Jopartok 1

«Mepenik cyTTEBMX NONPaBOK A0 NPOTOKOJIB KMAiHIYHMX BUNPOOGYBaHb, PO3rASAHYTUX HAa 3acifaHHi
HTP Ne 30 Big 21.08.25, Ha ki 6y/1n OTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. Bpowypa gocnigHuka Radotinib HCI, Bepcia 12.0 Big 27 uepBHA 2025 poKy, aHIMiiCbKOKO MOBOIO;
IHbopmauiiHuii nuctok i cpopma iHpopmoBaHoi 3rogu, Bepcia V5.0UKR(uk)1.0 Big 14 nunHsA
2025 poKy, nepeknag YKpaiHCbKOK MOBOK Big 24 nunHA 2025 poky A0 NPOTOKOAY K/iHIYHOrO
pocnimpkeHHs «MikHapogHe, 6araToLeHTpoBe, BiaKkpuTe AOCAIMKEHHS ha3n 3 3 OAHIE TPYNo A/1s1 OLiHKN
edheKTMBHOCTI Ta 6e3NeYHOCTi pafoTUHIOGY B NaLieHTiB i3 Ph-NO3UTMBHUM XPOHIYHUM MIENQIAHUM 1EAKO30M Y
XPOHIYHIA hasi, B AKMX nonepeaHs Tepanis iHribitopamy TUPO3MHKIHA3W, BK/KOYHO 3 iMaTUHIGOM, Gyna
HeeheKTUBHO YM BUK/IMKaNA HeMepeHocUMICTb», Kog gocnimkeHHa RT51KRI03, sepcia 6.0 Big 22 ntoToro
2022 poky; crnoHcop - IL-YANG PHARM. Co., Ltd., Kopes

3asBHUK - NignpreMcTBo 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

2. MK-7339-009_3pa30k MapKyBaHHA AOCAiAKYyBaHOro nikapcbkoro 3aco6y Onanapu6 (MK-7339), 100
Mr, Big, 14 nunHsa 2025 poKy, aHr/iiCbKOIO Ta YKpaiHCbKoo moBamu; MK-7339-009_3pa3ok MapKyBaHHA
[ocnipKyBaHOro Jiikapcbkoro 3aco6y Onanapu6 (MK-7339), 150wmr, Big 14 nunHA 2025 poky,
AHrNifNCbKOIO Ta YKPAIHCbKOK MOBaMM [10 NPOTOKONY KiHIYHOro Aoc/igpkeHHs1 «PaHaomizoBaHe Bigkpute
pocnimpkeHHs dasm 2 Ta 3 Onanapuby y kombiHauii 3 MemGponisaymabom y NopiBHSHHI 3 XiMioTeparnieto y
KOMOGiHau,ji 3 Membponizymabom nicns iHAYKUIT KAiHIYHOT nepeBarun 3 NepLLUOtO fiHiE XimioTepanii y KombiHaw,i
3 Membponizymabom y nauieHTiB 3 MiCLLEEBO-peLuanBYHOUMM HeonepabenbHMM abo meTacTaTM4yHUM NOTPINHO-
HeraTMBHUM pakoM MosiouHoi 3a103n  (TNBC) (KEYLYNK-009)», kog pocnimkeHHs MK-7339-009,
3 iHKopnopoBaHoto nonpaskoto 03 Big 22 TpasBHA 2023 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiANoBigasbHicTI0 «MC/L YkpaiHa»

3. Bpouwypa pgocnigHuka MK-1026, Bepcisa 10 Big 07 nunHsa 2025 poky, aHrniicbKoo moBoto; MK-1026-
008_3pa3ok MapKyBaHHA A[OCMigKyBaHOro nikapcbkoro saco6y MK-1026, 45 wmr, Big 27 4yepBHA
2025 poKy, aHrNiACbKOw Ta YKpaiHCcbkoi mMoBamu; MK-1026-008_3pa3ok MapKyBaHHA
[OCNiopKYyBaHOro nikapcbkoro 3acody MK-1026, 65 wmr, Big 26 nunHa 2024 poKy, aHrNiiicbKol Ta
YKpPaAiHCbKOIO MOBaMu [0 NPOTOKONY KiHIYHOro gocnimkeHHs «PangomisoBaHe gocnigxeHHs Il dhasm gns
NOPIBHAHHA eheKTUBHOCTI Ta 6e3NeYHOCTi HEMTaOPYTUHIOY B MOPIBHAHHI 3 XiMioiMyHOTepanieto npu paHille
HeslikoBaHOMY XPOHiYHOMY fAimcbouuTapHOMy neiikosi/nimdgomi 3 Masimx nimdgounTis 6e3 abepauiii reHa TP53
(BELLWAVE-008)», kon pocnimpkeHHs MK-1026-008, 3 iHkoprniopoBaHo nonpaskoto 02 Big 20 BepecHs
2024 poky; cnoHcop - TOB Mepk Wapn eHg Adoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasibHicTI0 «MC/L YkpaiHa»

4. OHOBJIEHWIT NPOTOKOJ KNiHIYHOTO BUNPOGYyBaHHs, Bepcisa 3.0 Big 14 TpaBHA 2025 poKy, aHrNilficbKoo
MoBOI0; IHchopMauisi npo gocnimxeHHs Ta hopma iH(hopmMoBaHOi 3rogn, NokanibHa Bepcia Homep 3.0
ANnsa YKpaiHu yKpaiHCbKOIO MOBOIO, Aata Bepcii 04 nunHA 2025 poky Ha ocHoBI MacTtep Bepcii Homep 3.0
Big 16 uepBHA 2025 pokKy; IHhopmauisa npo gocnigkeHHA Ta popma iHhopmoBaHOiI 3roau (AogaTkoBUi
nepiog BUBYEHHA Ge3neku), nokanbHa Bepcia Homep 3.0 Ana YKpaiHM yKpaiHCbKOK MOBOIO, Aata
Bepcii 04 nunHa 2025 poky Ha ocHoBi MacTtep Bepcii Homep 3.0 Big 05 uepBHsA 2025 poky; Bpolwypa
AocnigHuka wopo meguuHoro npuctpoto Saphira, Bepcis 2.0 Big 28 TpaBHA 2025 poKy, aHINMINCLKOLO
MoBOI0; MnaH KNiHiYHOro AocnigpKeHHA Megu4HOro npucTpoto Saphira, Bepcisa 2.0 Big 29 TpaBHA 2025
POKy, aHrNiicbKo MOBOLO; MnaH KNiHiYHOro JocnigmkeHHA MegMYHOro npuctTpoto Saphira, Bepcis 3.0
Big 05 uyepBHA 2025 poOKy, aHrAIiCbKOIO MOBOK [0 MPOTOKOMY KAIHIYHOrO AdochigpkeHHa «daza 2b,
paHAoMi3oBaHe, MoABiiiHe cnine, nauebo0-KOHTPO/IbOBAHE AOCAIMKEHHS MOLUYKY Aiana3oHy AO3yBaHHA 3
METOI OLIHKM edIEKTMBHOCTI Ta 6e3nekn AeKiIbKoX PiBHIB 03 iHransuiHoro npenapaty AZD8630, uio
NPUIAMAETLCA OAVH pa3 Ha AEeHb NPOTAroM 12 TWXKHIB y AOPOC/IUX 3 HEKOHTPO/IbOBAHOK acTMOK 3 PU3UKOM
3aroctpeHHs (LEVANTE)», kog gocnigpxeHHs D6830C00003, sepcis 2.0 Big 07 6epesHsa 2025 poky; cnoHcop -
AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

5. OHOB/IeHUI NPOTOKOJ1 K/iHIYHOro BunpoGyBaHHs 3 MonpaBkow 5 Big 05.06.2025 p.; Bpowypa
pocnigHuka JNJ-56021927 (ananyTtamip), BuaaHHsa 19 Big 01.04.2025 p.; 3MmiHa HasBuU Micub
npoBefieHHs1 K/iHIYHOro BUMNPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOTO [OCNIIKEeHHA «PaHOoMmi3oBaHe,
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noAgiiHe cnine, nnaueb60-KOHTpPo/bOBaHe, KiiHiYHe aocnimpkeHHs 3 da3u npenapaty JNJ-56021927 vy
nawieHTiB 3 BUCOKUM PU3MKOM JTIOKasTi30BaHOIo abo MiCLeBO-pO3MNOBCIOIKEHOrO paky nepeamixypoBoi 3a/103u,
O OTPUMYIOTb NiKyBaHHA NEPBUHHOI MPOMEHEBOK Tepariet», Ko focnimxkeHHs 56021927PCR3003, 3
Monpaskoto 4 Big 24.04.2024 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYJIO

CTAJIO

A.M.H, npod. Ctyck B.IM.

KomyHanibHe nignpuemctBo  «[IHiNponeTpoBcbka
obnacHa kiHiYHa nikapHa iM. LI, Me4yHukoBa»
[HiNnponeTpoBCbKOI 06/1acHOT pagn», BipaineHHsA
yponorii Ne2, AepxxaBHui 3aknap,
«AHinponeTpoBCbKa MeguuHa akagemis
MiHicTepcTBa OXOpPOHU 3A0pPOB’A  YKpaiHu»,
Kadpeapa yponorii, M. IHinpo

O.M.H, npodp. Ctych B.IM.

KomyHasibHe nignpuemMctBo  «[IHiNponeTpoBCcbka
obnacHa KniHiyHa nikapHa iM. |l Me4yHukoBa»
[HiNnponeTpoBCbKOi 06/1aCHOT paan», BigpineHHA
yponorii Ne2 (oHKonoriuHe), M. [JHinpo

A.M.H., npody. BoHaapeHko |. M.
KomyHanbHe HekomepLiiHe nignpMemcTBo «Micbka

KniHiyHa  nikapHA  Ned»  [JHINPOBCBLKOT ~ MICbKOT
paau, BigAineHHsA ximioTepanif,
A3 «[OHinponeTpoBCbKa MeguyHa axkagemis

MO3 YkpaiHu», kaceapa OHKosOril Ta MeaguyHoT
pagaionorii, M. HINpo

O.M.H., npodp. BoHaapeHko |. M.

KomyHasnibHe HekomepuiiHe nignpMemcTBo «Micbka
KniHiyHa nikapHA Ned» [IHINPOBCLKOI MiCbKOT pagu,
ximioTepaneBTUYHe BiAfiNeHHA 3  AeHHUM
cTauioHapom, AHinpoBCcbKuiA AepXaBHWU
MeAVUYHUIA yHiBepcuTeT, kadiegpa OHKoMorii Ta
MeAnYHoT pagionorii, M. JHinpo

6. OHoBneHunii MpoTokon MB-108, Bepcis 8 Big 19 uepBHA 2025 poKy, aHINMiINCbKOIO MOBOIO; Bpowypa
pocnigHuka gna JlinocomanbHOro aHHamiyuHy (Liposomal Annamycin), Bepcia 14.0 Big 02 KBiTHA
2025 poky, aHrniicbKkoo MOBOLO; Bpolypa gocnigHuka gnsa JlinocomanbHOro aHHamiyuHy (Liposomal
Annamycin), Bepcia 15.0 Big 26 uepBHA 2025 poKy, aHINMINCbLKO MOBOIO; IHthopmauiiiHuii nucTok
nauieHTa Ta ®@opma iHchopmoBaHoOi 3roau, Bepcia 3.0 Big 03 nunHa 2025 poky, Ana YKpaiHu, HA OCHOBI
6asoBoro mixHapogHoro IHpopmauiiiHoro nucTka nauieHta Ta ®opmu iHhopMmoBaHoi 3roau, Bepcis
6.0 Big 19 uepBHA 2025 pOKy, aHIMIACbLKOK Ta YKPAIHCbKOK MOBaMu [0 NPOTOKO/Y K/IiHIYHOro
pocnipkeHHs «OnopHe, 6araToueHTPOBe, paHAOMi30BaHe, MoABiliHe chine, nnauebo-KOHTPONboBaHe
AocnigpkeHHs da3m 2/3 3 aganTMBHUM AU3aiHOM 4151 NOPIBHAHHA L-aHHAMILMHY A1 iH'EKUIA y KOMBIHaUIT 3
iH'ekUiaMn UmTapabiHy Ta nnauebo B KOMOGIHaLIT 3 iH'eKUiasMM LMTapabiHy B SKOCTI Tepanii Apyroi niHii ans
IHOYKLUIT peMicii y Aopoc/inx naLieHTiB 3 pethpakTepHM/peunanByounM rocTpyM MIENOTAHMM STIEMKO30M», KO
pocnigpkeHHs MB-108, Bepcia 2 Big 04 nuctonaga 2024 poky; cnoHcop - MonekyniH biotex, IHk. (MBI), CLUA /
Moleculin Biotech, Inc. (MBI), USA

3anBHuK - TOB «APEHCIA EKCMNIOPATOPI MEAICIH», YkpaiHa

7. 3aslyueHHA OHOBJ/IEHOI Ha3BU [OCAIAKYBAHOro JliKapcbkoro 3aco6y: Acasunlimab (GEN1046;
DuoBody®-PD®L1x4-1BB); bpowypa gocnigHuka Acasunlimab (GEN1046; DuoBody®-PD-L1x4-1BB),
BugaHHa 7.0 Big 05 uepBHA 2025 poky; GCT1046-01_IHcdopmauis Ana nauieHta Ta dopma
iHhopMOBaHOI 3roAn — YacTUHA PO3LMPEHHA: KOoropta poswmnpeHHa 12 — Bepcia 3.1 Big 09 nunHsA
2025 poky pana YKpalHU — YKpalHCbKOK MOBOI; KOpoTka XapakTepucTuka nikapCcbKoOro 3acooy
Mem6ponisyma6 (Kitpyga) Big 04 kBiTHA 2025 poky; KopoTka xapakTepucTtuka JlikapCbKoro 3aco6y
MemeTpekcepn Bif 12 rpyaHs 2024 poKy [0 NPOTOKO/Y KNiHIYHOrO AOCMiMKeHHS «Bigkpute focnifgkeHHs
nepLuoro 3actocysaHHA npenapaty GEN1046 y noanHy 3 NigBULLLEHHAM 403U Ta 3 PO3LUMPEHNMN KOoropTamu,
LLIO NPOBOAMTBLCS 3 METO OLiHKK 6e3neyHocTi GEN1046 y XBOpUX i3 3/105IKICHAMW COAIAHUMMN MYX/TIMHAMMN»,
Koa pocnimkeHHst GCT1046-01, 3 nonpaBkoto 11, Bepcis 13.0 Big 20 BepecHs 2024 poky ; cnoHcop - Genmab
Us, Inc., CLLA

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

8. 3miHa BignoBiganbLHOro AocnigHUKa y Micli NnpoBeAeHHs KNiHIYHOro BUNpPo6yBaHHs; 3MiHa Ha3BU
MicLil NpoBeAeHHA K/iHIYHOro BMNPOOGYBaHHA [0 NPOTOKOJTY KNiHIYHOTO AOCNiMKEHHA «PaHOoMi3oBaHe,
noagiiHe cnine, nnaueb0-kOHTPO/IbOBaHE AOC/IMKEHHA B NapasiesibHUX rpynax Aas OuiHkM eddeKTUBHOCTI,
6e3neyHOCTi Ta MepeHOCMOCTi AieKcnpamMinekcony 415 nepopasibHOro 3acToCyBaHHSA NPOTAroM 52 TWXHIB y
nawieHTIB 3 TSHKKO e03nHOiNbHOK acTMor (EXHALE-2)», kog gocnimkeHHs AR-DEX-22-01, nonpaska 3,
Big, 24 ntoToro 2025 p.; cnoHcop - ApeTes Tepan'toTikc IHK. (Areteia Therapeutics, Inc.), CLUA

3asBHIK - TOB «BOP/IABAINL KMIHIKA TPAINC YKP»



BYNO CTAJO

A.M.H., npod. Jemuyk A.B. nikap fAkumeHko I".B.

MNpvBaTHe Masie NiANPUEMCTBO, MeAWMYHWIA LeHTp | MpuBaTHe Mase NignpueEMCTBO, MEAUYHWIA LEHTP

«[lynbc», TepaneBTUYHE BigdiNeHHsA, M. BiHHMUA «[lynbc», TepaneBTUYHE BigdiNeHHsA, M. BiHHMUA
BYNO CTAO

4.M.H., npodp. KoBaneHko C.B. 4.M.H., npodh. KoBaneHko C.B.

Ob6nacHe KOMyHaslbHe HekoMmepLiiHe nignpuemcTBo | O6nacHe KOMyHaslbHe HEKOMEPLiHe NiANPUEMCTBO
«YepHiBeubka o0bnacHa  KniHiYHaA  NnikapHA», | «YepHiBeubka  06nacHa  KNiHiYHA  JliKapHSA»,
nigposAin nynbmoHosorii, M. YepHisui BigAiNneHHA NnyNnbMOHoorii, M. YepHisui

9. 3miHa BignoBigasibHOro AocnigHuKa y Micui NpoBeAeHHA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKOY
KMIHIYHOTO JocnifpkeHHs «PaHgomizoBaHe, MOABiHe cnine, nnauebo-KOHTPOsIbOBaHe [OC/IMKEHHSA B
napanesibHuX rpynax Ass OuUiHKA edeKTUBHOCTI, 6e3MeYHOCTi Ta NePEHOCUMOCTI AeKcnpaminekcony ans
nepopasibHOro 3aCTOCyBaHHS NPOTArOM 24 TWXKHIB y NauieHTIB 3 eo3nHodibHO acTMoto (EXHALE-4)», ko
pocnipkeHHss AR-DEX-22-03, nonpaska 4 Bif 12 6epe3sHsi 2025 p.; cnoHcop - ApeTes Tepan'toTike IHK. (Areteia
Therapeutics, Inc.), CLLUA

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

BYNO CTAO
O.M.H., npodp. Aemuyk A.B. nikap Axkumerko I'.B.
MpuBaTHe Masie NigNPMEMCTBO, MeAMYHMIA LeHTp | MNpuBaTHe Masne NiANPUEMCTBO, MEAUYHWUIA LIEHTP
«[ynbCy», TepaneBTUYHe BigAiNeHHs, M. BiHHMLSA «[ynbC», TepaneBTUYHe BigAiNeHHs, M. BiHH1LSA

10. 3miHa BignNoBigaNnbLHOro AocnigHUKa y MicLi npoBeAeHHs KNiHIYHOro BUNPOOYBaHHS 10 NPOTOKO/Y
KNiHiYHOro gocnigpkeHHs «Bigkpute, TpuBane, NogoBxeHe AocnimkeHHa dpasu lll, ona ouiHku A40BroTpuBasol
6€e3MeYHOCTI Ta MNEepPeHOCUMOCTI AeKCnpaminekcony y nauieHTiB 3 TSKKOH €03MHOMINIbHOK acTMOH
(EXHALE-5)», koa gocnigpxeHHss AR-DEX-22-04, sepcisi 4.0, nonpaska 3 Big 03 6epesHsa 2025 p.; cnoHcop -
ApeTes Tepan'toTikc IHK., CLLUA (Areteia Therapeutics, Inc., USA)

3anBHuK - TOB «BOPNABAINA KNIHIKAN TPAISIC YKP»

BYNO CTANO
A.M.H., npod. Jemuyk A.B. nikap fAkumexko I.B.
MpvBaTHe Masie MiANPUEMCTBO, MeAWYHMI UeHTp | MNpuBaTHe Masie NigNPUEMCTBO, MEAWYHWUIA LEHTP
«[lynbc», TepaneBTUYHE BigdiNeHHs, M. BiHHMUA «[lynbc», TepaneBTUYHE BigdiNeHHs, M. BiHHMUA

11. 3miHa BignoBigasIbHOro AoCiAHMKa Y MicLli NpoBeAeHHA K/1iHIYHOro BUNPoO6yBaHHs; 3MiHa Ha3BuU
MicLil NpoBefeHHA K/iHIYHOro BUNPOOGYBaHHA [0 NPOTOKOJY KNiHIYHOTO AOCNiMKEHHA «PaHOoMi3oBaHe,
noZgiiHe cnine, naueb0-KOHTPO/IbOBaHE AOCNIMKEHHS B NapanefibHux rpynax Aas ouiHku epeKTMBHOCTI,
6€e3MeYHOCTi Ta NEPEHOCUMOCTI JeKCnpaMineKkcosly 418 NepopasibHOro 3acTOCyBaHHA NPOTArOM 52 TUXKHIB Y
nawieHTIB 3 TSHKKOI e03nHOiNbHOK acTMor (EXHALE-3)», kog gocnimkeHHs AR-DEX-22-02, nonpaska 3,
Big 07 6epesHs 2025 p.; cnoHcop - ApeTest Tepam'toTike IHK., CLUA (Areteia Therapeutics, Inc., USA)
3anBHuK - TOB «BOP/IABAINA KNIHIKAM TPAISIC YKP»

BYNO CTA/O
O.M.H., npod. Jemuyk A.B. nikap fAkumexko I'.B.
MpvBaTHe Mane NignpUeEMCTBO, MEANYHWUIA LEeHTP MpvBaTHe Mane NignpUeEMCTBO, MEANYHUIA LEEHTP
«[lynbc», TepaneBTUYHE BigAdiNEHHSA, M. BiHHMUA «[lynbc», TepaneBTUYHE BigdiNeHHsA, M. BiHHMUA
BYNO CTANO
O.M.H., npodp. KoBaneHko C.B. O.M.H., npodp. KoaneHko C.B.
Ob6nacHe KOMyHaslbHe HekoMepLiliHe nignpuemcTBo | O61acHe KOMyHalbHE HEKOMepLiiiHe MiANPUEMCTBO
«YepHiBeupka o06nacHa  KhNiHiYHa  flikapH:a», | «YepHiBeybka  ob6nacHa  KNiHIYHA — NiKapHA»,
Ny/1bMOHOJIOTiYHE BifAiNIeHHsA, M. YepHiBLi BifgAiNeHHA Ny/AbMOHoNOrii, M. YepHiBui

12. OHOBnNeHWii NPOTOKO/N  K/iHIYHOrO BuUNpoGyBaHHA M14-533, 3 iHKOpnNoOpoBaHMMMU
AamiHicTpatuBHuMU 3miHamu 1, 3, 5, 6, 7, 8 (Tinbkn ana Kanagu), 9, 10 i 11 (tinbkn ana Monbui) Ta
Monpaskamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (Tinbkn ana HimeuunHn), 7.03 (Tinbku ana Kopei) Ta 8, 8.02



(Tinbku gnsa €C) i 9 Big 10 notoro 2025 poky; IHpopmaLia anA nauieHTa Ta iHpopmoBaHa 3roga Ha
yyacTb y HayKOBOMY AloC/limKeHHi, Bepcia 14.0 ana YkpaiHu Big 14 TpaBHsa 2025 poKy, YKpPAiHCbKOIO,
aHrnificbKow Ta pocilicbkolo mMoBamMu; OHOBMEeHUiA po3gin «SKicTb» [ocbe AOCAiAKYBaHOIoO
JNiKkapcbKoro 3aco6y YnagauutuHio (ABT-494), Bepcis 20.0 C Big 08 nuctonaga 2024 poKy 10 NpOTOKONY
KNiHiYHOro focnifxeHHa «baraToueHTpoBe, TpyBasie NofoBxXeHe aocsigpkeHHs 11l hasm 3 ouiHKM 6e3neUYHOCTi
Ta edekTMBHOCTI YnagauutuHioy (ABT-494) y nauieHTiB 3 BMPa3KOBUM KOMITOM», KOL, AOCNIIKEHHSA
M14-533, 3 iHkoprnopoBaHUMU AgMiHiCTpaTMBHMMUK 3MiHamn 1, 3, 5, 6, 7, 8 (Tinbkn ana Kanagu), 9, 101 11
(tinbkn ana Monbuyi) Ta Monpaskamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (Tinbku Anga HimeuunHn), 7.03 (Tinbku ans
Koper') Ta 8 Big 28 ntotoro 2023 poky; cnoHcop - AbbVie Inc., USA

3anBHUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

13. 3anyuyeHHA AofaTKOBUX JiKapCbKUX 3aco6iB, WO BUKOPUCTOBYKTLCA SAK Mpenapartu
nopiBHsiHHA:Kap6onnatuH BeHganic (Carboplatin Bendalis, Kap6onnatuH, Carboplatin), 10 mr/mn,
KOHUEHTpaT A/ PoO3uMHYy AnAa iH’ekuiii/dpnakoH; Enipy6iumH AkbtoBiga (Epirubicin AqVida,
Epirubicina, Enipy6iuuH, Enipy6iuvHy rigpoxnopuga, Epirubicin hydrochloride), 2 mrimn, po3uuH gns
iH’ekuiii/cpnakoH; Kap6onnatud Megak, KOHUEHTpAT A po3uuHy ans iHdysii, 10 mr/imn; no 60 mn y
c¢hnakoHi; no 1 conakoHy B KapTOHHIii KOpoOui; Kap6onnaTtuH-TeBa, KOHLEHTpAT A1 PO3UYUNHY ANA
iHdpysiin, 10 mr/mn no 45 mn y hnakoHi, no 1 donakoHy B Kopo6ui; Maknitakcen EGeBe, KOHUEHTpAT AN
posunHy ansa iHdysiin, 6 mrimn, 50 mn (300 mr) y dnakoHax Nel; Kcenopa®, TaGneTku, BKPUTI
NNiBKOBOI 060J710HKOI0, N0 150 Ne60; Kcenopa®, TabneTkn, BKpUTI NJ1iBKOBOK 060J/10HKOO, N0 500 mr;
no 10 ta6neTok y Gnictepi; no 12 G6nicTepiB y KapTOHHIV ynakoBui; EHgokcaH® 1 r, NOpOLWOK ANA
pPO3unHy AnAa iH’eKuiii; lokcopyoGiunH “EGeBe”, KOHLEHTpAT A1 PO3UnHy AnAa iHdysin, 2 mr/mn, 25 mn
(50 mr) y donakoHax Nel; EnipyGiuvH “EGeBe”, KOHLUEHTpAT ANl PO3UMHYy Aans iHdysiii, 2 mr/mn no
25 mn (50 mr) y donakoHi; no 1 pnakoHy B KOpooLi; 3asly4eHHs1 BUPOGHUUMX AiNAHOK, WO BigNoBigaloTb
3a BMMYCK AOAATKOBUX MiKapCbKUX /iKapCbKUX 3aco6iB, L0 BUMKOPUCTOBYITLCA SIK npenapartu
nopiBHsiHHA: Kap6onnatuH BeHpganic - Bendalis GmbH, Keltenring 17, Oberhaching, Bavaria, 82041,
Germany; Enipy6iuuH AkbloBiga - AqVida GmbH, Kaiser-Wilhelm-Strasse 89, Neustadt, Hamburg,
20355, Germany, GPS: 53.554632, 9.981453, Germany; Kap6onnatmH Mepak — Mepgak esenbwadt
cthrop kniHiwe Lneuianbnpenapare m6X (Medac Gesellschaft fur klinische Spezialpraparate m.b.H.),
TeaTepwTpacce, 6, 22880 Bepenb, HimeuunHa (Theaterstrasse 6, 22880 Wedel, Germany);
Kap6onnartuH-TeBa, ®apmaxemi B.B. (Pharmachemie B.V.), Byn. CBeHcBer 5, 2031 GA Xapnewm,
HigepnaHgn (Swensweg 5, 2031 GA Haarlem, the Netherlands); Maknitakcen E6eBe - ®APEBA
YHtepax 'Mm6X (FAREVA Unterach GmbH), MoHg3eecwTpacce 11, 4866 YHTepax am ATTep3ee, ABCTpis
(Mondseestrasse 11, 4866 Unterach am Attersee, Austria); Kcenoga® - ®.XocdcdmaHH-/1a Pow JiTg
(F.Hoffmann-La Roche Ltd), BypwmicBer, 4303 Kaiicepayrct, LWBeiyapia (Wurmisweg, 4303
Kaiseraugst, Switzerland); EHpokcaH® - Bakctep OHkonomxki FmM6X (Baxter Oncology GmbH),
KaHTwtpacce 2, 33790 lanne/BectdanneH, HimeuunHa (Kantstrasse 2, 33790 Halle/Westfalen,
Germany); JOokcopy6iumH “E6eBe” - ®APEBA YHTepax I'm6X (FAREVA Unterach GmbH),
MoHaseecwTpacce 11, 4866 YHTepax am ATTepsee, ABcTpif (Mondseestrasse 11, 4866 Unterach am
Attersee, Austria); Enipy6iunH “E6eBe” - ®APEBA YHTepax 'm6X (FAREVA Unterach GmbH),
MoHp3eecwTpacce 11, 4866 YHTepax am AtTtep3ee, ABcTpis (Mondseestrasse 11, 4866 Unterach am
Attersee, Austria); 3anlyyeHHs BUPOGHMUUX AINAHOK, WO BigNOBiZAlOTbL 3a BUMMNYCK AOC/iMKYBaHUX
nikapcbkux 3aco6iB: Kap6onnatuH KaGi Fresenius Kabi Deutschland GmbH, Freseniusstrasse 1,
Friedberg (Hessen), 61169, Germany; MNaknitakcen AkbtloBiga - AqVida GmbH, Kaiser-Wilhelm-Strasse
89, Neustadt, Hamburg, 20355, Germany, GPS: 53.554632, 9.981453, Germany; Endoxan® - Baxter
Oncology GmbH, Kantstrasse 2, Kuensebeck, Halle (Westf), 33790, Germany; Kaneuuta6iH AKKopg, -
Accord Healthcare Polska Sp. z.0.0, Ul. Lutomierska 50, Pabiance, 95-200, Poland; AokcopyGiuuHy
rigpoxnopup (Ribodoxo®) - Hikma Farmacéutica (Portugal), S.A., Fervenca, Estrada do Rio da M6, No8,
8-A E 8-B, Terrugem Snt, 2705-906, Portugal; Enipy6iyvH Hikma - Hikma Farmacéutica (Portugal), S.A.,
Fervenca, Estrada do Rio da M6, No8, 8-A E 8-B, Terrugem Snt, 2705-906, Portugal; JekcameTa3oH
KOeCNi (Dexamethasone Oral Solution USP) - Hikma Pharmaceuticals USA, Inc., 2 Esterbrook Lane,
Cherry Hill, New Jersey (NJ) 08003, United States (USA); lekcameTa3soH F0eCIli (Dexamethasone Oral
Solution USP) - West-Ward Columbus Inc. USA, Wilson Road 1809, Columbus, Ohio, 43228, United
States; YkpaiHa, MK-2870-032, IHchopmauisi Ta AOKYMEHT npo iHhopMoBaHy 3rofy AN nauieHTa Ha
HeoGoB’'saA3koBi MPT-gocnigxeHHs, Bepcia 00 Big 01 nunHa 2025 p., yKpaAiHCLKOKO MOBOIO; 3pa3ok
MapKyBaHHA AocnigkyBaHOro ikapcbkoro 3aco6y Dexamethasone _Bottle Outer Package, Bipg,
10 nwoToro 2025 p., aHrNIACbKOK Ta YKPAIHCLKOK MOBOK [0 MPOTOKOMY KAIHIYHOrO AO0CAIAKEHHS
«PaHgomizoBaHe, BigkpuTe pocnigpkeHHs 1l dasn gna ouiHkm edeKkTMBHOCTI Ta 6es3nedHocTi sac-TMT
(Cauutysymad tupymotekaH, MK-2870), y noegHaHHi 3 kapbonnatnMHoM/MaknitTakcesioM MOPIBHAHO 3
ximioTepanieto, o6uasa B KombGiHauil 3 nembposizymaboMm B AKOCTI Heoaf'toBaHTHOI Tepanii gna Tpudi
HeraTMBHOrO paky MOJIOYHOT 3a/1031 3 BUCOKMM PU3MKOM, Ha PaHHii cTagii abo ropmMoHasibHUM peLenTop-
HMU3bKAM MO3UTUBHMM PakoM MOJIOHHOT 3as1031 /pakoM MOJIOYHOI 3a/103U peLenTop-2 HeratuBHUM [0
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N0ACLKOro enigepMasibHoOro aktopy pocTy», kog gocnimkeHHs MK-2870-032, sepcis 00 Big 18 nwoTtoro
2025 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

14. B/1lOUEHHS1 [OAATKOBUX MiCcLub NMPOBeAEHHA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOIo
JocnipkeHHs «PaHgomizoBaHe, Bigkpute gocnimkeHHs Il dasn gnsa ouiHku ehekTMBHOCTI Ta 6e3neYHoCTi
sac-TMT (Cauutyaymab TupymoTtekaH, MK-2870), y noegHaHHi 3 kapbonsiaTuHoM/nakmitTakcesom
MOPIBHSAHO 3 XiMioTepanieto, 0buaBa B KOMOiHaLi 3 neM6ponisymaéom B SIKOCTI Heoa4'toBaHTHOI Tepanii ans
TpWUi HeraTMBHOIO paky MOJIOYHOI 3a/103M 3 BUMCOKMM PU3NKOM, Ha paHHii cTtagii abo ropmMoHaslbHUM
peLenTop-HU3bKMM NO3UTUBHUM PakoM MOJSIOYHOI 3a/1031 /pakoM MOJIOYHOI 3a/1031 PeLLENTOP-2 HEraTUBHNM
[0 NOACLKOro enigepMasibHoro oakTopy pocTy», ko gocnimpkeHHs MK-2870-032, sepcis 00 Big 18 nwotoro
2025 poky; cnoHcop - TOB Mepk Wapn eHg oym, CLUA (Merck Sharp & Dohme LLC, USA)

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

No MM.1.B. BigNoOBigaLHOro AOC/iAHMKA

n/n HasBa MicLs npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1. | 3asB. Big. 3y6kos O.O.

[epxaBHa ycTaHoBa «HauioHasnbHWIT  HayKOBWIA  LEHTp  XIipyprii  Ta  TpaHcnAaHTonorii
imeHi O.0. LWWanimoBa HaLjioHasnbHOT akageMii MeouYHUX Hayk YKpaiHu», BiA4iIEHHA OHKOJIOTii,
M. Kni

2. | K.M.H., 3aB. Bia. MNputynak C.M.

KomyHasibHe HekoMepuiiiHe nignpremcTBo «IMo4iNbCbKMil perioHaIbHUIA LEHTP OHKOMOTIT BIHHMLBKOT
06n1acHol paan», TopakasibHe BigaineHHsi, M. BiHHMLS

3. | K.M.H. [T'aTHMUbKa T.B.

KomMyHanlbHEe HekOMepUuiiHe MiANPUEMCTBO «XMESbHULbKUA 06NAaCHUA NPOTUNYXANHHUIA LEHTP»
XMeNbHULUbLKOI 06/1aCHOI paau, BiafdileHHS OHKOMHEKOOriT, M. XMeTbHULIbKWUIA

15. OHOBNEeHUIA NPOTOKON KJliHIYHOrO BUNpo6yBaHHA BAY 2927088 | 22615 Bepcif 2.1 3 NOKa/IbHOIO
nonpaBkoto 5 Big 12 uepBHA 2025 poky; JocnimxeHHsa 22615_IHcdopmauiiiHuii nucTt T1a chopma
iHhopMoOBaHoOI 3rogu Ha yyacTb y nonepeaHbLOMy CKPUHiHry, Bepcis 1.0 Big 24 nunHAa 2025 poky ansA
YKpaiHu YyKpaiHCbKOKO MOBOIO Ha 6a3i OCHOBHOI Bepcii IHopmauyiiiHoro nucta Ta dopmum
iHpopMoOBaHOI 3rogn Ha yyacTb y nonepefHbOMY CKpPUHiHTy, Bepcia 1.0 Big 12 yepBHA 2025 poKy;
JocnipxeHHa 22615_KapTka Bi3uUTiB gna gocnimkeHHs 22615, sepcia 1.0 Big 24 nunHa 2025 poky ansi
YKpaiHu yKpaiHCbKOIO MOBOIO Ha 6a3i OCHOBHOI KapTku Bi3nTIB Ana gocnigxkeHHA 22615, Bepcis 1.0 Big,
24 yepBHA 2025 poOKy [0 MPOTOKOMNY KMIHIYHOTO AOC/IOXEHHSA «Bigkpute, paHOoMmi3oBaHe, akTMBHO
KOHTPO/IbOBaHe, baratoLeHTPOBE AO0CIMKEHHST 3 dpasn AnS OUiHKM edDEKTMBHOCTI Ta 6e3nekn nepopasibHOro
BBeAeHHA BAY 2927088 y nopiBHAHHI 3i CTaHAAPTHMM AiKyBaHHAM Y SIKOCTi Tepanii nepLoi AiHii y naujieHTiB 3
MiCLEBO-MOLIMPEHNM ab0 MeTacTaTUYHUM HeAPIGHOKNITUHHMM pakom nereHb (NSCLC) 3 HER2-akTtuyroummn
MyTauisMu», kog, gocnigpkeHHs BAY 2927088 | 22615, sepcis 2.0 3 iHTerposaHoto nonpaskoto 4 Big 10 rpyaHs
2024 p.; cnoHcop - baiiep Al', HimeuunHa

3anBHUK - TOB «baliep», YkpaiHa

16. OHOBNeHa Bepcis NPOTOKONY KAiHiYHOro BUNpo6ysaHHsa VV022-02, Bepcia 2.3 Big, 15.05.2025 p.;
OHoBneHa Bepcis IHpopmauii gna nayieHTa Ta dopma iHhopmMmoBaHOI 3roau 418 NawieHTiB, Wo 6epyTb
yyactb y YacTuHi 1 (Pasa I) gocnimxeHHs1 i BK/IIOYEHi A0 KOropTu eckanauii gosu, Bepcia 1.3 Bif
15 TpaBHA 2025 p. Ana YkpaiHu yKpaiHCbKOK MOBOI0; OHOBeHa Bepcia IHhopmauiil ona nauyieHTa Ta
®dopma iHthopMoBaHOi 3rogn ANA NauieHTiB, Wo 6epyTb yyacTb y HactuHi 1 (Pa3a l) gocnigkeHHs i
BK/IIOUEHi A0 KOropTu nigTBepmXeHHsa p[o3n, Bepcia 1.3 Big 15 TpaBHAa 2025 p. gna YKpaiHu
YKpaiHCbKOIO MOBOL0; OHOBeHa Bepcia IHhopmauii gnsa nayieHta Ta Popma iHchopmoBaHoi 3rogu gns
nauieHTiB, WO OepyTb yyactb Yy HactuHi 2 (Pas3a ll) gocnigxeHHs i BKIOUEHI A0 KOropT COigHuX
nyxsuH, Bepcia 1.3 Big 15 TpaBHA 2025 p. AnAa YKpaiHU yKpaiHCbKO MOBOH; OHOBMeHa Bepcis
IHchopMmauii ansa naudieHTa Ta Popma iHPOPMOBaHOT 3roaun ANA NaLiEHTIB, Wo 6epyTb y4acTb y YacTuHi
2 (dasza ll) gocnimxeHHs i BK/IIOUEHi A0 KOropTn XpoHiuHoro niMmconeiikosy, Bepcia 1.3 Big 15 TpaBHsA
2025 p. gnsa YKpaiHu yKpaiHCbKOO MOBOI; OHOBEHi po3ginn Jocbe AOCNiAXYBaHOro iKapCbKoro
3acoby, KLS-1, Bepcia 3.2 Big 14 ciyHa 2025 p.: 2.1.S.17. Manufacturing Equipment; 2.1.P.19.
Manufacturing Equipment; 2.1.5.18. Raw Materials; 2.1.S.2.1. Manufacturer(s); 2.1.P.3.1.
Manufacturer(s); OHoBneHe mapkyBaHHs [1/13, nepBUHHA ynakoBKa, Bepcis 4.0 Big 15 TpaBHA 2025 p.;
OHoBneHe MmapkyBaHHA [/13, BTOpMHHa ynakoBka, Bepcia 4.0 Big 15 TpaBHA 2025 p.; 3any4vyeHHsA
[OAAaTKOBOro MiCUSA NPoOBeAeHHs K/IHIYHOro BMNPOGYBAHHA [0 MPOTOKOMY KAIHIYHOrO AOCAiAXKEHHS
«BigKpnTe 6araToueHTpoBe AocnimkeHHs dasu I/l 3 eckanauieto fo3n | PO3LINPEHHAM KOrOPTW A/151 OL|iHKM
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6e3neku Ta echekTMBHOCTI npenapaty KLS-1 Ak MoHoTepanil y nauieHTiB 3i 3105KICHUMU HOBOYTBOPEHHAMU,

Kog, pocnipxkeHHa VV022-02, sepcia 2.2 Big 15 kBiTHA 2024 p.; cnoHcop - BekTop Bitane /1/IC (Vector Vitale
LLC), CWLA

3asBHNK - TOB «Cl E/1 EC FOKPEMH», Ykpaina

No M.1.6. BignoBigasibHOro AocnigHvKa
n/n HasBa MicLsl NpoBeAeHHSs K/iHIYHOTO BUNPOOYBaHHS
1. K.M.H. ¥Ypcon .M.

MpuBaTHe NIANPMEMCTBO MNpuBaTHa BUPOGHMYA diipMa «AUMHYC», NiKyBaslbHO-AiarHOCTUYHWIA
LeHTp, M. KponvBHMUbKNIA




