Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KNiHIYHUX BUNPOGYBaHb, PO3rNsaHYyTUX Ha 3acigaHHAX HEP Ne 18 Big 03.07.25, HTP Ne 24 Big,
03.07.25, Ha ki 6ynIn oTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. «<PaHpomi3oBaHe, noggiviHe cnine, niauebo-KoHTPoIboBaHe fochigpkeHHs |l dpasm B napanesbHuxX rpynax
Ans ouiHkn BnAvMBy npenapaty AZDO0780 Ha cepiio3Hi NOGiYHI CepueBO-CYAMHHI SiIBULLA Y Y4YacCHMKIB 3
BCTAHOB/IEHUM aTEpPOCKIEPOTUYHUM CEPLIEBO-CYANHHMM 3axBOptoBaHHSAM (ACC3) abo 3 BUCOKMM PU3NKOM
BMHWKHEHHST nepwoi nogji ACC3», koa gocnigxeHHs D7960C00015, sepcis 1.0 Big 11 kBiTHA 2025 poky,
crnoHcop - AstraZeneca AB, Sweden

®a3za - Il

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

Ne . . .
n/ M.I.6. BignosigasbHOro AocnigHuka
n Ha3sa micus npoBefeHHs K1iHIYHOro BUNPOBGYBaHHSA

1. | nikap JoHeup O.A.

MeanyHuii UeHTp ToBapucTBa 3 OOMEXEHOW BiAMOBIJA/BHICTIO «Menbya-KniHik», nikyBasibHO-
npodinakTnyHWiA nigposain, M. Knies

2. | K.M.H., goueHT ok H.M.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «Micbka kriHivHa flikapHs Nel IBaHO-®paHKIBCHKOT MiCHKOT
pagw», BigaineHHs cneuianizoBaHOi KOHCY/IbTATUBHOT AONOMOrM, M. IBaHO-PpaHKiBCbK

3. | A.M.H., npod. MeHTi0K H.O.

KoMyHasibHEe HekomepuiiHe nigNnpUEMCTBO «BiHHMLUbKA Micbka KriHiYHA NikapHsa Nolx», KiHiYHe
TepaneBTMYHe BigaineHHsa Nel, BiHHULbKWIA HaLiOHa/TbHUIA MeanYHUiA yHiBepeuteT iM. M.1. Muporoea,
Kadpegpa nponefeBTUKM BHYTPILIHBbOT MeAUUMHKU, M. BiHHMUA

2. «baraToueHTpoBe, B NapanenbHWX rpynax, paHaomizoBaHe, NoABiliHe crine, nnauebo KOHTPoSboBaHe
pocnimpkeHHa dasu 2b, Wwo nposoanTbCA Yy 4 rpynax BNpPoAoBX 24-X TUXKHIB 41 OLHKM e(PEKTUBHOCTI Ta
6e3nekn AZD6793 y chopmi TabneTok cepel AOPOC/AMX YYaCHUKIB 3 XPOHIYHUM  OBCTPYKTUBHUM
3axBOpPIOBAHHAM JflereHb Big cepefHbOro A0 Ayxe Tskkoro crtyneHwo (PRESTO)», kop A[oCnigKeHHs
D7860C00006, Bepcis 1.0 Big 19 6epesHs 2025 poky, cnoHcop - AstraZeneca AB, Sweden

®aza - lIb

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No Mn.lL.B. Bi!qnosi,u,aanoro ,qocqi,q,HMKa _
n/_n Ha3Ba micusa nposefeHHs KNiHIYHOro MpumiTKn
BUMPOOYBaHHS
1. | A.m.H., npodhecop MaBpuctok B.K. He pekomeHgoBaHO [0 3aTBepiXeHHA AN
[epxaBHa ycTaHoBa «HauioHaslbHWIA HaykOBWIA | NPOBEAEHHS KNiHIYHOro BMNPOOYBaHHSA
LUeHTp doTusiaTpil, nynbMOHOMOrii Ta anepronorii | BigNOBiAHO [0 BUMOr «[llopsaaky NpoBefeHHSs
imeHi ®.I'. AAHOBCbkOro HaujioHasbHOI akageMii | KAiHIYHKUX BMNPOoOyBaHb ikapCbKMX 3acobiB Ta
MeLUUYHUX Hayk YkpaiHu», BiOOI/IEHHA | eKkcnepTusn MaTepianis KNiHIYHUX
IHTEPCTULiiHNX 3aXBOPIOBaHb NereHb, M. Kuis BUNPOBYyBaHb», 3aTBEpPKeHOro Hakazom MO3
Ykpainu Big 23.09.2009 poky Ne690 i3 3miHamu,
OCKi/ZIbKM Yy BIiAMOBiAb Ha  3ayBaXKeHHs
cnisgocnigHnk  Ymosict A.0. 3anuwaceTbes
3a/1y4yeHo OfIHOYaCHO [o ysieHis
gocnigHnubkux rpyn y 2 MIMB, wo nepegbavae
pU3NK KOHADNIKTY IHTEpPECIB Nif Yac NpoBeAEHHS
KNiHIYHOro BMNpo6yBaHHS
2. | K.M.H. >)KoBaHuk H.B.
KomyHasibHe HeKkomMepLiiiHe nigNpUeEMCTBO
«3akapnatcbka obnacHa KIiHiYHa ikapHA iMeHi
AHpapia HoBaka» 3akapnaTcbkoi obnacHoi pagu,
My/IbMOHOJ0TYHE BiAA4INEHHA, M. YXropof
3. | K.M.H. MockasnieHko C.M. He pekomeHpoBaHO [0 3aTBepXeHHA AN
[JepxaBHa ycTaHoBa «HaujioHanbHUA HayKOBWI | NPOBEAEHHS KNiHiYHOrO BMNPOBYBaHHSA
LUeHTp dTusiaTpii, NynbMOHOOrIT Ta anepronorii | BigNOBiAHO [0 BUMOr «[llopsAaky NpoBeAeHHSA




imeHi ®.I'. AAHOBCbkOro HaujioHanbHOI akageMii | KAiHIYHKMX BMNPOOyBaHb /iKapCbKMX 3acobiB Ta

MeOUYHUX HayK YKpaiHn», BiAdiNeHH:A AiarHOCTUKK, | eKcnepTusu MaTepianis KNiHIYHUX
Tepanii Ta KIiHIYHOI hapmakonorii 3axXBoploBaHb | BUNPOOYBaHb», 3aTBEpPKEHOro Hakazom MO3
nereHb, M. Knis Ykpainu Big 23.09.2009 poky Ne690 i3 3MiHamu,

OCKiNbkW Yy  BIOMOBiAb Ha  3ayBaXKeHHS
cniBgocnigHvk  Ymosict H.0. 3anuwaetbes
3a/1y4eHOI0 OfHOYaCHO 0o YsieHiB
JocnigHnubknx rpyn y 2 MIMB, wo nepegbavae
pU3VK KOHAPNIKTY IHTEPECIB nif Yac NpoBeAeHHs
KNiHIYHOro BMNpobyBaHHS

3. «PaHpgomizoBaHe, BigkpuTe, baraToueHTpoBe KiiHiYHe gocnimkeHHs Il dpasm ans ouiHkM 6e3neyvyHocTi Ta
edhektmBHOCTIi MK-1084, ueTykcumaby Ta cxemu MFOLFOX6 nopiBHsAHO 3i cxemoo MFOLFOX6 3
fofaBaHHAM 6eBauusymMaby abo 6e3 HbOro B SKOCTI NepLuoi AiHii Tepanii Ans yyacHWKIB 3 /10KaslbHO
PO3MNOBCIOMKEHNM HeonepabesibHUM abo MeTacTaTUYHUM KO/lopekTanibHUM pakom 3 MyTauieto KRAS G12C
(mocnipxeHHa KANDLELIT-012)», kog, pocnigxeHHs MK-1084-012, sepcia 01 Big 01 TpasHA 2025 poky,
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

®a3za - Il

3asBHMK - TOBApMCTBO 3 0OMEXEHO BiANoBiAasIbHICTIO «MC/L YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus npoBeAeHHs KMiHIYHOTO BUNPOOYBaHHS

1. | nikap loteko L.HO.

BigokpemneHunii nigpo3nin «KniHiyHa nikapHs 3 HEBIAKNaAHMX CTaHIiB Ta €KCTPeHOi MeanyHol
Jonomorv» KoMyHaibHOro HeKOMepLiiHOro NiANPUEMCTBA «YXIOopoAchka Micbka 6araTonpodinsbHa
KNiHIYHa niKapHA» YXropoAcbkoi MICbKOI pagwn, OHKOMOriyHe BigdineHHs, [epXaBHWU BULLWIA
HaBYa/IbHWI 3aKNag, «Y)XXropoACbKNil HalioHaNbHWI YHIBEpCUTET», Kadeapa OHKoOoriT Ta pagionorii
hakyIbTeTy NicNgAMNIOMHOI OCBITU Ta AOYHIBEPCUTETCHKOI NiArOTOBKM, M. Y)XXropof

2. | B.M.H., npodh. KpmxaHiscbka A.€.

KomyHasibHe HekomepuiiHe nignpnemcTBo «lprkapnaTCbkuii KMiHIYHWIA OHKOMOTiYHWIA LeHTpP IBaHO-
®paHkiBCbKOi 06nacHOi paan», XipypriyuHe BiggineHHsa Nel, IBaHO-PpaHKIBCbKMIA HaLiOHa/IbHUIA
MeANYHUIA YHIBEPCUTET, Kaddeapa OHKONOriT, M. |IBaHO-PpaHKIBCbK

3. | nikap Ickivxun A.1.

KomyHaslbHe  HekoMepLiiiHe NignpueMcTBO  «OG6GAaCHWIA  KNIHIYHWIA  OHKOMIOTMIYHWUIA  LEHTP
KipoBorpaacbkoi 06/1acHOI paam», XimioTepaneBTu4yHe BiaaisieHHs Nel, M. KponnBHULbKWIA

4. | nikap KoasneHko I.A.

ToBapuctBo 3 O0OOMEXEHOK BiAMNOBIAA/IbHICTIO «MeanuHuiA  LeHTp  «Jo6pobyT-MonikniHika,
JlikyBanbHO-AiarHOCTUYHUIA UeHTp «[06pobyT», OHKOMOriYHE BigAINIEHHA CcTauioHapy 3 6/10koM
ximioTepanii, M. Kuis

5. | nikap NapamoHoB B.B.

KomyHasnibHe  HekoMmepuiliHe  nignpuemMcTBO  «KniHiYHWIA  UEHTp  OHKonorii,  remartonorii,
TpaHCNAaHTosOrii Ta NaniaTMBHOI gonomMorn Yepkacbkol 061acHOT pagu», Bigaia KAiHiYHOT OHKONOrT
(oHKOXiMiOTEpaneBTUYHMIA), M. Uepkacu

6. | nikap Koponb HO.I.

KomyHanbHe HekomepuiiHe nignpueMcTBO «/IbBIBCbke TepuTOopiasibHe MeauyHe 06’eAHaHHSA
«baratonpodinbHa K/iHiYHa JlikapHA [HTEHCMBHMX METOAIB NiKyBaHHA Ta LUBWAKOI MeAnYHOI
ponomoru», LleHTp oHkosorii BigokpemsieHoro nigposginy «JflikapHa CesAtoro MNaHTeneimoHa»,
M. JIbBiB

7. | nikap MNigsep6eubka A.B.

ObnacHe KOMyHaslbHe HekoMmepLiiiHe nigNPUEMCTBO «BYKOBMHCBHKWI KAIHIYHUIA  OHKOMOTiIYHWIA
LEeHTP», CTPYKTYPHUIA NiAgpo3ain KNiHiYHOT OHKoorii, M. YepHiBui

8. | nikap CiHenbHikoB 1.B.

KomyHasibHe nignpremcTBo «BosMHCbka obnacHa KiHiuHa nikapHs» BosvMHCbKOT 06n1acHoi paaw,
061acHUA MeanYHWIA LEHTP OHKOJIOTIi, OHKOJIOTiYHEe XiMioTepaneBTMYHE BiadineHHs, M. Jlyubk

9. | nikap 3y6kos O.O.

JepxaBHa ycTaHoBa «HauioHanbHWIA  HaykoBWiA  LEHTp  Xipyprii  Ta  TpaHcnaaHTonoril
imeHi O.0O. WanimoBa HaujioHanbHOI akagemii MeAnYHUA HayK YKpaiHu», BiaAdiieHHS OHKOMOriT,
M. KniB

4. «jocnipkeHHs | dhasn ans ADI-001, CTBOpPEHOro 3a AO0NOMOro reHHOT IHXEHepIi aloreHHUMK ramma-
penbta (yo) CAR-T-kniTMHamu, cnpsimoBaHumu npotu CD20, y pgopocnvx nwgen i3 igionaTuyHuMmn




3ananbHUMKM MionaTiaMmu», kog gocnigpkeHHs ADI-001-105, sepcia 1.0 Big 06 nuctonaga 2024, cnoHcop -
Adicet Therapeutics, Inc., USA «AgjceT TepanbtoTikc, IHK.», CnonyyeHi wratn AMepuku
da3za - |
3asBHUK - TOBAPUCTBO 3 0GMEXEHOI BiANOBiAabHICTIO «[MBP YKPAIHA»

Ne M.I.6. BignoBigabHOro AocnigHuka MpyMiTkn

n/n HasBa micLis MpoBeAEHHS KNiHIYHOTO BUNPO6YBaHHS

1. | nikap l'opgieHko O.B. He pekomeHAOBaHO [0 3aTBEPOKEHHS,
KomyHasnibHe nmignpuemctBo  «[llonTaBcbka 06/s1acHa | OCKiZIbKM He HajaHo iHdhopmauiio, ge
KniHiyHa nikapHa im. M.B. Cknichocoscbkoro Montasebkoi | byae npoBOAMTUCA BM3HAYEHHSA
obnacHoi pagn», ObnacHuii NikyBaslbHO-AiarHOCTUYHWUIA | Andpy3HOTI  3gaTHOCTI  NereHb  Ans
peBMaTosoriyHmii LeHTp, M. MNMontasa MOHookcuay Byrneuto (gani-DLCO), ske

nepeg6avyeHo  ymoBamu  MPOTOKOSY,
OCKi/IbKM BIiACYTHI AaHi Npo HasiBHICTb
06nafHaHHS AON1S MPOBEAEHHA LbOro
o6cTexeHHs B IHdopmadii npo /N3 Ta
Micue npoBefeHHA KNiHiYHOrO
BUMPOOYBaHHA (po3pin 5
«JlabopaTopHO-IHCTPYMEHTasIbHe
3abe3neYveHHs»)

2. | A.M.H., npod. CmisiH C.1. He pekomeHAOBaHO [0 3aTBEpPO)KEHHS,
KomyHasibHe HekomepLiiHe nigNPUEMCTBO | OCKiIJIbKM He HajaHo iHdopMalio, ae
«TepHoninbcbka obnacHa KNiHiYHa nikapHsa» | byge npoBOAMTUCA BM3HaAYEHHA
TepHoMiNbCbKOT  06M1acHOi  pagn, peBMartosioriyHe | gudpy3Hoi  34aTHOCTI  flereHb AN
BiAAiNeHHs1, TepHONINbCbKWIA HaLjoHaNbHUIA MeAWYHWUIA | MOHOOKcMAy Byrneuto (aani-DLCO), sike
yHiBepcuteT imeHi .. TopbaueBcbkoro MiHicTepcTBa | nepeabayeHo  ymoBaMu  MPOTOKONY,
OXOpPOHM 3[40pOB'A  YKpaiHW, Kadeapa BHYTPILUHLOT | OCKINbKM BiACYTHI AaHi MpPO HasiBHICTb
mMeauuuHm Ne2, M. TepHoninb 06nafHaHHS AON15 MPOBEAEHHA LbOro

o6¢cTexeHHs B IHdopmadii npo /N3 Ta
Micue npoBefeHHsA KNiHiYHOrO
BUMPOOYBaHHA (po3pin 5
«JlabopaTopHO-IHCTPYMEHTasIbHe
3ab6e3neYveHHs»)

3. | K.M.H. PyxaHcbka B.O.

ToBapuCTBO 3 OOMEXEHOK BignNoOBiAa/IbHICTIO «CkaH
Naiit», MegnuHuii LeHTp «Helpomen», TepaneBTUYHE
BigAiNeHHs, M. BiHHMUS
4. | K.M.H. Baue6a M.O. He pekomeHOoOBaHO [0 3aTBepXeHHs,

KomyHanbHe HekomepuiiHe nignpuemMctBo  «Micbka
KniHivHa nikapHsa Nel IBaHO-PpaHKIiBCbKOT MICbKOI paam»,
BiAAiNEHHs cnevuianizoBaHOl KOHCY/IbTaTUBHOT AONOMOTN,
M. IBaHO-®PpaHKiBCbK

OCKi/lbKM  BIiANOBIAHO A0 HagaHoro
«[onoxeHHs1 npo BioAIEHHSA
creuianizoBaHol KOHCYNbTaTUBHOI
Jonomoru» Big, 2020 poky, B

JaHoMy BigAineHHi BiACYTHI YMOBWU A/1A
rocnitastisalii - nauieHTis Ha nepiog
NikyBaHHA TepMmiHOM Big 9 o 13 gHiB,
BiNOBIAHO 4,0 YMOB NPOTOKOSY;

- He HajaHo iHdopmauito, fe Oyne
NPOBOAMTUCA BU3HAYEHHA ANGY3HOT
3[0aTHOCTI  flefeHb  ANns MOHOOKCuAy
BYrneuto (gani-DLCO), siKe
nepenbayeHo ymoBamu  NPOTOKOSY,
OCKi/IbKM BIiACYTHI AaHi Npo HasiBHICTb
06nafHaHHA 015 NPOBELEHHA LbOro
o6¢cTexeHHs B IHdopmadii npo /N3 Ta
Micue npoBeAeHHsA KNiHiYHOro
BUMPOOYBaHHA (po3gin 5
«JlabopaTopHO-IHCTPYMEHTa/IbHE
3ab6e3neyveHHs»)

5. OHOBJIEHI PO3A4iNN AOCbE [OCiAKYBaHOrO nikapcbkoro 3aco6y NN6018 Ziltivekimab subcutaneous
administration: Po3gin 3.2.P.1 «Drug Product. Ziltivekimab C. Description and Composition of the Drug
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Product», Bepcisa 2.0, dhiHanbHa, Big 06 TpaBHA 2025 p., aHrnilicbkoto moBoto; Po3gin 3.2.P.3 «Drug
Product. Ziltivekimab C. Manufacture», Bepcis 4.0, chiHanbHa, Big 06 TpaBHA 2025 p., aHrNilicbKoto
MoBoto; Po3gin 3.2.P.5 «Drug Product. Ziltivekimab C. Control of Drug Product», Bepcisi 6.0, hiHanbHa,
Bif 18 Gepe3Hs 2025 p., aHrnilicbkoto moBoto; Po3gin 3.2.P.7 «Container Closure System. DV3430-C3
pen-injector. Container Closure System», Bepcis 2.0, cpiHanbHa, Big 17 rpyaHa 2024 p., aHrNiicbKoo
moBoto; Po3gin 3.2.S.1 «Drug Substance. Ziltivekimab. General Information», Bepcis 3.0, dpiHanbHa,
BiA 20 nuctonaga 2024 p., aHrnilicbkoto moBoto; Po3gin 3.2.S.4 «Drug Substance. Ziltivekimab. Control
of Drug Substance. Drug Substance Process C», Bepcia 2.0, c¢iHanbHa, Big 30 cepnHa 2023 p.,
aHrniicbkolo mosoto; Posgin 3.2.S.5 «Drug Substance. Ziltivekimab. Reference Standards or
Materials», Bepcisa 8.0, cpiHanbHa, Big 02 TpaBHA 2025 p., aHrnilicbkoto moBoto; Po3gin 3.2.S.7 «Drug
Substance. Ziltivekimab. Stability Drug Substance», Bepcia 6.0, chiHanbHa, Big 07 6epe3Ha 2025 p.,
aHrniicbkolo MoBoto; Po3gin 3.2.S.2 «Drug Substance. Ziltivekimab. Manufacture Drug Substance
Process C», Bepcis 3.0, chiHanbHa, Big 28 KBiTHA 2025 p., aHrnilicbkolo moBoto; Po3ain 3.2.S.3 «Drug
Substance. Ziltivekimab. Characterisation», Bepcia 4.0, cdiHanbHa, Big 20 nucrtonaga 2024 p.,
aHrniicbkolo moBoto; Po3gin 3.2.P.8 «Drug product. Ziltivekimab C. Stability», Bepcis 7.0, chiHanbHa,
Big 20 nuctonaga 2024 p., aHrnilicbkoo moBot; Posgin 3.2.P «Placebo Product. Ziltivekimab C.
Placebo», Bepcis 8.0, chiHanbHa, Big 06 TpaBHA 2025 p., aHrNilicbKO MOBOIO; KnlieHbKOBUiA AOBIAHUK
nauieHTa wWoao Bi3uTiB, thiHanbHa Bepcia 3.0-UA(UK) Big 26 TpaBHA 2025 p. [0 NPOTOKO/TY KNiHIYHOIO
BMNpo6yBaHHA «JocnimkeHHs ZEUS - Bnnuve 3intiBekiMaby MOPiBHAHO 3 njauebo Ha cepLeBO-CyAMHHI
Hacnigky B y4acHWKIB 3 AiarHOCTOBaHNM aTepPOCKNEPOTUYHUM 3aXBOPIOBAHHAM CEpLEBO-CYAMHHOI CUCTEMMN,
XPOHIYHOK XBOPOBOK HUPOK i CUCTEMHUM 3ananeHHsIM», koA aocnimpkeHHs EX6018-4758, sepcis 14.0,
chiHanbHa, Bif 16 rpyaHs 2024 p.; cnoHcop - Novo Nordisk A/S, Denmark

3aAaBHUK - TOB «HoBo Hopgick YkpaiHa»

6. OHoBneHe [locbe pocnipkyBaHoro nikapcbkoro saco6y E7080 (Lenvatinib), pepaxuis 30, Big TpaBHsA
2024 poky, Bepcia 08PW3P, Big 22 nuctonaga 2024 p., aHrNilicbKOK MOBOIO 0 NPOTOKO/Y KAiHIYHOrO
JocnipkeHHa «Bigkpute, paHgoMizoBaHe gocnimkeHHs Il dasn gna ouiHkM edpekTMBHOCTI Ta 6e3neYvHOCTi
nemo6ponisymady (MK-3475) y komb6iHauii 3 6ensytugaHom (MK-6482) ta neHsaTtuHioom (MK-7902), abo
MK-1308A y koMb6iHaLii 3 IeHBaTUHIGOM MOPIBHAHO 3 NEMOPONI3yMaboM i IeHBATUHIOOM B AKOCTI MepLuol MiHiT
Tepanii 418 y4yacHWKIB 3 PO3MOBCIOKEHOH CBIT/IOKNITUHHOK HUPKOBO-KNITUHHOK KapLUHOMO», KOp,
pocnipkeHHs MK-6482-012, 3 iHkoprnoposaHoto nornpaskoto 06 Big 29 ciuHa 2025 poky; cnoHcop - TOB Mepk
Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3aABHUK - TOBApMCTBO 3 0OMEXEHOI0 BignoBiganbHICTIO «MC/, YkpaiHa»

7. bpowypa pgocnigHuka eHcpopTymad BegotuH (Enfortumab Vedotin; ASG-22CE), sugaHHAa 14 Big,
19 Gepe3Ha 2025 poKy, aHINMINCbLKOKD MOBOK [0 MPOTOKO/Y KAIHIYHOTO A0CMigXeHHs «PaHgomizoBaHe,
BiakpuTe pocnimpkeHHs Il cha3u gnsa ouiHki nepionepauiiiHOro 3actocyBaHHs eHtopTymady BefOTUHY Y
koMb6iHaLii 3 nemoposnisymaéom (MK-3475) nopiBHAHO 3 HeoaZ'toBaHTHOW Tepanie remuutabiHoMm Ta
LUMCNAaTUHOM Y YYacHUKIB 3 M'A30BO-iHBA3MBHUM pPakOM CEYOBOro Mixypa, NpuaaTHUX A8 NiKyBaHHSA
umcnnatuHom (KEYNOTE-B15 / EV-304)», kog, pocnimpkeHHsa MK-3475-B15, 3 iHKOpnopoBaHOoo NONpaBKoo
05 Big 11 rpygHa 2024 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asABHUK - TOBapMCTBO 3 0OMEXEHOIO BIANOBIgaNbHICTIO «MCJ], YKpaiHa»

8. Ctucnunii BUKnag, nNpPoOTOKOMY KAiHIYHOro BunpooyBaHHA (cuHoncuc): SC-3H2A, Bepcia 3.0 Big
08 KkBiTHA 2025 poKy, YKpaiHCbKOIO MOBOIO; MPOTOKO KNiHIYHOro BUNnpoo6yBaHHsA: SC-3H2A, Bepcis 3.0
Big 08 kBiTHA 2025 poky, aHrnilicbko mMoBow; Bpouwypa gocnigHuka, Bepcis 02 Big 07 nwoToro
2025 pokKy, aHrnificbKko MOBOIO; 3MiHa Ha3BU MiCLA NMPOBeAEHHS K/iHIYHOITO BUMPOGYBaHHA [0
NPOTOKONY K/iHIYHOrO pocnigxeHHsa «®dasa |-l BunpobyBaHHA 415 OUiHKM eddeKTUBHOCTI Ta 6e3neku
NigWKipHOT KNacTepHOoi iMyHoTepanil y nauieHTiB, L0 CTpaxaaloTb Ha asleprilo Ha Knila AoMallHbOro
nuny», kog, gocnigpxkeHHa SC-3H2A, sepcis 1.0 Big 28 xoBTHA 2024 poky; cnoHcop - POKCAJI1 MegiuiH TM6X,
HimeuumHa / ROXALL Medizin GmbH, Germany

3asaBHUK - TOBapMCTBO 3 0OMEXEHOH BiANOBigabHICTIO «Papmakci KniHikan Pucepu», YkpaiHa

BYNO CTANO
nikap Cagoscbka B.B. nikap Cagoscbka B.B.
YHiBepcuteTcbka KniHika BiHHMUBLKOrO | YHiBepcuteTchbka nikapHsA BiHHULKOrO
HauioHa/IbHOro MeAUYHOro yHiBepcuTeTy | HalioHaNbHOro MeAUYHOro yHiBepcutety
iM. M.l. MuporoBa, ambynatopHo-giarHocTnyHe | iMm. M.l. TMuporoBa, ambynaTtopHoO-giarHoCTUYHe
BigAiNeHHs, M. BiHHMLUSA BigAiNeHHs, M. BiHHMLUSA




9. YKpaiHa, MK-7339-009, IHchopmau,is Ta [OKYMEHT Npo iHhopmoBaHy 3roay ANs nauieHTa, Bepcis 2.03
BiA 03 uepBHA 2025 poKy, YKpaiHCbKOIO MOBOIO; Bpoluypa gocnigHuka Onanapu6 (Olaparib) (AZD2281,
KU-0059436), BupgaHHsa 24.0 Big 05 6epe3HA 2025 poKy, aHI/MiNCbKOK MOBOIO [0 NPOTOKO/Y K/iHIYHOro
jocnipkeHHs «PaHfomizoBaHe Bigkpute AochifikeHHA (a3u 2 Ta 3 Onanapuby y KomOGiHauii 3
Mem6Gponi3zyma6om y NOPiBHAHHI 3 XiMioTepanieto y koMoGiHauji 3 Membponidymabom nicas iHAYKUT KAiHIYHOT
nepeBarm 3 Mnepwo fiHiE XimioTepanii y koMmGiHauii 3 MNemb6ponizymabom y nauieHTiB 3 MiCLEeBO-
peunamByouMM HeonepabenbHum abo MeTacTaTMYHMM MOTPIAHO-HEraTUBHUM PakoM MOJIOHHOI 3as103m
(TNBC) (KEYLYNK-009)», kog, gocnigpkeHHss MK-7339-009, 3 iHkoprnopoBaHoto nonpaskoto 03 Bif 22 TpaBHs
2023 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3aABHUK - TOBApMCTBO 3 0OMEXEHOI0 BignoBiganbHICTIO «MC/, YkpaiHa»

10. Bpowypa paocnigHuka EHsanyTtamig (MDV3100), BugaHHa 15.0 Big 09 KkBiTHA 2025 poky,
aHrniicbKkolo moBoto; foaatok 1 «[loBigkoBa iHchopMauif npo 6e3neky (RSI)» Big 6epe3Hsa 2025 poky
po bBpowypu pocnigHuka EHsanyTtamig (MDV3100), BugaHHa 15.0 Big 09 kBiTHA 2025 poky,
aHrnificbkoo MoBoto; IHchopmauiiiHuii nucTok Ta hopma 3rogu, Bepcis V13.0UKR(uk)1.0 Big 28 TpaBHA
2025 poky, nepeknajg ykpaiHCbLKOWO MOBOW Bif, 04 uepBHA 2025 poky [0 NPOTOKO/Y KNiHIYHOMO
BMNpobyBaHHa «JocnipkeHHs «PROSPER»: MixHapogHe, paHAomi3oBaHe, MOABiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe JoCAiMKEHHS dhasn 3 o5 OLiHKM eDEKTUBHOCTI Ta 6e3NeyYHOCTi eH3astyTaMify y NaLieHTiB 3
HemeTacTaTUYHUM KacTpaT-pe3MCTEHTHUM pPakoM NepeamixypoBoi 3as103u», Koa gocnipkeHHs MDV3100-14
(C3431005), Bepcis 5 Big 26 ciuHsa 2018 poKy 3 iIHKOPNOPOBAHOK NOMPAaBKOK 4; CNOHCOoP - «MefiBeLLH, [HK.»
(Medivation, Inc.), govipHa KOMMNaHif, WO nepebyBaE y NOBHI BNacHOCTI KoMmnaHii «ldgainsep IHK.» (Pfizer
Inc.), CLLA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)

3aaBHUK - Mignpremctso 3 100% iHo3eMHoto iHBecTuLje «AK'IOBIA PAC YkpaiHa»

11. 3anyyeHHs AoAATKOBUX MicLub MPOBeAEeHHA K/iHIYHOro BUMPOOYBAHHSA [0 NPOTOKO/Y KAiHIYHOro
JocnipkeHHs «PaHpgomizoBaHe, noggiiHe cnine, nnauebo-KoOHTposiboBaHe pgocnimkeHHsa 1l dasn B
napasnenbHuX rpynax ans ouiHkv snavey npenapaty AZD0780 Ha piBeHb X0necTepuHy NinonpoTeiaiB HN3bKOT
LWiNbHOCTI Y yYaCHUKIB 3 NiABULLEHMM PIBHEM XOJIECTEPUHY NIMNONPOTEIAIB HN3bKOT LWi/IbHOCTI Ta K/IIHIYHUM
aTepoCKNEPOTUYHUM CEPLEBO-CYANHHUM 3axBOPHOBaHHAM ab0 3 pPU3MKOM BUHWKHEHHS Meploi nogii
aTepockNepoTUYHOro CepLLeBO-CY/IMHHOIO 3aXBOPIOBaHHS», kog, AocnimpkeHHs D7960C00012, Bepcia 1.0 Bifg
11 kBiTHA 2025 poky; cnoHcop - AstraZeneca AB, Sweden

3anaBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No M.1.6. BignoBigasbHOro gocnigHvka

n/n HasBa Micus NpoBeAeHHSA K/iHIYHOro BUNPOOYBaHHS

1. | nikap Pewotbko O.C.

MeauyHWin LeHTp TOBapucTBa 3 OOMEXEHOW BiANOBIAaNbHICTIO «MegnyHuin LeHTp «KoHcuiym
Megikan», KMiHIKO-KOHCYNbTaTUBHE BigdiNeHHsA, M. KuiB

2. | K.M.H. PomaHoBa O.M.

ToBapnCTBO 3 0OMEXeHO BignosifanbHICTIO «MEAPINx», M. KniB

3. | nikap MenauieHko HO.T.

MpvBaTHE Mase NigNPUEMCTBO, MEANYHUIA LEeHTP «Mynbec», TepaneBTUYHE BigdieHHs, M. BiHHMUSA
4. | A.M.H. MiweHko J1.A.

[epxaBHa ycTaHOBa «HaujioOHa/lbHWIA HayKOBUA UEHTP «lHCTUTYT KapAionorii, K/iHIYHOI Ta
pereHepaTuUBHOI MeguUUHKU iMeHi akafemika M.[. Ctpaxecka HaLlioHasibHOT akagemii MeanyHux
HayK YKpaiHu», Biaain apTepiasibHOI rinepTeHsii Ta KomopbiaHoi natonorii, M. Kuis

5. | A.M.H., npod. MapxomeHko O.M.

[epxaBHa ycTaHoBa «HauioOHaNbHWIA HayKOBWUA LEHTP «IHCTUTYT Kapaionorii, KAiHiYHOT Ta
pereHepaTuBHOI MeguUUHKN iMeHi akagemika M.[. CTpaxecka HauioHanbHOI akagemii MeanyHux
HayK YKpaiHu», BiaAin IHTEHCMBHOI Tepanii Ta peaHimadii, M. Knis

6. | K.M.H. BuwHneeupknii 1.1,

KomyHanibHe nignpuemctBo «JlikapHa Nel» >XXUTOMUPCBLKOT MICbKOI paan, KOHCY/NbTaTUBHO-
NiKkyBa/ibHE BiffiNneHHa «HaykoBO-40CNiAHULLKUIA LEHTP», M. XKutomup

7. | K.M.H. MuwaHwmu T.1.

KuiBcbka K/iHIYHA NikapHA Ha 3a/li3HUYHOMY TpaHcnopTi Ne2 qinii «LleHTp 0XOpoHM 340pOB’SA»
aKLiOHEPHOro TOBapUCTBa «YKpaiHCbKa 3aUTi3HMUA», LIeHTp KAiHIYHUX foCnifXeHb, M. K1iB

8. | k.M.H babaHiHa T.B.

ToBapucTBO 3 OOMEXEHOH BiANOBIJaUILHICTIO «Kanutas», KNiHIKO-KOHCYNbTaTUBHE BiggineHHA
Mean4yHoro LUeHTpy «YHiBepcasibHa KniHika «O6epir», M. KuiB




9. | nikap PyaeHko J1.B.

KomyHanbHe HekomepuiliHe nignpnemcTBo «KWiBCbKa MiCbKa KMiHiYHa NiKapHS WBWAKOT MeanyHOT
Jonomorv»  BMKOHABYOro opraHy KuiBcbkol Micbkoi pagn  (KMIBCbKOT MICbKOT — AepXXaBHOT
agMiHicTpalii), kapgionoriyHe BiggineHHa, m. Knis

10. | A.M.H., npod. Inawyk T.O.

KomyHanbHe HekomepLiiHe nignpveMcTBO «LleHTpasibHa Micbka KAiHiYHA nikapHsa» YepHiBeLubKol
MiCbkOi paau, TepaneBTuuHe BiaaineHHs Nol, ByKOBUHCbKUI AepXaBHWUT MeauuHuii YHIBEPCUTET,
Kadpeapa nponeaeBTUKM BHYTRILLHIX XBOP06, M. YepHiBLi

11. | K.M.H. O6epTuHcbka O.I.

ToBapunCTBO 3 0OMEXEHOHD BIAMNOBIAANBHICTIO «MeanyHuin ueHTp Xenc KniHik», MegnyHuii KniHiuHuia
OOCNIAHNLBKUA LIEHTP, Biadin kapaionorii Ta peBMaronorii, M. BiHHMUsA

12. | A.M.H., npod). MaHbKOBCbKMiA B.M.

[epxaBHa ycTaHoBa «IHCTUTYT repoHTonorii imeHi [O.d. YeboTapboBa HauioHanbHOT akagemii
MeaNYHNX HayK YKpaiHu», Biaain BMBYEHHS BiK acouiiioBaHMX KapaiomMmeTaboniuHnx 3aXBOPHBaHb,
BigAINEHHs NiKyBaHHA Ta peabinitauii kapaiomeTaboniyHmx XxBopux, M. Kuis

13. | A.M.H. AreHcbkuii A.B.

KomyHanbHe nignpueMmcTBo «MepguuHe 06 eAHaHHA JlyubKOi MICbKOI TepuTopiasibHOI rpomMagmn»,
BO/IMHCBKMI1 061aCHWIA LLeHTP KapAioBacKyAsapHOT NaTonorii, Kap4ionoriyHe BigdineHHs, M. Jlyubk

12. OHOBNEHMIT NPOTOKOJ1 K/iHIYHOTO BUNpo6yBaHHA, Bepcia 3.0 Bifg 30 KBiTHA 2025 poKy aHrNilicbKo
MoBOI0; IH(hbopMauis npo gocnimxkeHHs Ta hopma iH(hopMoBaHOi 3rogn, nokasibHa Bepcia Homep 4.0
Big 19 TpaBHA 2025 poky AnA YKpaiHu yKpaiHCbLKOI0 MOBOIO Ha ocHOBi MacTtep Bepcii Homep 4.0 Big,
05 TpaBHA 2025 poky; IHhopmauisi Npo JOCKPUHIHIOBE O0GCTEXeHHs Ta hopma iH(hopMoBaHOi 3roaum,
nokanbHa Bepcia Homep 3.0 Big 19 TpaBHA 2025 poky AN YKpaiHU YKPAIHCbKOO MOBOIO Ha OCHOBI
MacTtep Bepcii Homep 3.0 Big 05 TpaBHA 2025 poky; 3asly4yeHHA [OC/iAKYBaHOrO JIiKapCbKOro 3acooy
BakcpgpocTat (Baxdrostat, CIN-107), ta6netku 0,5 mr, Bupo6Huku: Patheon Pharmaceuticals Inc., USA,
2110 E Galbraith Rd., Cincinnati, Ohio (OH), 45237, United States (USA); Fisher Clinical Services Inc.,
United States (USA), 7554 Schantz Rd, Allentown, Pennsylvania (PA) 18106-9032, United States (USA);
FISHER CLINICAL SERVICES UK LIMITED, UNITED KINGDOM; FISHER CLINICAL SERVICES UK
LIMITED, LANGHURSTWOOD ROAD, HORSHAM, RH12 4QD, UNITED KINGDOM; AstraZeneca AB,
Sweden, Pepparedsleden 1, Moindal, 431 53, Sweden; ASTRAZENECA UK LIMITED - MACCLESFIELD
DEVELOPMENT, UNITED KINGDOM, CHARTER WAY, SILK ROAD BUSINESS PARK, MACCLESFIELD,
SK10 2NA, UNITED KINGDOM; 3anyuyeHHs niaue6o [0 AOCNiMKYBAHOro nikapCbKoOro 3acooy
Bakcgpocrtart (Baxdrostat, CIN-107), Ta6netku 0,5 mr, Bupo6Huku: Patheon Pharmaceuticals Inc., USA,
2110 E Galbraith Rd., Cincinnati, Ohio (OH), 45237, United States (USA); Fisher Clinical Services Inc.,
United States (USA), 7554 Schantz Rd, Allentown, Pennsylvania (PA) 18106-9032, United States (USA);
FISHER CLINICAL SERVICES UK LIMITED, UNITED KINGDOM, FISHER CLINICAL SERVICES UK
LIMITED, LANGHURSTWOOD ROAD, HORSHAM, RH12 4QD, UNITED KINGDOM; AstraZeneca AB,
Sweden, Pepparedsleden 1, Moindal, 431 53, Sweden; ASTRAZENECA UK LIMITED - MACCLESFIELD
DEVELOPMENT, UNITED KINGDOM, CHARTER WAY, SILK ROAD BUSINESS PARK, MACCLESFIELD,
SK10 2NA, UNITED KINGDOM; MapKyBaHHA AocChifKyBaHOro nikapcbkoro 3acoby BbakcgpocTtar
(Baxdrostat) 0,5 mr a6o nnaue6o, Bepcia 1.0 Big 28 kBiTHA 2025 poky; MapKyBaHHA AOCAiAKYyBaHOro
nikapcbkoro 3aco6y bakcapoctar (Baxdrostat) 1 mr a6o nnauye6o, Bepcia 1.0 Big 28 nwoTtoro
2025 poky; MapkyBaHHA focChif)KyBaHOro nikapcbkoro 3aco6y bakcgpoctar (Baxdrostat) 2 mr a6o
nnaue6o0, Bepcia 1.0 Big 28 notoro 2025 poky A0 NPOTOKOY KAiHIYHOrO AocnifpkeHHA «PaHaoMizoBaHe,
noAgiiHe cnine, nnauebo KOHTPO/IbOBaHe, KepoBaHe MOAISIMW, [OCMIMKEHHS da3nm 3 A1  OUjiHKM
edhekTMBHOCTI, 6e3nekn Ta nepeHocuMocTi BakcapocTaTy B kKoMGiHauji 3 Janarnigy/io3MHOM NOPIBHAHO SvLle
3 [anarnipno3vHOM WOAO0 HUPKOBUX HACNiAKIB Ta CMEPTHOCTI Bif, CepLeBO-CYAMHHUX 3axBOPKBaHb B
YUYACHMKIB i3 XPOHIYHOIO XBOPOOOK HMPOK i BUCOKMM KPOB'SIHUM TUCKOM», KOA, AocnimkeHHs D6972C00002,
Bepcis 2.0 Big 12 nuctonaga 2024 poky; cnoHcop - AstraZeneca AB, Sweden

3anaBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

13. OHoBneHe [locbe AocnimKyBaHOro fikapcbkoro 3aco6y E7080 (Lenvatinib), pegakuisa 30, Big
TpaBHA 2024 poky, Bepcia 08PW3P, Big 22 nuctonaga 2024 p., aHrNiicbKOO MOBOK [0 MPOTOKONY
KiHIYHOTO JoCAimKeHHS «BigkpuTe KniHiuHe gocnigpkeHHs Il hasw, Wwo npoBoaMTLCSA B O4HIV rpyni 415 OLHKN
nemoposnisymady B KOMOGiHaUii 3 /ieHBaTUHIOOM B AKOCTI NepLlioi NiHil flikyBaHHA B Y4YacCHUKIB 3
PO3MNOBCIOAKEHOIO / METACTATUYHOIK HECBIT/TIOKNITUHHOIO HUPKOBO-K/TITUHHOK KapLMHOMOK HUPKKX (HCKHKKH)
(KEYNOTE-B61)», kop pocnigpkeHHss MK-3475-B61, 3 iHkopriopoBaHow nonpaskoi 04 Big 31 XOBTHA
2024 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asABHUK - TOBapMCTBO 3 0OMEXEHOIO BIANOBIgaNbHICTIO «MCJ], YKpaiHa»



14. 3anyyeHHA HOBMX MiCLUb MPOBEAEHHS K/iHIYHOrO BUNPOOYBaHHA [0 MNPOTOKONY KAiHIYHOro
pocnipkeHHs «docnigpkeHHs | dpasm gns ADI-001, cTBOPEHOro 3a A0MOMOroK reHHoT iHXeHepil anoreHHMm
ramma-gensta (yd) CAR-T-kniTuHamu, crnpsmoBaHumy npotu CD20, y gopocnux nwogeit i3 cucteMHuM
CKiepo3om», Kop pocnimkeHHs ADI-001-104, Bepcia 1.0 Big 04 nuctonaga 2024; cnoHcop - Adicet

Therapeutics, Inc., USA «AgiceT TepanbtoTikc, IHK.», Cnofy4yeHi wratn AMepukin
3asaBHUK - TOBAPUCTBO 3 06MEXEHOH BiAnoBiAanbHicTo «MBP YKPAIHA»

No M.1.B. BignoBiganbHOro gocnigHnKa MpuMiTKK
n/n HasBa micLisl NpoBeAEeHHs KNiHIYHOIro BUNPO6YBaHHS
1. K.M.H. KaukoBcbka B.B.
KomyHanibHe HekomepuiiHe nignpuemctBo CyMCbKOT 06/1acHOT
pagn «Cymcbka o6nacHa KiiHiYHa nikapHa», peBMaTonoriyHe
BigaineHHss, CyMCbKUin agepxaBHW  yHiBepcuTeT, kadiegpa
BHYTPILWHbLOI Ta CiIMEiHOT MeANUMHN MeANYHOT0 iIHCTUTYTY, M. Cymu
2. nikap MoHuap O.B. He pekomeHA0BaHO ho
KomyHanbHe HekomepuiliHe MefuuyHe nignpueMcTBO «JliKapHa | 3aTBEPO)KEHHS, OCKi/IbkM B
IHTEHCMBHOTO  flikyBaHHS ~ «KpeMeHuyubka», TepaneBTW4He | OHOB/EHIn IHdopmauii npo
Big4iNneHHa 3 nkkamu ans yyacHukis JIHA Ha YAEC, M. KpemeHuyk | JINM3 Ta Mmicue npoBefeHHA
K/MIHIYHOrO BUMPOBOYBaHHA He
BHeceHa iHhopmauis  Big
CMoOHcopa LoA0 NpoBefeHHS
yepesLKipHOi TpenaH-6ionci,
OTPUMaHHs, 36epiraHHa Ta
MiAroToBKM 0  BBEAEHHSA
O0C/iopKyBaHOro nikapcbkoro
3aco0y, BiacyTHs iHdhopMmalist
OO0 3a/1y4EHHS HEBpoJiora
3. O.M.H., npody. MapTuHtok J1.11. 3a pilleHHAM 3asBHUKA 3HATO
KomyHanbHe  HekomepuiiiHe nignpuMeMcTBO  «TepHONisibCbka | 3 po3rnagy
obnacHa K/iHiYHa nikapHsa» TepHOoNiNbCbKOI 06s1acHol  pagw,
BiAAiNeHHs Hedponorii, TepHONINbCbKNIA HALLiOHA/TbHUIA MeANYHNI
yHiBepcuTeT iMeHi |.A. FopbayeBcbkoro MiHiCTepcTBa OXOPOHU
30pOB'A  YKpaiHu, Kadeapa BHYTPIWHbOT MeauumHu N3,
M. TepHoninb
4. O.M.H., npodp. Pekanos A.I". 3a piLIEeHHAM 3asBHMKA 3HATO
ToBapuctBo 3 0OMEXEeHOH BignoBiAa/bHICTIO  «LleHTpanbHa | 3 po3rnsgy
KniHika», M. [IHinpo
5. O.M.H., npod. CwmisiH C. L. He peKoMeHA0BaHO o
KomyHasnbHe  HekomepliliHe nignpuMeEMCTBO  «TepHOMINbCbKa | 3aTBEPKEHHS,, OCKINIbKM B
obnacHa KhiHiYHa nikapHsa» TepHONINbCbKOT 06s1acHOi  paay, | IHdopmadii npo /M3 Ta micue
peBmartosfioriuHe BiggineHHs, TepHONINbCbKUA  HaLioHaNbHWIA | NPOBEAEHHS KNiHiYHOro
MeanYHWIA yHiBepcuTeT iMeHi |.A. TopbaueBcbkoro MiHicTepcTBa | BUNPOOYBaHHS HafaHa
0XOPOHU 340P0B'A YKpaiHu, kadeapa BHYTPIiWHbOT MeauumHn Ne 2, | iHdhopmauis npo  NikyBaHHSA
M. TepHoni/b nauieHTiB 3 CUCTEMHUM
YepBOHMM BOBYaKOM, a AaHe
OOC/MKEHHS - CUCTEMHWIA
cK/epos
6. nikap Bacuneup B.B. He pekomMeHA0BaHo no
ToBapncTBO 3 0O6MEXEHOK BiAMNOBIZaUTbHICTIO «[iM MeguunHm», | 3aTBEPO)KEHHS, OCKIIbkM B
comMaTtuyHe BigaineHHs ctauioHapy, M. Ogeca OHOBJIEHIN IHGhopmauii npo
/N3 Ta M™micue npoBeaeHHs
KNiHIYHOro BUNPOGYBaHHA He
BHeceHa iHdhopmauisi  Big
CMOHcopa LWoA0 NpoBefeHHs
yepesLKipHOi TpenaH-6ioncil,
OTpUMaHHs, 36epiraHHa  Ta
nigrotoBkM A0  BBeAEHHA
JOCniapKyBaHOro ikapcbkoro
3aco0by, BiacyTHs iHdhopMmaLis
OO0 3a/ly4eHHS HEBPOJIOTa
7. nikap Kowesa |.B. He peKkomMeHA0BaHO 4o




ToBapnCTBO 3 OOMEXEHOH BiAMNOBISANBHICTIO «MeUYHUIA LEeHTP | 3aTBEePOKEHHS, OCKi/IbKM

«Cantotem»,  NiKyBa/lbHO-AJjarHOCTUYHUIA  Big4iN  MeAMYHOro | BiACYTHS MOX/NBICTb

LUeHTPY, M. BiHHMUSA HaJaHHsA nauieHTam
HeBiaknagHoi MeanyHol
gornomoru y MicLi
NPoBeEHHS BUMPOOYBaHHSA

15. YkpaiHa, MK-7684A-003, IHchopmaLis Ta JOKYMEHT npo iHhopmoBaHy 3rogy ANA nauieHTa wono
3MiH Yy AocnifXeHHi ANA nauieHTiB, AKi 3HAX0AATbLCA Ha fiKyBaHHI, Bepcia 00 Big 07 kBiTHA 2025 p.
YKpPaAiHCbKOK MOBOLO [10 MPOTOKO/Y KAIHIYHOro A0CnimKeHHs1 «baraToueHTpoBe, paHaoMi3oBaHe, noAgiiiHe
cnine pgocnipkeHHsa 1l cda3m kombGiHauii MK-7684 3 nem6ponisymaéom (MK-7684A) nopiBHAHO 3
MOHOTepanielo nNemoéponisymabom B SKOCTI mepwoi NiHii Tepanii ans ydvacHukis 3 PD-L1-MO3MTUBHUM
MeTacTaTU4YHMM HeApiGHOKNITUHHMM pakom nereHie» (KEYVIBE-003), kog gocnigpkeHHs MK-7684A-003, 3
iHKopriopoBaHoto nonpaskoto 06 Bif 29 ciuHga 2025 poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck
Sharp & Dohme LLC, USA)

3aaBHUK - TOBapMCTBO 3 06MEXEHOI0 BiANoBiganbHicTI0O «MCJ, YkpaiHa»

16. OHOBNEHMI NPOTOKOJ1 KNiHIYHOro BUNpoGyBaHHA, Bepcia 9 Big 12 ntotoro 2025 p.; 3miHa Ha3BwM
MiCLil NPOBEeAEHHA K/TiIHIYHOro BUNPOOGYBaHHA [0 NPOTOKOY KMiHIYHOIO JoCnigpKeHHA «PaHaomi3oBaHe,
nogsiiHe cnine, 6aratoueHTpoBe (pasu Ill gocnigpkeHHs 3acTocyBaHHSA aTe3osiisymady (aHTu-PD-L1
AHTUTINO) NpoTK Nauebo K aa'toBaHTHOT Tepanil y NauieHTiB 3 M'130BO-iHBa3VMIBHUM PakoM CEHOBOro Mixypa
BMCOKOIo pM3KKy 3 HasiBHOK LMpKytoyoo AHK nyxanHy nicns yucTekTomii», kog gocnimpkeHHs BO42843,
Bepcis 8 Big 22 6epesHs 2024 p.; cnoHcop - ®.XotdhdmaHH-/15 Pow /114, LWseiyapis

3asABHUK - TOBApPMCTBO 3 0OMEXEHOI0 BiAMNOBiAaNbHICTIO «Poll YkpaiHa»

BYNO CTANO
O.M.H., npodp. BoHaapeHko |.M. O.M.H., npod. BoHpapeHKo .M.
KomyHanbHe HekomepLiiHe nignpnemctBo «Micbka | KomyHasibHe HekoMepLiliHe nignpveMcTBo «Micbka
KniHiyHa nikapHa Ned» [HINPOBCHKOT MICLKOT paau», | kiiHiYHa nikapHa Ned» [HINPOBCLKOT MICbKOT paau,
MiCbKUIA XimioTepaneBTUUHMIA LLeHTP, M. [JHINpo ximioTepaneBTUYHe BiAAiNeHHA 3  [AEHHUM
cTauioHapom, M. [1Hinpo

17. MK-3475-426, IHchopmaLia Ta AOKYMeHT npo iHpopmoBaHy 3rody nauieHTa, Bepcia 17.0 ans
YkpaiHun Big 21 TpaBHA 2025 p., YKpPAIHCbKOKO MOBOKO [0 MNPOTOKO/Y KNIHIYHOIMO [AOCNiAXEHHSA
«PaHgomizoBaHe, Bigkpute gocnimxkeHHs Il dpasn ansa ouiHkM edeKTMBHOCTI Ta 6e3nekn nemoponizymady
(MK-3475) B KOMbiHaL,ii 3 aKCiTiHIbOM B NOPIBHAHHI 3 MOHOTEpPAani€ld CyHITIHIBOM sIK NiKyBaHHS NepLUoi AiHii y
nauieHTiB 3 J/I0KaJIbHO MNPOrpecyryord abo MeTacTasylouok CBIT/IOKMITUHHOK  KapUMHOMOK  HUPKU
(KEYNOTE-426)», koa, gocnigpkeHHss MK-3475-426, 3 iHKOpnopoBaHO nonpaskoto 22 Bif 22 6epesHs 2024
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asABHUK - TOBApMCTBO 3 0OMEXEHOI0 BignoBigansbHicTio «MC/, YkpaiHa»

18. bpouuypa gocnigHuka gocnigpkyBaHoro nikapcbkoro 3acod6y JNJ-56021927 (apalutamide), BuaaHHA
19 Bip 01 kBiTHA 2025 POKY aHIMiINCbKOK MOBOIO [0 NPOTOKOJTY K/iHIYHOIO AOC/iMKEHHS «PaHgomizoBaHe,
nnaueb0-KOHTPOIbOBaHe, MNoABiliHE cnine, KiHiYHe pocnimkeHHa 3 hasn npenapaTy Ananytamig B
NOEAHAaHHI 3 aHAPOreHHO AenpuBadiiHoto Tepanieto (AAT) y nopiBHAHHI 3 AAT y nauieHTiB 3 MeTacTaTu4yHUM
FTOPMOH-UYYTIMBAM pakom nepeamMixypoBoi 3ano03nm (MHNPC)», koa gocnigpkeHHs 56021927PCR3002, 3
Amendment 5 Big 16.03.2020 p.; cnoHcop - « AHCCEH ®APMALIEBTUKA HB», benbris

3aaBHuk - TOBAPVCTBO 3 OBMEXXEHOK BIAMNOBIOANTBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

19. 3miHa BignoBiganbLHOro focnigH1Ka Ta 3MiHa Ha3BU MicL NPoBeAEeHHSA K/iHIYHOro BUNpoGyBaHHA
[0 NpOTOKONY KNiHIYHOrO AocnimkeHHs «baratoueHTpoBe, paHAOMi30BaHe, NoAgiiiHe cnine AOC/iLKeHHS
[l pazum kombiHauii MK-7684 3 nemoponizymadom (MK-7684A) nopiBHAHO 3 MOHOTepanieto neMoposiizymabom
B AAKOCTI NepLUoT NiHii Tepanii ansa yyacHukis 3 PD-L1-no3UTUBHUM MeTacTaTUYHUM HepiGHOKTITUHHUM pakoMm
nereHis» (KEYVIBE-003), kog pocnigxeHHs MK-7684A-003, 3 iHkoprnopoBaHo nonpaskoto 06 Big 29 ciuHA
2025 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3aABHUK - TOBApPMCTBO 3 0OMEXEHOI0 BignoBiganbHICcTIO «MC/ YkpaiHa»



BYNO CTANIO

A.M.H. KonecHik O.I. nikap bukosa 0.0.
MeguuHuii ueHTp ToBapucTtBa 3 06MeXeHow | ToBapMCTBO 3 OGMEXeHOoK BiAnoBigaNbHICTIO
BiANoBiganbLHicTIO «OHKonaiid», OeHHUI | «OHKonaiich», AeHHWIT cTauioHap, M. 3anopixks

cTauioHap, M. 3anopixeks

20. bpowypa aocnigHuka A/13 eHchopTymad BegoTuH (Enfortumab Vedotin; ASG-22CE), BugaHHsa 14
BiA 19 Gepe3Hs 2025 poKy, aHIrMiiCbKOI0 MOBOIO 10 NMPOTOKO/1Y K/IiHIYHOrO AOC/iAKEHHS «PaHomi30BaHe
pocnipkeHHa 1l asm pgna ouiHKM  LMCcTekTomii B KOMGIHauii 3 nepionepauiiiHAM  3aCTOCYBaHHAM
nembponizymaby Ta 4715 OLIHKM LMCTEKTOMIT B KOMGIHALIi 3 nepionepauiinHiM 3acTocyBaHHSAM eHhopTymady
BeAOTUHY Ta nemM6ponizymady MOPIBHAHO 3 NPOBEAEHHSM TifIbKU LUCTEKTOMIT AM1s1 YHACHUKIB 3 M’S130BO-
iHBa3VBHMM PaKOM CEYOBOr0 Mixypa, SKAM He MOXHa MpoBOAUTU AiKyBaHHA UMcnAaTUHOM abo  ski
BigmoBunuca Big nikysaHHa uucnnatnHoMm (KEYNOTE-905/EV-303)», kog pocnifpxkeHHs MK-3475-905, 3
iHKoprnopoBaHoto nonpaekoto 11 Bifg 16 ciuHga 2025 poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck
Sharp & Dohme LLC, USA)

3aABHUK - TOBApMCTBO 3 0OMEXEHOI0 BignoBigansbHicTio «MC/, YkpaiHa»

21. 3miHa Mmicua npoBeAEeHHA K/iHIYHOro BUMPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOTO AOCNIAKEHHN
«barartoueHTpoBe, Bigkpute, NoposxeHe JocnimkeHHs |l ®a3u ansa OuiHku JosroTpmasioi EpekTuBHOCTI Ta
BesneyHocTi 3acTtocyBaHHA Mipikisyma6y y [MauieHTiB i3 BupaskoBum Konitom MomipHOro Ta TSXKOrO
Mepebiry (LUCENT 3)», kog gocnigpkeHHs 16T-MC-AMAP, 3 iHkopnopoBaHO nonpaskoto (€) Big 31 XKOBTHSA
2023 poky; cnoHcop - Eni flinni eHg Komnawi, CLWA / Eli Lilly and Company, USA

3asaBHUK - «Eni Jlinni Boctok CA», LBeiuapis

BYNO CTANO
K.M.H. OniiiHuK O.l. K.M.H. OniliHuk O.l.
MepuuHuii UeHTp ToBapucTBa 3 oOMeXeHow | ToBapuCTBO 3 OOMEXEeHOoK BignoBigasIbHICTIO
BignoBiganbHicTio  «[iacepBic», Bigain 3 | «<HOBAnikapHsa», nikyBanbHO-NpodinakTuiHnii
nposBefeHHs KNiHIYHNX BUNPOGYBaHb, | NiAPO34in, M. 3anopixxsa
M. 3anopixxs

22. NopaTok 1 po Bpowypu gocnigHuka 3 npenapaty MNonarysymad BegotuH (RO5541077), Bepcisa 16
Bif, 13 )xoBTHA 2024 poKy, Bif, KBITHA 2025 poKy 10 NPOTOKO/Y KNiHIYHOIO A0C/iMKeHHs «baraToLeHTpoBe,
paHgoMi3oBaHe, MOABIMHO chnine, nnauebo-KOHTpoboBaHe pJochigpkeHHs Il a3 NS nopiBHAHHSA
ehekTnBHOCTI Ta 6e3neyHocTi npenapaty Monatysymab BefoTUH y KoMbGiHauii 3 Putykcumabom ta CHP
(R-CHP) i Putykcnmabom Tta CHOP (R-CHOP) y naujieHTiB i3 Audoy3HO KPYMHOKNITUHHOW B-KMITMHHOM
nimdhoMol0, SKi paHille He OTpMMYBasIM JliKyBaHHS», Ko AocnimkeHHs GO39942, sepcis 7 Big 18 rpyaHst 2020
PoKy; cnoHcop - ®. XodhdpmanH-/1a Pow /T4, [F. Hoffmann-La Roche Ltd], LUBeliuapis

3anaBHUK - TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»

23. MpoTokon kniHiyHoro BunpooyBaHHA NOPRODPAPUH3001 3 nonpaskoiwo 3 Big 19 nioTtoro
2025 poky; bpowypa pocnigHuka pA[na  AocnimKyBaHOro nikapcbkoro 3acod0y MauiTeHTaH
(JNJ-67896062), BupgaHHA 22 Big 02 rpyaHAa 2024 poky; bpolwypa gocnigHuka ans pocnigxysBaHoro
nikapcbkoro 3acoby Cenekcinar (JNJ-67896049), BupgaHHs 20 Big 10 ntotoro 2025 poky; OHoBneHe
Aocbe pocnigxyBaHoro nikapcbkoro 3aco6y Cenekcinar (JNJ-67896049), Ta6neTku, BKpUTi N1iBKOBOLO
o6050HKo0, 200, 400, 600, 800, 1000, 1200, 1400 i 1600 mkr: - Po3gin 3.2.S Jlikapcbka pe4yoBUHa
(Selexipag), Big 27 nuctonaga 2024 poky; - Po3gin 3.2.P Jlikapcbkuii npenapar (Selexipag Film-Coated
Tablet 200 pug to 1600 ug), Big 27 nuctonaga 2024 poky; IHchopmaunisa AnA ydacHUKa [OCNIAKEHHS i
®dopma iHhopmoBaHoi 3rogu (Bepcifa-mogenb gna YkpaiHn | Bepcia 6.0 /| 09 TpaBHA 2025 poky),
MauiteHTaH (JNJ-67896062), yKpalHCbKOIO Ta pocilicbkolo MoBamu; Popma iHchopmoBaHOi 3roau
BariTHOI NapTHepPKU ydyacHuKa gocnipxkeHHs (Mogenb ans YkpaiHu | Bepcisa 2.0 / 09 TpaBHs 2025 poky),
MauiteHtaH (IJNJ-67896062), ykpaiHCbKOK Ta pocilicbkoo MoBamu; IHpopmalia AnAa ydyacHuka
pocnipkeHHs i dopma iHthopmoBaHoi 3rogun (Bepcia-mogens ana YkpaiHu | Bepcis 4.0 | 09 TpaBHsA
2025 poky), Cenekcinar (JNJ-67896049), ykpaiHCbKOIO Ta pociiicbkolo MoBamu; Popma iHhopmMmoBaHoi
3rogn BariTHOI NapTHEpPKU yyacHuka pocnimxkeHHsa (Mogenb ans Ykpainu | Bepcia 2.0 /| 09 TpaBHA
2025 poky), Cenekcinar (JNJ-67896049), ykpaiHCbKOIO Ta POCiliCbKOO MOBaMU [0 MPOTOKOJ1Y KAIHIYHOTO
pocnimpkeHHs «lpocnekTnBHe, BigKpuTe, NnaTgoOpMHe AOCNIMKEHHA 3 METOK MPOBEAEHHS HaCTYrnHOro
[OBrOCTPOKOBOTO CMOCTEPEXEHHS 3a NauieHTaMu 3 /IEreHEBOIO MNePTEH3IEI, SKI paHiwe npuiiManu yyactb y



NepBiCHUX iHTEPBEHLIHUX BUNPObYBaHHAX», Kog gocnipkeHHs NOPRODPAPUH3001, 3 nonpaBkoto 2 Big,
04 cepnHsa 2023 poky; cnoHcop - «AHcceH PapmaueBTuka HB»/ Janssen Pharmaceutica NV, besnbris
3asABHUK - TOB «MAPEKCE/1 YkpaiHa»

24. 3miHa BignoBiganbHOro gocnigHuka; 3miHa Ha3BU MicUA NPOBEAEHHSA KNiHIYHOrO BUNPOGYBaHHS;
OHoBneHa 6polwypa gocigHuka no npenapaty AZD9291 (Osimertinib, TAGRISSO™), Bepcis HOmep
19.0 Big 03 ntotoro 2025 poky [0 NPOTOKO/Y KNiHIYHOTO AOCMiAKeHHs «baraToueHTpoBe paHAoMi3oBaHe
noAgiiHe cnine nnauebo KOHTPO/bOBaHE AOCMIMKEHHS 3 ddasn ANsl OUiHKM e(PeKTUBHOCTI Ta 6e3neyHoCTi
npenapaTty AZD9291 y nopiBHSIHHI 3 Nfaue60 y nauieHTiB 3 HeApiOHOKMITUHHMM pakoMm nereHsb IB-11IA cTagji Ta
MyTali€lo peuentopa enigepMasibHoro haktopa pocTy npy 3acTOCyBaHHI MIC/S NMOBHOI pe3ekuii MyX/iMHK
Hes3as1eXHo Bif NpoBeAeHHS af’toBaHTHOT XimioTepanii (ADAURA)», kog, gocnigpkeHHs D5164C00001, sBepcid
Homep 6.0 Big 09 cepnHsa 2023 poky; crnoHcop - «AcTpa3eHeka Ab», LLiBelis

3asaBHUK - TOB «<ACTPA3EHEKA YKPATHA»

BYNO CTANO
K.M.H. Fono6opopgbko O.0. nikap KysbmeHko B.O.
KomyHanbHa ycTaHoBa «3anopisbkuii o6nacHuii | KomyHanbHe  HekomepuiliHe  nignpuemMcTBO
KNiHIYHWIA OHKOJOTiYHUii AucnaHcep» | «3anopisbka o6GnacHa KNAiHiYHA  NiKapHA»
3anopisbKol o6nacHoi paau, | 3anopisbkoi o6nacHoOi  paau, BiAfiNeHHsA
OHKOXiMmioTepaneBTUUYHE BiAfiNeHHA, | iIHTepPBEHLiiHOT Ny/IbMOHOMOTIT Ta TOpPaKaJ/ibHOT
M. 3anopixxs Xipyprii, M. 3anopixxs

25. AVT16-GL-C01_IHdhopmaunia pgna nauieHta Tta ¢popma iHpopmoBaHoi 3rogu, Bepcia 3.2_pansa
YKpaiHu, aHrniicbkolo MoBor Bif 21 TpaBHA 2025 p.; AVT16-GL-C01_IHchopmauia ana nauieHta 1a
thopma iHhopmoBaHoi 3rogu, Bepcisa 3.2_ana YKpaiHu, yKpaiHCbKOK MOBOIO Big 21 TpaBHA 2025 p. A0
MPOTOKO/TY KNiHIYHOrO AocnimpkeHHs «lMoagiiHe cnine AOCAIMKEHHA B MapasieNibHUX rpynax A5 BUBYEHHS
NOPIBHAMILHOI e(PEKTUBHOCTI, 6€3MeYHOCTi Ta iMyHoreHHocTi AVT16 A9 BHYTPILUHbOBEHHOrO BBEAEHHS i
npenapaTy EHTMBIO® y 4ONOBIKIB i XiHOK BikoM Big, 18 0 80 poKiB BK/HOYHO 3 aKTUBHUM BMPA3KOBMUM KOITOM
BiJ, NOMIPHOro [0 TAXKOro CTyneHs», kof AocnimpkeHHsa AVT16-GL-CO01, sepcia 4.0 (nonpaska 3.0) Bif
22 nunHa 2024 p.; cnoHcop - AnBoTek Caicc AT, LBeliyapisa (Alvotech Swiss AG, Switzerland)

3asaBHUK - TOBAPVICTBO 3 OBMEXXEHOLO BIAMOBIAANBHICTHO «MiMifi KOKPENH», Ykpaina

26. MpopoBXeHHA TepMiHY NPUAATHOCTI AOCNiMKyBaHOro nikapcbkoro 3acody ARGX-113/rHuPH20,
PO34YuH ANA iH’eKLiA, NonepeaHbO HaNOBHEHWI wnpwuy i3 5 mn (200 mr/mn) go 30 micALiB 4,0 NPOTOKOY
KNiHIYHOrO  gocnimpkeHHs  «BigkpuTe npogoBXeHHs pocnimkeHHss ARGX-113-1802 ans  BUBYEHHS
[OBroCTPOKOBOI 6€e3MeyYHOCTi, nepeHocUMMOCTi Ta edqekTMBHOCTI npenapaty Edraptirimog PH20 ans
NiALWKIPHOro BBEAEHHS Y MaLieHTIB i3 XPOHIYHOK 3anasibHOK AeMiIeNiHi3ytouo noniHeliponarieto (X340M)»,
ko4 pocnigxkeHHs ARGX-113-1902, sepcisa 8.0 Big 02 nunHA 2024 poky; cnoHcop - argenx BV, Belgium/
appxeHkc bB, benbris

3asnBHUK - TOBAPUCTBO 3 OBMEXXEHOLO BIAMOBIAAILHICTHO «[MiMifi FOKPENH», YkpaiHa

27. MpoTokKon KNiHiuHoro gocnigxeHHAa J2G-MC-JZJC, Bepcis 3 iHKOpnopoBaHoo NonpasKoto (g) Big,
30 kBiTHA 2025 poOKYy aHrnificbkoro MOBOI; OHOBJIEHHAA CTUCMOI XapaKTepUCTUKN npenapaty
nopiBHsAHHA Cisplatin, Uucnnatud, UWACN/TIATUH EBEBE, CISPLATIN EBEWE 1 mr/mn KOHUeHTpAaT AN
po3unHy pansa iHdysii Big 18 Gepe3Hsa 2025 poOKy, aHrNiACbKOK MOBOL; OHOBJIEHHA CTUCAOT
XapakTepucTuUKu npenapary nopiBHAHHA Alimta, Animta, ALIMTA, AJTIMTA, Pemetrexed, MemeTpekcep,
NOPOLIOK ANA NPUrOTYBaHHA KOHUEHTpaTy ANA po3uuHy Ansa iHdysii Big 12 rpygHsa 2024 poky,
aHrNiNCbKOK MOBOK [0 MPOTOKOMY K/iHIYHOTO gocnimpkeHHs «LIBRETTO-431: BaraToLeHTpoBe,
paHoMi3oBaHe, BigkpuTte gocnimpxkeHHs Il dhasun nopiBHAHHA Tepanii npenapaTtom CennepkaTiHio 3 Teparnieto
npenapaTamy Ha OCHOBI MOXiAHWX NAATUHW B NOEAHAHHI 3 nemMeTpekceaoM B abo 6e3 kombiHaL,ii 3 npuiiomMom
nem6ponizymada B AKOCTi MepLLOT MiHiT NiKyBaHHA NOLIMPEHOro Y1 MeTacTasytouoro HegpiGHOKNITUHHOIO paky
nereHi 3 HaaBHICTIO ribpuagHoro reHa RET», kof gocnimkeHHa J2G-MC-JZJC, Bepcia 3 iHKOPNOpoBaHO
nonpaskoto (f) Big 12 nuctonaga 2024 poky; cnoHcop - Eni linni eng Komnawi, CLUA / Eli Lilly and Company,
USA

3anaBHUK - «Eni flinni Boctok CA», LLiseliuapis

28. Po3gin P.8 Jocbe pocnigkyBaHOro nikapcbkoro saco6y ICP-248 Big 22 tpaBHA 2025 poky,
aHrniiicokoto MoBoto; MoAOBXEHHA TepMiHy NPUAATHOCTI AOCNIAKYBAHOIO J1iKAPCbKOro 3acooy
ICP-248, Ta6netkn 5 mr ta 25 mr go 30 micAuiB 40 NPOTOKO/Y K/IHIYHOrO BUMNPOOYBaHHA «[OCNiAKEHHS
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hasm | ans ouiHkM 6e3neyHoCTi, NepeHOCUMOCTI, hapMakoKiHETUKM Ta nonepeaHbLoI edpeKTMBHOCTI NpenapaTty
ICP-248 y naujeHTiB 3i 3pinuMyu  B-KNITMHHUMKW  3N0SKICHUMWU  HOBOYTBOPEHHAMMU», KO  AOCNILKEHHS
ICP-CL-01202, Bepcisa 2.0 Big 16 nunHA 2024 poky; cnoHcop - InnoCare Pharma Inc., USA

3asBHUK - MignpremcTso 3 100% iHo3eMHOoI0 iHBecTULje0 «ANK'IOBIA PAC YkpaiHa»

29. Inct-pos’sacHeHHss Nel Big 17 kBiTHA 2025 poky po TpoOTOKOY KIHIYHOrO AOCHAiAKEHHSs
BJT-778-301, Bepcis 2.0 Big 29 ciuHA 2025 poKy, aHI1iACbKOI0 MOBOIO; [lOCbE 3 IKOCTi fOC/iAKYBaHOro
nikapcbkoro 3aco6y (IMPD) Bpenosityr (BJT-778), Bepcif 2.1 Big 21 TpaBHA 2025 poKy, aHIMiliCbKOIO
MOBOI0; JINCT [0 Nikapsa WoAo HanpaB/ieHHA NayieHTiB, maiictep-Bepcia 1.0 Big 13 TpaBHA 2025 poky,
AHrNifCbKOK Ta YKpaiHCbKOK MoBamMu; MOCIGHMK 3 BUMKOHAHHA CaMOCTIiHUX iH’€KUiiA npenaparty
BpenoBityr (TakoXx Bigomoro sik BJT-778 a6o BTG), Bepcis 2.0 Big 5 TpaBHA 2025 poKy, aHrNilicbKoto Ta
YKPAiHCbKOIO MOBamMu [0 MNPOTOKO/Y KNiHIYHOro AochifpkeHHs «[nobanbHe, paHOOMI3oBaHe, BigkpuTe,
baraToueHTpoBe JocnimkeHHs asm 2b/3, wo ouiHoe BIT-778 y NOpIiBHAHHI i3 Bigk1ageHO Tepanielo ans
NiKyBaHHSA XpoHiuHoro renatuty Aensta (AZURE-1)», koA gocnigpkeHHsa BIT-778-301, sepcia 2.0 Big 29 ciuHA
2025 poky; cnoHcop - Bnogxeit TepanbtoTike, IHK., CLUA / Bluejay Therapeutics, Inc., USA

3anaBHUK - TOB «APEHCIA EKCIMNOPATOPI MEAICIH», YkpaiHa

30. 36inbweHHA KinbKOCTi AocnipkyBaHuX B YKpaiHi Big nonepegHbO 3annaHoBaHoOi 3 160 pgo
175 oci6é o npoTokony KNiHIYHOrO AocnimxeHHss «PaHpaomizoBaHe, noagiliHe cnine, 6araToueHTpoBe
pocnimpkeHHs casm Il gnsa ouiHk1M A0BroCTPOKOBOI e(PeKTUBHOCTI Ta 6e3neyvyHocTi npenapaTy ABX464 npu
3acTocyBaHHi B A03i 25 mr abo 50 Mr oguH pas Ha goby Sk niagTpyMyBasibHOT Tepanii B NaLEHTIB i3 aKTUBHUM
BMPAa3KOBMM KOITOM Bif, CEpeHbOro A0 TSHXKKOro CTYNeHs TSHXKOCTI», Kog AocnimpkeHHs ABX464-107, sepcis
5.0 Big 10 kBiTHA 2024 poky; crnoHcop - ABIVAX, ®paHuis

3asaBHMK - Mianp1eMcTBOo 3 100% iHo3eMHol iHBecTuLjco «AVK'IOBIA PAC YkpaiHax»

31. OHOBEHMIA MPOTOKOJ K/iHIYHOrO BUNpPoGyBaHHA BAY 2927088 | 22615 Bepcis 2.0 3 iHTerpoBaHo0
nonpaekoto 4 Big 10 rpyaHs 2024 poky; OocnimxkeHHs 22615 IHopmauis ana nauieHta Ta dopma
iHdbopMmoBaHoi 3rogu, Bepcia 2.0 Big 15 ntotoro 2025 p. gnsa YKpaiHU yKpaiHCbKOIO MOBOI Ha 6asi
OCHOBHOI Bepcil IHhopmauii anAa nauieHTa Ta popmu iHhopmoBaHoi 3roau, Bepcis 2.0 Big 15 notoro
2025 p.; Jocbe pocnigxyBaHOro Jiikapcbkoro saco6y BAY 2927088 (IMPD-Q) Bepcis ID10 Big
27 BepecHs 2024p. aHrniicbkolo MOBOIO; Bpoluypa gocnigHuka npenapaty BAY 2927088 Bepcis 4.0
Bif, 4 )xOBTHA 2024; CMHONCUC NPOTOKOY K/iHiYHOro gocnigxkeHHsa BAY 2927088 | 22615 Bepcis 2.0 Big,
10 rpypHsa 2024_MNepeknapg 3 aHrniicbKoi MOBM Ha YKpaiHCbKY; 3pa30K eTUKeTKMU 3 iHthopmauieto npo
npenapar BAY 2927088 TaG/1eTKU BKPUTi 060/I0HKO 15 Mr yKpaiHCbKOI MOBOIO Bepcis 1 Bif, 13
TpaBHA 2024p; 3aslyueHHs A0AATKOBOro A03yBaHHA JliKapCbKoro 3acoGy BAY 2927088, TaGneTku
BKPUTi 060M10HKOO 15 Mr, ANA NnepopasibHOro 3aCTOCYBaHHA; 3any4YeHHs BUPOGHUYMX AINAHOK ANns
BUPOOHMLTBA JliKapCcbKOro 3acod6y BAY 2927088, Ta6Gnetku BKpuTi 06GonoHkow 15 wr, ans
nepopasibHOro 3actocyBaHHA: bBaiiep A, JleBepky3eH, HimeuuumHa [0 MPOTOKONY K/HIYHOIO
JocnimpkeHHs «Bigkpute, paH4oMi30BaHe, akTMBHO KOHTPO/IbOBaHe, 6araTtoueHTpoBe AOoCnimKeHHs 3 dhasu
AN ouiHKM ehbekTMBHOCTI Ta 6e3nekn nepopanbHOro BBeAeHH BAY 2927088 y NOpiBHSHHI 3i CTaH4apPTHUM
NiKyBaHHAM Yy SKOCTI Tepanii nepwoi fiHii y nauieHTiB 3 MicLeBO-nownpeHum abo meTactaTudyHuUMm
HeApPIOHOKNITUHHUM pakoM nereHb (NSCLC) 3 HER2-akTuBylOUMMWU MyTauisiMu», Kog, AOCAIIKEHHS
BAY 2927088 | 22615, Bepcisa 1.0 Big 04 6epe3Hsa 2024 p.; cnoHcop - baliep Al', HimeuunHa

3asaBHuK - TOB «Baiiep», YkpaiHa

32. OHOBNEHUIA NPOTOKON KNiHiYHOro BunpoGyBaHHA ACE-LY-312 (D8227C00001), Bepcis 9.0 Bipg,
29 KkBiTHA 2025 poKy aHrniicbkolo MoBolo; OHoBieHa Bpowypa focnigHuka wopo Acalabrutinib
(ACP-196), BugaHHAa 14.1 Big 28 kBiTHA 2025 pOKy aHrnilicbkoo MOBOIO; CTUCNa XapakTepucTuka
nikapcbkoro 3aco6y Rituximab (MabThera), 500 mr ansa posuunHy gns iHdysiii Big 16 nunHa 2025 poky
aHrNiicbKol MOBOMO; CTuMcna XapakTepucTuka Jiikapcbkoro 3aco6y Cyclophosphamide, 1000 mr
NOPOLIOK ANA iH’ €KLV a60 iHy3iil, oHoBieHa 06 KBiTHA 2021 poKy aHINMiliCbKOKO MOBOIO [0 MPOTOKOY
KMIHIYHOTO JocnimpkeHHs «PaHgomi3oBaHe, noAgiliHe cnine, niaueb0-KOHTPOoboBaHe gpasn 3 AOCNILKEHHS
aKaslabpyTuMHIOY Yy KoMbGiHauii 3 puTykcumabom, uuknodocdamigom, AOKCOPYOILUMHOM, BIHKPUCTMHOM Ta
npegHizoHom (Rituximab, Cyclophosphamide, Doxorubicin, Vincristine, and Prednisone — R-CHOP) y
nauieHTiB BikOM <75 pOKIB i3 paHille HeNikoBaHOK ANGY3HOK B-BEIMKOKAITUHHOK NiMGIOMOL0, L0 BUHMKNA 3
KNiTUH HerepMiHa/lbHOTO LEHTPY», KoA JochnigxeHHs ACE-LY-312 (D8227C00001), Bepcis 8.0 Big
07 nuctonaga 2024 poky; cnoHcop - Acerta Pharma B.V., (A Member of the AstraZeneca Group), Netherlands
3asaBHUK - TOB «®OPTPIA IEBE/IONMMEHT YKPAIHA»

11



33. OHoBNEeHa ceKuis Jocbe AaocnimKyBaHOro nikapcbkoro sacooy MK-4482 P.8 STABILITY, Bepcis
08TTXR, Big 24 kBiTHA 2025 poOKy, aHrNiNcbKO MOBOK; [MOAOBXEHHA TepMmiHy NpuUAATHOCTI
pocnipxyBaHoro jlikapcbkoro sacooy MK-4482, 400 mr ao 36 mMicsuiB; 3MiHa Ha3BU MicLiA NpoBeAEeHHA
KNniHiuHOro BunpoGyBaHHA; KaneHpap BisuTiB: «MK4482-023_ Visit Calendar_V2_Ukrainian-
UA_28MAR2025», yKkpaiHCbKOIO MOBOIO; BKnloueHHs1 AoAaTKOBOro Micusi npoBeAeHHA KiHiuHOro
BUNPOGYBaHHA [0 MPOTOKONY KAIHIYHOTO [OCNIMKEHHS «PaHgomizoBaHe, nnaueb0-KOHTPOsSIbOBaHe,
noABiiHe cnine KIiHIYHE AOCNiMKeHHA 3 dha3n fna OuiHKM edekTMBHOCTI Ta 6e3nekn MonHynipaBipy
(MK-4482) y HerocniTasnizoBaHux gopocanx i3 COVID-19 3 BUCOKMM PU3NKOM MPOrpecyBaHHs XBOPOOW», Kog,
pocnipkeHHs MK-4482-023, sepcist 00 Big 27 cepnHs 2024 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC, USA)

3aABHUK - TOBApMCTBO 3 0OMEXEHOI0 BignoBiganbHIcTIO «MC/, YkpaiHa»

BYNO CTANNO
O.M.H., npod. Mopos J1.B. O.M.H., npody. Mopos J1.B.
YHiBepcuteTCbka KNiHika, BiHHMUbLKOro | YHiBepcuTteTCbKa nikapHs BiHHULbKOrO

HalioOHaJIbHOrO  MeAMYHOro  YHIBEpCUTETY | HauiOHa/IbHOTO  MeAU4YHOro  YHiBepcuTeTty
iMm. M.l. MNuporoBa, Amb6ynatopHo-giarHoctuyHe | im. M.l. MuporoBa, am6ynaTOpHO-AiarHOCTUYHE
BiA4iNIEHHS, BIHHWMUBKUIA HaUiOHA/IbHWIA MeAWYHWIA | BigdineHHs, BiHHUUBbKWIA HauioHa/IbHUIA MeguvHWi

yHiBepcuteT iMm. M., Tuporoea, kadegpa | yHiBepcuter im. M.l.  Tuporoea, kadegpa
iHEKUiNHNX XBOPO6, M. BiHHMUSA iHbeKUINHMX XBOPOO, M. BiHHMUSA

No M.1.B. BignosiganbHOro gocnigHnkKa MpuMiTKK

n/n HasBa micLs NpoBeAeHHSs KNiHIYHOTO BUNPOOYBaHHS

1. | A.M.H., npody. WeBuyk C.B. 3a pilleHHsIM 3asiBHMKA

YHiBepcuTeTCbka NikapHA BiHHMUbLKOrO HauiOHaNIbHOro MeAMYHOro | 3HATO 3 po3rnsaay
yHiBepcuteTyiMm. M.1. Mnporosa, TepaneBTUYHe BiggineHHs, BiHHULbKWI
HauioHaNbHWUIi MeauuHnii yHiBepcuTeT iM. M.l. Tuporoea, kadegpa
BHYTPILIHLOI MeAnUnHM Ne2, M. BiHHMLA

12



