Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 32 Big 04.09.25, Ha AKi 6yNn OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB.»

1. Bpowypa gocnigHuka ana npenaparty Hipanapu6 Niraparib (ZEJULA), Bepcia 17, Big 20 yepBHA
2025 poKy, aHrNificbKo MOBOI [0 MPOTOKO/TY KAIHIYHOTO AOCNiMKEHHS «Bigkpute, paHpomi3oBaHe
OOCMiMKEeHHsT ANs OUiHKM BigHOCHOI 6iogoctynHocTi (B/) i 6ioekBiBaneHTHOCTi (BE) npenapartiB y Burnsai
KOMOGiHauji i3 doikcoBaHoo pao3ow (K®L) Hipanapuby nntoc abipatepoHy auetaT (AA) y MOPIBHSAHHI 3
Hipanapnéom i AA, WO Mpu3HaYalTbCA OAHOYACHO Yy BUINAA4I MOHOMpPenapaTiB, Y YOSOBIKIB 3 pakoMm
nepeamixypoBoi 3as103u», Kog AocnimpkeHHs 67652000PCR1001, sepcisa [lMonpaska 4, Big 02 TpaBHS
2024 poky; cnoHcop - AHcceH ®apmaueBTrka HB /Janssen Pharmaceutica NV, Benbris

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

2. MpoTokon KiHIYHOro pocnigxeHHA, nonpaBka 6, Bepcia 7 Big 6 6epe3Hsa 2025 p.; Bpowypa
pocnigHuka, Bepcia 3.0 Big 25 nunHa 2024p., aHrnilicbkolo MoBow; FYB206-C1-01
Dahlia_IlHcdhopmauniiHnii nnctok nauieHta i hopma iHhopmoBaHoi 3rogn ans Ykpaiim _B.6.1.0_30 ciuHA
2024 p., yKpaiHCbKOIO MOBOI; OHOB/EHI PO34inn JOCbE [OCiAKYBaHOro nikapcbKkoro 3aco6y (IMPD):
Kitpyaa (Pembrolizumab) po3gin 2.1.P JocnigpkyBaHuii nikapCcbKuii 3acié Ha cTagii BUNnpoo6yBaHb Bif,
23 nunHAa 2024 p.; FYB206 (Pembrolizumab) po3gin 2.1.P AocnigKyBaHuii nikapCcbkuii 3acio, Lo
BUNpoooByeTbCcA 26 nunHa 2024 p.; FYB206 (Pembrolizumab) po3gin 2.1.S AKTUBHa peuoBuHA Bif
25 nunHAa 2024 p.; Matepianu anAa nayieHTiB: MOGi/SIbHIi 3aCTOCYHKM nporpamu nauieHta StudyKIK:
Mporpama nauieHta Patient No SC, Bepcisa 1.0 Big 8 TpaBHA 2024 p; JopaTok ANsi KOpUCTyBadiB
niaTpumkn Support Users, Bepcia 1.0 Big 8 TpaBHA 2024 poKy; 36iNblUeHHs KifIbKOCTi NauieHTiB B
YkpaiHi 3 60 go 90 oci6; AeneryBaHHA 3assBHUKY A0AATKOBUX 00O0B'A3KIB Ta PYHKL, WO NOB'A3aHi 3
npoBefeHHsIM KNiHiYHOro BUNPOGYBaHHA; 3pa3oK CnpoLeHoro mapkyBaHHs ansa Xnopug Hatpito 0,9%,
100 mn (NacCl), Bepcisa 1.0 Big 13 cepnHA 2025 poKy, YKPAIHCbKOIO MOBOK [0 MPOTOKO/Y KAiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, nofgiHe chine, 6araToUeHTPOBE KAiHIYHE [OCMIMKEHHSA 3 BM3HAYEHHS
hapMakoKiHETUYHOI EeKBiBaJIEHTHOCTI af'toBaHTHOI Tepanii npenapatom FYB206 (kaHauaart-GioaHasor
npenaparty Kitpyga) y nopiBHsHHI 3 npenapatom Kitpyga (nem6ponisymab), Ans [eMOoHcTpauii X
chapmakoKiHETMYHOI NOAIGHOCTI Y NaLieHTIB 3 MOBHICTIO BuAasieHow MenaHoMotro ctagii [IB/IIC a6o ctaaii 1l
(DAHLIA)», ko, pocnipkeHHs FYB206-C1-01, npoTokon 3 nonpaskoto 1 Bepcis 2.0 Big 22 notoro 2024 poky;
crnoHcop - Formycon AG, HimeuunHa

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

3. 3MiHa Has3BU TPbOX MiCcUub NPOBEAEHHSA KMiHIUHOrO BUNPOOGYBaHHA [0 NPOTOKO/Y KAiHIYHOIO
JocnipkeHHa «baratoueHTpoBe, Bigkpute, MogoexeHe JocnigpkeHHs Il ®a3m ana OuiHku JoBrotpmsasnoi
EdpexktBHOCTi Ta BesneuHocti 3actocyBaHHA Mipikisymady y [MauieHTiB i3 XBOpo60ow KpoHa», Kof
pocnipkeHHs 16T-MC-AMAX, 3 iHkopnopoBaHot nonpaskoto (e) Big 10 BepecHs 2024 poky; CNoHcop -
Eni Ninni eng Komnawi, CLWA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliyapis

BYJIO

CTAJIO

nikap IsaniwmH O.b.

«YHiBepcuteTcbKa nikapHsa» oinia /IbBiBCbKOro
HaLioOHaJIbHOro MeAUYHOro YHiBepcurtety
imeHi flaHuna Manuubkoro, BiagAineHHa Tepanil,
M. J1bBIB

nikap IBaHiwuH O.b.

«YHiBepcuteTCcbKa nikapHa» pinia gepxaBHoro
HeKomepuiiiHoro nignpnemcrtBa «J/IbBIBCbKUIA
HauioHaNIbHWUIA MeAUYHUIA yHiBepcuteTt
iMmeHi [JaHuna TanuubKkoro», TepaneBTUYHE
BiAfineHHs, M. /1bBiB

O.M.H., npod. LWeBuyk C.B.

Kninika HaykoBo-gocnigHoro iHCTUTYTY
peaGiniTauii ocié 3 iHBanigHicTio (HaBYa/IbHO-
HAayKOBO-JliKyBaJlbHUii KomMmnsekc) BiHHULbKOro
HauioHa/IbHOro MeAUYHOro  YHiBepcuteTty
im. M.l. MuporoBa, TepaneBTUYHE BigAineHHA
BigAainy Tepanii Ta KniHIYHOI peBMartonoril,
BiHHUUBKWI HaLiOHaNbHUIA MEeANYHUIA yHIBEpcuTeT
iMm. M.1. MuporoBa, kadeapa BHYTPILLHLOT MeANLNHN
Ne2, M. BiHHMUA

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

YHiBepcuteTcbka KniHika BiHHMUbKOIO
HauioHa/IbHOTro MeAUYHOro  YHiBepcuTeTy
iMm. M.l. MuporoBa (niKyBa/lbHO-HaBYaJIbHO-
HAYKOBUIA LEHTP), TepaneBTU4YHE BifAiNEHHA,
BiHHMLbKMI HaLiOHANIbHUIA MeanYHWI yHIBEpCUTET
iMm. M.1. Muporosa, kadeapa BHYTPILLHLOT MeANLNHU
Ne2, M. BiHHMUA

nikap Knpnyenko O.B.

nikap Kupunyenko O.B.




KuiBcbka KNiHiYHA flikapHA Ha  3anisHMYHOMY | KMiBCbKa K/iHIYHA MiKapHa Ha  3a/li3HUYHOMY
TpaHcnopTi Ne2 inii «LleHTp 0XOpoHW 3[0poB's» | TpaHcnopTi Ne2 duinii «LIeHTp OXOpOoHM 340pO0B’'s»

AKLiOHEpHOro ToBapucTBa «YKpaiHcbka | AKLioHepHOro ToBapucTea «YKpalHcbka
3anisHuus», BigAiNeHHA AeHHOro crauioHapy, | 3ani3HUUSA», LieHTp  KMiHIYHUX  AocnigkeHb,
M. Kuis M. KuiB

4. 3miHa BignoBigasIbHOIro AOCAIAHMKA Y MiCLi NPOBEAEHHSA KNiHIYHOro BUNPOOyBaHHA; 3MiHa Ha3BU
MicUb NMPOBEAEHHSA KAiHIYHOrO BUMPOGYBaHHA [0 NPOTOKO/Y K/IHIYHOMO AOC/IMKEHHS «52-TUXHEBE,
paHgoMi3oBaHe, noAgiiHe cnine, naauebo KOHTPOSbOBaHE AOCAIMKEHHS Y napasiefibHUX rpynax 3 MeTo
OLiHKN eheKTUBHOCTI Ta 6e3neyHOCTi ABoX 403 npenapaty CHF6001 y hopmi Cyxoro nopoLuky Ass iHransuii,
LLIO AoAaoTbCs A0 NiATPMMYHYOT NOTRIAHOIT Tepanii y NaujieHTIB i3 XPOHIYHMM OBCTPYKTMBHUM 3aXBOPHBAHHSM
nereHb (XO3/1) Ta XpOHiYHUM GPOHXITOM», ko4 gocnigpkeHHs CLI-06001AA1-04, sepcisa 5.0 Big 03 6epesHs
2023 poky; crnoHcop - «K’e3i PapmauesTidi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asABHVK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

BY/NO CTANO
K.M.H. FloaneBcbka O.M. nikap binbuyeHko O.B.
KomyHanbHe HekoMepLiliHe nignpuemcteo | KomyHasnilbHe HeKkomepujiiiHe niANPMEMCTBO
«Micbka nikapHs WBMAKOI Ta HeBigkNagHoi | «Micbka KniHiYHa NiKapHA WBMAKOI Ta

MeguuHoi gonomoru im. npod. O.l. MewaHiHOBa» | HeBigKnagHoOI MeANYHOI AonomMmoru

XapkiBCbKOiI  MicbKOI  pagu, TepaneBTuyHe | iMm. npocp. O.l. MewaHiHOBa» XapKiBCbKOI

BigAineHHsa Nel, m. Xapkis MiCbKOI pagu, TepaneBTuMYHe BigaineHHs Neol,
M. XapkiB

K.M.H. MNpumyko H.A. K.M.H. MNpumywiko H.A.

JdepxaBHa yctaHoBa «HauioHanbHUW iHCTUTYT | [lepXXaBHa ycTaHoBa «HauioHanbHWiA

c¢rusiarpii i nynbMoHonorii im. ®@.I'. AHOBCLKOro | HayKoBuiA LeHTp dpTusiaTpii, nyNbMOHOJIOrIT Ta

HauioHanbHOI akagemii MeguuHUX HaykK YKpaiHu», | anepronorii iMeHi D.I. AHOBCBLKOro

BigaineHns nynsmoHonorii, M. Kuis HauioHanbHOI akagemii MegUYHUX  Hayk
YKpaiHu», BigaineHHs nynbsmoHonorii, M. Kvis

K.M.H. OniliHuk O.I. K.M.H. OniliHuk O.1.

KomyHanbHe HekoMepLiliHe nignpuemcteo | KomyHasnilbHe HeKkoMmepuiiiHe niANPMEMCTBO
«Micbka nikapHa Ne 6» 3anopi3bKoi MiCbKOi pagu, | «Micbka nikapHA eKCTPeHOoi Ta LWBUAKOT

anepro-ny/ibMOHOJIOriYHe BigAineHHa, | MeAUUHOI Aonomoru» 3anopi3bkoi MiCbKOT
M. 3anopixxs paau, TepaneBTUYHE BigAiNneHHA, M. 3anopixxs
A.M.H., npod. OcTpoBCbkMii M.M. A.M.H., npodh. OcTpoBcbkuii M.M.

KomyHanbHe HeKkomepuiiHe nianpuemctBo | KOMyHasibHe HeKomepuiiiHe nignpPUEMCTBO
«IlBaHO-PpaHKIBCbKNIA ob6nacHuii | «LleHTp iHIeKLUiiHMX 3axBoploBaHb IBaHO-
hTnsionynbmoHoNorivyHnii LLeHTp IBaHO- | PpaHKIBCbKOI 06Gs1IaCHOI pagu», BigAiNeHHA

®dpaHKiBCbKOiI 06nacHOi pagu», BigAiIeHHs | NyJIbMOHOMOTFIT, M. IBaHO-®paHKiBCbK
nynbMOHOO0rii Ne2, M. IBaHO-PpaHKIBCbK

nikap MockaneHnko C.M. K.M.H. MockaneHko C.M.

AepxaBHa yctaHoBa «HauioHanbHUW iHCTUTYT | [lepXXaBHa ycTaHoBa «HauioHanbHuiA

¢Tusiarpii i nynbMoHonorii im. ®.I'. AHOBCbKOro | HaykoBuii LeHTp chTusiaTpii, NnysibMOHONOTIT Ta

HauioHanbHOI akageMii MeguUHUX HayK YKpaiHu», | aneprosoril iMeHi d.I. AHOBCbLKOro

BiOOIIEHHA  diarHOCTMKM, Tepanii  Ta  KNiHiYHOT | HauioHanbHOT  akagemii  Megu4yHUX  Hayk

hapmakonorii 3axBoproBaHb fiereHs, M. Kuis YKpaiHu», BigfineHHA AaiarHocTvku, Tepanii Ta
KMiHIYHOT dpapMakosorii  3axBopoBaHb JIereHb,
M. Kni

5. MopoBXeHHsA TPMBAJIOCTI KJIiIHIYHOro BUNpoG6yBaHHA B YKpaiHi Ta cBiTi o 15 ntotoro 2027 poky 10
NPOTOKOY KAiHIYHOro BMNpobyBaHHs «JocnimkeHHs Il a3y nemoponisymady (MK-3475) y kombiHauii 3
CYNyTHbLOI XiMIOMPOMEHEBOI Tepanieo 3 NoganbLUMM BBEAEHHSM NemMoposiisymaty 3 onanapnbom abo 6es
HbOr0 MOPIBHSIHO 3 CYNYTHbLOK XiMIOMPOMEHEBOK Tepaniew 3 nogasibluMM BBEAEHHAM AypBasiymaby B
YYacCHUKIB 3 HeonepabeslbHUM fIOKa/IbHO PO3MNOBCIOMKEHUM HeApPIOHOKMITUHHMM pakoMm nereHis Il cTagii
(HAPNM)», kop pocnipkeHHs MK-7339-012, 3 iHkoprnopoBaHot nonpaekoto 08 Big 15 kBiTHA 2024 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

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



6. 3miHa Ha3BU Micus NpPoBefEeHHA KiHIYHOro BUNPOGYBaHHA [0 MNPOTOKO/Y KAIHIYHOTO AO0CNILKEHHS
«IHTepBeHLjliHe po3LnpeHe focnimpKeHHs hasn 3 4118 BUBYEHHS AOBrOCTPOKOBOT 6€3nekn Ta NepeHoCMMOCTi
TONEGPYTUHIOY B Y4aCHMKIB i3 peuuanByOUMM PO3CISHUM CKNepPo30M, NEPBUHHUM NPOrPECYOUNM PO3CISHUM
CKNepo3om abo BTOPUHHMM MPOrPecyoynM HepeLuauBYOUYMM PO3CIAHUM CK/1epPO30M», KOA, AOC/iKEHHS
LTS17043, 3 iHkopnopoBaHoto nonpaskoto 08, Bepcisa 1 Big 27 BepecHs 2024 poky; cnoHcop - Sanofi-Aventis
Recherche & Developpement, France (CaHocpi-ABeHTic Pelleplu e lesenonvaH, ®paHLis)

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

BYNO CTANIO
O.M.H., npod. BonowwHa H.IM. O.M.H., npody. BonowwnHa H.IM.
JepxaBHa ycTaHOBa  «IHCTUTYT  HeBponorii, | epxaBHa ycTaHoBa  «IHCTUTYT  HeBpoOSOril,
ncuxiatpii Ta Hapkonorii imeHi T.B. BonowwuHa | ncuxiaTpii Ta Hapkonorii iMeHi 1.B. BonowwvHa
HauioHasibHOT akagemii MeguyHMx Hayk YkpaiHuw», | HauioHanbHOi akagemii MeanyHnx Hayk YKpaiHu»,

BigAiNneHHA ayToiMyHHMX | [JereHepatuBHUX | BigAin  ayToiMyHHMX Ta  AereHepaTuBHUX
3aXBOpOBaHb HEpPBOBOI CUCTEMW, LEHTP | 3aXBOpOBaHb  HEPBOBOI  CUCTEMU,  LEHTp
PO3CISSHOIO CKNeposy, M. Xapkis PO3CISAHOTO CK/1epo3y, M. XapkiB

7. OHOB/IEHHA po3AiniB [locbe AOCNiAKYBAHOro JslikapcbKoro 3aco6y Saruparib (AZD5305), TabneTku,
BKPUTi NMJ1IBKOBOIO OGOJIOHKOIO, aHIMiNCbKO MOBO: BcTyn [locbe AoChigKyBaHOro JlikapCbKoro
3acoby Saruparib (AZD5305), Bepcis Big 24 yepBHA 2025 poky; S.1. 3aranbHa iHhopmauisa: S.1.1
HomeHknatypa, Bepcisa 4.0 Big 14 tpaBHA 2025 poKy; S.2. BuUpo6HMLTBO NikapcbKoi cyocTaHuii: S.2.1
Bupo6Huk(n), Bepcia 7.0 Big 06 Gepe3Hsa 2025 poky; S.2.2 Onuc BMPOGHMYOrO mnpouecy Ta Moro
KOHTPONIO ANsA JNiKapCbKoi cyocTaHuii, Bepcia 6.0 Big 14 TtpaBHA 2025 poky; S.2.6 Po3poGka
BUpPOGHMUYOro npouecy, Bepcia 3.0 Big 14 TpaBHA 2025 pokKy. S.4.2 AHaNiTUYHi MeTOAMKM ANnA
niKkapcbKoi cyocTaHuii, Bepcis 5.0 Big 14 TpaBHa 2025 poky; S.4.3 Banigauia aHaniTMMHUX METOAUK AN
nikapcbKoi cy6cTaHuii, Bepcisa 5.0 Big 14 TpaBHA 2025 pokKy; S.4.4 AHani3u cepiii nikapcbKoi cyGcTaHuil,
Bepcia 9.0 Big 14 TpaBHA 2025 poky; S.7 CTabiNbHICTb NnikapcbKoi cy6eTaHuii: S.7.1 Pestome wWwon0
CTabiNnbHOCTI Ta BUCHOBKM A1 NikapcbKol cy6cTaHUuil, Bepcis 10.0 Big, 14 niotoro 2025 poky;
S.7.3 [laHi wopao ctabinbHOCTI NikapcbKol cyocTaHLil, Bepcia 8.0 Big 14 noTtoro 2025 poky; P.1 Onuc i
cKnag nikapcbkoro 3aco6y, Bepcis 4.0 Big 04 BepecHs 2024 poky; P.5.4 AHani3u cepiii nikapcbkoro
3aco0y, Bepcis 6.0 Big 04 BepecHsi 2024 poky; P.8 CTabinbHiCcTb nikapcbKoro 3acooy: P.8.1A Peslome
oo cTaGiNbHOCTI NliKapcbKOro 3acoby, Bepcis 12.0 Big 14 ntotoro 2025 poky; P.8.1B BUCHOBOK w040
cTaGinbHOCTI nikapcbkoro 3acoby, Bepcia 12.0 Big 19 nwTtoro 2025 poky; P.8.3 [aHi wopo
CTaGiNbHOCTI NiKapcbKOro 3acoby, Bepcia 12.0 Big 19 ntoToro 2025 poKy [0 NPOTOKO/Y K/IiHIYHOMO
pocnimpkeHHss «MoaynbHa ¢hasa I/lla, BigkpuTe 6araToueHTpoBe [AOCNIMKEHHS ANs OUiHKM 6e3neku,
NepeHoCMMOCTi, dhapMakoKiHETUKM, hapMakoAuHaMIKU Ta nonepeaHbol edeKkTUBHOCTI 3pocTarumnx a03
AZD5305, sk MoHOTepanii Ta B KOMOIHAUIT 3 NPOTUNYX/IMHHUMMK 3aco6aMu y NauieHTIB 3 NPOrpecyrynMmm
CoMiAHMMM 3N0SIKICHUMU HOBoyTBOpeHHsIMM (PETRA)», koa pocnimkeHHs D9720C00001, sepcis 12.0,
nonpaska 11.0 Big 16 cepnHa 2024 poky; crnoHcop - AstraZeneca AB, Sweden

3asABHVK - TOB «<ACTPA3EHEKA YKPAIHA»

8. Bpouwypa gocnigHuka Niticpinima6é (BIIB059), Bepcisa 17.0 Big 08 kBiTHA 2025 poKy, aHrNilicbKoK
moBoto; IHchopmauiiiHuii nuctok i chopma srogu, Bepcia 7.1UKR(uk)1.0 Big 30 nunHa 2025 poky,
nepeknag ykpaiHCbKoio MoBow Big 04 cepnHAa 2025 poky; MosigomneHHs «[piHcpaiip» woao
opraHisauii noizgok, sepcis 1.0UKR(uk) Big 30 nunHsa 2025 poky, nepeknaj yKkpaiHCbKO0 MOBOIO Big, 05
cepnHa 2025 poKy; 3pa3ku 300paxeHb Ha eKpaHi e/IeKTPOHHOro NPUCTPOIO nauieHTa, Bepcia 1 Big 07
nnHA 2025 poKy, YKpPaiHCbKOK MOBOK; 3pasKu 300paXeHb Ha eKpaHi efleKTPOHHOro npucTpotro
LeHTPY AocnipkeHHA, Bepcia 1 Big 07 nunHsa 2025 poKy, YKPaiHCbKOKO MOBOIO Ta aHINiliCbKOIO MOBOIO;
EKkcnpec-TecT Ha BariTHicTb gnsa BuasneHHA XM (IHcTpykuifa) Big 01 kBiTHA 2021 poKy, YKPAIHCbLKOIO
MoBoOlo; [JoBigkoBe KepiBHULTBO LWOAO NOAOpoXei KomnaHii Connex A/ yYaCHUKIB K/iHIYHOro
pocnipkeHns, sepcia 10.1 Big nunHA 2023 poky, YKPAIHCbKOIO MOBOO; MowuvpeHi 3anuTaHHA Npo
GaHKiBCcbKuii nepekas ClinCard, Bepcia 10.0 Big nuctonaga 2023 poky, YKpaiHCbKOI MOBOIO; 3pa3Ku
cTaHAApTHUX noBigomMneHb ans kaptok ClinCard - 6aHKiBCcbkuili nepekas, Bepcia 10.0 Big nunHsa
2023 poKy, YKpaiHCbKOI MOBOIO; KoHTaKkTHa iHpopmaLis TypucTUYHOro areHTcTBa, Bepcia 10.1 Bif,
nnnHsa 2023 poKy, YKPaAIHCbKOK MOBOIO; 36i/1bLUEHHSA KiJIbKOCTi YYaCHUKIB AOCAifKEeHHs B YKpaiHi 3
15 po 70 oci6 [0 NPOTOKO/Y K/IIHIYHOrO JOCNIMKEHHS «BaraToueHTpoBe, paHAoMi30BaHe, NoABiliHe chnine,
nnaueb0-KOHTPOIbOBaHE AOC/IMKEHHSA (ha3n 3 [1A OUiHKM edekTMBHOCTI Ta 6e3nedyHocTi niticinimady
(BIIB059) y OOpOCNUX yYyaCHWKIB 3 aKTMBHUM CUCTEMHMM YEPBOHUM BOBYAKOM, $SiKi OTPUMYHOTb (OOHOBE
HebionoriyHe cTaHAgapTHeE MiKyBaHHA BOBYaka», Kog gocnigkeHHs 230LE304, sepcia 5.0 Big 05 ntoToro
2024 poky; cnoHcop - Biogen Idec Research Limited, United Kingdom

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK IOBIA PAC YkpaiHa»



9. llocbe 3 AKOCTi AocnigKyBaHoro nikapcbkoro saco6y (IMPD) Bpenosityr (BJT-778), Bepcis 3.0 Big 21
nvnHA 2025 poKy, aHrNificbKoo MOBOID; 3anpoBa/KeHHs MiXXHapoAHOI HenaTeHToBaHOI Ha3Bu (INN),
Bpenosityr (Brelovitug) ana gocnigkyBaHoro nikapcbkoro 3aco6y BJT-778 0 MPOTOKOANIB KNiHIYHUX
pocnipkeHb: «®a3a 1/2a, paHgomizoBaHe, MiaLeb0-KOHTPOIbOBaHe AOCNIMKEHHA A1 OUiHKU 6e3neku,
nepeHocUMOocCTi, (hapMakoKiHEeTUKM Ta MPOTUBIPYCHOI akTMBHOCTI npenapaty BJIT-778 y 340poBux
[06PpOBO/IbLIB Ta NALEHTIB i3 XPOHIYHOK iH(PEKLiED Bipycy renatuty B, BKAKOYaOUM NayieHTiB i3 XPOHIYHO
iHhekujeto Bipycy renatuty D», kog pocnigxkeHHs BJT-778-001, sepcis 5.0, nonpaska 4, Big 12 6epesHs
2025 poky; «focnimpkeHHs dasn 1b/2 ansa ouiHkn 6e3neyHocTi, hapmMakoKiHETUKM, dhapMakognHamiku Ta
edheKTMBHOCTI KaBpOTO/liMOAY Y BUrNsAl MOHOTepanii Ta y KoMGiHaLjisX 3 iHWUMK npenapataMuy y nauieHTiB 3
XPOHIYHOW iHdeku e Bipycy renatuTy B», kog pocnigkeHHs BJT-008-001, sepcia 3.0 Big 23 rpyAaHs
2024 poky; cnoHcop - bnogxkeii TepanbtoTike, IHK. [Bluejay Therapeutics, Inc.], CLUA

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

10. bBpowypa pocnigHUKa ANA  [OCAIMKYBaHOro nikapcbkoro 3aco6y CJNJ-67652000
(niraparib/abiraterone acetate fixed-dose combination) (komGiHauis  dikcoBaHux  fo3
Hipanapu6ylaGiparepoHy aueTaTty), BUAaHHA 7, Big 25 nunHa 2025 poky, aHrNilicbKo MOBOKO [0
NPOTOKONY KIHIYHOrO [0C/imKeHHS «Bigkpute, paHOoMi30oBaHe [OCNIMKEHHA AN OUiHKW  BifHOCHOT
6iogoctynHocTi (BA) i 6ioeksiBaneHTHocTi (BE) npenapartiB y BUrnisgi KombiHauii i3 dpikcoBaHoo go3oro (Ko )
Hipanapu6y nntoc abipaTepoHy auetatr (AA) y MOPIBHAHHI 3 Hipanapm6om i AA, WO Npu3HaYalTbCA
O[HOYACHO Yy BUIMsAl MOHOMpenapariB, Y YO/I0BIKIB 3 pakoM nepeamMixypoBOi 3a/1031», KOA, AOC/iAKEHHS
67652000PCR1001, Bepcisa lNonpaBka 4, Big 02 TpaBHs 2024 poky; CnoHcop - HAHcceH dapmaueBTUKa
HB /Janssen Pharmaceutica NV, benbris

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

11. bpouwypa gocnigHuka 3 npenaparty CHF 1535 pMDI (kog aokymeHTy CLI-CHF1535-1B-00215), Bepcis
4.0 Big 22 nunHa 2025 pokKy, aHrNiiCbKOI MOBOK [0 NPOTOKO/Y K/iHIYHOIO AoCAiaxeHHs «MixHapoaHe,
baraToLeHTpoBe, paHAOMi30BaHe, NoAgiiiHe cine gocnimkeHHs dpasu il y 2 napanenbHux rpynax TpMBasTicTHO
52 TWKHI 3 METOH MNOPIBHAHHA €(JIEKTUBHOCTI, 6e3neku Ta NepeHOCMMOCTi (PikcOBaHMX [03 MOTPIAHOI
KoMbGiHaLii «b6eknomeTa3oH gunponioHart, ¢opmoTtepon dymapar i raikonipoHin 6pomig» (CHF 5993) i
chikcoBaHMX [03 NOABINHOI KOMOIHaLT «6ekioMeTasoH gunponioHar i dpopmoTepon dpymapar» (CHF 1535),
06U1ABI 3 SKUX BBOAATLCA Yepes iHranAaTop pMDI, y nauieHTiB i3 XPOHIUHMM OOGCTPYKTUBHMM 3aXBOPIHOBAHHSM
nereHb (XO3/)», kog gocnigpkeHHss CLI-05993AA3-06, Bepcis 3.0 Big 08 nuctonaga 2024 poky; CnoHcop -
«K’e3i dapmaueBTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOB «®OPTPIA EBENOMMEHT YKPAIHA»



