Jopartokl

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne46 Big 18.12.2025, Ha siKi 6y OTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. IaeHTundpikauiiHa kapTka nauieHTta, Bepcia 2.0 Big 10 nnctonaga 2025 poky, yKpaiHCbKOIO MOBOIO;
3astlyueHHsA [O0[aTKOBOIO J1iKApCbKOro 3aco0y, Wo GyAe BUKOPUCTOBYBATUCS AIK Npenapar CynyTHbOI
Tepanii: dnyaapabiH AktaBic® 50 Mmr (25 Mr/Ms) NOPOLIOK AN PO3UMHY ANA iH'€KLi um iHdys3in;
3anyueHHs [O[aTKOBOIO J1iKapCbKOro 3aco0y, LWo GyAe BUKOPUCTOBYBATUCS AAK Npenapar CynyTHbOI
Tepanii: dnypapadiH HEXAL® 25 mr/mn, KOHUEHTpaT A1 NPpUrotTyBaHHA PO3UuMHYy ANA iH'eKuin aéo
iHdpy3iii; 3anyyeHHs1 BUPOGHMKA JliKapCcbKOro 3aco0by, Wo Oyae BUKOPUCTOBYBATUCS SIK npenapar
CynyTHbOI Tepanii (PnygapabiH AkTaBic® 50 mr (25 mr/ms) NOpPOLWOK ANA PO3UUHY ANA iH'EKUiii un
iHpy3iin): SINDAN-PHARMA SRL, PymyHis Bulevardul Mihalache lon 11, sector 1, Bucharest, 011171,
PymMyHisi; 3aslyuyeHHs BMPOOHUKA NiKapCbKOro 3acooy, Wo 6yAe BUKOPUCTOBYBaATUCSH AIK npenapar
cynyTHbOi Tepanii (Pnypapa6iH HEXAL® 25 mr/iMmn, KOHUEHTpaT ANA NPUroTtyBaHHA PO3YUHY ANA
iH’ekuiii a6o iHdysiii): Hexal AG, HimeuumHa Industriestrasse 25, Holzkirchen, Bavaria, 83607,
HimeuuuHa; CnpouieHe MapKyBaHHA PnyaapabiH Bepcia 1.0 Big 26 cepnHAa 2025 poKy, yKpalHCbKOIO
MOBOI0; 3a/lydeHHA LOAATKOBOrO MiCUs MNPOBEAEHHS K/IHIYHOTrO BUMNPOOYBaHHA [0 NPOTOKO/Y
KniHiYHOro BMNpobyBaHHsa «JocnimpkeHHs | pasn ans ADI-001, cTBOpEHOro 3a AOMOMOrOK FEHHOT iHXeHepiT
anoreHHnMn ramma-gensta (yo) CAR-T-kniTMHamuy, crnpsiMoBaHuMu npoTu CD20, y gopocnux nAwgaen i3
CUCTEMHMM CKNepo3oM», ko aocnimpkeHHs ADI-001-104, sepcis 1.0 Big 04 nuctonaga 2024; cnoHcop - Adicet
Therapeutics, Inc., USA «AgiceT  TepanbHoTiKc, IHK.», CnonyueHi wraTtu Amepnkm
3anABHUK - TOBAPUCTBO 3 0BMEXEHOI0 BifMnoBigasibHICTIO «MBP YKPAIHA»

Ne M.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micusi npoBefeHHs KiHIYHOro BUNPo6yBaHHS

1. | nikap Pomwuraiino H.B.

ToBapucTBO 3 0OMEXEHOK BigNoOBigaNbHICTIO «MeanyHwini LeHTp «Cantotem», JlikyBasibHO-
AiarHOCTUYHWIA BigaiN MeANYHOro LEHTPY, M. BiHHMUSA

2. bpowypa pocnigHuka: CT-P51 [Pembrolizumab] Bepcis 4.0 Big 14 TtpaBHAa 2025 p.; /luct Ao
AocnigHuKa Wo[0 ocTaHHIX OHOBJ/IEHb NOGIUHMX edhekTiB KiTpyam y KoMmGiHauii 3 ximioTepanieto a6o
pagiotepanicto, Big 15 TpaBHsa 2025 p. aHrniiicbkoro moBoto; CT-P51 3.1_IHcdhopmaunisa pnsa nauyieHTa 1a
thopma iHchopMmoBaHoi 3rogu gnsA YKpaiiu, sepcis 3.1.0 Big 9 BepecHsA 2025 p.; 3pa3oK BHYTPIilIHbOI Ta
30BHiWHbLOIT eTUKeTKN gnA npenapaty CT-P51 Bepcia 1.1 Big, 16 nunHsa 2025 p.; 3miHa BignoBiganbHOro
[ocnigHuKa Ta 3MiHa Ha3BU [OCNIAHULBKOTO LEHTPY A0 NPOTOKOMY KNiHIYHOTO AOChigXeHHs «lofgiiHe
cnine, paHAoMi3oBaHe, KOHTPO/IbOBaHE aKTMBHUM NpenapartoM [OC/iMKeHHA da3n 3, fke NpoBofATb Y
napanencHUX rpynax Ans nopiBHAHHA ed)ekTUMBHOCTI Ta 6e3nedyHocTi npenapatis CT-P51 Tta Kitpyga B
koMbGiHaLii 3 XximioTepaniclo npenaparaMmu nnaTVHW | NeMeTpekcesoM Y NauieHTIB i3 MeTacTaTUyHUM
HENOCKOKNITUHHUM HeApiOHOKNITUHHUM pakoM JlereHb, AKi paHille He OTpUMYBa/IN JliKyBaHHSA», KOA,
pocnipkeHHa CT-P51 3.1, sepcida 2.0 Big 14 nuctonaga 2024 p.; cnoHcop - CE/ITPIOH IHk., Pecny6nika
Kopes [Celltrion, Inc., Republic of Korea]
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
K.M.H. OcTtaneHko H0.B. nikap YepueHko K.A.
JepxasHe HekomepLinHe nignpuemcTso | JepxasHe HekomepuinHe niANpUeEMCTBO

«HauioHanbHWin  IHCTUTYT  paky», BiggineHHs | «HauioHanbHWIA  IHCTUTYT  paky», BigfiNneHHs
MaJIOiHBa3MBHOI Ta €HAOCKOMIYHOI Xipyprii, | KNiHIYHOT OHKOMOrii Ne 2 HayKOBO-KNiHIYHOroO
iHTEepBeHLiNHOT pagionorii, M. Knis Bigainy KNiHIYHOT OHKonorii KNiHiKK
OHKOremMaroJioril Ta KniHiYHOi oHKonorii, M. Kuis

3. 3anyuyeHHAa gopaTKoBUX MicUb MPOBEAEHHA KNiHIYHOro BUMPOOYBaHHA [0 MPOTOKONY K/iHIYHOrO
pocnigxeHHa «PaHaoMi3oBaHe, 6baraToLeHTpoBe, NoABiliHe chine gocnimpkeHHs ®asm 2b Ana ouiHkn BNAMBY
BakcapocTaTy B KOMGiHaLil 3 Janarnidpno3vHoM y NOPiBHAHHI 3 Tepanieto bakcapoctatoM Ha a/ibbyMiHypilo y
NauieHTiB 3 XPOHIYHOIO XBOPO6OK HUPOK (XXH) Ta BUCOKMM KPOB'SHUM TUCKOM», KOA [AOCNiXEHHSA
D6972C00006, Bepcia 2.0 Big 22 BepecHa 2025 poky; crnoHcop - AstraZeneca AB, LBeuis
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

[ Ne | M.1.6. BignoBiganLHOro AOCNiAHMKA |




n/n
1. | K.M.H. MywaHny I'.1.

KuiBcbka K/iHiYHa nikapHa Ha 3as1i3HM4yHoMy TpaHcnopTi Ne2 pinii «LieHTp OXOpoHW 340pOB'SA»
aKLIOHEPHOro TOBAPUCTBA «YKpaiHCbKa 3aU/1i3HMUSA», LEHTP KNiHIYHMX AocaimpKeHb, M. KuiB

2. | o-p dpinocodpii Kapnerko O.O.

MegnuHnin LeHTp «Ok!KniHik+» ToBapucTBa 3 OOGMEXEHOW BiANOBIfANLHICTIO «MiXHapoaHWi
IHCTUTYT KNiHIYHUX JOchifpkeHb», Big4i1 Tepanii, peBMaTosnorii Ta kapgionorii crauioHapHOoro
BigAiNeHHs, M. Kuis

3. | nikap YynpuHa /1.0.

MeanyHWin LeHTp ToBapMCTBa 3 0OMEXEHO0 BIAMNOBIAANBHICTIO «LIeHTp CiMeliHOT MeauLMHA NC»,
NiKyBaNIbHO-NPOiNaKTUYHMIA Nigpo3ain, M. Kuis

4. | nikap binoTtkau O.Y.

MeamnuHnin LeHTP ToBapuCTBa 3 0OMEXEHOI0 BignoBiAa/IbHICTIO «EgenbBeiic Megike», likyBasibHO-
npodpinakTMyHMiA nigposain, M. Knis

5. | nikap AoHeub O.A.

ToBapuCcTBO 3 0OMEXEHOH BianoBiganbHiCTIO «Mepabya-KniHik», nikyBanbHO-NpodinakTuuHmii
nigpo3ain Megn4Horo LUeHTpy, M. Kuis

HasBa micLsl npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

4. bpouwypa pgocnigHuka Niraparib (Zejula), BupaHHa 17 Big 20.06.2025 p.; bpowypa pocnigHuka
JNJ-212082 3UTIFA (aGipatepoHa auetar), BuaaHHa 19 Big 21.05.2025 p.; Bpowypa pocnigHuka
CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), BuaaHHsa 7 Big 25.07.2025 p.;
IHhopMmauia ana nauieHTa Ta dopma iHhopMmoBaHoi 3rogu — NMpoTokon 67652000PCR3002, Bepcis 9.0
YKpalHCbLKOI0O MOBOIO Al YKpaiHu Big 22.10.2025 p.; IHcopmauisa pna naudieHta ta dopma
iHhopmoBaHoi 3rogu — MNpoTokon 67652000PCR3002, Bepcis 9.0 pociiicbkolo MOBOIO A5 YKpaiHu Big,
22.10.2025 p.; IHdopmaunisa pna naugieHta Ta Popma iHdopmoBaHoi 3roau - [poTtokon
67652000PCR3002, Bepcis 2.0 ykpaiHCbLKOIO MOBOIO Ansl YKpaiHu Big, 25.09.2025 p.; IHdopmauia gns
naudieHta Ta ®opma iHchopmoBaHoOi 3rogn — Mpotokon 67652000PCR3002, Bepcia 2.0 pociiicbKolo
MOBOI0 A1 YKpaiHu Big 25.09.2025 p.; IHchopmauia gna nauieHta Ta Popma iHchopmMmoBaHOi 3rogn —
Mpotokon 67652000PCR3002, Bepcia 2.0 yKpaiHCbKOKO MOBOI AnA YKpaiHu Big 26.09.2025 p.;
IHchopmauia gna nayieHta Ta Popma iHchopmoBaHoi 3roau — NMpoTokon 67652000PCR3002, Bepcin 2.0
pocilicbkolo MOBOI Ans YKpaiHu Big 26.09.2025 p.; KapTka yyacHuKa KMiHIYHOro AOC/ifKEeHHA —
MpoTokon 67652000PCR3002, BepciA yKpaiHCbKOIO MOBOK Bif 24.10.2025 p.; KapTka y4yacHuka
KniHiuHOro pocnimkeHHAa - [potokon 67652000PCR3002, BepciA pociiicbkolo MOBOK Bipf,
24.10.2025 p.; BknoueHHs gocnigKyBaHOro flikapcbkoro sacooy: Hipanapu6, 100 Mr, TabneTku, BKPUTI
NNiBKOBOIO OGOJIOHKOIO, AJIA nepopasibHOro npuiiomy, Catalent Greenville, Inc, CLUA; WuXi STA
Pharmaceutical Co., Ltd. (WuXi STA), Kutaii; Almac Clinical Services, Benuka BputaHis; Almac Clinical
Services, CLUA; GlaxoSmithKline LLC, CLUA; GlaxoSmithKline Research & Development Ltd, Benuka
BputaHis; Janssen Pharmaceutica NV, Benbrisi; Catalent Pharma Solutions, LLC, CLUA; Fisher Clinical
Services Inc., CLUA; Fisher Clinical Services GmbH, LLIBelyapis; Catalent Germany Schorndorf GmbH,
HimeuuuHa; Catalent (Shanghai) Clinical Trial Supplies Co., Ltd., Kutaii; 3pa3ok MapKyBaHHS
[OCnNigpKyBaHOro snikapcbkoro 3aco6y Hipanapu6, 100 mr, Ta6netku; OHoBneHun posgin 3.2.P
CnpouweHoro Aocbe AOCAIfKYBaAHOro Jsikapcbkoro 3aco6y Hipanapu6, 100 mr, TabneTku, BKpUTI
niBKOBOIO OGOJIOHKOIO, ANA MnepopasibHOro npuiiomy, Big 09.09.2025 p.; 36iNblUeHHA TepMiHY
npuAaaTHOCTI focnigkKyBaHOro fikapcbkoro 3aco6y Hipanapu6, 100 Mr, TaGneTkn, BKPUTI N1iBKOBOIO
0060/10HKO0, AJ151 NepPopas/IbHOro npuiiomy, Ao 60 micauiB; 3mMiHa Ha3BU MicLs NPOBeAEHHS K/iHIYUHOTO
BUNPOGYBaHHA [0 MPOTOKONY KMiHIYHOIO [OCNiMKeHHA «PaHAomizoBaHe, nnauebo-KoOHTPosiboBaHe,
noZBiiiHe cnine kiHivHe gocnigpkeHHa 3 hasn npenapaty Hipanapu6 B kombiHauii 3 abipaTepoHa auetaTom
Ta MpepHi30HOM Yy MOPIBHSIHHI 3 abipaTepoHa aueTatoM Ta NPeAHI30HOM A5 JliKyBaHHSA MaujieHTIB 3
MeTacTaTUYHUM KacTpaT-4yT/IMBMM pakoM nepeamixyposoi 3as103u (MCSPC) 3i WKigIMBOK repMiHa/IbHO
abo comaTu4HOK MyTalieto reHiB, WO BiAMNoOBigaOTL 3a penapaudiio LWASXOM roOMOOMNYHOT pekoMbiHaL,i
(HRR)», koa pgocnimkeHHs 67652000PCR3002, 3 Monpaskoto 4 Big 28.08.2023 p.; cnoHcop - «AHCCEH

PAPMALEBTUNKA HB», Benbris
3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris
BYNO CTA/O
O.M.H., npodp. Ctyck B.MM. A.M.H., npodp. Ctyck B.MM.
KomyHasnibHe nignpuveMCTBO  «[HinponeTpoBcbka | KOMyHanbHe MignpueMCTBO  «[HiNponeTpoBCbKa

obnacHa KkniHiyHa nikapHa M. |.l. MeuHukoBa»
[HinponeTpoBCbKOT 06NacHOi pagu», BigAiNneHHs
yponorii Ne2, [epxaBHuin 3aknapg,
«[lHinponeTpoBCLKa MeAu4YHa akagemis MO3

obnacHa KkniHiYHa nikapHa M. L.l. MeuyHvkoBa»
[HinponeTpoBCcbkOi 06nacHoi paav», BiagineHHs
yponorii Ne2 (oHKonoriuHe), M. [JHINpo




| Ykpainu», kacbeapa yponorii, M. [Hinpo | |

5. OHoBneHuii po3gin P. ADDITIONAL DRUG PRODUCTS [locbe focnigxyBaHOro nikapcbKoro 3acooy
MK-1084, Bepcia 08Z80M Big 28 xOBTHA 2025 p., aHrNilicbkol0 MOBOI; 3aslyueHHA A0AATKOBUX
NiKapcbKuX 3aco6iB, WO BUKOPUCTOBYIOTLCA AIK npenapaTtu nopiBHAHHA: KapoonnaTtuH (Carboplatin
Accord), Accord Healthcare Polska Sp. z0.0., KOHUeHTpaT ANA Po3uMHy AnA iHdysin, 10 Mmrimn;
Kap6onnatuH (Carboplatin-GRY®), Teva GmbH., KOHUeHTpaT ANA po3uuHy ansa iHdysiin, 10 mrimn;
3aslyueHHs BMPOGHMKIB NMIKApPCbKNX 3acO06iB WO BUKOPUCTOBYIOTLCA SK Mpenapatyu MOPiBHAHHSA:
Accord Healthcare Polska Sp. z o.0., Ul. Lutomierska 50, Pabianice, 95-200, Poland; Pharmachemie
B.V., Swensweg 5, Haarlem, 2031 GA, Netherlands pgo npoTokony KIiHIY4HOrO [OCAIAKEHHSA
«PaHgomi3oBaHe, Bigkpute, GaraTtoueHTpoBe KNiHiYHe pocnimkeHHs Il a3 ans ouiHkm 6Ge3nekn Ta
edektmBHOCTIi MK-1084 y kombGiHaujii 3 MigWwKipHMM BBEAEHHSIM nemo6ponisymaby Ta GeparianypoHigasu
anba (MK-3475A) y nopiBHsiHHI 3 MK-3475A y Kkom6GiHauii 3 npenapaTtamun XimioTepanii nemetpekceaom /
nnatuHow (kapbonsiaTMHOM abo UMCMIaTUHOM) Y SKOCTI NiKyBaHHA neplloi AiHil AN yyYacHWKIB i3
PO3MNOBCIOMKEHNM ab0 MeTacTaTUYHUM  HEMIOCKOKMITUHHUM  HAOPN i3 myTauieto  KRAS G12C
(KANDLELIT-007)», kog pocnipkeHHa MK-1084-007, sepcis 00 Big 27 uepsHA 2025 poky; cnoHcop - TOB
Mepk Wapn eHf Joym, CWA (Merck Sharp & Dohme LLC, USA)
3asABHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

6. Bpowypa gocnigHuka Ha gocnigkyBaHuii nikapcbkuii 3aci6 YKP3089 (ueHo6amar), Bepcis 21.0 Big,
26 BepecHA 2025 poky; Bpowypa pocnigHuka Ha pocnigpkyBaHuiA nikapcbKkuii 3aci6 YKP3089
(ueHoGamar), Bepcia 22.0 Big 30 xoBTHA 2025 poky; 3miHa Ha3Bu MIMB [0 NPOTOKOAY KAiHIYHOMO
OocnimKkeHHs1 «baraToueHTpoBe, BiAKPUTE, MNOAOBXEHE AOCAIMKEHHS [AONA  OUiHKA  [A0BroCTPOKOBOT
6e3neyvyHoCTi BMKOPUCTaHHS LieHOGamaTy B SKOCTI af'toBaHTHOI Tepanii y nauieHTiB 3 MNEepPBUHHO-
reHepanizoBaHVMy TOHIKO-KNOHIYHUMKW Hanagamu», kop, pocnimxkeHHs YKP3089C033, Monpaska 3.0 Bif
30 xoBTHSA 2024 poky; cnoHcop - CK Jaiic CaiteHe, IHk.,, CLUA / SK Life Science, Inc., USA
3asaBHUK - TOB «HO CI TI-JIOBAJI», YkpaiHa

BY/NO CTANO
nikap 3anisHak T.O. nikap 3anisHak T.0.
KomyHanbHe nignpuemctBo «PerioHanbHuii | KOMyHasibHe  HeKomepuiiiHe  NiANPUMEMCTBO
MegUUYHWUIA  LEHTP POAUHHOIO  3A0POB’A» | «PerioHaslbHUII MegUYHUIA LEHTP POAUHHOro
[HinponeTpoBCbLKOI o6nacHoi paau», | 3q0poB’saA» [JHiNponeTPoOBCbLKOI 061acHOI pagu»,
BiAQiNneHHA  Hedpoxipyprii Ta  HeBponorii, | BigAineHHA HeBponorii, M. [JHINpo
M. [Hinpo

7. Bpouypa gocnigHuka Belzutifan (MK-6482), BugaHHA 13 Big 28 »0OBTHA 2025 poKy, aHrNiiCbKOKO
MOBOIO 10 NPOTOKOJ1Y K/iHIYHOro AOCAiMKEHHS «BiakpuTe, paHaomizosaHe gocnigxeHHs Il dasn gnsa ouiHkm
edheKkTMBHOCTI Ta 6e3neyHocTi nemoponisymady (MK-3475) y kombiHauii 3 6ensytucpaHom (MK-6482) ta
neHBatuHioom (MK-7902), a6o MK-1308A y KombGiHaLil 3 /ieHBATUHIOOM MOPIBHAHO 3 NemM6ponizymadbom i
NeHBaTMHIOOM B AKOCTI NepLloi NiHii Tepanii 418 yY4acHWUKIB 3 PO3NOBCIOOXEHO CBIT/IOKNITUHHOI HUPKOBO-
KIITUHHOKO KapLMHOMOI0», ko4 focnimxeHHa MK-6482-012, 3 iHkopnopoBaHoto nonpaskoto 08 Big 24 cepnHsa
2025 poky; cnoHcop - TOB Mepk Wapn eHpg Ooym, CLIA (Merck Sharp & Dohme LLC, USA)
3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

8. Bpowypa gocnigHuka gocnimKyBaHoro fikapcbkoro 3aco6y Mipikisyma6 (LY3074828), Bepcis Big, 10
XOBTHA 2025 pOKy aHrfniicbKow MOBOI [0 MNPOTOKONIB KNIHIYHMX AOChigkeHb: «baraToueHTpoBe,
Biakpute, MogoexeHe AocnimkeHHs |l ®a3m ansa OuiHkn JoBroTpuBasioi EdekTuBHOCTI Ta besneyHocTi
3acTtocyBaHHs Mipikisaymaoy y MauieHTiB i3 BupaskoBum Konitom MomipHoro Ta Tskkoro MNepe6iry (LUCENT
3)», kon pocnigxeHHs 16T-MC-AMAP, 3 iHkoprnopoBaHot nornpaskot (€) Big 31 >oBTHA 2023 poky;
«baratoueHTpoBe, Bigkpute, MogosxeHe JocnimkeHHs Il Pa3un gna OuiHkn JoBroTpmsanoi EcekTmBHOCTI Ta
BesneuHocti 3acTocyBaHHA Mipikisymady y T[MauieHTiB i3 XBOpo60ow KpoHa», KoA [AOCHigKEeHHS
I6T-MC-AMAX, 3 iHKopriopoBaHoO nornpaskoto (e) Big 10 BepecHs 2024 poky; cnoHcop - Eni Nlinni eHp,
Komnani, CLWA / Eli Lilly and Company, USA
3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

9. bpouwypa pocnigHuka MK-3475 (Pembrolizumab), BugaHHa 26 Big 28 oBTHA 2025 poky,
AHrNINCbKOKD MOBOK [0 MNPOTOKOJIB KIHIYHUX AOCNiMKEHb: «PaHaoMi3oBaHe, BigKpUTE OOCMIMKEHHS
Il dpasm gnsa ouiHkM edbekTUBHOCTI Ta 6e3nekn nemoponizymady (MK-3475) B KombGiHauji 3 akciTiHibom B
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MOPIBHAAHHI 3 MOHOTEpPANIE CYHITIHIBOM AK NiKyBaHHA NepLUOT NiHiT Y NaLieHTiB 3 10KaIbHO NPOrpecyroyoto abo
MeTacTasyluolo  CBIT/IOKMITUHHOK  KapuuHomow  Hupkun  (KEYNOTE-426)», ko4 — AOC/igKeHHsA
MK-3475-426, 3 iHKOpNopoBaHOoW Monpaskolo 22 Bif 22 6epe3Ha 2024 poky; «PaHgomizoBaHe, Bigkpute
KniHiYHe gocnimkeHHs 1l da3n nopiBHAHHA NemMoponisymady Ta 6peHTyKcuMatdy BefOTUMHY Y NauieHTiB 3
peunanByovold abo Pes3UCTEHTHOH A0 JiKyBaHHA KNACUYHOK 1iMAIOMOI0 XOMKKIHa», KOA AOCNIIKEHHSA
MK-3475-204, 3 iHKopriopoBaHoto nonpasBkoto 07 Big 30 TpaBHa 2025 poky; «PaHzomi3zoBaHe, BigkpuTe
pocnigpkeHHs Il pasu ans ouiHkM nemo6posisymady B SKOCTI HeoaA'toBaHTHO! Tepanii Ta B KOMOGIHaUiT 3i
CTaHAApTHUM NiKyBaHHSAM B SKOCTI af'loBaHTHOI Tepanii npu onepabenbHOMY JIOKOpPErioHaslbHO
PO3MNOBCHKEHOMY M/IOCKOKTITUHHOMY paky rofiosu Ta wwui llI-IVA ctagii», kog gocnigpxeHHs MK-3475-689, 3
iHKoprnopoBaHoto nonpaskoto 09 Bif 29 6epesHs 2024 poky; «PaHaomizoBaHe, NoAgiliHe-cnine aocnimkeHHs Il
hasn [OBOXKOMMOHEHTHOI XimioTepanii npenapaTtamu nnatMHM B KOMOGiHaUii 3 nemoponisymaéom
(MK-3475) a6o 6e3 HbOro, B IKOCTi Heoa/'toBaHTHOI / af'toBaHTHOI Tepanii A4ns naujieHTiB 3 onepabenbHuM
HeApiGHOKNITMHHMM pakom niereHs 1, 1A Ta 1B (T3-4N2) ctagin (HAP1) (KEYNOTE-671)», Kog AOCAiIAXEHHS
MK-3475-671, 3 iHkoprnopoBaHoto nonpaskoto 11 Big 29 nuctonaga 2022 poky; «PaHgomizoBaHe, noAgiiHe
cnine pgocnipkeHHs 11l dpasu 4Ns NopiBHAHHA nemo6ponisymady 3 nniaue6o y kombiHauji 3 Heoa ' toBaHTHOO
ximioTepanielo Ta a'toBaHTHOK eHAOKPUHHOK Teparnieto Npu fikyBaHHI paky MOJIOUYHOT 3a/1031 3 HAsABHICTIO
peLenTopiB A0 eCTPOreHiB i BIACYTHICTIO JIIOACLKMX peLenTopis enigepmasibHoro gakropa pocty 2 (ER+ /
HER2-) Ha paHHili cTagii npu Bucokomy ctyneHi pusmky (KEYNOTE-756)», kog pocnimpkeHHs MK-3475-756, 3
iHKopnoposaHoto nonpaskoto 07 Big 08 BepecHs 2023 poky; «PaHgomisoBaHe, noagiliHe chine gocnigpkenHs |l
hasn npoBefeHHs XximioTepanii 3 abo 6e3 nem6ponisymady 3 nogasibliMM MIATPUMYOUAM MiKYBaHHAM
onanapubom abo nnauebo Ans Tepanii NepLUoi MiHIT y NauieHTiB 3 pO3NOBCIOMKEHNM eniTeniaNlbHAM pakom
seyHukiB (EPHA) 6e3 myTauiin y reHi BRCA (KEYLYNK-001 / ENGOT-0ov43/GOG-3036)», Kof AOCAIIKEHHS
MK-7339-001/ENGOT-0v43/GOG-3036, 3 iHkoprnopoBaHow nonpaskoto 05 Big 19 cepnHa 2025 poky;
«focnimpkeHHsa Il cdasm gna nemoponisymady y KombGiHauii 3 nemeTpekcegoM / npenapaTtoM NaaTUHM
(kapbonnaTtnH abo uucnaaTuH) 3 NofanslunM BBeAEeHHAM nemMoponizymady y KomobiHauil 3 nigTpumyodmm
nNikyBaHHAM onanapubom abo nemMeTpekcefoM B SAKOCTI Tepanii nepLloi NiHii y nauieHTiB i3 MeTactaTuyHum
HENOCKOKNITUHHUM HeApPiGHOKNITUHHUM pakom nerediB (HAPM)», kog pocnipkeHHa MK-7339-006, 3
iHKopnopoBaHoto nonpaskoto 08 Big 17 xoBTHA 2024 poky; «[ocnimkeHHs Il cha3u ana neméponisymady y
KOMOGiHauji 3 kapbonnatvHoMm / TakcaHoM (naknitTakcen abo Hab-naksitakcen) 3 nojanblUMM BBEOEHHSM
nemoéponisymady y komb6iHaujii 3 niagTpUMyroUnM nikyBaHHAM onanapnbom abo 6e3 HbOro B SKOCTI Tepanii
NepLUOoi MHIT y NnauieHTiB i3 MeTacTaTUYHUM NAOCKOKNITUHHUM HEeAPIGHOKTITUHHMM pakom nereHis (HAKP/)»,
koA pocnimkerHsa MK-7339-008, 3 iHkoprnoposaHoto nonpaskoto 07 Big 31 ciuHa 2024 poky; «PaHaoMi3oBaHe,
noagiiHe cnine pgocnimpkeHHsa 1l das3n ans ouiHKM nepionepauiinHoro 3acTocyBaHHS nemM6ponisymady
(MK-3475) y koMb6iHaLii 3 Heoaa'toBaHTHOK XiMioTepanie NOPIBHSAHO 3 MepionepauiiHiM 3acTOCYBaHHAM
nnauebo y komoGiHauii 3 Heoaa'toBaHTHO XiMioTepaniel B yHacHUKIB 3 M'SI30BO-iHBa3MBHUM pakoM Ce40BOro
Mixypa, npugatHux ansa nikysaHHa umcnnatuHom (KEYNOTE-866)», kog pocnimpxkeHHs MK-3475-866, 3
iHKopnoposaHoto nornpaskoto 06 Big 14 cepnHa 2023 poky; «PaHgomizosaHe gocnimpkeHHs 1 chasu 4N ouiHKKM
LMCTEKTOMIT B KOMGiHaL,i 3 nepionepauiiHum 3acToCyBaHHSIM NeMOponi3ymady Ta A/18 OLiHKM LIUCTEKTOMIT B
KOMbGiHaLii 3 nepionepauiiHuM 3acTOCyBaHHAM eHopTymMaby BefOoTUHY Ta nembposnizymady MOpiBHAHO 3
NPOBEAEHHAM TifIbKN LUCTEKTOMII A5 YYaCHUKIB 3 M'A30BO-iHBA3VIBHUM PakOM CEYOBOr0 MiXypa, KM He
MOXHa MpPoBOAUTWM JliKyBaHHA UMCNNATUHOM abo Sk BiAMOBWAMCA Bif, JNiKyBaHHA UUCNIaTUHOM
(KEYNOTE-905/EV-303)», kog, gocnigxeHHs MK-3475-905, 3 iHkopnoposaHol nonpaskol 11 Big 16 ciyHA
2025 poky; «PaHgomizoBaHe BigkpuTe p[ocnigkeHHs ¢asm 2 Ta 3 Onanapuby y KombGiHauii 3
Mem6poni3zyma6omM y NOPIBHSHHI 3 XimioTepaniel y KombiHauii 3 MNembponisymabom nicns iHAyKLii KniHiYHOI
nepeearn 3 MepLUoK NiHielo ximioTepanii y koM6iHauii 3 [Membponizymabom y nauieHTiB 3 MiCLEBO-
peunauBytouMM HeonepabenbHMM abo MeTacTaTMYHMM MNOTPIAHO-HEraTMBHUM PakOM MOJIOYHOT 3a103u
(TNBC) (KEYLYNK-009)», kog gocnigxeHHs MK-7339-009, 3 iHkoprnopoBaHoto nonpaskoto 03 Big 22 TpaBHS
2023 poky; «OocnimpkeHHs ¢asn 2 onanapuby y KombGiHauii 3 nemoposisymabom y nauieHTiB 3 paHiwe
NiKOBaHVM PO3MOBCHKEHUM PaKoOM 3 MyTali€to reHa y cMcTeMi romMosiorivyHoi pekombiHauiliHoi penapauii
(HRRm) OHK Ta/abo 3 nopylleHHAM romosoriyHoi pekombiHauii (HRD) AHK», kog pocnimkeHHs MK-7339-
007, 3 iHKkopnopoBaHoto nonpaskoto 07 Big 07 kBiTHA 2025 poky; «PaHaomi3oBaHe, noagiiHe chine, niaue6o-
KOHTPO/IbOBaHe K/iHIYHE pgocnimpkeHHa 1l da3nm  a4na  BMBYEHHA e(IEKTMBHOCTI Ta  6Ge3neyHoCTi
nem6ponisymady (MK-3475) y kombGiHauii 3 ximionpomeHeBow Teparieto (XMT) y MNOPIBHAHHI nvwe 3
ximionpomeHeBoto Tepanieto (XMT) B yyacHWUKIB 3 M’I30BO-iHBa3MBHUM pakoM ce4voBoro mixypa (MIPCM)
(KEYNOTE-992)», kof pocnimpkeHHs MK-3475-992, 3 iHkopnopoBaHoto nonpaskoto 05 Big 07 >XOBTHSA
2024 poky; «PaHgomizoBaHe, noggiviHe cnine pocnigpkeHHs Il dasmn ximiopagiotepanii y komb6iHauii 3
nemoposnisymadom abo 6e3 HbOro A5 fikyBaHHS /IOKa/IbHO PO3MNOBCHAKEHOIO paKy UMK MaTK/ 3 BUCOKUM
ctyneHem pusnky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», kog aocnigxkeHHs MK-3475-A18/ENGOT-
¢cx11/GOG-3047, 3 iHkopnopoBaHot nonpaBkot 04 Big 08 nuctonaga 2022 poky; «AocnigxeHHs |l dhasn
nemo6ponisymady (MK-3475) y kombGiHaujii 3 CynyTHbOK XiMIOMPOMEHEBOK Tepaniel 3 nogasblunm
BBEJEHHAM nem6ponizymady 3 osanapmb6om abo 6e3 HbOro MOPIBHAHO 3 CYNYTHLOK XiMiONPOMEHEBOH
Tepanieto 3 nNoJasiblUMM BBEAEHHAM AypBanymMaby B Y4yacHWKIB 3 HeornepabenibHUM  10KaslbHO
PO3NOBCIOMHKEHNM HEAPIOGHOKNITUHHMM pakoMm nereHis Il ctagii (HAPM)», koa gocnigkeHHs MK-7339-012, 3
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iHKopnopoBaHoto nonpasBkoto 08 Big 15 kBiTHA 2024 poky; «PaHaomizoBaHe, noAgiiiHe cnine, nnaue6o-
KOHTpOsIboBaHe pocnimkeHHs Il dasn gna ouiHkym nemoponisymady (MK-3475) y noegHaHHi 3 CynyTHbOH0
xiMionpomMeHeBot0 Tepanielo 3 nofasibMM BBeAeHHAM nemoponizymady 3 onanapnéom (MK-7339) abo 6e3
HbOrO Yy TMOPIBHAHHI JiMlIe 3 CYMYTHbOK XiMIONMPOMEHEBOK Tepani€ld B YYaCHUKIB 3 HeLlo4aBHO
JiarHOCTOBaHUM N1OKas1i30BaHUM APiGHOKTITUHHUM pakoMm nereris (J1I4PM)», ko, gocnigkeHHs MK-7339-013,
3 iHKkoprnopoBaHot nonpaskoto 05 Big 04 kBiTHA 2024 poky; «PaHgomizoBaHe, NoABiviHe chine JOCiIKEHHS
[l hasm gns ouiHKM NemGponizymMmady NopiBHAHO 3 naauebo y koMmbiHaL,ii 3 af4'toBaHTHO XiMioTepanieto 3 abo
6e3 npomeHeBoI Tepanii 415 NiKyBaHHSA NalieHTOK 3 He4aBHO AiarHOCTOBaHMM PakoM eHLOMETPISA 3 BUCOKMM
pusnkoM nicns onepadii 3 nikyBanibHOO MeTod (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», Kopg,
pocnipkeHHs MK-3475-B21 | ENGOT-enl11 /| GOG-3053, 3 iHkoprnopoBaHoto nornpaskoto 03 Big 25 cepnHs
2022 poky; «PaHgomizoBaHe, BigkpuTe gocnimpkeHHs Il da3n gns ouiHkM nepionepauiinHoro 3acTocyBaHHs
eHdopTymaby BeAOTMHY y koMOGiHauil 3 nemoponisymadoom (MK-3475) nopiBHAHO 3 Heoaf'toBaHTHOM
Tepanieto reMuMTabiHoM Ta UWUCMIAaTUHOM Y YYyaCHMKIB 3 M'A30BO-iHBA3MBHUM pakoM CEYOBOro Mixypa,
npuaaTHux ana nikysaHHa yucnnatuHom (KEYNOTE-B15 / EV-304)», kog pocnipxkeHHsa MK-3475-B15, 3
iHkopnoposaHoto nonpaskoto 05 Big 11 rpyaHsa 2024 poky; «baraTtoueHTpoBe, paHA0Mi30BaHe, NoAgiliHe cnine
pocnimpkeHHs 1l a3 kombiHauii MK-7684 3 nem6ponisymaéom (MK-7684A) nopiBHAHO 3 MOHOTepanieto
nemoponisymabom B SKOCTi nmepLiol fiHiT Tepanii Ans yyacHukis 3 PD-L1-MO3MTUBHMM MeTacTaTU4HUM
HeApiGHOKNITMHHUM pakom nereHis» (KEYVIBE-003), kog gocnigkeHHs MK-7684A-003, 3 iHKOPNoOpoOBaHOHo
nonpaskoto 06 Big 29 ciuHa 2025 poky; «Bigkpute, paHOomizoBaHe focnimpkeHHs 1l a3y ansg ouiHku
ehekTnBHOCTI Ta 6e3nevHocTi nem6ponisymady (MK-3475) y komb6iHauii 3 6ensytudaHom (MK-6482) Ta
nexHBaTtuHioom (MK-7902), abo MK-1308A y komb6iHaLil 3 NeHBATMHIOOM MOPIBHSHO 3 NEMOpPOi3yMaboM i
NIeHBATUHIOOM B SAKOCTi MepLUOi MiHiT Tepanii ANs y4acHWKIB 3 pO3MNOBCIOAKEHOK CBIT/IOKAITUHHOK HUPKOBO-
KNITUHHOIO KapLMHOMO0», Kog gocnimpkeHHs MK-6482-012, 3 iHkopnopoBaHot nonpaskoto 08 Big 24 ceprnHs
2025 poky; «PaHgomizoBaHe, nogpiiHe cnine pocnimpkeHHs Il cda3nm nem6ponisymady (MK-3475) y
KOMOiHauji 3 eH3alyTaMigoM MOPIBHSAHO 3 eH3aslyTamigom 3 nnauebo y ydyacHUKIB 3 MeTacTaTUyHUM
KacTpauiiHO-pe3NCTEHTHUM pakoMm nepeamixypoBoi 3an03m (MCRPC) (KEYNOTE-641)», Kog, [OCAIIKEHHS
MK-3475-641, 3 iHKkopnopoBaHot nonpasko 09 Big 22 TpasHA 2023 poky; «BigkpuTe, paHLomi3oBaHe
pocnimpkeHHs 11l chasu ona BUBYEHHA hapMakoKiHETMKM Ta 6e3nevyHOoCTi NneMoposisymady Ans MigwkKipHoro
BBEJEHHA TMOPIBHAHO 3 nemobposizymaboMm A1 BHYTPILWHbOBEHHOrO BBEAEHHA, B KOMOGiHauii 3
[JBOXKOMIMOHEHTHOK XiMioTepanielo npenaparamu njaaTUHKW, B AKOCTI NepLuoi NiHil Tepanil AN y4acHWKIB 3
MeTacTaTUYHUM MJIOCKOK/IITUHHUM ab60 HEensIoCKOKNITUHHUM  HeApiGHOKTITUHHUM pakoM JIereHiB», Kop,
pocnipkeHHs MK-3475-A86, Bepcid 3 iHKoprnioposaHow nonpaskoio 08 Big 30 cepnHsa 2024 poky;
«barartoueHTpoBe, BiakpuTe gocnimkeHHs Il da3n ans ouiHkM 4OBrOCTPOKOBOI 6€3neYHOCTi Ta e(PeKTUBHOCTI
B Y4YaCHMKIB, SSKUM Hapasi NpoBOAMTbLCA MiKyBaHHS abo CMOCTEPEXEHHS Y AOCNIMKEHHSX, WO BKAHOYAKOTb
nemoponisymad», kog pgocnimkeHHs MK-3475-587, 3 iHkopnopoBaHow nonpaskoi 08 Big 25 nwoToro
2025 poky; «Bigkpute pocnimpkeHHs 1l dasm MK-7684A (kombGiHauis npenapatiB Bi6ocToniMaby Ta
neMmoponisymady) y koMGiHaLii 3 KOHKYPEHTHOK XiMiONMpOMEHeBOK Tepanield Ta nofasibLIol Tepanieto
npenapaTtom MK-7684A NOpiBHAHO 3 NPOBeAEHHAM KOHKYPEHTHOI XiMioNnpoMeHeBOi Tepanii 3 nogasiblUmnm
BBEJEHHAM AypBasiymaby y nauieHTiB 3 Hepe3ekTabesibHUM MiCLLeBOMOLMPEHUM HeAPIOHOKNITUHHUM pakoM
nerenis (HAPAN) Il cTagjii» (KEYVIBE-006), kog, gocnigxeHHa MK-7684A-006, 3 iHKOPNOpoOBaHO NOMNPaBKoo
04 Big 07 ntotoro 2025 poky; «PaHgomizoBaHe, noggiiiHe cnine, 6aratoueHTpoBe gocrimkeHHs Il dasn
komb6iHauii MK-1084 3 nemGponisymMmaGom MOPIBHAHO 3 KOMOiHauiel nembposizymaby 3 nnauebo sk
NiKyBaHHS NepLoi fiHii A5 y4aCHUKIB i3 JIOKaUTbHO-MOLWMPEHNM abo MeTacTaTUYHUM HeApiOHOKIITUHHUM
pakom nereHiB 3 myTauiero KRAS G12C Ta ekcnpecieto PD-L1 TPS >50% (KANDLELIT-004)», kopg
pocnipkeHHss MK-1084-004, 3 iHkoprnopoBaHow nonpaBkoo 03 Big 22 nuvnHa 2025 poky; «Bigkpute,
GaraToLEeHTpOBE AOCAiMKEHHS | dha3n Ans OuiHKM  6es3nekn, MNepeHoCMMOCTi, (hapMakokiHeTUKM Ta
edhekTmBHOCTI MK-1084 sk MOHOTepanii Ta K YaCTUHWU Pi3HMX KOMOIHaUIN NikyBaHHSA Yy NaujieHTIB i3
PO3MNOBCIOHKEHNUMI COMgHUMU NyX/iMHamy 3 myTauieto KRAS G12C», kog pocnimpkeHHs MK-1084-001,
Bepcia 3 iHkoprnopoBaHo nonpaskoto 12 Big 04 uepsHA 2025 poky; «PaHaoMizoBaHe gocnigpkeHHs 1l chasm
ONs ouiHKM edieKTMBHOCTI Ta 6e3neyHocTi nem6ponisymady (MK-3475) y kombGiHauil 3 neHBaTuHiGoM
(E7080/MK-7902) i ximioTepanieto NOPiBHAHO 3i CTaHAAPTHUM JliKyBaHHAM B SIKOCTi NepLUOoi NiHil Tepanii gna
YyYacHVKIB 3 MeTacTaTUYHOK KapLMHOMOK CTpaBoxoay», koA aocnigpkeHHs MK-7902-014 (E7080-G000-320),
3 iHKopnopoBaHoto nonpaskoto 08 Big 10 nmnHA 2024 poky; «KEYMAKER-UO1 — nignocnimpkeHHs 01G:
napacosibkoBe gocnigpkeHHs Il pasn 3 noyeproBrMm rpynamMmn 478 BUKOPUCTAHHA AOC/iAXyBaHUX 3acobiB y
KoMbGiHaLii 3 nem6ponisymabom i3 fofaBaHHAM XimioTepanii Ha OCHOBI niiaTHM abo 6e3 Hei y paHiwe
HesNiKOBaHMX yYacCHUKIB i3 HeApPiGHOKTITMHHUM pakoM nereHb IV ctagii», kog pgocnipkeHHs MK-3475-01G,
Bepcis 00 Big 16 BepecHsi 2024 poky; «KEYMAKER-UO01, nigaocnigxeHHs 01E: napacosbkoBe AocnimkeHHs Il
hasn 3 noyeproBUMKU rpynamm AOCAiAKyBaHUX npenapartiB 3 xiMmioTepanielo abo 6e3 Hel y kombGiHauji 3
nemoposnisymadom 4,15 fikyBaHHS y4YacHUKIB 3 BNepLue diarHoCTOBaHUM onepabeibHUM HeAPiOHOKAITUHHM
pakom nereHis (HOKP/) cragijii 1I-I1IB (N2)», kog gocnigpkeHHs MK-3475-01E, Bepcisi 3 iHKOpNOpOBaHO
nonpaskoto 03 Big 03 nunHa 2025 poky; «PaHgomizoBaHe, Bigkpute pocnimpkeHHs 1l dpa3n ona ouiHkm
edekTMBHOCTI Ta 6e3neyHocTi sac-TMT (CauyuTtysymadb TupymoTtekaH, MK-2870), y noegHaHHi 3
KapbonnaTuHom/nakniTakceiom MNopiBHAHO 3 xiMioTepanieto, o6uasa B kKOMbGiHaUii 3 nemoposiisymadbom B
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AKOCTi He0a/'toBaHTHOT Tepanii ANs TPUYi HeraTMBHOTO Paky MOJIOYHOT 3a/1031 3 BUCOKUM PU3MKOM, Ha pPaHHil
cTagii abo ropMoHa/IbHUM peLenTopP-HU3bKUM NO3UTUBHUM PakoM MOJIOYHOT 3a/1031 /pakoM MOJI0YHOT 3a/103K
peLenTop-2 HeraTMBHUM [0 SIIOACHKOro enifgepMasibHOro haktopy pocTy», Kof gocnimkeHHs MK-2870-032,
Bepcia 00 Big 18 ntotoro 2025 poky; «KEYMAKER-UO1 nigaocnigpkeHHs 01J: PaHgomisoBaHe napacosibKose
gocnimpkeHHa 1l dpasy 3 noyeproBumn rpynaMu OOCAifKyBaHUX npenaparis, AN nepLuol NiHii nikyBaHHA
YYaCHWUKIB i3 pO3MNOBCIOAKeHNM abo MeTacTaTUYHUM HEMNOCKOKNITUHHUM HefPiGHOKTITUHHUM PakoMm JlereHis
(HAKP) 3 myTauiamu KRAS G12C», koa gocnigxeHHs MK-3475-01J, sepcia 00 Big 12 cepnHa 2025 poky;
cnoHcop - TOB Mepk LWapn eHg JMOdoym, CWA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

10. Bpowypa AocnigHuka A[OCNigKYBAHOIO JliKapCbKOro 3aco6y CennepkatiHié, Bepcia Big
15 cepnHsa 2025 poky aHrnilicbkolo MoBolo; IHchopmauis AnA nauieHTa gocnigpkeHHs Ta Popma
IHbopMoBaHoOI 3rogn ANA yyacTi y AOCNiAKEHHI ANl BAKOPUCTaHHA B YKpaiHi YKpaiHCbKOO MOBOIO,
Bepcisa Ne 8.0 Big 17 nuctonaga 2025 poky; IHhopmauia anAa nauieHTa gocnipkeHHs Ta dPopma
IHcbopMoBaHoI 3roan Ansa nepexoay Ha iHWe NiKkyBaHHA B paMKax AocnifjKeHHs 411 BUKOPUCTaHHA B
YKpaiHi yKpaiHCbKOl0 MOBOH, Bepciss Ne 8.0 Big 17 nuctonaga 2025 poKy [0 NPOTOKOSY KAiHIYHOro
pocnipkeHHs «LIBRETTO 432: Mnaye60-KOHTPOIbOBaHe MOABIMHE Cine paHAoMi30BaHe AOC/iMKEHHS 3
hasm N ouiHkM af'loBaHTHOI Tepanii cennepkaTuHiGoM nicis pagvkasibHOT JIOKOpPEerioHapHoT Tepanii y
nawieHTiB 3 HegpiGHOKMITUHHMM pakom nereHi cragii IB—IIIA 3 HasBHicTiO ribpngHoro reHa RET», kopg
pocnipkeHHs J2G-MC-JZJX, Bepcis 3 nonpaskoto (i) Big 16 ciuHs 2025 poky; cnoHcop - Eni Jlinni eHg Komnai,
CWA / Eli Lilly and Company, USA
3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

11. OHoBneHuii MpoToKkon KNiHiYHOro gocnimxKeHHs, Bepcia 8.0 Big 08 »xoBTHA 2025 poKy (aHrNiACbKOLO
MoBo10); IHdopmauia gna nauieHta ta dopma iHpopmoBaHoi 3roaun, Bepcia 7.0 Big 30 XOBTHA
2025 poky (aHrniiicbkolo, YKpaiHCbKOK Ta pocilicbkolo MoBamu); OHoBneHa Bepcia [locbe
pocnigxysaHoro slikapcbkoro 3aco6y IMU-838 ta6netku, 5 mr / 15 mr [ 22.5 mr / 30 mr / 45 mr, Bepcisa 15
Bif XX0BTHs 2025 poky (IMPD IMU-838 Tablets 5 mg / 15 mg / 22,5 mg / 30 mg / 45 mg, version 15 dated
October 2025) (aHrnificbkoro MOBOIO) [0 MPOTOKO/Y K/IIHIYHOrO A[OC/iMKEHHS «BbaraToueHTpose,
paHgoMi3oBaHe, MOABiHe cnine, nnaueb0-KOHTPONbOBaHE L[OCMIMKEHHSA 4719 OUIHKM  edeKTMBHOCTI,
6e3neYyHocTi i nepeHocumocTi npenaparty IMU-838 y nauieHTiB 3 NPOrpecyrounm po3CistHUM CKIepo30M», Kof,
pocnigpkeHHs P2-IMU-838-PMS, Bepcis 7.0 Big, 16 x0BTHS 2024 pokKy; CNOHCOP - «IMMyHiK Al», HimeuunHa /
Immunic AG, Germany
3asBHUK - TOB «Bepym KniHikan Picepu», YkpaiHa

12. IpeHTudbikauiiiHa KapTKa nauieHTa, Bepcisa 2.0 Big 10 nucronaga 2025 poky, yKpaiHCbKOI0 MOBOIO;
3aslyueHHs [0[4aTKOBOIO JliKapCbKOro 3acooy, Lo 6yAe BUKOPUCTOBYBATUCA AIK Npenapar CynyTHbLOI
Tepanii: dnygapa6iH AktaBic® 50 mr (25 mr/mn) NOPOWOK ANA PO3UMHY ANA H'EKUii umn iHdysii;
3anyueHHs1 ,O0AATKOBOrO JliKapCbKOro 3aco6y, Wo 6yae BUKOPUCTOBYBATUCA AIK Npenapart CynyTHbOI
Tepanii: ®dnypapabiH HEXAL® 25 mr/mn, KOHUEHTpaT A/s NPUroTyBaHHA PO34uHY ANA iH’eKuini aéo
iHpy3iii; 3anyyeHHss BMPOOGHMKa J1iKApCbKOro 3aco0y, WO Oype BUKOPUCTOBYBaTUCA AK npenapar
cynyTHbOI Tepanii (Pnypapa6iH AktaBic® 50 mr (25 mr/mn) NOpoLWwOK ANA PO3UUHY ANA iH'EKLili un
iHcpy3iii): SINDAN-PHARMA SRL, PymyHia Bulevardul Mihalache lon 11, sector 1, Bucharest, 011171,
PyMyHisi; 3aslyyeHHA BMPOOHUKA NiKapCbKOro 3aco6y, Wo 6yae BUKOPUCTOBYBATUCA AK npenapart
cynyTHbOi Tepanii (PnyaapadiH HEXAL® 25 mr/mn, KOHUEHTpaT ANns NPpUrotyBaHHA PO3UUHY ANs
iH’ekuiii a6o iHdysiii): Hexal AG, HimeuumHa Industriestrasse 25, Holzkirchen, Bavaria, 83607,
HimeuuuHa; CnpouieHe mapKyBaHHA PnypapabiH Bepcia 1.0 Big 26 cepnHa 2025 poKy, YKpPaiHCbKOKO
MOBOI0; 3a/lyyeHHs [0[ATKOBUMX MicLub NpPOBeAEHHSA KNiHIYHOro BUMNPOOYBAHHA [0 NPOTOKO/Y
KMiHiYHOro JocnimkeHHa «Pasa 1 JocnipkeHHa ADI-001 AHTU-CD20 CAR-iHXeHepHUX AnoreHHux Mamma-
Jenbta (yd) T KnitnH y Oopocnux 3 BoByakoBuM Hedputom abo CuctemHum YepBoHMM BoBuyakom 3
Mo3aHMpKOBUM YpaxeHHsAM», ko pocnimkeHHs ADI-202300103, sepcia 2.2 Big 23 x0BTHA 2024 poky;
crnoHcop - Adicet Therapeutics, Inc., USA «AgiceT TepanbloTikc, IHK.», CrosydyeHi wratn Amepuku
3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiAnoBigasbHicTio «MBP YKPAIHA»

Ne MN.1.6. BignoBigasibHOro AocnigHvKa

n/n HasBa micLi NpoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1. | nikap Pomuraiino H.B.

ToBapuCcTBO 3 06MEXeHOW BignoBiganbHICTIO «MeanuHuii UueHTp «CantoTem», JlikyBasibHO-
OjarHOCTUYHKMIA BigAiN MeAMYHOro LeHTpY, M. BiHHMUS

2. | K.M.H. KnebaH A.1.




KuiBcbka KniHIYHA MikapHa Ha 3ani3HMYHOMY TpaHcnopTi Ne2 doinii «LleHTp OXOpoHW 340pOoB’s»
aKLiOHEPHOro ToBapuCTBa «YKpaiHCbka 3aU1i3HMuUsA», LIeHTp KAiHIYHUX focnifXeHb, M. K1iB

3. | K.M.H. CmoniHa /1.0.

0BapVCTBO 3 0OMEXEHO BiANOBIAa/LHICTIO «KiHika «[leHuC», TepaneBTUYHMIA cTauioHap, M. Kuis

13. IgeHTudpikauiiiHa kapTka nauieHTa, Bepcia 2.1 Big 03 rpygHsa 2025 poky, YKpaiHCbKOI MOBOIO;
3aslyueHHA [0[4aTKOBOIO JliKapCcbKOro 3acooy, Wo 6yAe BUKOPUCTOBYBATUCS AIK Npenapar CynyTHbLOI
Tepanii: dnypgapa6iH AktaBic® 50 mr (25 mr/mn) NOPOWOK ANA PO3UMHY ANA H'EKUili umn iHdysii;
3anyueHHs1 ,O0AATKOBOrO JliKapCbKOro 3aco6y, Wo 6yae BUKOPUCTOBYBATUCA AIK Npenapart CynyTHbOI
Tepanii: ®nypapabiH HEXAL® 25 mr/mn, KOHUEHTpaT A/1s NPUroTyBaHHA PO34UHY ANA iH’eKuin abo
iHpy3ili; 3anyyeHHsA BUPOOGHMKA NiKAPCbLKOro 3acoly, Wo 6yae BUMKOPUCTOBYBATUCA SIK npenapar
cynyTHbOI Tepanii (Pnygapa6iH AktaBic® 50 mr (25 Mr/mMn) NOPOLWOK ANMA PO3UMHY ANA iH'EKUIA un
iHcy3iii): SINDAN-PHARMA SRL, PymyHia Bulevardul Mihalache lon 11, sector 1, Bucharest, 011171,
PymyHis; 3anyyeHH BMPOOHMKa NiKkapCbKOro 3acoo6y, Wo 6yAe BUKOPUCTOBYBATUCA AIK npenapar
cynyTHbOi Tepanii (Pnypapa6iH HEXAL® 25 mr/mn, KOHUEHTpaT ANA NPUrotyBaHHA PO3YUHY ANA
iH’ekuiii a6o iHdysiii): Hexal AG, HimeuumHa Industriestrasse 25, Holzkirchen, Bavaria, 83607,
HimeuuuHa; CnpolieHe mapKyBaHHA PnypapabiH Bepcia 1.0 Big 26 cepnHa 2025 poKy, YKpPaiHCbKOIO
MOBOI0; 3a/lydeHHA A[O0AATKOBOro Micusi NpoBeAeHHs KMIHIYHOro BUMNPOOYBaHHA [0 NPOTOKO/Y
KNiHiYHOro BUNpobyBaHHA «JocnigxeHHs | dhasn ans ADI-001, cTBOPEHOro 3a A0MOMOrO reHHOI iHxeHepil
anoreHHumn ramma-gesnbta (yd) CAR-T-knitTuHamu, cnpsiMoBaHumu npotu CD20, y gopocnux nwgen i3
iZionaTtnyHMK 3ananbHUMK MionaTisMu», ko agocnigpxkeHHs ADI-001-105, sepcia 1.0 Big 06 nuctonaga 2024;
crnoHcop - Adicet Therapeutics, Inc., USA «AgiceT TepanbloTikc, IHK.», Crosy4yeHi wratu Amepuku
3anBHVK - TOBapMCTBO 3 06MEXEHOI0 BifnoBigasbHICTIO «MBP YKPAIHA»

No M.1.6. BignoBigasibHOro AocnigHvkKa

n/n HasBa micLs npoBeAeHHs KMiHIYHOTro BUNPO6YBaHHS

1. | nikap Pomuraiino H.B.

ToBapuCTBO 3 O0GMEXEHOW BignoBiganbHicTIO «MeanuHuini LeHTp «Canotem», JlikyBasibHO-
JiarHoCTUYHWIA BiAAIN MeAMYHOro LeHTpY, M. BiHHMUSA

14. KapTka y4acHuka KniHiyHoro gocnigpxkeHHs — MNMportokon 42756493BLC3001, Bepcisi yKpaiHCbKOIO
MoBolo Big 18.11.2025 p.; KapTka y4acHuUKa KniHiYHoOro gocnimkeHHa — NMpoTtokon 42756493BLC3001,
Bepcis pocilicbkoto Moot Big 18.11.2025 p.; MNpoaoBXeHHA TepMiHYy NPOBeAEHHS KIliHIYHOro
BMNpoGyBaHHA A0 31.12.2026 p. B YKpaiHi Ta CBiTi 0 NPOTOKO/Y KNiHIYHOro BUNPobyBaHHSA «1OoCiAXeHHs
3 hasn g1 ouiHkM eppaddiTiHIGY Y NMOPIBHSAHHI 3 BiH(/IYHIHOM abo goueTakcesioMm Yn nemoposnisymabom y
nawieHTIB 3 MOLUMPEHO YPOTesiaslbHOK KapLMHOMOK Ta OKPEMUMW FeHeTUYHMMUK abepaLisiMu peLenTopis
chakTopy pocTy dhibpobnacTiB», Koa gocnigxkeHHs 42756493BLC3001, 3 nonpaskoto 6 Big 20.01.2023 p.;
CroHcop - AHcceH dapmaueBTHKa HB, Benebris
3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris

15. MpopoBXeHHA TepMiHY nNpuUAaTHOCTI AocnimKyBaHOro sikapcbkoro 3aco6y TUB-040 po
36 micauiB [0 NPOTOKOY KNiHIYHOIO AOCNIAKEHHA «baraToLeHTpoBe, 3 NepLUUM 3aCTOCYBaHHAM npenapaTty y
noavHn gocnimpkeHHsa llla asn 3 nigBueHHaM Ta onTUMi3auielo J03yBaHHA A/1A OLiHKM 6e3neyHocCTi,
nepeHocUMOocTi, hapMakoKiHETUKM Ta edPEKTUBHOCTI KOH'loraty aHtutina go NaPi2b 3 nikapcbknum 3aco6om
TUB-040 y nauieHTiB 3 pe3UCTEHTHUM A0 npenapartis nnatnHyu pakom sieuHukis (PMPH) BMCOKOro ctyneHs
3/105KICHOCTiI ab0 peunanByoHo/pehpakTepPHOD afeHOKapUMHOMOK — HeAPIGHOKTITUHHMM PakoM JiereHb
(HOKPM) (NAPISTAR 1-01)», kog gocnigpkeHHss NAPISTAR 1-01, rnob6ansHa Bepcia 3.0 Big 22 BepecHs
2025  poky; cnoHcop - Ty6ynic rm6X, HimeuunHa /  Tubulis  GmbH, Germany
3anBHuK - TOB «APEHCIA EKCI/IOPATOPI MEAICIH», YkpaiHa

16. 3miHa Ha3BM Micusa NpoBeAeHHs KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOIO AOCNiIKEHHSA
«baratoueHTpoBe, BigKpUTe, paHAOMi30BaHe, 3 aKTUBHWM KOHTpPO/MeM  AOChifpkeHHs 2/3  dasm
sunoeeptamady BepoTuHy (MK-2140) y kombGiHauil i3 CcTaHOAAPTHUM JliKyBaHHAM Yy MauieHTiB 3
peunauByovold abo pedipakTepHo Audy3HOK B-BennKoKNiTUHHOW niMcomoto (waveLINE-003)», kopg,
pocnipkeHHa MK-2140-003, 3 iHkoprioposaHoto nonpaskoto 07 Big 09 kBiTHA 2025 poky; cnoHcop - TOB Mepk
LWapn eHf, Joywm, CWA (Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/[], YkpaiHa»

| BY/IO | CTAIO |




nikap MenbHuK Y.l

KomyHanbHe HekomepuiliHe nignpuemcTBO
«KuiBcbka Micbka KiiHiuHa nikapHA No9»
BUKOHaB4YOro opraHy KuiBCbKOi MiCbKOi paau
(KuiBCcbKOi MiCbKOi AepxaBHOi aaMiHicTpauii),

nikap MenbHUK Y.1.

KomyHaslbHe  HekoMmepujiifiHe  nNigNPUEMCTBO
«KniBcbka Micbka KniHiyHa nikapHA Ne7»
BMKOHaB4Yoro opraHy KuiBCcbKOi MiCbKOi paau
(KvuiBCcbKOi MiCbKOI AepxaBHOI aaMiHicTpauil),

remaTonoriyHe BiggineHHa Nel, M. Kuis NikyBanbHWi Nigpo3gin anAa HagaHHA MegudHoT
JornomMorn fopocnomy HaceneHHio (®inia Ne2),

remartosoriyHe BigaineHHs Nel, m. Knis

17. 36inbleHHA KiNbKOCTI NauieHTiB B YKpaiHi 3 24 o 35 oci6 A0 NpoTOKOY KNIHIYHOIO AO0CIIKEHHS
«nobanbHe, paHAoOMi30BaHe, BigkpuTe, baratoueHTpoBe AocnimpkeHHs ha3m 2b/3, wo ouiHoe BJIT-778 y
MOPIBHAHHI I3 BigKNageHow Tepanielo Ans nikyBaHHs XpoHiyHoro renatuty Oenbta (AZURE-1)», kofg
pocnipkeHHs BJIT-778-301, Bepcia 3.0 Big 26 yepsHsi 2025 poky; cnoHcop - baogxkeii TepanbioTike, IHK., CLUA
/ Bluejay Therapeutics, Inc., USA
3asaBHuK - TOB «<APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa



