Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KNiHIYHUX BUNPOGYBaHb, PO3rNsaHYTUX Ha 3acigaHHAX HEP Ne 16 Big 06.06.25, HTP Ne 21 Big,
06.06.25, Ha ki 6Y/IM OTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. «<PaHgomi3oBaHe BigkpuTe 6araToueHTpoBe gochigpkeHHs |l dpasm, Wwo NnpoBoanTbLCA 3a4159 AOBEAEHHS HE
MEHLLIOT e(PEeKTUBHOCTI, a TAKOX OLLIHKM hapMaKOKIHETUYHMX | hapMakoaMHaMIYHMX NapaMeTpiB, 6e3MNe4HOCTI,
pagionoriYHnX i KNiHIYHMX edpekTiB yoniTykcumaoy ans niglkipHoro BBeAeHHS NOPIiBHAHO 3 y6iTyKcMMabom
AN BHYTPILLHbOBEHHOIO BBEAEHHS B MapasieflbHUX rpynax MauieHTiB i3 pOo3CitHMUM CKIepo30oM», KoA
pocnipkeHHs TG1101-RMS-SC301, peaakuis 2.0 Big 01 kBiTHS 2025 p., cnoHcop - «Tipkn Tepan’toTike, IHK.»
[TG Therapeutics, Inc.], CLLA

®a3za - Il

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC A-YKPAIHA»

No MM.1.B. BiANOBigaIbHOrO AOC/iAHMKA

n/n HasBa Micus npoBeAeHHs KNiHIYHOro BUNPoGYyBaHHS

1. K.M.H. Ymnp I".C.

KomyHaslbHe HekomepuiiHe nignpuemMctBo «O6aacHa K/iHiYHa NikapHsa  IBaHO-PpaHKiBCbKOT
o6nacHol paan», HEBPOJIOTiYyHE BiAAiNEHHS 3 LEHTPOM PO3CiSTHOTO CKNeposy, M. IBaHO-PpaHKiBCbK
2. O.M.H., npody. Mpu6 B.A.

ToBapnCTBO 3 06MEXeHOI BianoBiganbHicTio «HEWPO T/IOBA/T», nikyBasbHO-NPOMiNakTuuHmii
nigpo3ain JlikyBasbHO-[iarHoCTUYHOTO LeHTpY «HEMPO MMOBA/», M. IBaHO-PpaHKiBCbK

3. 3aB. Bifg. [Jpo6oTeHko B.I.

KomMyHanbHe HekoMepuiiiHe nignpuemMcTBo «ITATUn Yepkacbknii MICbKUIA LIEHTP NEepPBUHHOI
MeAMKO-CaHITapHOI 4ONOMOrn», KMiHIYHE BiaAiIeHHS BiAHOBHOIO MiKyBaHHS Ta HelipopeabiniTauii 3
LIeHTpOM pO3CiiHOro ck1eposy Ta BigaifiomM KNiHIYHUX BUNPOOYBaHb, M. Yepkacu

4. K.M.H. KocTioueHko A.B.

ToBapncTBO 3 0OMEXEHOI BiANOBigaNbHICTIO «MeauyHuii LeHTp Xenc KniHik», Bigain HeBponorii
MeaMYHOro K/iHIYHOro AOC/IAHWULBKOTO LEeHTPY, M. BiHHUUSA

5. nikap IrHaTeHko |.B.

MpuBaTHe NignprMeMcTBo «lepLia NnpuBaTHa K/iHiKa», MeanyHuiA LeHTp, M. Kuis

6. O.M.H., npody. MockoBko C.I1.

ToBapncTBO 3 0OMEXEHOW BiANOBIAA/BHICTIO «MeauuHuii LeHTp «CanTem», ikyBaslbHO-
AiarHOCTUYHMIA BigadiN MeaANYHOro LeHTpY, M. BiHHMUS

2. «KniHiyHe pocnigXeHHs 3 OUiHKM Bi0eKBIBa/IEHTHOCTI NiKapcbkmx 3acobiB «debGyKcocTar», TabneTku,
BKPWTI MiBKOBOK 060/10HKOW, no 120 mr (MAT HBL, «BopuiariBcbknin X$3», YkpaiHa) Ta «AgeHypik®»
(Adenuric®) TabneTkun, BKpUTI NNiBKOBOK 060/10HKOI0, Mo 120 mr (Menarini — Von Heyden GmbH, HimeuunHa)
3a y4yacTio 300p0oBUX f06pOBONbLLIB», KOA AocnimkeHHAa BHFZ B-2201, sepcis 03 Big 21.05.2025 p., cnoHcop -
MAT HBL, «bopuyariBcbkuini Xd3», YkpaiHa

daza - gocnimkeHHs1 6ioeKBiBa/IEHTHOCTI

3anBHuK - MAT HBL, «bopLyariBcbkuin Xd3», YkpaiHa

Ne MN.1.6. BignoBigasibHOro AocnigHvKa
n/n HasBa micLil npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS
1. rofloBHMiA nikap Aptuw B.1.
MegnuHuin  ueHTp TOB «KniHika IHHO®AP - YkpaiHa IHHOBeiiTiB ®apma Pecepu»,

YepHiBeLbka 06/1., HoBocenvubknii p-H, €. BosiHn
2. K.6.H. Cabko B.E.
BioaHaniTnyHa na6opaTopis TOB «KniHdapwm», KuiBcbka 06/1., M. IpniHb

3. «KniHiyHe gocnimpkeHHs 3 OLuiHKK GioeKBiBasIeHTHOCTI fikapcbkux 3acobie TPE®OPT, TabneTkn, BKpUTI
nniBkoBol ob6osoHkow (AT «KniBmegnpenapar», YkpaiHa) Ta HYPO®EH® IHTEHCWB, Tabnetkun, BKpUTI
NNiBKOBOK 060/10HKOK (PekkiTT BeHkizep Xenckep IHTepHewHn Jlimiten, Benvka bputaHif) 3a yvacTio
340poBuX  Ao6poBosbLiB», Koh pocnigxkeHHs TREART, Bepcia 1.2 Big 20.05.2025 p., cnoHcop -
AT «KniBmeanpenapat», YkpaiHa

da3za - gocnimkeHHs 6i0ekBiBaSIEHTHOCTI

3aaBHuK - TOB «<APTEPIYM NTO», YkpaiHa



No MM.1.6. BignoBiganLHOro gocnigHukKa

n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPOBGYBaHHS

1. ronoBHuiA nikap Aptuw B.1.

ToBapucTBo 3 06MexeHol BignoBigasbHicTIO «KniHika IHHO®AP — YkpaiHa IHHOBeliTiB ®apma
Pecepu», MegunyHuin UeHTp, YepHiBelbka 06/1., HoBocenuupkuii p-H, c. BosiHK

2. k.6.H. Cabko B.E.

TOB «KniHthapm», Kuiscbka 061., M. IpMiHb

4. OHOBNeHWii NPOTOKON KAiHIYHOrO BUNpoOyBaHHA, Bepcia 2.0 Big 07 Gepe3Hsa 2025 poky,
aHrNificbKo MOBOLO; 3a/lyyeHHA A04aTKOBOro Micus NMPoOBeAEeHHA KNiHIYHOro BMNPOGYBaHHA [0
MPOTOKO/TY KMiHIYHOTO AochnigxeHHs «®asa 2b, paHAoMi3oBaHe, NoABiiiHe cnine, nnaue60-KoOHTPosiboBaHe
OOCniMpKEeHHs MoLwykKy Aiana3oHy A03YBaHHSA 3 METOH0 OLHKM e(heKTUBHOCTI Ta 6e3nekun AeKifIbKoX PiBHIB [03
iHransAuiiHoro npenaparty AZD8630, L0 NpuiiMaeTbCa OAMH pa3s Ha AeHb NPOTArom 12 TUXHIB y AOPOCAMX 3
HEKOHTPO/IbOBAHOI acTMOI0 3 pu3nkKoM 3aroctpeHHs (LEVANTE)», kog gocnigpxeHHs D6830C00003, sepcis
1.0 Big 21 uepsHsa 2024 poky; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne M.1.6. BignoBigasibHOro AocnigHvKa

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1. | A.m.H. AxkoBeHko O.K.

ToBapMCTBO 3 0OMEXEHOK BiANOBiAabHICTIO «KniHika aneprii Ta kawnw», Nigpo3anian npoBeaeHHs
KNiHIYHMX gocaigkeHb, M. JTyLbk

5. OHOB/EHMIA NPOTOKO/ KJliHIYHOrO BUNPoGyBaHHA MK-7240-008, 3 iHKopnopoBaHoto nonpaskoto 02
Big 18 ntoToro 2025 poky, aHraiicbkolo MoBoto; Bpouwypa gocnigiuka TULISOKIBART (MK-7240),
BuAaHHA 7 Big 11 noToro 2025 poKy, aHIMiicbKOK MOBOLO; YKpaiHa, MK-7240-008 — focnigxeHHsA 1,
IHhopMaLifa Ta JOKYMEHT Npo iHhopMoBaHy 3rofly AnA nauieHta, sepcisa 1.00 Big 23 kBiTHA 2025 p.,
YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-7240-008 - JdocnigpxeHHA 2, IHpopmauis Ta AOKYMEHT Mpo
iHchopMoBaHy 3roay AnA nauieHTa, Bepcia 1.00 Big 23 kBiTHA 2025 p., yKpaiHCLKOIO MOBOIO; YKpaiHa,
MK-7240-008, IHchopmaLiiiHUII JINCTOK Ta [OKYMEHT npo iH(hopmMoBaHy 3rogy Ha HeOGOB’SI3KOBY
Gionciio - focnimkeHHa 1 ta focnimkeHHsa 2, Bepcisa 00 Big 23 KkBiTHA 2025 p., YKpaiHCbKOIO MOBOIO;
IHCTPYKUiT ANA NpoBeAeHHA TeCTy Ha BariTHICTb (CTpymeHeBuii Tect cedi Ha XIJ1 (INSTANT-VIEW),
cTaHgapTM3oBaHo 3a MixxHapogHumMm ctaHgaptom BOO3 75/537, 3-1A Bepcis), YKPAIHCbKOIO MOBOLO;
MpeameTn ANsA NauieHTIB: CyMKa ANs nepeHeceHHA MmartepianiB gocnigkeHHsA; 30iNbWEHHA KiJIbKOCTI
pocnipxyBaHux B YkpaiHi 3 87 ao 145 oci6; 3miHa Ha3B MicLb NPOBeAEeHHA K/iHIYHOro BUNPoGyBaHHSsA
[0 NpoTOKOAly KAiHIYHOro JocnimkeHHs «[lporpama paHAoMi3oBaHWX, MNOABIMHUX chinvx, nnaue6o-
KOHTPO/IboBaHUX gocnigxeHb Il pasn ansa ouiHkM edpekTUBHOCTI Ta 6e3nekn TynicoKiGapTy B yYaCHUKIB i3
cepeaHbO-TSHKKOI XBOpPO60oK KpoHa B akTMBHIN chopmi», kog pocnigpkeHHs MK-7240-008, sepcis 00 Big,
09 motoro 2024 poky; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTAJIO
nikap Wynera .. nikap Wynera 4.9.
KomyHanbHe nignpueMcTBo «BonmHcbka ob6riacHa | KomyHasibHe nignprMemMcTBo «BonmHcbka o6nacHa
KNiHiYHa nikapHsa» BonuHCbkOT 06nacHoi paaw, | KniHiYHa nikapHa» BonMHCbLKOI obnacHoi  pagwm,
XipypriuHe BigAineHHs (a6pgomiHanbHOI, | XipypriuHe BigAineHHsA aGaoMiHaNbHOI,
KOJIONMPOKTOJIONiUHOI, eHAOKPUHHOI NaTtonoril) 3 | eHAOKPUHHOT nNaTonorii  Ta KOJIONPOKTONOTIT,
NXKamMu nnacTUYHOI Xipyprii Ta Xipyprii KucTi, | M. Jlyubk

M. JTyubk
O.M.H., npod. LWWeBuyk C.B. O.M.H., npodp. Wesuyk C.B.
KniHika HayKoBO-A0CAIfHOro iHCTUTYTY | YHiBepcuTeTCbKa nikapHsA BiHHMUbLKOrO

peaGiniTauii oci6 3 iHBanigHicTio (HaBYa/ILHO- | HALiOHA/IBHOTO MeAguyHOro yHiBepcutety
HayKOBO-JliKyBaJIbHUiA Komnekc) BiHHuubkoro | iMm. M.l. TMuporoBa, TepaneBTMYHE BiAAiNEHHS,
HaLUiOHaJIbHOTO MeAWYHOro yHiBepcuTeTy | BiHHUUBKNIA HaUiOHa/IbHUIA MeAWNYHWI YHIBEPCUTET
im. M.l. MuporoBa, TepaneBTU4He BiAAiNEHHSA, | iM. M.l. Mnuporosa, kaenpa BHYTPILUHbOT MeaULUHN
BiHHMLbKMIA HauioHaNbHWIA MeanyHuiA yHiBepcuteT | Ne2, M. BiHHUUSA

iMm. M.1. Munporosa, kaceapa BHYTPILLHbOT MEANLNHN
Ne2, M. BiHHMUA




6. Bpowypa gocnigHuka ABP 206, BugaHHa 2.1, Big 02 KBiTHA 2025 pOKy, aHrNilicbKOO MOBOI [0
MPOTOKO/TY  KIIHIYHOTO  AOCNifpKEHHS «PaHAoMi3oBaHe MoABiiHE cnine AOCIAKEHHS [71A  OUiHKM
edpekTnBHOCTI, 6e3neyHocTi Ta iMyHoreHHocTi npenapaty ABP 206 y nopiBHAHHI 3 npenapatom OPDIVO®
(HiBONyMa0) y naujieHTiB 3 Hepe3ekTabeibHO abo MeTacTaTUYHO Me/sTaHOMOIO, SKi paHille He OTPUMYyBaUIn
NikyBaHHA», KoA gocnigxeHHsa 20210031, sepcida 3.0 Monpaska 2 Big 08 ntotoro 2024 poky; CnoHcop - AMIXEH
IHk., CLLA [Amgen Inc., US]

3anBHuK - TOB «APEHCIA EKCINJTIOPATOPI MEAICIH», YkpaiHa

7. OHoBneHui MpoTokon KniHiyHOro BunpoGoyBaHHA WN42086, Bepcia 6 Big 6 TpaBHA 2024 p.,
aHrNificbKol MOBOM; 3a/lyyeHHS A0[AaTKOBOro AO03YBaHHA AOC/iIAKYBaHOro J1iKAPCbKOro 3acooy
nopiBHAHHA PiHronimop, (Fingolimod, RO7079904 lineHis, Gilenya), TBepai kancynu, 0,25 mr; Jocbe
pocnipkyBaHoro nikapcbkoro 3aco6y ®iHronimop (Fingolimod), Moaynb 2 «®iHronimoa, TBepai
Kancynu, 0,25 mr», Bepcisa 2 Big 5 rpyaHa 2024 p., aHMMilicbKOl0 MOBOIO; 3aJ/lyuyeHHsI BUPOGHUUMX
AiNbHULb AN5 BUPOOGHULITBA AOCiAXYBaHOro nikapcbKoro 3aco6y ®@iHronimop, 0,25 mr: Almac Clinical
Services Ltd, United Kingdom; Almac Sciences Ltd, United Kingdom; Almac Sciences (Ireland)
Limited, Ireland; F. Hoffmann-La Roche AG, Switzerland; Genentech, Inc., United States; DHL Supply
Chain Operations GmbH, Germany; Almac Clinical Services LLC, United States; Fisher Clinical
Services, Inc., United States; Catalent Germany Schorndorf GmbH, Germany; Fisher Clinical Services
GmbH, Switzerland; locbe gocnigxyBaHoro nikapcbkoro 3acooy ®inronimop, (Fingolimod), Mogynb 2
«®DiHronimopn, TBepai kancynu, 0,5 Mmr», Bepcia 3 Big 27 ciuHAa 2025 p., aHINMiNCbKOO MOBOIO; [locbe
pocnipxyBaHoro nikapcbkoro 3acoly ®inronimopg (Fingolimod), Mopgynb 2 «Mnaue6o pfo
®diHronimoay, TBepai Kancynu», Bepcia 2 Big 27 ciyHA 2025 p., aHriACbKOWO MOBOIO; 3pasokK
MapKyBaHHA TUTY/IbHOI CTOPIHKM OyKnety Ans AOCNIfKYBaHOro iKapCbKOro 3aco6y MOpiBHAHHA
diHronimop, 0,25 mr a6o nnaue6o, 32 TBepAi kKancynu, Big 16 uepBHsa 2021 p., aHrNifiCbKOIO MOBOIO;
3pa3oK mMapKyBaHHA Oyknety Ans AOCAiAKYBaHOro JliKapCbKOro 3aco0y MNOPIiBHAHHA ®PiHrosimop,
0,25 mr a6o nnaue6o, 32 TBepai Kancynu, Big 16 yuepBHA 2021 p., yKkpaiHCbKOoO MoBOK; WN42086
OcHoBHa IHchopmauia ans nauieHTa Ta dopma iHQopmoBaHoi 3roau, Bepcia 7.0 ana YkpaiHu,
aHrniicbKo MoBolo Big 18 kBiTHA 2025 p.; WN42086 OcHoBHa IHchopmauis ana naugieHta ta popma
iHcbopMoBaHOi 3roau, Bepcia 7.0 onsa YKpaiHu, yKpaiHCbKOI MOBOIO Bif, 18 kBiTHA 2025 p.; WN42086
IHhopMmauisa ana nauieHTa Ta coopma iHchopmoBaHoOi 3roan AN giteii Bikom Big 10 go 14 pokiB, Bepcisa
4.0 pnA YKpaiHu, aHrNiicbKOK MOBOIO Big, 6 rpygHAa 2024 p.; WN42086 IHcopmauis gna nagieHTa 1a
thopma iHchopmoBaHoOi 3rogu ana giteii Bikom Big 10 ao 14 pokis, Bepcia 4.0 ana YKpaiHu, YKpaiHCbKOIO
MOBOI0 6 rpyaHAa 2024 p.; WN42086 IHdhopmauisa Ta oopma iHhopmoBaHOT 3roau ans 6aTbkKiB, Bepcis
7.0 ana YKpaiHu, aHrnincbko Mmook Big 18 kBiTHA 2025 p.; WN42086 IHchopmauia ta dopma
iHbopmoBaHOi 3rogn Aans GatbkiB, Bepcia 7.0 gna YKpaiHW, YKpPAiHCbKOKO MOBOI Bif 18 KBiTHA
2025 p.; WN42086 dopma iHhopmoBaHOi 3roau Ansa 6aTbKiB Ha 3anoOBHEHHA ONUTYBas/ibHUKa 3
pesynbTatamu, WO MOBIZOM/IAIOTLCA NaLieHTOM, Bepcia 5 Ana YKpaiHu, aHrniicCbKolo MOBOIO Bif
6 rpyaHs 2024 p.; WN42086 dPopma iHthopMoBaHOi 3roaun aNns 6aTtbKiB Ha 3aMOBHEHHA ONUTYBaJIbHUKA
3 pesynbTatamu, WO MOBIAOMIAIOTLCA NaLieHTOM, Bepcia 5 Ana YkpaiHu, yKpaiHCbKOO MOBOIO Bif
6 rpyaHa 2024 p. [0 NPOTOKOAY KAiHiYHOro pocnigpkeHHs «BAFATOLEHTPOBE PAHAOMI3OBAHE
MOABIVMHE CNINE AOCNIIXEHHS 1l ®A3U 3 MOABIMHOK IMITALIEIO A1 OLIHKW BE3MNEYHOCTI
TA E®EKTUBHOCTI OKPEMI3YMABY Y MOPIBHAHHI 3 ®IHFOAIMOAOM Y AITEA TA NIAAITKIB 13
PELNOVBYKOYO-PEMITYHOUMM PO3CIAHNM CKIEPO30OM», kog gocnimkeHHs WN42086, sepcis 4 Big
28 6epesHa 2023 poky; cnoHcop - ®. XodhdmaHH-/1a Pow Nta, Weeliyapis (F. Hoffmann-La Roche Ltd,
Switzerland)

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAANBHICTIO «MiMifli KOKPENH», Ykpaina

8. IHhopmauiiHMi NNCTOK nauieHTa Ta chopma iHchopmoBaHOI 3rogn — yacTuHa 2, Bepcia 10.0 Big
23 TpaBHA 2025 pOKy YKPAiHCbKOK, POCI/AICbKOIO Ta aHrNificbKO MOBamMu [0 MPOTOKOY KAiHIYHOro
JocnipkeHHsa «PaHpomizoBaHe noAgiiHe cnine GaraToOueHTPOBE AOCNIMKEHHS hasum 3 gocTapnimady
(TSR-042) B kOMGiHaujii 3 KapbonnatvuHOM i nakiiTakcenom MopiBHAHO 3 nnauebo B KOMOiHauii 3
KapbonsaTUHOM i Mak/iTakcesioM y NauieHToK 3 peunanBHM abo NepBUHHUM MOLUMPEHUM PaKOM eHAOMETPI0
(RUBY)», kog, pocnigxeHHa 4010-03-001, sepcis 7.0 Big 16 nuctonaga 2023 poky; cnoHcop - TESARO, Inc.,
CUWA

3aaBHuK - TOBAPMCTBO 3 OBMEXEHOIK BIAMOBIJANBHICTIO «®APMACBIOTIKAT PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

9. OHoBneHuiA MpoToKon KNiHiuHOro BuNpoGyBaHHsa OMS906-PNH-003, MonpaBka 03 Big, 24 6epe3Hs
2025 poKy, aHraiicbkolo MoBow; Bpowypa gocnigHuka OMS906 (Zaltenibart 3anteni6apT) (IB -
OMS906), Bepcia 06 Big 20 rpygHs 2024 poKy, aHrilicbkolo MoBOW; [locbe AocnifKyBaHOro
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nikapcbkoro 3aco6y (IMPD) OMS906, MASP-3 MONOCLONAL ANTIBODY, Bepcis 8.0 Big 04 rpyaHsA
2024 poKy, aHrNiicbKo MOBOK; 3anpoBafKeHHs MiKHapogHOi HenarteHToBaHoi Ha3Bu (INN)
Zaltenibart (3anTeHiGapT) gna pocnigKyBaHOro nikapcbkoro 3zacooy OMS906; 3anyueHHA HOBOV
NnepBUHHOI YNakOBKU ANA OOCAiAKYyBaHOro nikapcbkoro saco6y OMS906 (Zaltenibart 3anTteHi6apr),
po3uMH AnA iHQYsiii, ANA BHYTPIWHbOBEHHOro BBeAeHHA — dunakoH 400 mr/3.7 mn (110 mr/mn);
MpopoBXeHHA TepMiHY NPUAATHOCTI AOCiAKyBaHOro nikapcbkoro sacody OMS906 (Zaltenibart
3anteHi6apT), po3unH Ana iHQysiii, AN BHYTPILLHLOBEHHOTO BBeAEHHS, hnakoHn 165 mr/1.5 mn Ta
400 mr/3.7 mn (110 mrimn) go 60 micAuiB; BknoueHHA BUPOOHMYUX AINAHOK ANA AOCAIAKYBaHOro
nikapcbkoro 3acoby OMS906 (Zaltenibart 3anTteHi6apt), po3umH pana iHdysiil, pana
BHYTPilULHLOBEHHOro0 BBeAeHHs, thsiakoH 400 mr/3.7 mn (110 mr/mn): Alcami Carolinas Corporation (dba
Alcami Corporation), 627 Davis Drive, Morrisville, North Carolina 27560, USA; Alcami Carolinas
Corporation (dba Alcami Corporation), 419 Davis Drive, Morrisville, North Carolina 27560, USA; Alcami
Carolinas Corporation (dba Alcami Corporation), 4620 Creekstone Drive, Durham, North Carolina
27703, USA; SGS Canada Inc., 6490 Vipond Drive, Mississauga, ON L5T 1W8, Canada;
AndersonBrecon Inc. dba PCI Pharma Services, 4545 Assembly Drive, Rockford, IL 61109, USA; Biotec
Services International Ltd dba PCI Pharma Services, Biotec House, Central Park, Western Avenue,
Bridgend Industrial Estate, Bridgend, CF31 3RT, UK; Millmount Healthcare Limited trading as PCI
Pharma Services, Block-7, City North Business Campus, Stamullen, Co. Meath, K32 YD60, Ireland; PCI
Pharma Services Germany GmbH, Am Wall 5, GroBbeeren, Brandenburg, 14979, Germany; TeKkcT
MapKyBaHHSA A/ NePBUHHOT i BTOPUHHOI YNaKOBKU AJ1A1 AOC/iAKYBaHOro fikapcbkoro 3acoéy OMS906
(Zaltenibart 3anTteHi6apT), po3umH pna iHQy3iA, ANA BHYTPILLHbOBEHHOr0 BBeAEHHs, (h1akoH
400 wmr/3.7 mn (110 mr/mn), Bepcia 1.0 Big 20 BepecHA 2024 poKy, ANns YKpaiHW, aHrNiACbKO Ta
YKpaiHCbKOO MoBamu; IHdopmania gna naudieHta 1a Popma iHhopmoBaHoi 3roau, OCHOBHe
pocnipxeHHs, Bepcia 3.0 Big 11 kBiTHA 2025 poKy, AnA YKpaTHKU, aHININCbKOK Ta YKPAIHCbKOK MOBaMu,
Ha ocHoBi Mavictep-Bepcii IHpopmauii gna nauyieHTa Ta PI3 aHrniicbkolo MoBoto, Bepcis 4.0 Big
01 kBiTHA 2025 poky; IHopmaLiliHMii McTOK Ta Popma iHhopmMOoBaHOI 3roaun ansa 36opy iHopmauii
Npo BariTHICTb i pe3ynbTart BariTHOCTi, Bepcis 2.0 Big 11 kBiTHA 2025 poky, AnA YKpaiHu, aHrMiAiCcbKoo
Ta YKpaiHCbKOW MOBamu, Ha OCHOBi Maiictep-Bepcii ®PI3 ana 36opy iHopmauii Nnpo BariTHICTb i
pe3ynbTaTr BariTHOCTI aHrMiicbKol MoBoto, Bepcia 3.0 Big 24 Gepe3HA 2025 poKy [0 NpPOTOKOY
KNiHIYHOrO A0CNIMKEHHA «BigkpuTe OOCNIMKEHHS ANA OLiHKM AOBroCTPOKOBOI 6e3rneku, nepeHocuMocCTi Ta
echekTBHOCTI npenapaty OMS906 y nauieHTiB i 3 NapOKCU3MasIbHOK HiYHOK remornobiHypieto (MHM)», koa
pocnipkeHHs OMS906-PNH-003, [Monpaska 02 Big 30 nuctonaga 2023 poky; cnoHcop - Omepoc
KopnopeliwH, CLLUA / Omeros Corporation, USA

3anBHuK - TOB «APEHCIA EKCMNIOPATOPI MEAICIH», YkpaiHa

10. 3MiHa Ha3BU Micusa NpoBeeHHSA KiHIYHOro BUNpoGyBaHHs Ta 3MiHa BignoBigasibHOro AocnigHuKa
00 NPOTOKO/Y KNiHIYHOTO AocnimkeHHsA «PaHaoMmisoBaHe, Bigkpute pochimkeHHs Il dasn ans ouiHku
neMmo6posisymady B AKOCTi Heoaf toBaHTHOI Tepanii Ta B KOMGiHaLji 3i cTaHAAPTHUM NiKyBaHHAM B SKOCTI
aj'toBaHTHOI Tepanii nNpu onepabenbHOMY NOKOPerioHasIbHO PO3NOBCHOKEHOMY M/I0CKOKNITUHHOMY paky
ronosu Ta wui lI-IVA cTagii», kog pocnigxeHHs MK-3475-689, 3 iHkopnoposaHow nonpaskoto 09 Big
29 6epesHsa 2024 poky; cnoHcop - TOB Mepk Wapn eHp Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMNOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTA/O
ron. nikap Kpynbko C.1. nikap CkypeHko O.fA.
ToBapnuCTBO 3 OOMEXEHOK  BiAnoOBiAa/bHICTIO | TOBAPUCTBO 3 OOMEXEHOK  BiAMnoBiAA/IbHICTIO
«YKpalHCbkuiA LeHTp TomoTepanii», BiadineHHs | «YKpalHCcbkuii LeHTp TomoTepanii», MeauuHwuii
XimioTepanii, M. KpOnMBHNLIbKWIA LLeHTP, BiagineHHs ximioTepanii, M. KponMBHULbKWIA

11. 3miHa Ha3BM Micus NpoBeAEeHHSA K/iHIYHOro BUNPoGyBaHHA; MoA0BXEeHHS TPUBAOCTI KNiHIYHOro
BUNPOOGYBaHHA B YKpaiHi Ao 31 rpygHa 2027 poKy [0 MpPOTOKO/Y KAIHIYHOTO  AOCHiIKEHHS
«PaHgomi3oBaHe, noAgiiHe-cnine, GaraToLeHTpoBe, Nnauleb0-KOHTPO/IbOBaHe AOCNIMKEHHA hasn 3 3
BIAKPUTUM nepiofoM ANA OUiHKM eddeKTUBHOCTI Ta 6e3neyHocTi iHe6inisymady y Aopocnnx nauieHTiB 3
MiacTeHi€elo rpasic», kog gocnigpkeHHs VIB0551.P3.S1, Bepcis 8.0, 13 BepecHsi 2023 p; cnoHcop - «["opai3oH
Tepan'toTikc AiipneHg OIEWCi», IpnaHgis [Horizon Therapeutics Ireland DAC, Ireland] (govipHs komnaHis, wo
nepebyBae y NOBHI/ BNacHOCTI koMnaHil «kAMaxeH IHK.» [Amgen Inc.])

3anBHUK - TOBAPUCTBO 3 0BMEXEHO0 BiANOoBiAanbHICTIO «MEAMENC YKPAIHA»

BYNO CTANO
A.M.H., npod. Kanbbyc O.I. O.M.H., npodd. Kanbbyc O.I.
BigokpemneHuin CTPYKTYpPHMUii nigpo3ain | YHiBepcutetcbka  NiKapHs JAHIiNpoBCbLKOro
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«YHiBepcuTeTCbKka JfliKapHa» [ HINPOBCbLKOroO | AepXXaBHOro MeAUYHOro yHiBepcuTtety,
AepXaBHoOro MeANYHOro yHiBepcuTeTy, | BigaineHHs HeBposorii, JHINPOBCbKuii AepXaBHUI
BioAiNeHHs HeBposorii, JHINPOBCbKUIA AepXaBHUIA | MeanYHWMiA  YHIBEpCUTET, Kadegpa HeBposorii,
MeaunyHUA  yHiBepcuTeT, kadegpa HeBposorii, | M. JHinpo

M. [IHINpo

12. fJocbe ApocnipKyBaHOro nikapcbkoro 3aco6y (IMPD) JlinocomanbHuii aHHamiuuH (Liposomal
Annamycin), faHi npo fAkicTb, Bepcia 12.0 Big 01 kBiTHA 2025 poKy, aHrNiliCbKOO MOBOLO; 3a/Ty4Y€HHs
[O[ATKOBOI BUPOGHUYOI AiNAHKM ANA  [JOCNAIgKYBaHMX NiKapCbKuX 3aco6iB JlinocomanbHWiA
aHHamiymH (Liposomal Annamycin) ta Lutapa6in (Cytarabine): IMP BAPROL Spétka z ograniczona
odpowiedzialnoscia, ul. Scinawska 12A, 59-300 Lubin, Poland 0 npoToKony KAiHIYHOTO AOCHIKEHHS
«OnopHe, baraTtoLUeHTpPOBE, paHAOMiI30BaHe, NoAgiiHe cnine, nnauebo-KOHTPOIbOBaHE AOCIIKEHHS dhasun
2/3 3 aganTMBHMM AM3aliHOM A5 MOPIBHAHHA L-aHHaMiUMHy ANs iH'eKUil y koMOGiHauil 3 iH'ekuisiMm
umMtapabiHy Ta niaue6o B KOMBiHALT 3 iH eKLiaMU LTapabiHy B AKOCTI Tepanii gpyroi NiHii s iHaykuii pemicii
Yy [OPOCMUX NaLieHTiB 3 pedopakTepHMM/peLuanByoYM rOCTPUM MIEOIAHUM STIEMKO30M», KOZ, AOC/iIHKEHHS
MB-108, Bepcisa 2 Big 04 nuctonaga 2024 poky; cnoHcop - MonekyniH biotex, IHk. (MBI), CLUA / Moleculin
Biotech, Inc. (MBI), USA

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

13. bykneT mapKyBaHHSA, Bepcia 5.0 Big 03 ciuHa 2025 poKy KOPOOGKM 3 AOCAIAKYBaHUM J1iKAPCbKUM
3aco6om AHihponyma6 (MEDI-546), BK/OUalouM 3pa3oK MapKyBaHHA YKpPAiHCbKOKO MOBOK [0
NPOTOKONY KMIHIYHOTO AoCnigXeHHs «baraToueHTpoBe, paHAomi3oBaHe, noAgiiHe cnine, nnaue6o-
KOHTPO/SIbOBaHe AOCMiMKEHHsT (ha3n 3 Ans OuiHKM edIEKTMBHOCTI Ta 6e3neyYHOCTi NiAWKIPHOro BBEAEHHS
aHichponymady AopocnnMM naujieHTam 3 CUCTEMHUM YEPBOHMM BOBYaKOM>», koA, aochigpkeHHs D3465C00001,
Bepcis 4.0 Big 14 yepBHA 2023 poky; cnoHcop - AstraZeneca AB, Sweden

3aaBHUK - MNignpremcTso 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

14. flonoBHeHHA [0 iHPOPMOBAHOI 3roAn nauieHTa Ha NPOBEeAEHHSA AUCTAHLiiIHOTO MOHITOPUHIY
BUXiaHNX gaHunx, sepcis 3.0UKR(uk)1.0 Big 11 kBiTHA 2024 poKy, Nnepeknag yKpaiHCbKOI0 MOBOIO Bif, 13
TpaBHA 2025 poKy [0 NPOTOKO/TY KAIHIYHOTO AOCAiMKEHHA «PaHAomi3oBaHe, NoABiliHe cnine JoCnigKeHHS
chasm 3 413 ouiHKKM XiMioTepanii npenapaTamu Ha OCHOBI N1aTUHK Y KOMbGiHauii 3 npenapatom INCMGA00012
a6o 6e3 HbOro B SIKOCTI Tepanii NepLUoi AiHii Npyu MeTacTaTuYHOMY M/IOCKOKNITUHHOMY i HEMTOCKOKAITUHHOMY
HeApiGHOKNITUHHOMY paky nereHiB (POD1UM-304)», kog pocnigpkeHHs INCMGA 0012-304, sepcis 4 3
iHKOprnopoBaHOoo nonpaekoto 3 Bifg, 18 )oBTHA 2022 poky; cnoHcop - Incyte Corporation, United States
3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULieo «ANK'IOBIA PAC YkpaiHa»

15. Bpowypa pocnigHuka Topunanimady (JS001/TABO001), sBepcia 9.0 Big 06 ntotoro 2025 poky,
aHrNifcbKO MOBOK; NOAOBXEHHS TPMBAIOCTI K/iHIYHOrO BUNPOGYBaHHA B YKpaiHi go 30 yepBHS
2026 poKy [0 nNPOTOKOMY KAiHIYHOrO  focnimkeHHs  «[llpocnekTnBHe, paHAoMi3oBaHe, nnauebo-
KOHTPO/IbOBaHe, MoABiliHE chine, GaraTouEeHTPOBe, peecTpauiiiHe KiiHiYHe gocnigpkeHHs dasm Il ans
NOpiBHSAHHA Topunanimady (JS001) y noegHaHHi 3 1eHBaTUHIOOM Ta naaue60 y NoeAHaHHI 3 IEHBaTUHIBOM 5K
Tepanii 1-i NiHii npy nowmpeHiin renaTouentonapHii kapumHomi (FUK)», kog gocnigpxeHHs JS001-027-111-HCC,
Bepcis 2.0 Big 08 nuctonaga 2022 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

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

16. NMopoBXeHHA TPUBAMOCTi KNiHIUHOro BMNpPOGyBaHHA B YKpaiHi Ao 31 rpyaHa 2025 poky [o
MPOTOKO/TY  K/IHIYHOTO  AocnimkeHHs «[llopgiiHe cnine, paHAoMi3oBaHe, M/iaueb0-KOHTPOIbOBaHeE,
baraToLeHTpOBE [JOC/iMKEHHA [ANns OUiHKM BM/JIMBY €BOJIOKYMalOy Ha Cepiio3Hi  cepueBO-CYAVHHI
YCKNaAHEHHS Y NauieHTiB 3 BUCOKUM PU3MKOM PO3BUTKY CEPLIEBO-CYAMHHNX 3axBOploBaHb 6e3 nornepeaHso
nepeHeceHoro iHhapkTy mMiokapga abo iHcynbTy», Kof gocnimpkeHHs 20170625, iHKopnopoBaHWin OHOBEHOD
nornpaskoto 6, Big 12 yepBHA 2023 poky; cnoHcop - «AMXeH [HK.» (Amgen Inc.), CLLUA

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

17. OHoBneHunii MpoOTOKON KihiHiUHOro BuNpo6yBaHHA SGR-1505-101, Bepcisa 14.0 Big 16 KBiTHA
2025 poKy, aHrniiicbKO MOBOK [0 MPOTOKO/Y KAiHiYHOro pocnipkeHHs «®A3A 1, BIOKPUTE,
BAFATOLIEHTPOBE AOCNIAXEHHA 3 ECKANALUIE O3 ANA OLIHKW MPEMAPATY SGR-1505 MNMPU
MOro 3ACTOCYBAHHI AK MOHOTEPATMIT Y MALUIEHTIB 31 3NT0AKICHNMN HOBOYTBOPEHHAMK 3lI
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3PINNX B-KNITWH», koa gocnigkeHHs SGR-1505-101, sepcia 13.0 Big 17 6epesHs 2025 poky; CNoHcop -
WpbogiHrep, IHk., CLUA [Schrodinger, Inc., USA]
3asaBHuK - TOB «APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa



