Jopatok 1

«Mepenik NPOTOKONIB KAiHIYHMX BUNPOOYBaHb JliKApPCbKMX 3aco6iB Ta CYTTEBUX MOMNpaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHax HEP Ne 15 Big 01.08.24, HTP Ne 28
BiA 01.08.24, Ha AiKi 6yNnu OTPUMaHi NO3UTUBHI BACHOBKU eKcnepTiB»

1. «Bigkpute, nocnigosHe naHesnbHe pocnimkeHHs |l dasn, Wwo npoBOAUTLCA B OOHIA Tpyni 4SS OLiHKK
chapmakoKiHETUKN, 6e3NeYHOCTi Ta NepeHoCMMOCTi nocakoHasony (POS, MK-5592) an1si BHYTPiLLHbOBEHHOIO
BBEAEHHS Ta MOPOLUKY AN NPUroTYBaHHA OpasibHOT CyCneH3il y AiTeld BikOM Bif HapOAXeHHS A0 2 POKIiB 3
MOX/IMBOI, MMOBIPHOIO abo NiATBEPAKEHOI [HBA3VMBHOK T[PUOKOBOK [HQIEKLIED», KOA AOCNIAKEHHS
MK-5592-127, 3 iHkopnopoBaHoto nonpaskoto 03 Big 14 BepecHst 2023 poky, cnoHcop - TOB Mepk Lapn eHA
Joym (Merck Sharp & Dohme LLC), USA

®a3za -l

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

Ne MM.1.b. BignoBiganLHOro gocigHukKa

n/n HasBa micus npoBeAeHHs K/iHIYHOro BUNPoGyBaHHSA

1. K.M.H. A4HUK |.M.

HauioHanbHa agntaya cnedianizoBaHa siikapHa «OXMALNT» MO3 YkpaiHu, BigAineHHs iHTeHCUBHOI
Tepanii, M. Knis

2. K.M.H. BoBk 3.B.

KomyHasibHe HekoMepLiiiHe NigNpMeEMCTBO «IBaHO-PpaHKiBCbka 061acHa AUTAYa KiiHIYHA JlikapHS
IBaHO-®paHKIBCbKOI 061acHOl paau», BiA4INEHHS AUTAY0l OHKOreMartosiorii 3 IHTEHCUBHOM
ximioTepanieto, |BaHO-PpaHKIBCbKWIA HaLUiOHaIbHWIA MeAndHWIA YHIBEpCUTET, Kadegpa AUTSUMX
XBOPO6 NiCASANNIOMHOI OCBITU, M. IBaHO-PpaHKiBCbK

2. «PaHpowmizoBaHe, noggiiHe cnine, 6araToueHTpoBe AocnimpkeHHs chasu Il y napanenbHux rpynax gns
OLiHKN ed)eKTMBHOCTI [4030BaHOro iHransatopy OyaecoHigy, rnikonipoHito Ta ¢popmoTepony dymapary
BIHOCHO [030BaHOr0 iHraIAToOPY rMIKONIPOHItD | hopmoTepony cymaparty Ha cepueBo-/1ereHeBi Hacniakm y
XBOPUX Ha XPOHiYHE OBCTPYKTMBHE 3axBoptoBaHHA nereHb (THARROS)», kog, gocnigpkeHHs D5989C00001,
Bepcia 2.0 Big 28 ciuHa 2024 poky, cnoHcop - AstraZeneca AB, Sweden

dasza - Il

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No M.1.B. BignoBigasibHOro gocnigHNKa

n/n HasBa micLs npoBeAeHHs KiHIYHOro BUNPOGYBaHHS

1. | k.M.H. Bab6aHiHa T.B.

MeanyHuii LeHTp «YHiBepcasbHa KniHika «Ob6epir» ToBapucTBa 3 0OMEXEHOH
BignoBiganbHICTIO «Kanuntasn», KiHIKO-KOHCYIbTaTUBHE BigaineHHsi, M. Knis

2. | nikap doHeub O.A.

MeauyHuin  LEeHTP ToBapucTBa 3 OOMEXEHOK BignoBiganbHICTIO «Mepnbya-
KniHik», nikyBa/ibHO-NpodiiNakTMyHWii nigpo3ain, m. Knis

3. K.M.H. MockaneHko C.M.

[JepxaBHa ycTaHOBa «HaLioHa/IbHWI HayKoBUIA LEeHTP doTu3iaTpii, Ny/IbMOHOOTIT
Ta asepronorii imeHi @.I'. AHOBCbKOro HaujioHasbHOI akafemii MeanyHuxX Hayk
YkpaiHu», BigaineHHa  diarHoCTUKM, Tepanii Ta  K/IiHiYHOI  dhapmakonorii
3axBOpPKOBaHb JiereHb, M. Kuis

4. K.M.H. CnenyeHko H.C.

KomyHasibHe HekoMepujiiHe NignpueMCTBO «BiHHMLbKA MiCbKa K/TiHIYHA SliKapHS
Nol», KniHiYHe TepaneBTUYHe BigaineHHs Nel, M. BiHHMUS

5. | A.M.H., npod. ®epopos C.B.

KHIM «Micbka kniHiyHa nikapHA Nol IBaHO-®paHKIBCbKOI MICbKOT paau»,
BigAiNeHHs cneuianizoBaHOi KOHCY/IbTaTUBHOT AONOMOrN, M. IBaHO-®paHKiBCbK
6. | A.M.H., npodd. lnawyk T.O.

KomyHanbHe HekomepuiiHe nignpueMcTBO «LleHTpasibHa Micbka K/iHiuHa
nikapHsi» YepHiBeubkoi MiCbKOI pagun, TepaneBTU4YHe BiggineHHs Nel,
BYKOBVMHCBKMIA AepXaBHWII MeAWYHWIA yHiBepcuTeT, kadegpa nponeaeBTUKM
BHYTPILLUHIX XBOP06, M. YepHiBLi

7. O.M.H., npodh. Maspuctok B.K.

[JepxaBHa ycTaHOBa «HaLioHa/IbHWI HayKoBUIA LLeHTP doTu3iaTpii, Ny/IbMOHOOTIT

MpuMiTKK




Ta anepronorii imeHi ®.I". AHOBCbKOro HauioHanbHOT akagemii MegnyHnX Hayk
YKpainu», BiaAiNeHHs iHTepCTULIiHNX 3aXBOPIOBaHb JjiereHb, M. Kuis

8. | K.M.H. BapyHkis O.l.

MignpremctBo  «JlikyBa/IbHO-AiarHOCTUYHWI UeHTP «KniHika CBATOro Jlyku»
IBaHO-PpaHKiBCbKOro  ApxienapXiaJlsHOro Ynpas/iiHHA — YKpaiHCbKoT  [peko-
Katonuubkoi Liepksu», KOHCY/NbTaTUBHO-NiIKyBaslbHE BifAiNeHHA «HaykoBo-
OOCAHNLBKUIA LIEHTP», M. |IBaHO-PpaHKIBCbK

9. K.M.H. TypuuHa I.I1. 3HATO 3
[JepxaBHa ycTaHoBa «HauioHa/IbHWIA HAYKOBWIA LIeHTpP hTusiatpii, mysIbMOHOOTIT | po3rnsagy 3a
Ta anepronorii imeHi ®.I. AHOBCbKOro HauioHaslbHOT akafemii MeguYHUX HayK | pilleHHAM
YKpaiHm», BigaineHHsa nysisMoHonorii, M. Kuis 3asBHUKa

3. «PaHpomizoBaHe, noaBiiHe cnine, nnauebo-KOHTPO/IbOBaHe, OaraToUeHTpoBE  AOCAIMKEHHS
maBopukcadopy dasu lll cepep y4yacHUKIB 3 BPOMKEHNUMU Ta HABYTUMWU MEPBUHHMMU ayTOIMYHHUMMK Ta
iAionaTMYHNMKN XPOHIYHUMMW HEATPOMNEHIYHMMY po3nagamu, WO CTPaXKAaTb Ha peunanBytodi Ta/abo cepiio3Hi
iHdpekuii», Koa pocnimkeHHa X4P-001-110, sepcia 1.0 Big 23 )oBTHA 2023, crnioHcop - X4 Pharmaceuticals,
Inc., USA / Ikc4 ®dapmacbloTikana, IHk., CLUA

®a3za - Il

3aaBHuK - IcTXOPH Knidikan Cepsicec IH Cll flimiTeg, Kinp

No M.1.6. BignoBigasibHOro AocnigHMKa MpvmiTkn
n/n HasBa micLis MpoBeAEHHS KNiHIYHOTO BUNPO6YBaHHSI
1. | K.M.H. Kucenoosa O.A.
MepauuHuii LueHTp «Ok! KniHik+» ToBapncTBa 3 06MEXEHO0
BIANOBIgaNbHICTIO  «MbKHApOAHWIA  IHCTUTYT  KAiHIYHUX
[OCIMKEHD, BigAin  remaronorii  cTauioHapHoro
BigaiNneHHs, M. Knis
2. | A.M.H., npoch. Focnogapcbkuii |.4. MIB He mMoxe O6yTW pekoMeHA0BaHO

ToBapMCTBO 3 0OMEXEHOI0 BiAMNOBIAA/ILHICTIO «MeguyHnii | 40 3aTBEP)KEHHSl,  OCKINbkM Y
UeHTp  «KniHika  locnogapcbkux»,  TepaneBTUYHWUI | BiANOBiAb Ha 3ayBaKeHHs WOoA0 TOoro,
nigpo3ain, M. TepHoninb XTO Ta Ae 6yae npoBoAuTy acnipauito
abo Gioncilo  KICTKOBOrO  MO3KYy
BiOMNOBIAHO [0 YMOB  NPOTOKO/Y
KNiHiYHOro  BunpobysBaHHsA,  6Byna
HafaHa HeKopeKTHa BiAnoBiAb, LU0
MyHKLil0O  KICTKOBOrO  MO3Ky 6yae
npoBoOANTU nikap-imyHosior
locnopapceknii 1.A., Akuii He mae
npocpecinHol NiagroToBkM Ta AocCBigy
npoBefeHHA 3a3HayeHol npouenypu.
3BepTaemo yBary, Lo haHa
MaHinynsuis NoBMHHA BUKOHYBATUCb
niKapem- remMaTosiIorom.

3. | 4.M.H., npodp. Yonsk B.B.

KomyHanbHe HekomepujiiHe nignpueMcTBO J1bBIBCbKOI
obnacHoi paan «JIbBiBCbKMIA  06MACHWIA  KMiHIYHWIA
AiarHOCTUYHWIA LLeHTP», perioHasibHWil LeHTp anepronorii
Ta KIHIYHOT iMyHonorii, JIbBIBCbKMIA  HauiOHaNbHWI
MEOUYHUIA  yHiBepcuTeT iMeHi [OaHuna [animupkoro,
Kadpegpa KniHiYHOT iMyHosoril Ta anepronorii, M. JIbsiB

4. | p.M.H. Bonoxa A.lM.

BigaineHHa ToBapucTBa 3 06MEXEHOI BiAMNOBIAASBHICTIO
«MeguuHuii ueHTp «[o6pobyT-MonikniHika» «J/likyBaslbHO-
[AiarHOCTUYHWIA ueHTp  «[0o6pobyT», OHKO/10orivyHe
BigaiNneHHs ctauioHapy 3 6/710koM xiMioTepanii, M. Kni

5. | A.M.H., npodh. Bosipuyk O.P.

KomyHasbHe HeKoMepLUiiHe nigNnpPUeEMCTBO
«TepHoNi/IbCbka MiCbKa AUTAYa KOMyHaslbHa NikapHsa»,
OHKOremarosioriyHe BiO4iTIEHHS, TepHONINbCbKMiA
HaLioHa/TbHUIA MeaNYHWIA yHiBepcuTeT

imeHi |1.A. Topb6ayeBcbkoro MO3 YkpaiHu, kadeapa




ONTSYMX XBOPOO 3 ANTSAYOK Xipyprieto, M. TepHoninb

6. | A.M.H. BoHaapeHko A.B.

ToBapuCTBO 3 OOMEXEHOK BiAnoBigasIbHICTIO «OHTO-
ME/[», M. Knis

4. «PaHpowmizoBaHe, noAgiliHe chine, nnaueb0-kOHTPO/IbOBaHe, 6araToLeHTPOBE AOCAIMKEHHS AN1S OLIHKK
edheKkTMBHOCTI Ta 6e3MeYHOCTi BUKOPUCTaHHA LieHoGamaTy B SKOCTI af'toBaHTHOI Tepanii y nauieHTis 3
NnepBUHHO-reHepani3oBaHUMN TOHIKO-KIOHIYHMMY Hanagamu», kod aocnigpxkeHHs YKP3089C025, MNonpaska
4.0 Bif 27 xo0BTHA 2022 poky, cnoHcop - CK Jlaiid CaiieHc, IHk., CLUA / SK Life Science, Inc., USA

®asza - Il

3aasHuK - TOB «HO CI TI-TNTOBAJ», YkpaiHa

Ne M.1.6. BigNoOBiAa/IbHOrO AOCNiAHMKA

n/n HasBa micLs NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. K.M.H. XapuToHoB B.I.

KomyHanibHe HekomepuiiHe nignpuemcTBo «KniHiyHa nikapHa «MCUXIATPIA»» BUMKOHABYOro
opraHy KwuiBcbkol MicbKoi paau (KUiBCbKOI MiCbKOT gepXaBHOI aaMiHicTpauil), BigaineHHa Nell,
M. KniB

2. K.M.H. MapTuHiok B.HO.

[JepxaBHuin 3aknag «YKpaiHCbkuii MeanyHWn LeHTp peabinitauii AgiTeid 3 opraHiyHNUM ypackeHHSM
HepBOBOI cucTeMu MiHiCTepcTBa OXOPOHM 3[0POB’'A YKpaiHW», KOHCY/NbTaTUBHO-AjarHOCTUYHE
BigAiNneHHs, M. Kuis

3. K.M.H. Kupnuenko B.A.

KomyHasibHe HekomepuiiHe nignpueMCTBO «BiHHMUbKa 061acHa K/liHIYHA MCUXOHEBPOJIOTiYHA
nikapHs im. akag. O.l. FOweHka BiHHMLbKOT 061acHOi Pagmn», NoAikAiHIYHEe BIAAIIEHHS 3 /TbKKamMu
[JEeHHOro nepebyBaHHs, M. BiHHMUSA

4. | nikap KpuwTadosuy A.J1.

KomyHanbHe HekomepLuiiHe NignpueMcTBO «IBaHO-®PpaHKiBCbka 06/1acHa AUTsya KiHiuHa fikapHs
IBaHO-®paHKiBCbKOI 06/1aCHOT paan», BiaaineHHs peabinitauii, M. IBaHO-PpaHKiBCbK

5. K.M.H. MakefgoHcbka |.B.

KomyHanibHe HekomepLuiiHe nignpuemMcTBO «Micbka AuTSAYa KAiHiYHa nikapHa Ne6» [HiNpoBCbKOT
MICbKOT pagu, AMTs4e HEBPOOrivyHe BiaaineHHs, M. HINpo

6. | nikap 3ani3Hsak T.0.

KomyHanbHe  nmignpuemcTtBo  «PerioHaslbHUiA  MeAWYHWA  LEHTP  POAMHHOIO  340POB’'S»
JHinponeTpoBCbKOI 06/1aCHOI paau», BiaaiNIeHHs: Helpoxipypril Ta HeBpoorii, M. JHINpo

7. | K.M.H. Yomonsk HO.HO.

ToBapuCTBO 3 06MEXEHOI0 BiANOBIAasIbHICTIO «MeanyHnil LeHTp «[iamen», M. Y)Xropog,

5. «BigkpuTe, 6araToueHTpoBe AocnigpkeHHs | ha3m Ans ouiHkM 6e3neku, NepeHOoCUMOCTI, (hapMakoKiHETUKM
Ta edpektmBHocTi MK-1084 sik MOHOTepanii Ta SK YaCTUHM Pi3HUX KOMGIHAUIA NikyBaHHA Yy MauieHTIB i3
PO3MNOBCIOMHKEHNUMU COMigHUMU NyxnMHamy 3 myTauieto KRAS G12C», kog pocnimpkeHHs MK-1084-001,
Bepcia 3 iHkoprnoposaHoto nonpaskoto 10 Big 16 kBiTHA 2024 poky, cnoHcop - TOB Mepk Wapn eHg Adoym, CLUA
(Merck Sharp & Dohme LLC, USA)

®a3za - |

3asBHMK - TOBApMCTBO 3 06MEXEHO BiANoBiAasIbHICTIO «MC/L YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | A.M.H., npod. KpmxaHiBcbka A.€.

KomyHasibHe HekoMepLiiHe NignpueMcTBO «lpuKapnaTCbKuii KMiHIYHWI OHKONOTIUYHWIA LLEHTp |BaHO-
dpaHKIBCbKOT 06/1aCHOI pagu», XimioTepaneBTUYHE BigaineHHs, |IBaHO-PpaHKIBCbKUIA HaLiOHa/TbHWIA
MeAVYHWUI YHIBEPCUTET, Kadpeapa OHKONOrii, M. |IBaHO-PpaHKIBCbK

2. | anpektop NMapamoHos B.B.

KomyHasrlbHe  HekoMmepLjiiHe  nignpuemcTBo  «KniHiYHWMIA  LEHTP  OHKoAorii, remaTtonorii,
TpaHcnAaHToorii Ta NaniaTUBHOT AoNoMory Yepkacbkoi 061acHoi paau», Big4in KNiHiYHOT OHKoNOr T
(oHKOXIMiOTEpaneBTUYHMIA), M. Yepkacu

3. | KM.H. ¥pcon .M.

NikyBaNbHO-AjarHOCTUYHWIA  LLeHTP NpYBaTHOrO MiANPMEMCTBA MPMBATHOI BUPOGHMYOT  dipMK
«AUMHYC», M. KDONMMBHULKWIA

4. | nikap Ko63es O.1.




KomyHanibHe nignpuemMcTBO «PiBHEHCbKa 06/s1acHa KhiHiYHa nikapHa iMeHi HOpis CemeHtoka»
PiBHeHCbKOT 061acHOT paan, 061acHUiA LeHTP kapAioTopakasibHoT Xipyprii, M. PiBHe

6. «[lMoagiliHe cnine, paH4oOMi30BaHe, KOHTPO/IbOBaHe aKTMBHUM NpenapaTtom AOC/iMKeHHs da3n 1y Tpbox
napanensHUX rpynax ans ouiHkvM papMakokiHeTUYHOT NOAIBGHOCTI TPbOX JiKapChKnx hopm nemMoponisymady
(npenapaty CT-P51, npenapaty Kitpyaa, cxsasieHoro B €C, i npenaparty Kitpyaa, nigyeHsosaHoro 8 CLUA) B
AKOCTi af’toBaHTHOI Tepanii y MauieHTiB i3 MOBHICTIO BuAasieHow MenaHomor ctagii 1B, 1IC 1a lll», kog
pocnipkeHHs CT-P51 1.1, sepcis 2.1 Big 25 6epesHs 2024p., cnoHcop - «CEMNITPIOH, IHk.» Pecny6nika
Kopes (CELLTRION, Inc. Republic of Korea)

da3a - |; nopiBHAbHE hapMakognHaMivyHe AOCAIAKEHHS

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

Ne M.1.6. BigNoOBiAa/ILHOrO AOCNIAHMKA,

n/n HasBa micus npoBeAeHHs K/iHIYHOro BUNPO6YBaHHS

1. | A.M.H., npodh. KpmxaHiBcbka A.€.

KomyHanbHe HekomepLiiiHe nignpueMcTBO «IprKapnaTcbKuid KNiHIYHMIA OHKONOTYHWI LLeHTp IBaHO-
®paHKiBCbKOi 06/1acHOi paan», xipypriyHe BiggineHHs Nel, IBaHO-PpaHKIBCbKWIA HauioHaNbHWI
MeNYHUIA YHIBEpCUTET, kadheapa OHKOIOrIT, M. IBaHO-®paHKiBCbK

2. | nikap Apo6Hep I.I".

KomyHanbHe HekomepLiliHe NignpueMCTBO «XMeSbHULbKAA 061aCHUA NPOTUNYXIMHHWA LEHTP»
XMenbHULLKOT 06/1aCHOT paau, BigaineHHs HOBOYTBOPEHb rPYAHOT 3a/103U, LKW, M'AKUX TKaHUH Ta
KICTOK, M. XMEeNbHULLKNIA

3. | nikap JopoHiHa M.B.

MeguuHuii LeHTp ToBapmcTBa 3 06MEXEHOI BiANoBIgabHICTIO «ApeHcia Ekcnnopatopi MegiciH»,
BiAAIN KNIHIYHUX AocnimkeHb, M. Kui

7. OHOBEHWIT NPOTOKOJ KNiHiuHOro gocnigpkeHHsa 03PDE2020, sepcin 2.1 Big 08 BepecHA 2023 poKy A0
NPOTOKONY KNiHIYHOrO gocnimkeHHs «®dasa ll, noggiiiHe cnine, paHaomizoBaHe, nNiauebo KOHTPOSibOBaHe, y
napasienbHux rpynax, AOCMIIKEHHA 3 METOH BUBYEHHSA MOTEHLMHUX aHTUAMCKIHETUYHUX BNACTUBOCTEN
CPL500036 (iHri6itop PDE10A) y naujeHTiB i3 xBopo6oto lMapkiHCOHa, AKi CTpaxaawTb Bif, AUCKIHESIl,
cnpuvynHeHoT fleBogonoto», Koa gocnigpkeHHs 03PDE2020, sepcia 2.0. Big 16 nunHA 2021 poky; CnoHcop -
Celon Pharma S.A, MonbLa
3asaBHUK - TOB «CT AKALEMIA», YkpaiHa

8. OHoBneHHa po3pginy 2.1.P.8.1 [locbe pocnigkyBaHOro nikapcbkoro 3aco6y PG24, CPL409116
TabneTtkn 6e3 oGosioHkn 60 mr, Bepcia 3 Big 02.10.2023: gopaHO A0 KNiHiuHOI dasm Il TepmiH
36epiraHHA [oCNigKYBaHOro NikapcbKoro 3acooy Ao 36 micauiB; OHoBeHHA po3giny 2.1.P.8.1 flocbe
[OCNiopKYyBaHOro slikapcbkoro 3acoody PG24, CPL409116 ta6neTkn 6e3 060s10HKu Mnaue6o, Bepcisa 2
Big 02.10.2023: popaHo A0 KiiHiuHOI cha3m Il TepmiH 36epiraHHA nnauyeco PG24P po 36 micAuiB;
36iNbLUEHHSA 3an1aHOBaHOI Ki/IbKOCTI NawieHTiB 3 45 paHaomizoBaHuX A0 50 paHaoMi3oBaHUX B YKpaiHi
[0 NPOTOKO/Y KMIHIYHOrO AochimpKeHHsA «12-TmxHeBe, hasa Il, 6araToueHTpoBe, paHAoMi30BaHe, NoaBiliHe
cnine pocnigxeHHs edekTnBHOCTI Ta 6e3nevHocTi CPL409116 y nopiBHAHI 3 nnaue6o, B koM6GiHauii 3
METOTPEeKCaTOM Y MauieHTIB 3 akTUBHUM peBMATOigHMM apTpUTOM, SIKi MaloTb HeadekBaTHY BiAMOBIAb Ha
nNiKyBaHHA MeToTpekcaTtoM», kof, pocnimkeHHs 03JAK2021, sepcia 3.0 Big 20.12.2022; cnoHcop - Celon
Pharma S.A, Monbwa
3aasHuk - TOB «CT AKALEMIA», YkpaiHa

9. 3miHa micuA npoBefEeHHA BUNPOOYBAHHA [0 MPOTOKOMY KAIHIYHOrO AOCNimkKeHHs «PaHaomizoBaHe,
noagivHe cnine gocnimpkeHHs 3 da3n An1a BUBYEHHST eDEKTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y
MOPIBHSAHHI 3 niauebo B y4YacHUKIB 3 MEPBUHHO-NPOrpecyrunMm poscisHuM cknepo3om (PERSEUS)», kopg,
pocnipkeHHss EFC16035, 3 iHkopnopoBaHok nonpaBkow 13 Big 20 nuctonaga 2023 poky, Bepcis 1
(enektpoHHa Bepcia 20.0); cnoHcop - Genzyme Corporation, USA (IxeH3alim KopnopeiiwH, CLLUA)
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYJIO CTANO
K.M.H. JlekomueBa €.B. K.M.H. flekomueBa €.B.
[epxaBHa ycTaHoBa «lHCTUTYT HeBpoJsoril, | TOoBapucTBO 3 OGMEXeHOl0 BiANoOBifaNbLHICTIO
ncuxiaTpii Ta Hapkonorii HayioHanbHOT akagemii | «MeguyHnii LEeHTP «PiloH», nigposain




MegUUHNX HaykK YKpaiHu», BigAain | HeBponorii NiKyBa/IbHO-AiarHOCTUYHOTIO
hyHKLiOHaNIbHOT  HeWpoxipyprii 3 rpynoto | BigaineHHA, M. Xapkis

naTtomopdonorii, BigaineHHs ¢yHKLUiOHaIbHOT
Helipoxipyprii Ta napoKCcU3Ma/lbHUX CTaHiB,
M. XapkiB

10. Bpowypa pgocnigHuka eHcopTymaé BepotuH (Enfortumab Vedotin; ASG-22CE), BuAaaHHsA
13 Big 17 kBiTHA 2024 poKy, aHrNiicbKol MOBOO; YKpaiHa, MK-3475-B15, Bepcis 3.02 Big 22 nunHA
2024 p., ykpalHCbKOIO MOBOIO, iHopMaLisa Ta AOKYMEHT npo iHhopmoBaHy 3rogy Ans nauieHta [0
NPOTOKONY KNIHIYHOTO AocnimkeHHs «PaHgomisoBaHe, BigkpuTe gocnigkeHHs 1l da3m ana  ouiHkn
nepionepauinHoro 3actocyBaHHsi eH(popTyMaby BefoTUHY Yy KOMOGiHaUil 3 nembponizymadbom (MK-3475)
NMOPIBHAHO 3 HEOAA'tOBAHTHOK Tepanien reMyMTabiHoM Ta UMCNAATUHOM Y YYaCHUKIB 3 M'S30BO-iIHBa3MBHNM
pakoM Ce4yoBOro Mixypa, npugatHux Ans nikyBaHHs uucnnatuHom (KEYNOTE-B15 / EV-304)», kopg
pocnipkeHHs MK-3475-B15, 3 iHkoprnopoBaHow nonpaskoto 04 Big 17 nuctonaga 2023 poky; CNOHCOp -
TOB Mepk Wapn eH Joywm, CLA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

11. NopoBXeHHA TepMiHY NPoBeAeHHS AOCNiMKEeHHSA B YKpaiHi Ao 31 rpyaHAa 2025 poKy [0 NPOTOKOoy
KNiHiYHOro JocnifxeHHsa «[oBroTpusasne, BigKpuTe AOC/IMKEHHS 3 NepiogoM NOAASIbLIOIO CNOCTEPEXEHHS,
AKe MNpPOBOAWTLCA LOJ/19 BMBYEHHSA npenaparty TogauuTuHIG npu NiKyBaHHI KOBEHINILHOMO igionaTMyHOro
aptputy (KOIA)», koa gocnigpkeHHs A3921145, 3 iHKOpNopoBaHOK nonpaskoto 12 Big 06 TpaBHs 2022 poky;
CroHcop - Mdoaizep IHK [Pfizer Inc], CWA
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

12. OHOBeHWII NPOTOKON KiiHiYHOro pocnimkeHHs MOR208C310, octatouHa pegakuis 9.0 Big
12 kBiTHA 2024 p.; CMHONCUC OHOBMEHOro NPOTOKOJ1Y AOCiMKeHHA Bif, 12 kBiTHA 2024 p. (peAakuis
9.0), nepeknag 3 aHrNificbKOi MOBU Ha YKpaiHCbKY MOBY Bif 17 TpaBHs 2024 p.; IHchopmaviiiHnii nMcTOK
nauieHTta i popma iHpopmoBaHoi 3rogu (Ha ocHOBI pegakdii 8.0), ocTaTouHa pegakuis 5.0 aHrnilicbKoKo
MOBOIO A1 YKpaiHu Big 16 TpaBHA 2024 p., ocTaTouHa pegakuis 5.0 ykpaiHCbKOI0 MOBOIO As1 YKpaiHU
Big 16 TpaBHA 2024 p., ocTaTovHa pegakuisa 5.0 pociiicbkolo MOBOK A YKpaiHu Big 16 TpaBHA
2024 p.; IncpopmauniiiHnii nncTok i oopma iHchopmoBaHoOi 3roaun ANnA (hakyNbTaTUBHOIO rEHETUYHOIO Ta
reHOMHOro gocnimkeHHs (Ha ocHoBi pepakuii 3.0), octaTtouHa pegakuia 3.0 aHrNiCbKOKD MOBOIO ANA
YKpaiHu Big 13 uepBHA 2024 p., octatouHa pegakuia 3.0 yKpalHCbKOKO MOBOWO Ans YKpaiHu Bif
13 uepBHA 2024 p., ocTaTo4vHa pegakuia 3.0 pociiicbKo MOBOIO ANA YKpaiHu Big, 13 uepBHa 2024 p.;
IHchopMmauiviHuii nncTok i hopma iHchopMmoBaHOT 3roau Ha 36ip iHpopMaLii Npo BariTHICTb | AUTUHY (Ha
OCHOBI pegakuii 2.0), octaTouHa pepgakuia 2.0 aHrNiNcCbKO MOBOI ANA YKpaiHu Big 13 uvepBHA
2024 p., octatouHa pegakuis 2.0 yKpalHCbKOI MOBOIO ANA YKpaiHu Bif 13 uepBHs 2024 p., ocTaTtouyHa
pepakuisf 2.0 pocificbKolo MOBOIO A5 YKpaiHu Big, 13 uepBHs 2024 p.; 3miHa CnoHcopa 3 «MopdgoCuc
Al» [MorphoSys AG], HimeuuunHa Ha «IHcaiiT KopnopeiiwH» [Incyte Corporation], CLUA; 3miHa Ha3BuK
KNiHIYHOrO BUNpoOyBaHHA: Byno: «bararoueHTpoBe paHAoOMi3OoBaHe, NOABIiHO cnine, nnaue6o-
KOHTponboBaHe AocnimkeHHs Il cpasu 3 meTol0 OUiHKM e(PEeKTUBHOCTI Ta 6Ge3MeyvyHOCTi NiKyBaHHA
Tacpacutamabom y noegHaHHi 3 fieHanigoMiAoM [O[AaTKOBO A0 ximioTepanii 3a cxemoio R-CHOP y
NOpPiBHSAAHHI 3 XimioTepanieto 3a cxemoio R-CHOP y nauieHTiB 3 yneplue BUSAIBNEHOIO AUY3HOIO
B-KpynHokniTuHHoto nimcomoto (ABKJ/1), AiKi paHilie He NPOXOAUNM NiKyBaHHA 3a UM MOKa3aHHAM i
BXOAATbL A0 TFPynuM BUCOKOro MNPOMIXKHOro abo BUCOKOro pusuky»; Crtano: «baratoueHTpoBe
paHgomizoBaHe, NoABIHO cnine, nnaue60-KOHTposiboBaHe gocnigpkeHHA Il ha3m 3 meTOlO OLiHKK
echeKTMBHOCTI Ta 6e3nevyHOoCTi NlikyBaHHA TachacutamaGom y NOegHaHHI 3 neHaniagomiaom [0AaTKOBO
Ao ximiotepanii 3a cxemoto R-CHOP y nopiBHAHHI 3 XiMioTepanieto 3a cxemoto R-CHOP y nauieHTiB 3
ynepluie BUABMEHO ANdQy3HOI B-kpynHokniTuHHoto nimcpomoro (ABK/), siki paHiwe He npoxogunu
NiKyBaHHA 3a UMM MOKasaHHAM i BXOAATb A0 rPynu BUCOKOro NpoMiKHOro a6o BUCOKOrO PU3UKY
[frontMIND]» o mpoTokony KAiHIYHOrO JocnifpkeHHs «baraTtoueHTpoBe paHAOMi30BaHe, MOABIHO chine,
nnaueb0-KoHTposiboBaHe pocnimkeHHs 11l ha3n 3 MeTo OuiHKUM edIeKTUBHOCTI Ta 6e3neYHOCTi JlikyBaHHSA
TacpacutTamabom y NoegHaHHi 3 1eHaniZoMiAoM [oAAaTKOBO A0 xiMioTepanii 3a cxemoo R-CHOP y nopiBHAHHI
3 ximioTepanieto 3a cxemoto R-CHOP y naujieHTiB 3 yneplue BUABMEHO AUY3HOK B-KpynHOKNITUHHOK
nimcpomoto (ABKIJ), aki paHile He npoxoaunv NikyBaHHA 3a UMM NoKa3aHHAM i BXOAATb A0 rpynuy BUCOKOro
NPOMIXHOro abo BMCOKOro pusnky», gocnigxeHHss MOR208C310, octatoyHa pegakuis 8.0 Big 22 noToro
2023 p.; croHcop - «MopdoCuc Alr» [MorphoSys AG], HimeuunHa
3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

| BY/IO | CTAIO |




«baraToLeHTpoBe paHAOMi30BaHe, NOABINHO chine,
nnauebo-koHTpoIboBaHe AocnimkeHHs Il dasn 3
METOI OUIHKA e(eKTUBHOCTI Ta 6e3neyHoCTi
nikyBaHHA  TadhacutamaboMm Yy  MOEdHaHHI 3
NeHanigoMigomM fJofaTkoBOo [0 XiMmioTepanii 3a
cxemoro R-CHOP y nopiBHAHHI 3 XiMioTeparie 3a
cxemoro R-CHOP y naujieHTiB 3 ynepLue BUABIEHOO
AndpysHoo B-kpynHOKNITUHHOK slimdomoto (ABKIT),
AKi paHille He npoxoaunu JlikyBaHHA 3a UM
nokasaHHsM | BXOAATb A0 TPynu  BUCOKOIO
NPOMIXXHOTo a0 BUCOKOI0 pU3NKY»

«baratoueHTpoBe paHAOMi30BaHe, NOABINHO chine,
nnaue6o-KoHTpoiboBaHe pochimkeHHs Il dasmn 3
METOI OUIHKA e(eKTUBHOCTI Ta 6e3neyHoCTi
nikyBaHHA Tapacutamabom Yy  noegHaHHi 3
NeHanigoMmigom [fogaTtkoBo Ao XiMmioTepanii 3a
cxemolo R-CHOP y nopiBHAHHI 3 xiMioTeparnieto 3a
cxemoto R-CHOP y naujieHTiB 3 ynepLue BUABMIEHO
Andpy3Horo B-kpynHOKNITUHHOW Aimdyomoro (ABKI),
AKi paHille He npoxoAunu JliKyBaHHA 3a LuUM
nokasaHHsM | BXOAATb [0 [PynuM  BUCOKOIO
NPOMiXXHOro abo BMCoKoro pusuky [frontMIND]»

13. Bpowypa pocnigHuka npenapaty KcrtaHgi (enzalutamide MDV3100), BupgaHHa 14.0 Big
09 kBiTHA 2024 p., aHrNiicbKOIO MOBOO; IHpopMmaLia aAnsa nauieHTa Ta popma iHPopmMoOBaHOI 3roaum,
YKpaiHa, Bepcia 5.4.0 Big 7 yepBHA 2024 p. Ha OCHOBI Bepcii Ha piBHI gocnimkeHHn Big 10 TpaBHA
2024 p., yKpaiHCbKOKO MOBOIO [0 NPOTOKO/Y KiHIYHOro gocnigxeHHs «TALAPRO-3: PAHOOMI3OBAHE,
MOABINHE CNINE AOCNIMKEHHA ®A3M 3, WO MNPOBOANTLCA 3 METOK MOPIBHAHHA
TANA3OMAPUBY B KOMBIHALLII 3 EH3ANTYTAMIAOM TA M/TALLEEEO B KOMBIHALLIT 3 EH3ANTYTAMIAOM
Y YONOBIKIB 13 METACTATUYH/M TOPMOHOUYYT/IMIBUM PAKOM TMEPEAMIXYPOBOI 3A/1031 3
MYTALIEO TEHA DDR», kog pocnimpkeHHA C3441052, nonpaska 2 [0 npoTokony Big 13 nucronaga
2023 p.; CMOHCOop - Mdparizep IHK., CWA
3asaBHUK - MNMdcpaiizep IHK., CLUA

14. OHoBneHa bpouypa gocnigHuka [JNJ-67896049 /| ACT-293987 | NS-304 UPTRAVI® (cenekcunar)],
Bepcia 19 Big 06 notoro 2024 p.; 3miHa Ha3BM 3asiBHUKA K/iHIYHOro BUNpoGyBaHHA 3 ToBapucTBa 3
o6mexeHow BignoBiganbHicTio «MB KBecT» Ha ToBapucTBO 3 OOMEXEHOK BignoBigaIbHICTIO
«ANMIOCEHT YKPAIHA» 10 NpOTOKO/Y KMiHIYHOTO A0CiAKEHHS «[poCnekTuBHe 6araToLeHTpoBe Bigkpute
HernopiBHANbHE pocnimpkeHHs |l a3 3 MeTo BUBYEHHS 6e3nekn, NepeHoCUMOCTi Ta hapMakoKiHETUKU
cenekcunary B [fiTeil 3 JIETEHEBOK apTepiasibHOK TrinepTeHsien», kog docnigpkeHHs AC-065A203,
3aTBepmkeHa Bepcia 8 Big 30 BepecHsA 2021 p.; cnoHcop - AktenioH ®apmacetoTikanc fitg., LWseinuapis
(Actelion Pharmaceuticals Ltd, Switzerland)
3asnBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigasbHICTI0 «AJIIOCEHT YKPAIHA»

15. EneKTpOHHWIA WOAEHHUK: 3BIT 3 eKpaHy, Bepcia 1 Big, 28 uepBHA 2024 poKy, YKPAIHCHLKOKO MOBOIO;
Moci6HUK 3 KopucTyBaHHA goaatkom TrialMax Ha Bawomy cmapTgoHi a0 HagaHOMy NPUCTPOI, Bepcisa
1 Big 02 nunHAa 2024 poKy, YKpaiHCbKOI MOBOLO; IHCTPYKLIT 3i 360pYy 3pasKiB Kany ANns aMmoynaTopHUX
nauieHTiB, Bepcia Big 20 6epe3HAa 2024 poKy, YKpaiHCbKOO MOBOLO; KapTka ydyacHuUKa [BocnigKeHHs,
nokanbHa Bepcisa Homep 2.0 Big 05 nunHAa 2024 poKy ANA YKpaiHW YKPAIHCbKOK MOBOKO Ha OCHOBI
MacTtep Bepcii 1.0 Big 23 ntotoro 2024 poKy [0 MPOTOKO/Y KAiHIYHOrO AocnimxeHHs «[loagiliHe chine,
nnaueb60-KOHTPOIbOBaHe [OCimKeHHS ha3u lla o ouiHkm edhekTUBHOCTI Ta 6e3nekn AZD7798 y naujieHTiB 3
XBOpo6o KpoHa Bif cepefHbOro A0 TSXKKOro cTyneHs BaxkocTi (AMANTESA)», ko [OCNiAXEeHHS
D9690C00005, Bepcisa 2.0 - Monpaska 1 Big 26 kBiTHA 2024 poky; cnoHcop - AstraZeneca AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

16. OHoBneHa Bpouwypa gocnigHuka (NT 201), BugaHHsa XXIIl, Bepcis 2.0 Big 30 KBiTHA 2024 p.; 3miHa
Ha3BM 3asiBHUKa KNiHIYHOro BUNpoOyBaHHA 3 ToBapucTBa 3 OOMEXEHOK BignoBiganbHicTIO «MB
KBecT» Ha TOBapuMCTBO 3 OOGMEXeHOK BignosiganbHicTio «AJIIOCEHT YKPAIHA»; 36inblieHHs
KiNbKOCTi nauieHTIiB B YKpaiHi 3 95 Ao 120 oci6é 0 NpOoTOKONY K/iHIYHOro AocnifxeHHs «lMpocnekTueHe
paHAoMi3oBaHe noAgiiHe chine niauebo-KOHTPONbOBaHe AgoeTanHe, 6GaraToueHTpoBe AOC/iAKEHHSA 3
BIAKPUTUM [00ATKOBMM Nepiofom A/1A BUBYEHHS eddeKTUBHOCTI Ta 6e3neku npenapaty NT 201 nig uyac
NiKyBaHHS CMACTUYHOCTI M’A3IB HWXKHIX KIHLUIBOK y AiTeil Ta MigniTKiB i3 uepebpasbHUM napastivyem», Kof
pocnipkeHHs M602011072, sepcia 1.0 Big 03 BepecHs 2021 p.; cnoHcop - Mepy, ®apmackloTikan3 MM6X,
HimeuumHa (Merz Pharmaceuticals GmbH, Germany)

3asnBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigasbHICTI0 «AJIIOCEHT YKPAIHA»

17. 36inbLUeHHA 3an/1aHOBAHOI KiIbKOCTi AOCiAKYBaHUX 1A BK/1IOUEHHS Y BUNPOOYBaHHA B YKpaiHi 3
45 po 90 oci6 A0 NPOTOKO/MY KIHIYHOrO AocnimKeHHs «PaHgomisoBaHe, noABiiHe chnine, nnauebo-
KOHTPO/IbOBaHe AocnimkeHHs dpasn 2 npenapaty VE202 B naujieHTiB, XBOPUX Ha BMPAa3KOBWIA KOMIT NIEFKOr0o
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abo NoMmipHOro CTyneHs TAXKOCTI», Kof pocnimkeHHs VE202-002, sepcia 2.1 Big 09 6epesHs 2022 poky;
CroHcop - «BepaHTa BiocasHcus, IHK.» [Vedanta Biosciences, Inc.], CWA
3asaBHUK - TOB «®OPTPIA AEBEJIOTNMEHT YKPAIHA»

18. OHOBNEHUi A NPOTOKON KiHIYUHOrO [OC/IfAKEHHA, Kog pocnigpkeHHsa: KVZ_PCF, Bepcia 3.0 Big
27.05.2024 p.; OHoBneHa Bpowypa pocnigHuka lMikocynbdar-KB, kancynu m’siki no 7,5 mr, kop,
pocnipkeHHa: KVZ_PCF, Bepcia 3.0 Big 27.05.2024 p; OHOB/EHMI 3pa3oK MapKyBaHHA Ans
pocnigpkyBaHoro npenaparty Mikocynbat-KB, kancynu m’aki no 7,5 wmr, Big 27.05.2024; 36inbLIEHHA
TepMiHy NpuAaTHOCTI gocnigKyBaHOro npenaparty Ao 3 pokiB (6yno: 2 poku); OHoBneHi posginu P.8.1,
P.8.2, P.8.3 Jocbe AN13 Mikocynbpat-KB, kKancynu M’ski no 7,5 Mr 40 NpOTOKO/Y KAIHIYHOrO A0CAIAKEHHS
«[opiBHSAIbHA OUiHKa eekTUBHOCTI Ta nepeHocumocTi npenapaty Mikocynbdar-KB, kancynm mM'ski no
7,5 mr, Bupo6HuLTea AT «KMIBCbKMW BITAMIHHII 3ABO/1», Ykpaina Ta npenaparty Dulcolax® Pico Liquid,
PO34VH 415 NepopasibHOro 3acTocyBaHHA 5 Mr/5 M, BUPoOGHUUTBA «IHCTITYTO Oe AHreni C.p.n», ITania y
nawieHTiB 3 pyHKUioOHaNbHUM 3anopom», ko gocnigxeHHsa KVZ_PCF, sepcis 2.0 Big 09.06.2023 p.; cnoHcop -
AT «KNIBCbKWI BITAMIHHM 3ABO/l», YkpaiHa

3asBHUK - AT «KNIBCbKWY BITAMIHHWY 3ABO[», YkpaiHa



