Big 30 nuctonaga 2021 poky A0 NPOTOKONY KAiHIYHOrO AOCAimKeHHA «MikHapoaHe,
baraToLeHTpOBe, paHAOoMI30BaHe, BiAKpPUTE, MOPIBHAMbHE AOChiMkeHHs a3 3 N0 BU3HAYEHHIO
edpekTvBHOCTI AlypBanymMaby uu KombGiHauii [Adypsanymaby i Tpemenimymaby i3 niaTMHOBMICHO
ximioTepanieto ansa 1-i niHii nikyBaHHA nawuieHTiB 3 MeTacTaTUYHUM HeApiOHOKMNITUHHUM pPakoM JlereHis
(HAKPT) (POSEIDON)», koa pocnimpkeHHs D419MC00004, sepcis 6.0 Big 09 nunHa 2021p.; cnoHcop -
AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

56. Bpouwypa pgocnigHuka CNTO1959 (guselkumab), BugaHHa 13 Big 14.12.2021 p. g0 nNpoOTOKOAY
KMiHIYHOTO JocnimpkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MOABiiHE cnine, nnauebo KOHTPOJsiboBaHe
KniHiyHe pocnigpkeHHa 3b ca3nm ansa ouiHkM edeKTUBHOCTI Ta 6e3MeyHOCTi MpM3HaYeHoro nifLkipHo
rycenibKymMaoy y nauieHTiB 3 akTMBHUM McopiaTUYHUM apTPUTOM, SKi paHille Masn HeJoCTaTHIO BiAnoBigb
Ta/abo HernepeHOoCUMICTb NiKkyBaHHA O4HUM 3 iHT6ITOPIB hakTopy HEKPO3Y NyX/IMH anbdpax», Ko AOCiIKEHHSA
CNTO1959PSA3005, Big 13.04.2021 p.; cnoHcop - « AHCCEH ®APMALLEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

57. BK/IIOUEHHA A04ATKOBUX MiCLb NPOBeAEeHHS KMiHIYHOro BUNPOGYBaHHA [0 MPOTOKO/Y K/IHIYHOro
OocnimkeHHs1 «baraToueHTpoBe, paHAoMi3oBaHe, MoABiHeE cnine, naauebo KOHTPOJSIbOBAHE KAliHIYHE
pocnimpkeHHs 3b cha3un Ans OUiHKM edPeKTUBHOCTI Ta 6e3neYHOCTi NpM3HAYEHOro NigLwkKipHO rycenbKymaoy y
NauieHTiB 3 aKkTUBHMM McopiaTUYHMM apTPUTOM, S$Ki paHille Maau HepocTaTH Bignosigb Ta/abo
HenepeHoCUMICTb NiKkyBaHHA OAHUM 3 iHMIGITOPIB (hakTopy HEKpo3y Nyx/avH anbga», Konh [OCMNiIIKEHHS
CNTO1959PSA3005, Big 13.04.2021 p.; cnoHcop - «AHCCEH ®APMALEBTUVKA HB», benbris

3asBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris

No M.l1.6. BignoBigasibHOro AocnigHukKa

n/n Ha3Ba micug NpoBeAeHHSA K/iHIYHOro BUNPOo6YyBaHHS

1 | A.M.H., npodp. XimioH J1.B.

KomyHasibHe HekoMepuiiiHe mignprMeMcTBO KuiBcbkoi o6nacHoi paan «KniBcbka o6s1acHa KiiHivHa
niKapHsa», By3bKocneujiasizoBaHe TepaneBTUYHe BigfineHHs, M. Knis

2 | K.Mm.H. Cteub P.B.

KomyHasibHe HekomepuiiiHe nignpremctBo «Micbka sikapHsa Ne6» 3anopi3bkoi MICbKOi pagw,
TepaneBTUYHE BiA4I/IEHHSA, M. 3anopixxKs
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58. OHoBneHuii NpoToKoN KNiHiYUHOro gocnigxeHHs, Bepcia 3.0 Big 03 BepecHs 2021 p., aHrNilicbKoto
MOBOI0; [locb€ AOCNiAKYBaHOrO likapCbKoro sacoody TaBanagoH (Tavapadon) Ta nnawe6o, Bepcisa 3.0,
Big 17 BepecHs 2021 p., aHrniicbKkolo MoBOIO; foaaTtok Ao Bpowypu gocnigHuka gocnigxyBaHoOro
nikapcbkoro 3acoby TaBanagoH (CVL-751) 1.0 Big 31 cepnHa 2021 p., ao sugaHHA 3.0 Big 08 uepBHSA
2020 p., aHrniicbkoto mMoBoOw; CVL-751-PD-001_IHchopmauis ana nauieHTa i Popma iHhopMmoBaHOi
srogu_Bepcia anAa YkpaiHn 6.1.0 Big 18 xoBTHA 2021 p. yKpaiHCbKOK Ta POCINICbKOIO MOBamu;
OnuUTyBa/IbHUK LWOA0 iMMNY/IbCUBHO-KOMMNY/IbCUBHUX po3nagiB npu XxBopo6i [MapkiHcoHa —
ouiHloBanbHa wkana (Questionnaire for Impulsive-Compulsive Disorders in Parkinson's Disease -
Rating Scale, QUIP-RS) gnsa YkpaiHu pociiicbkoto moBoto Bepcif 1 Big 03 »xoBTHA 2019 p. (CVL-751-
PD-001_QUIP-RS_Ukraine_Russian_ V1_2019_Oct_03); 3MiHa Ha3Bu MicUub NPOBEAEHHSA KNiHIYHOro
BUNPOOYBaHHA [0 NPOTOKO/Y KAiHIYHOrO AochigkeHHs «PaHgomizoBaHe, noagiiHe cnine, nnauebo-
KOHTpPO/IbOBaHe [AOCMiMKEHHS a3y 3y napanenibHuX rpynax TpUMBaNiCTIO 27 TWXHIB ANs OLHKK
edheKTMBHOCTI, 6e3MeYHOCTi Ta NepeHOCUMOCTi ABOX dhikcoBaHMX 403 TaBanagoHY Yy nauieHTiB 3 XBOpoboto
MapkiHcoHa Ha paHHil cTagil (gocnimpkeHHsa TEMPO-1)» , kog gocnigxkeHHs CVL-751-PD-001, OHoBAeHWI
npoTokon Bepcia 2.0 Big 29 uepBHA 2020 p.; cnoHcop - Cepesen Tepan'toTikc, JI/IC, CLUA [Cerevel
Therapeutics, LLC, USA]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTAIO
K.M.H. Mopo3 O.M. K.M.H. Mopo3 O.M.
KniHika  [epxaBHOI  ycTaHOBM  «YKpaiHCbkuii | KniHika [epXaBHOi yCTaHOBM  «YKPaiHCbKWiA

LEPXaBHWI HAyKOBO-OOCNILHUA IHCTUTYT MeAMKO-
couiasibHMX nNpo6niem iHBanigHoCTi MiHicTepcTBa
OXOpPOHM 300pPOB'st  YKpaiHm», BigAain mMepuko-
couianbHOI eKcnepTusn Ta peab6initayii npwu

OEPXaBHWI HAYKOBO-AOCAIGHWNIA IHCTUTYT MeAMKO-
couiasibHMX npobnaem iHBanigHocTi MiHicTepcTBa
OXOpPOHM 300pOB'S  YKpaiHW», HEeBPOJIOriyHe
BigAineHHs, m. JHinpo

BHYTPILLHIX, HepBOBUX XBOpooGax Ta
ncMXocomMaTUUHUX po3nagax Ha 6asi BigaineHHs
HeBpPOJIOrii Ta NOrpaHUYHUX CTaHiB, M. [IHiNpo
K.M.H. Yepke3 A.M.

K.M.H. Yepke3 A.M.

KomyHanibHa ycTaHoBa «3anopisbka o6GnacHa | KomyHanbHe HeKomepuiiiHe nigNpPUEMCTBO
KNiHiYHa nikapHsa» 3anopi3bKoi 06s1acHOi paau, | «3anopisbka o6slacHa KNAiHIYHA  NliKapHA»
HeBposioriyHe BigaineHHsa Nel, M. 3anopixoka 3anopisbKoi 06s1acHOT  pagn, HeBposorivyHe

BigAineHHs Nol, M. 3anopixks

O.M.H., npodp. A3aK J1.A.

MeauuHuii ueHTp AHINPOBCLKOro AepXaBHOro
MeguYHOro  YyHiBepcutety, [IHinpoBCbKuii
[epXaBHUA MegUYHWUIA yHiBepcuTeT, kadeapa
HEpBOBUX XBOPOO6 Ta Heipoxipyprii dakynbteTy
nicnsAMnNIOMHOI OCBITK, M. [AHINPO

O.M.H., npodp. A3aK J1.A.

MeauuHuiA  UEHTP  AepXaBHOro  3aknagy
«[HinponeTpoBCbKa MeauyHa akagemis
MiHicTepcTBa OXOpPOHU 340pPOB‘A YKpaiHU»,
AepxxaBHuii 3aknapg, «[JHinponeTpoBCbKa
MeguuHa akagemis MiHicTepcTBa OXOpPOHM
300pOoB‘A YKpaiHn», kadeapa HepBOBUX XBOPOO Ta
Helpoxipyprii akynbTeTy MICASAMNIOMHOI OCBITH,
M. [JHinpo

59. OHoBneHwuii MpoTokon KniHiuHoro BUNpPo6yBaHHA, Bepcisa 10 Big 12 nuctonaga 2021 p.; AoaaTok 2
Bepcia 1.0 ana YKpaiHu yKpaiHCbKOI Ta pocilicbkoo MoBaMu Big 26 nuctonaga 2021 p. go dopmu
iHcbopmoBaHoOi 3rogn Bepcii 8.0 gna YKpaiHn yKpaiHCbKOI MOBOLO Bif, 27 KBiTHA 2020 p. Ha ocHoBI
MogenbHoro flogartky 2 no cpopmu iHchopmoBaHoi 3roau Bepcia 10 gna gocnimpxkeHHa W039210 Big 11
nuctonaga 2021 p. 4O NPOTOKOY KNiHIYHOIO AOCNiMKEHHS «BaratoueHTpoBe, paHAoMi3oBaHe, nalebo-
KOHTpOJIbOBaHe, noAgiiHe cnine gocnigmxeHHs |l dpasn atesonisymady (aHTuM-PD-L1 aHTWTINO) B SIKOCTI
af’toBaHTHOI Tepanii y nalieHTiB 3 HUPKOBO-K/TITUHHOIO KapLIMHOMOH) 3 BUCOKMM PU3UKOM PO3BUTKY MeTacTasis
nicna HedppekTomi», kog gocnimkeHHa WO39210, sepcisa 9 Big 07 ntotoro 2021 p.; cnoHcop - ®.XodpMaHH-
Na Pow /14, Weeliyapis

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

60. OHoBneHuii npotokon BIG 16-05/AFT-27/W039391, Bepcia 8 Big 24 nuctonaga 2021 poky
aHrnincbKkol MoBol; Bpowypa pgocnigHuka, RO5541267, Tecentriq (ATe3onisymab/Atezolizumab),
Bepcia 18 Big nunHa 2021 poKy aHrNiiicbKko mMoBoto; JonoBHeHHA Nel Big cepnHa 2021 poKy Ao
Bpowypu gocnigHuka, RO5541267, Tecentriq (ATe3onizyma6/Atezolizumab), Bepcisa 18 Big nunHa 2021
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POKY, aHrnilicbkoo MOBOW; IHpopMaLiiHMIA NNCTOK NauieHTa Ta popma iHpopmoBaHoi 3rogun Ans
YkpaiHu, Bepcisa 8 Big 07 rpygHa 2021 poKy YyKpaiHCbKOK Ta POCIACbKOK MOBaMW [0 MPOTOKONY
KMiHIYHOrO JocnimpkeHHA «baraToueHTpoBe, paHAoMi3oBaHe, Bigkpute gocnimkeHHs Il dpasu 3 NOpiBHAHHSA
koMb6iHaLii ATesonisymady (aHTu-Pd-L1 aHTuTina) 3 ap’toBaHTHOK aHTpauukiiHOBOK/TaKCaHOBOIO
ximioTepanieto Ha BigMiHY Bif Tisibku XiMioTepanii B NauieHTIB 3 onepadesibHUM Tpudi HeraTMBHUM PakoM
MOJ104HOT 3aU103U» (IMpassion030), kog, gocnigxeHHs BIG 16-05/AFT-27/W039391, sepcia 7 Big 17 noToro
2021 poky; cnoHcop - F. Hoffmann-La Roche Ltd. /®. XodhdpmaHH-/1a Pow Jita. /®. FoddpmanH-/1a Pow 1114,
Lisenuapis

3aaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

61. OHOBNEHUIA NPOTOKO KMiHIYHOro BMNpo6yBaHHA MK-3475-B68, 3 iHKopnopoBaHoto nonpaskoo 02
Big 01 rpyaHsa 2021 poKy, aHIiiCbKOIO MOBOLO; YKpaiHa, MK-3475-B68, IHchbopmauis Ta fOKYMEHT npo
iHbopMoBaHy 3roay A nauieHTa, Bepcis 2.00 Big 16 rpyaHsa 2021 p. ykpaiHCbLKOIO MOBOIO; YKpaiHa,
MK-3475-B68, IHchopmaLia Ta AOKYyMeHT npo iHhopMmoBaHy 3roay ANA nauieHTa, Bepcia 2.00 Big 16
rpygHa 2021 p. pocificbkOo0 MOBOK A0 MPOTOKOMY KAIHIYHOro AochimkeHHs «JocnimpkeHHs 1l casm
nemo6ponisymady (MK-3475) koxHi 6 TWXKHIB y NauieHTIB 3 peLuanByroHo abo pedpakTepHO K1acnYHO
nimdhomotro XomkkiHa abo y nauieHTiB 3 peLmanByoyoo abo pedpakTepHO NePBMHHOK MeaiacTUHaIbHOK B-
KPYMHOKMITUHHOK NiMGPOMOI0», Kog, focnimkeHHs MK-3475-B68, 3 iHkopnoposaHot nonpaskot 01 Big 30
yepBHsA 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», fgodipHe nignpnemctso «Mepk eHg, Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

62. OHOBJ1EHMIA MPOTOKON KJliHIUHOrO BUNpo6yBaHHA MK-6482-012, 3 iHkopnopoBaHoto nonpaskoto 03
Big 10 rpyaHA 2021 poky, aHrilicbKOK MOBOIO; YKpaiHa, MK-6482-012, IHchopmauis Ta JOKYMEHT Npo
iHbopMoBaHy 3roay A/ nauieHTa, Bepcis 2.03 Big 14 rpyaHsa 2021 p. yKkpaiHCbLKOIO MOBOIO; YKpaiHa,
MK-6482-012, IHchopMaLisi Ta JOKYMEHT npo iHhopmoBaHy 3rofy A/A nauieHTa, Bepcia 2.03 Big 14
rpyaHsa 2021 p. pociiicbkolo MoOBOIO; CueHapiii npoBeAeHHs onUTyBaHHA PyHKLUiOHa/IbHA OLjiHKa
Tepanii paky - [oka3HMK BUPa3HOCTi HUPKOBUX CUMNTOMIB - CUMNTOMU, OGYMOBJIEHI 3aXBOPIOBAHHAM
(Functional Assessment of Cancer Therapy - Kidney Symptom Index - Disease related Symptoms, FKSI
- DRS), Bepcisa 4 Big 13 cepnHa 2020p. yKpaiHCbKOIO MOBOLO; CueHapiii npoBeAeHHA ONMUTYBaHHA
dyHKUiOHa/IbHA OLUiHKa Tepanii paky - MoOKasHMK BUPA3HOCTi HUPKOBUX CAMNTOMIB - CuMnTOMM,
o6ymoBneHi 3axBoproBaHHAM (Functional Assessment of Cancer Therapy - Kidney Symptom Index -
Disease related Symptoms, FKSI - DRS), Bepcisa 4 Big 12 cepnHs 2020p. pocilicbkOl0 MOBOK /[0
NPOTOKONY KNiHIYHOTO BUNPOBYBaHHA «Bigkpute, paHaoMi3oBaHe pocnigxeHHsa Il da3m gna ouiHku
edheKkTMBHOCTI Ta 6e3neyHocTi nemoponizymady (MK-3475) y komb6iHauii 3 6ensytucaHom (MK-6482) Ta
nensatuHioom (MK-7902), abo MK-1308A y koM6iHaLji 3 /leHBaTUHIOOM NOPIBHAHO 3 Nembposiisymabom i
NeHBaTMHIOOM B AKOCTI NepLloi NiHii Tepanii 418 yY4acHWKIB 3 PO3MNOBCIOOXEHOI CBIT/TOKNITUHHOI HUPKOBO-
KIITUHHOIO KapLUMHOMO0», ko4 focnimxeHHa MK-6482-012, 3 iHkopnopoBaHoo nonpaskoto 02 Big 01 yepBHs
2021 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.», godipHe nianpuemctso «Mepk eHp, Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIBHICTIO «MC/], YkpaiHa»

63. OHOBNEHNIT NPOTOKOJ KNiHiYUHOro gocnimkeHHa CL3-95005-006, chiHanbHa Bepcis 4.0 Big 02 rpyaHsa
2021 pokKy, 3 iHKOpNoOpoBaHO CYTTEBOI nonpaBkolo Ne 4, Big 02 rpyaHAa 2021 poKy [0 NpOTOKONy
KNiHIYHOTO BUNPOBYBaHHSA «PaHpaomizoBaHe, Bigkpute KNiHiYHe  JOCNILKEHHS Il hasu
Tpudnypugunyltunipaymny (S 95005) y kombiHauii 3 6eBayn3ymMaboM y NOPIBHSAHHI 40 KaneuuTabiHy y
KOMbGiHaLii 3 6eBaLm3ymaboM y nepLuili NiHii NikyBaHHA NaUieHTIB 3 METACTaTUYHMM KOJIOPEKTa/TbHUM PakoM,
AKi He € KaHguparamu onsa iHTeHcuBHOT Tepanii (gocnimpkeHHs SOLSTICE)», kog gocnigpkeHHs CL3-95005-
006, dpiHauibHa Bepcis Bif, 25 ciuHA 2021 poky, 3 iHKOPNOpoBaHO CYTTEBOKO Nonpaskot Ne 3, chiHanbHa Bepcis
Big 25 ciuHa 2021 poky; CMoHCOop - [HCTUTYT MiXHapodHux JocnigpkeHb «CEPB’E» (Institut de Recherches
Internationales Servier (1.R.1.S.)), ®paHuis

3asnBHMK - TOBApMCTBO 3 06MEXEHO0 BigNOBIAasIbHICTIO «KLIP YkpaiHa»
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