Jopartok 1

«Mepenik cyTTeEBMX MonpaBoK A0 MPOTOKOMIB KAiHIYHUX BUMNPOOYBaHb, PO3rNAHYTUX HAa 3acifaHHi
HTP Ne 34 Big 18.09.25, Ha ki 6y/In oTpUMaHi NO3UTUBHI BUCHOBKU eKCcnepTiB»

1. fJocbe pgocnigpKyBaHOro nikapcbkoro 3aco6y CT-P51 [Pembrolizumab], Bepcia 2.1 Big 30 uepBHsA
2025p.; NMopoBXXeHHA TepMiHYy NPUAATHOCTI AOC/iIfAKYBaHOro sikapcbkoro 3aco6y CT-P51 3 18 pgo
24 micAuiB 00 NPOTOKOMY KNIHIMHOTO AocnimkeHHs «[lloaBiiHe cnine, paHAOMi30BaHe, KOHTPOJ/ibOBaHe
aKTMBHMM npenapartoMm AOCiMKeHHsA a3 3, fke NPOoBOAATb Y napanesibHuUX rpynax nas MnopiBHAHHS
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaTiea CT-P51 Ta KiTpypga B Komb6iHauji 3 ximioTepanieto npenaparamm
nnaTuHU i NneMeTpeKkceaoM Yy MauieHTIB i3 MeTacTaTUYHMM HEnOCKOKAITUHHUM HeAPIOHOKAITUHHUM pakoMm
NereHb, AKi paHilwe He oTpUMYBaN NikyBaHHSA», KoA aocnimpkeHHs CT-P51 3.1, sepcia 2.0 Big 14 nuctonaga
2024 p.; cnoHcop - CENNTPIOH IHk., Pecny6nika Kopes [Celltrion, Inc., Republic of Korea]

3asBHUK - TOB «CiHeoc Xenc YkpaiHa»

2. YkpaiHa, MK-1026-008, IHchopMmaL,isi Ta 4OKYMEHT npo iHchopMoBaHy 3roay Ans nauieHTa, Bepcis 2.00
Bif 15 cepnHAa 2025 poKy, yKpaiHCbKOlo MoBolo; MK-1026-008_3pa3oK MapKyBaHHA [OCAIAXYBaHOro
nikapcbkoro 3aco6y MK-1026, 45 wr, Big 26 nunHsa 2024 poKy, aHIMiliCbKOLO Ta YKPaiHCbKOK0 MOBamu 0
NPOTOKONY KMIHIYHOro AoCimpKeHHs1 «PaHaomizoBaHe gocnimkeHHs |1l dhasn ans nopiBHAHHS eheKTUBHOCTI Ta
6e3neYyHOCTi HeMTaBPYTUHIOY B NOPIBHSIHHI 3 XiMiOIMyHOTepanie Npu paHille HeniKoBaHOMY XPOHIYHOMY
nimcoumTapHomy nerikosi/nimgomi 3 manmx nimgouuTie 6e3 abepauin reHa TP53 (BELLWAVE-008)», ko
pocnipkeHHss MK-1026-008, 3 iHkopnopoBaHoto nornpaskoto 02 Bif 20 BepecHst 2024 poky; crnoHcop -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

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

3. Dopatok 1 Big 11 nunHa 2025 p. ao Bpowypu aocnigHuka [JNJ-67896049 | ACT-293987 | NS-304
UPTRAVI ® (cenekcunar)], Bepcisa 20 Big 10 nmtotoro 2025 p. fo0 NpOTOKONY K/IHIYHOTO AOCNIMKEHHSA
«[lMpocnekTuBHe GaraToLEeHTPOBE BiAKPUTE HEMOPIBHAMbHE AOCAimpKeHHS || ha3n 3 METOK BUBUEHHS 6E3NEKM,
nepeHoCcMOoCTi Ta papMakoKiHETUKN ceneKkcunary B fiTeld 3 /IereHeBO apTepiasibHO TNepPTEHSIED», KO
pocnigpkeHHss AC-065A203, Bepcia 9 Big 11 ntoToro 2025 p.; cnoHcop - AkTenioH ®apmacktoTikanc /114.,
Lseiiyapis (Actelion Pharmaceuticals Ltd, Switzerland)

3anBHVK - TOBapUCTBO 3 06MEXEHOI0 BifNOBigasbHICTIO «AJTIOCEHT YKPAIHA»

4. bpoluuypa gocnigHuKa focnifpKyBaHOro slikapcbkoro 3acooy Jlycnatepuent (ACE-536/ BMS-986346),
BMAaHHA 18 Big 24 uyepBHA 2025 p., aHrNIACbKOK MOBOK [0 NPOTOKO/Y KAIHIYHOTO [OCAiZKEHHS
«Bigkpute, paHAoMizoBaHe AocnimkeHHs da3n 3 4719 NOPIBHAHHA epeKTUBHOCTI Ta 6e3neyHocTi npenapary
nycnarepuenTt (ACE-536) Ta enoeTUHy anbha AN NikyBaHHA aHeMii, CPUUYNMHEHOT MienoancnaacTUYHUMU
cuHgpomamm (MAC) 3 Ayxe HU3bKUM, HU3bKUM abo MPOMDKHUM piBHEM pu3nky 3a IPSS-R, y nauieHTiB, ki
paHile He OTpMMyBasIM CTUMYNATOPU epuTponoesy Ta MoTpebyloTb NepenvBaHHA epuTPOLMTIB», KOZ
pocnipxeHHs ACE-536-MDS-002, nonpaska 6.0 Big 26 nunHa 2024 p.; cnoHcop - Celgene Corporation, USA/
CenpxeH KopnopeliwH, CLUA

3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifi KOKPENH», Ykpaita

5. bpouwypa gocnigHuka ans AocnigKyBaHoro nikapcbKoro 3acody tudpuemanimaé (JS004/TAB004),
BuaaHHA 6.0 Big 05 uepBHA 2025 poky; IHbopmauis ana nauieHTa i ®opma iHhopMoBaHOI 3roau,
Mopgenb gna Ykpainm, Bepcia 2.0 Big 14 nunHa 2025 pokKy (YKpaiHCbKOIO Ta pPOCiliCbKOIO MOBamwu);
BknoueHHA [o[aTKOBUX Micub MPOBeAEHHs1 K/iHIYHOro BUNPOGYBaHHA; 306i/IbLUEHHA KifIbKOCTI
nauieHTiB, fKi NpMiAMaloTb yyacTb Y K/liHIUHOMY BUNPOGYyBaHHI Ha TepuTopii YKpaiHu, no 47 ocié ao
MPOTOKOMY  KAIHIYHOTO  JocnifpKeHHA «PaHgomizoBaHe, noAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHe,
MYy/IbTUPEriOHasTbHE KAiHIYHEe gocnimkeHHs 11l dhasm 3 ouiHku Topunanimady npu Moro 3acTocyBaHHI y BUTNA4i
MOHOTepanii abo y Kom6iHauii 3 Tuduemanimadoom (JS004/TAB004) B AKOCTI KOHCONigauiiHoi Tepanii y
NauieHTIB 3 J/1I0Kasli30BaHUM [APIGHOKNITUHHUM pPakoM JiereHb 6e3 MpOorpecyBaHHs 3axXBOPHOBaHHSA Micns
npoBeAeHol XiMionpoMeHeBOT Tepanii», ko, gocnimpkeHHs JS004-008-11I-SCLC, Bepcis 3.0 Big 28 TpaBHs
2024 poky; cnoHcop - «LWaHxal ListoHbLui baiiocalieHces Ko., /1T4.», Kutaii [Shanghai Junshi Biosciences Co.,
Ltd., China]

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

[ Ne | M.1.6. BiANOBIAAILHOTO AOCAIAHMKA |




n/n HasBa micL NpoBeAEHHS KNiHIYHOITO BUNPOOYBaHHS

1. | A.M.H., npodb. Fanaituyk I.1.

KomyHasibHe HekoMmepLiiHe MNigNPUEMCTBO «TepHOMNIIbCbKUA 061aCHWIA KAIHIYHWMIA OHKOMOTIYHWUIA
avncnaHcep»  TepHONiIbCbKOT  06MacHOi  pagu, TopakasibHe  BiggiieHHsl, TepHOMiNbCbKui
HaLioHa/TbHUIA MeauuHKli yHiBepcuTeT iMeHi |.A. FopbayeBcbkoro MiHICTEpCTBa OXOPOHU 34,0P0B’S
YkpaiHu, kadenpa OHKOSOrii, NPOMEHEeBOI AiarHOCTVMKM | Tepanii Ta pajiauiiHoi MeauuuHu,
M. TepHonNisb

2. | nikap fopoHiHa M.B.

TOBAPNCTBO 3 OBMEXXEHOHK BIAMOBIAANBHICTHO «APEHCIA EKCIMIOPATOPI MEAICIH>,
BiAAiN KNiHIYHMX gocnimkeHb MeanyHoro ueHTpy, M. Kuis

3. | 4.M.H., npod. JluceHko C.A.

«YHiBepcuteTcbka KNiHiKka» BiHHUMLbKOIO HalioHanbHOro MeZMYHOro yHiBEpPCUTETY
im.  M.l.  TMwuporoBa (NiKyBasZlbHO-HaBYa/IbHO-HAYKOBUIA  LIEHTP), ambynaTopHO-AiarHOCTUYHE
BiAAiNEHHs!, BiHHMUbKWI HauioHaNbHUIA MeAu4vHuiA  yHiBepcuTeT iM. M.l TuporoBa, kadeapa
NPOMEHEBOI AiarHOCTMKN, MPOMEHEBOT Tepanii Ta OHKOAOTriT, M. BiHHMUSA

4. | nikap Ko63es O.1.

KomyHanibHe nignpuemMcTBO «PiBHEHCbKUIA 06NACHUIA NPOTUNYXMHHWI  LEHTP» PIiBHEHCLKOI
06n1acHOi paau, abgoMiHaNbHe BigdifieHHs, M. PiBHe

6. OHOBNEHi maTepiasin Ana yd4acHUKIB gocnimpkeHHs: Po3apyK 3MiCTy eKpaHy efleKTPOHHOro TecTy
ouiHkn XO3J1 (CAT eCOA Tablet Screenshots, CAT COPD Assessment test), Bepcis 2.00 Big 28 TpaBHs
2025 poKy (YKpaiHCbKOK Ta pOCIfiCbKOIO MoOBamMu) [0 NPOTOKO/Y KAIHIYHOTO  AOCAIAKEHHS
«PaHgomizoBaHe, noggiiiHe crine, nnaueb0-KOHTPO/IbOBaHE [OCMIMKEHHS ha3u 2b, Wwo npoBoauTbCA Y
napanenbHux rpynax 3 MeTOK OLiHKM eqhekTUBHOCTI Ta 6e3nedHocTi BepekiTyry (UPB-101) B yyacHukiB i3
XPOHIYHMM  OBCTPYKTMBHMM 3axBOPHOBaHHAM JsiereHb (XO3J1) noMipHOrOo abo TSXKKOro CTynmeHs», KofA
pocnipkeHHss UPB-CP-06, Bepcisi 1.0 Big, 29 ciuHa 2025 poky; cnoHcop - Upstream Bio, Inc., USA/AncTpim bio,
IHK., CLLA

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

7. 3miHa Ha3BM Micusl NpoBefEeHHA KMiHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y K/iHIYHOro BMNPO6YyBaHHSA
«PaHpomizoBaHe, noagiitHe cnine gocnigpkeHHs 11l a3 ans ouiHkM nemGpoisyMmaby nopiBHAHO 3 naalebo
y KOMGiHaLil 3 a'toBaHTHOIO XiMioTeparnieto 3 a6o 6e3 NpoMeHeBOoT Tepanii 414 /liKyBaHHA NauieHTOK 3 HeJaBHO
[iarHOCTOBaHUM pakoM eHAOMETPIS 3 BUCOKUM PU3NKOM nicna onepauii 3 nikysanbHoo meTtoo (KEYNOTE-
B21 / ENGOT-en1l / GOG-3053)», kon pocnimkeHHs MK-3475-B21 | ENGOT-enl1l | GOG-3053, 3
iHKopriopoBaHoto nonpaskoto 03 Big 25 cepriHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

BYNO CTA/IO
nikap 3y6 O.B. nikap 3y6 O.B.
KomyHasibHe HeKoMepLUiiHe nignpuemcTBo | KomyHasbHe HekomepLiiHe nignpUeEMCTBO
«YepHIriBCbkMiA ~ MeAMYHMIA  UEHTP  Cy4yacHol | «UepHIriBCbKMin ~ MeAUYHWIA  LUEHTp  CyyacHol
OHKOJOri» UepHiriBcbkoT obnacHoi paawn, | oHKonori» UepHiriBcbkoi obnacHoi paau,
BiAfiNeHHs KNiHiYHOT OHKosorii, M. YepHiris riHekosioriyHe BiggineHHs, M. YepHiris

8. 3anyuyeHHAa gopaTKOBUX MicUb MPOBeAEHHA KNiHIYHOroO BUMPOOYBaHHA [0 MPOTOKONY K/iHIYHOrO
BUNpobyBaHHA «JocnimpkeHHa | hasu gna ADI-001, cTBOpPEHOro 3a AOMOMOrO FEHHOT iHXeHepiT asloreHHMK
ramma-gensta (y0) CAR-T-kniTmHamu, cnpsMoBaHumu npoTu CD20, y gopocnux Nwgei i3 CUCTEMHUM
CK/iepo3om», Kof pocnimkeHHA ADI-001-104, Bepcia 1.0 Big 04 nuctonaga 2024; cnoHcop - Adicet
Therapeutics, Inc., USA «AgiceT TepanbtoTikc, IHK.», Cnony4yeHi wratyn AMepuki

3anBHVK - TOBapMCTBO 3 06MEXEHOI0 BifnoBigasbHICTIO «MBP YKPAIHA»

Ne M.1.6. BignoBigasbHOro AocnigHuKa

n/n HasBa micLsl npoBeAEHHs KNiHIYHOIro BUNPO6YBaHHS

1. K.M.H. Py>xaHcbka B.O.

ToBapnCcTBO 3 06MEXEHOI0 BiANOBIfabHICTIO «CKaH J1ainT», TepaneBTUYHe BifdifIeHHs MeanyHOro
LeHTpy «Helipomea», M. BiHHMUSA

2. | KM.H. KnebaH fA.1.

KuiBcbka KniHiyHa nikapHA Ha 3anisHu4HoMy TpaHcnopTi Ne2 dinii «LleHTp oxopoHu 340pOoB’s»
aKLiOHEPHOro TOBapUCTBA «YKpaiHCbKa 3aU1i3HMUA», LIeHTp KAiHIYHUX AoCnifXeHb, M. KWiB




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

ToBapuCTBO 3 0OMEXEHOHD BiANOBIAANLHICTIO «KniHika «JeHnC», TepaneBTUYHMIA cTalioHap,M. Kuis
4. | nikap Bacuneup B.B.

JlikyBa/lbHO-AjiarHOCTUYHWIA LeHTp ToBapucTBa 3 0OMEXEHOH BignoBiAaIbHICTIO «MegnuHuii [im
«Opapekc», coMaTnyHe BigdineHHsa, M. Ogeca

9. MocibHUK ANA y4yacHUKIB 3 3acTocyBaHHA popatka myMedidata: Bepcia 1.0 Big 22 TpaBHA
2025 p. aHrniicbkolo moBoto; Bepcis 1.0 Big 04 nunHa 2025 p. ykpaiHCbKOO MOBOLO; Bepcis 1.0 Big,
14 nunHa 2025 p. pociiicbkol MOBOIO; BK/IlOUEHHA [O0[ATKOBMX MiCLb NPOBEAEHHA KIiHIYUHOrO
BUNPOGYBaHHA [0 MPOTOKONY KAIHIYHOTO AocnimpkeHHs «baratoueHTpoBe nnatpopMHe A0ChimKeHHs I
a3y 3 ouiHKKM 6e3nNeyvHOCTi, ePEKTUBHOCTI, dapMakOKIHETUUYHNX | dhapMakoaMHaMIiYHMX napameTpiB npu
3aCTOCyBaHHI pi3HMX BUAIB Tepanii B yYacHUKIB i3 XBOpP060t KpoHa B akTUBHI DOPMi U BMPA3KOBUM KOMITOM
B aKTUBHIli chopmi (kogoBe nosHaueHHs:: ASCEND-IBD)», kog aocnigpkeHHs MT-100-201, OCHOBHWIA NPOTOKON
KniHi4yHoro Bmnpo6ysaHHs MT-100-201, octaTouHa pegakuis 2.0 Big 12 yepBHs 2025 p.; JoaaTok W00
neBHOro BuAy AocnimxkysaHoi Tepanii MT-100-201-ISA-MT-501-PROBECD, octatoyHa pepgakuis 2.0 Big
12 uepBHA 2025 p.; Jogatok LWOAO NEBHOro Buay JocnigpkysaHol Tepanii MT-100-201-ISA-MT-501-
PROBEUC, ocTtatouHa pegakuia 2.0 Big 12 yepsHa 2025 p.; cnoHcop - «Mipagop Tepan'toTike, IHK.» [Mirador
Therapeutics, Inc.], CLLA

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

No M.1.B. BignoBigasbHOro gocnigHnKa

n/n HasBa micLs NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. | K.M.H. BabaHiHa M.}O.

KomyHasibHe nmignpremctBo «[lMonTaBcbka 06s1acHa KAiHiYHa sikapHs imeHi M.B. CknidhocoBCbKOro
MonTaBCbKOi 061acHOT pagn», 06/1acHWiA NikyBalbHO-AiarHOCTUYHWIA FaCTPOEHTEPONONIUHNIA LIEHTP,
M. Montasa

2. | nikap MNyray M.M.

ToBapunCTBO 3 0OMEXEHO BigNoBigaNbHICTIO «MeguyHuii ueHTp «<APTEC MEIKYM», nikyBasibHO-
JdiarHoCTn4YHe BiaaineHHs MeanyHoro LeHTpy, M. Knis

10. OHoBneHuii MpoTOKON KhiHiYHOro BUNpPoGyBaHHA SGR-1505-101, Bepcia 15.0 Big 15 nunHs
2025 poky, aHrNiicbKOK MOBOI [0 MPOTOKO/Y KAIHIYHOTO JocnimkeHHs «DPA3A 1, BIOAKPUTE,
BAFATOLUEHTPOBE AOCHNIAXXEHHA 3 ECKANAUIEKD 403 ANA OLUIHK/ NPEMAPATY SGR-1505 MNP
MOro 3ACTOCYBAHHI AK MOHOTEPARIT Y MALLIEHTIB 31 3/I0AKICHUMU HOBOYTBOPEHHAMW 3|
3PIINX B-KNITUH», koa pocnimkeHHs SGR-1505-101, sepcia 14.0 Big 16 kBiTHA 2025 poky; crnoHcop -
WpbopiHrep, IHk., CLUA [Schrodinger, Inc., USA]

3aaBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

11. OHOB/IEHMI MPOTOKOAN KiiHIYHOro pgocnigkeHHAa EFC17919 3 iHKopnopoBaHol nonpaBKkoto 06,
Bepcia 2 Big 30 nunHa 2025 poky; IHchopmauia ana nauieHta tTa oopma iHhopmoBaHoOiI 3rogu, Bepcia
Ne4 Big 08 cepnHs 2025 poky (Ha ocHoBi OCHOBHOI IH®OPMALLITI MPO AOCNIAXEHHA TA ®OPMU
IHOOPMOBAHOI 3roAn sepcii 5 Big 08 nunHa 2025 p.), yKPAIHCLKOIO Ta POCIICLKOI MOBaMu [0
MPOTOKOJTY KANiHIYHOrO A0CAimpKEHHSS «OCHOBHMWI NPOTOKO/ ABOX HE3a/IeXHWX, paHAO0MI30BaHUX, NOABIAHUX
cninux gocnimpkeHs a3 3 NA NopiBHAHHA edheKTMBHOCTI Ta 6e3nekn cpekcanimady (SAR441344) 3
Tepidp/IyHOMIOOM Yy  AOPOC/IMX YYaCHUKIB 3  peuuguByounmmn  opmMamMy  PO3CIAHOTO  CKIepo3y», Kof
pocnipkeHHs EFC17919, 3 nonpaskoto 05, Bepcia 1 Big 26 6epesHa 2025 poky; cnoHcop - Sanofi-Aventis
Recherche & Developpement, France (CaHodi-ABeHTic Pelweplu e leBenonvaH, ®paHLis)

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

12. MopoBXEeHHA TPUBAIOCTI K/iHIYHOro BMNPOGYBaHHA B CBiTi Ta YKpaiHi Ao 12 ciuHa 2026 poKy 4o
NPOTOKONY KNiHIYHOTO AOCNimKEHHST «PaHaoMi30BaHe, BigKpuTe KAiHidHe gocnimkeHHs 11l dha3m nopiBHSHHA
nemoponisymady Ta OpeHTyKCumady BeAOTVMHY Y NauieHTIB 3 peunanByoyvold abo pPes3ncTEeHTHOK A0
NiKyBaHHSA KNacu4Hoo NiMchomoto XomkkiHa», Ko aocnifxkeHHs MK-3475-204, 3 iHKOpnopoBaHO NoNpaBKoo
07 Big 30 TpasHA 2025 poky; cnoHcop - TOB Mepk Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTIo «MC/L YkpaiHa»

13. MK1084-007 3pa3ok MapKyBaHHSl €NeKTPOHHOro LuwofneHHUKa, Big 13 TpaBHA 2025 poky,
aHININCbKOI MOBOIO; TMMUYacoBuii cueHapii NnpoBefeHHA TeneOoHHOro iHTepB’to, ONUTYBaJIbHUK

3



LA OLUIHKM AKOCTI XUTTA npu paky nereHb (QLQ-LC13), Bepcia 1.0, ykpaiHCbKOIO MOBOI0; CueHapiii
nposegeHHs TenedOHHOro iHTepB’to Bepcia 2.0, ONUTYBa/IbHUK ANA OLiHKU AAKOCTI XuTtTa — Core 30,
Bepcia 3 (QLQ-C30), ykpaiHCbKolo MoBoOr; EQ-5D-5L AHKeTa W0A[0 CTaHy 3[0pOB’s, Bepcisa Ans
3acTocyBaHHSA IHTepB’l0epoM, Nepekniag Ha YKpaiHCbKY MOBY ANA YKpaiHu, Bepcia 1.1, yKpaiHCbKOIo
MoBoio; CueHapiii npoBefeHHA ONMUTYBaHHA: ®YHKUIOHa/IbHA OLUjiHKA Tepanii XpPOHiYHOro
3axBoproBaHHs FACIT nutaHHa GP5 (Bepcis 4), Big 22 rpygHa 2022 poky, YKpaiHCbKOIO MOBOIO;
CueHapii npoBeAeHHs OnuUTYBaHHSA: onutyBaNibHUK  ANA OL|iHIOBaHHA CMMNTOMIB
HeapiGHOKNITUHHOrO paKy nereHiB (NSCLC-SAQ) (Bepcis 1.0), Big, 29 BepecHs 2021 poKy, YKPAiHCbKOLO
MOBOI0; YKpaiHa, MK-1084-007, IHcpopMaLis Ta JOKYMEHT npo iHopmoBaHy 3rogy Ofs nauieHTa,
Bepcia 01 Big 08 cepnHa 2025 p., YKpaiHCbLKOK MOBOIO; YKpaiHa, MK-1084-007, IHdopmauia Ta
AOKYMEHT npo iHhopMmoBaHy 3rogy A1 nayieHTa HaA He0GOB’A3KOBUIA 0GMEXEHUI CKPUHIHT, Bepcia 01
Big 08 cepnHAa 2025 p., yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-1084-007, IHchopMmauis Ta AOKYMEHT Npo
iHcbopMoBaHy 3rogy A/s nayieHTa Ha HafgaHHA HeOGOB’A3KOBUX Nocnyr (KomnaHielo «Greenphire»),
Bepcis 01 Big 08 cepnHa 2025 p., yKpaiHCbKOIO MOBOI0; YKpaiHa, MK-1084-007, IHchopmaviiiHMii NMCTOK
i AOKYMEeHT npo iHhopmoBaHy 3roay Ha MaiiGyTHE GioMeguuHe gocnimkeHHs, Bepcis 01 Big 08 cepnHA
2025 p., yKpaiHCbKOI MOBOIO; BKIOYEHHs f00aTKOBUX MiCLib NPOBeAeHHS K/TiHIYHOro BUNPOGYyBaHHS
[0 NPOTOKOJTY KNiHIYHOTO AOCNiKEHHA «PaHA0Mi30BaHe, BiAkpuTe, 6araToLeHTpoBe KNiHivyHe gocnimkeHHs |l
hasn pana ouiHkM 6e3nekn Ta edektuBHocTi MK-1084 y «kom6GiHauil 3 nMigWKipHUM BBEAEHHAM
nem6ponisymaby Ta G6eparianypoHigasn anbda (MK-3475A) y nopiBHsHHI 3 MK-3475A y komb6iHauji 3
npenapatamm XximioTepanii nemeTpekcegom / nnatvHol (kapboniaTuHoM abo uMcniatMHOM) Y SKOCTI
NiKyBaHHs1 NepLUOT AiHiT AN15 yYaCHMKIB i3 pO3NOBCHOMKEHNM ab0 MeTacTaTMUYHUM HENMOCKOKAITUHHUM HAP/T i3
myTauieto KRAS G12C (KANDLELIT-007)», kog pocnimpkeHHs MK-1084-007, Bepcia 00 Big 27 4yepBHsi
2025 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTIO «MC/ YkpaiHa»

No MM.1.B. BigNoBigabLHOro focifgHuKa

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNPo6yBaHHS

1. | nikap benikoBa A.M.

ToBapuCTBO 3 0OMEXEeHOI BiANOBIJa/ILHICTIO «Kanutas», KIiHIKO-KOHCY/IbTaTUBHE BiAAiNeHHA
Me/IMYHOr0 LIEHTPY «YHiBepcasibHa KiiHika «O6epir», M. Kuis

2. | K.M.H., goueHT Wnapuk A.B.

KomyHasibHe HekomepuiiiHe MignprMeEMCTBO JIbBIBCbKOT 06/1acHOT paan «J1bBIBCbKWIA OHKOMOTIYHNIA
perioHanbHWiA NiKyBa/lbHO-AIarHOCTUYHUIA LEHTP», XiMioTepaneBTUYHE BigaineHHs, M. JIbBiB

14. OCHOBHMI I NPOTOKON KAMiHIYHOrO BunNpoGyBaHHA SPY123-201, pepakuia 1.2 Big 04 uepBHSA
2025 p.; CMHOMCUC OCHOBHOrO MPOTOKOJIy KIiHIYUHOro BunNpoGyBaHHA SPY123-201, pepakuia 1.2,
nepeknag 3 aHraiicbKoi MOBU Ha yKpaiHCbKy MoBY Big 02 nunHAa 2025 p.; AopaToK Ao NpoToKony
KNiHiYHOro BunNpoGyBaHHA SPY123-201, WO OnNuUCye KOHKpPeTHe BTpPyYaHHs i3 3acToCyBaHHAM
npenapary SPY001, pepakuis 1.1 Big 30 TpaBHA 2025 p.; CuHONCUC AoAaTKa A0 NPOTOKOJY K/iHIYHOro
BUNpooOyBaHHA SPY123-201, Wwo onucye KOHKpPeTHe BTPy4YaHHA i3 3acTocyBaHHAM npenaparty SPY001,
pepakuia 1.1, nepeknag 3 aHriicbKOI MOBM Ha yKpaiHCbKy MoBY Big 02 nunHsa 2025 p.; IHdopmauis
ANA yyacHUKa gocnimxkeHHA Ta dopma iHhopmoBaHOI 3rogn Ha yyacTb Y HayKOBOMY K/iHIYHOMY
[OCNi/KeHHi, ocTaTouHa pegakuia 2.0 ana YkpaiHu Big 11 nunHa 2025 p., ocTaTtouHWiA nepeknag, 3
aAHINiNCbKOI MOBU Ha yKpaiHCbKy MOBY Big, 07 cepnHA 2025 p.; ocTaTOuHMIA Nepeknag 3 aHrNnificbKoi
MOBU Ha pociiicbKy MoBY Big, 07 cepnHa 2025 p.; Popma iH(hopMOBaHOI 3rogu Ha yyacTb Y nporpami
CMoCTepPeXXeHHs 3a BariTHICTIO, OcTaTOuYHa pegakuisa 2.0 ana YKkpainu Big 11 nunHa 2025 p., ocTaToOuHUiA
nepeknapg 3 aHriicbKoOi MOBU Ha YKpaiHCbKy MOBY Bif 07 cepnHa 2025 p.; ocTaTOuHMIA nepeknapg, 3
aHrniicbKoi MOBUM Ha pociiicbKy mMoBy Big 07 cepnHsa 2025 p.; focbe AoCNiAKyBaHOIo JliKapCbKOro
3aco6y SPY001-001 (IMPD-Quality), pepakuis 5.0 Big 11 nunHa 2025 p.; Aocbe AocnigKyBaHOro
nikapcbkoro 3acody SPY001-001 (IMPD-Quality), pepakuis 6.0 Big 13 cepnHa 2025 p.; Aocbe
pocnipkyBaHoro nikapcbkoro 3aco6y SPYPBO-101 (IMPD-Quality), octatouHa pegakuia 3.0 Big
13 cepnHa 2025 p.; Aocbe pocnimKyBaHOro ikapcbkoro 3saco6y SPYPBO-102 (IMPD-Quality),
octatoyHa pepakuia 3.0 Big 13 cepnHAa 2025 p.; 3miHa HasBU MicUA NPOBeAEHHA KiHIYHOro
BUNPOGYBaHHA [0 MNPOTOKO/Y KNiHIYHOrO JocnimkeHHs «MnatdopmHe pocnigxeHHs 1l dpa3u 3 ouiHku
ehbeKkTUBHOCTI 1 6e3neyYHOCTi aHTUTIN TpuBasIoi Ail NpyM 3acTOCyBaHHI B PeXuMi MOHO- abo KOMOIHOBaHOI
Tepanii 3 NpuBoAYy CepefHbOTSKKOro abo TAXKKOro nepebiry BUPaA3KOBOrO KOMITY B akTUBHIA hOpMi», koA
pocnigpkeHHs SPY123-201, OCHOBHWIA NPOTOKO/ KAIHIYHOTO BMNpoGyBaHHA SPY123-201, pepakuis 1.1 Big,
25 kBiTHA 2025 p.; [logatok A0 NPOTOKONY KNiHIYHOro BMNpobyeBaHHA SPY123-201, WO onucye KOHKpeTHe
BTPYyYaHHs i3 3acTocyBaHHAM npenapaTy SPY001, pegaxuisa 1.0 Big 14 6epesHs 2025 p.; cnoHcop - «Cnaep
Tepam'toTikc, IHK.» [Spyre Therapeutics, Inc.], CLLA

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «Il EC AN-YKPAIHA»



BYNO CTANO

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

YHiBepcuteTcbka nikapHsA BiHHMLUbKOro | «YHiBepcuTeTCbKa KNiHika» BiHHULbKOroO
HauioHaJ/IbHOro MeAUYHOro yHiBepcuTeTy | HalioHaNbHOro MeAUYHOro yHiBepcutety
iMm. M.l. MuporoBa, TepaneBTUYHe Big4iSIeHHs, | im. M.l. TMuporoBa, (NiKyBaNbHO-HaBYaJIbHO-
BiHHMUbBKMIA HauiOHaNbHWUI MEANYHUIA YHIBEPCUTET | HAYKOBUIA LEHTP), TepaneBTUYHE BiAAi/IeHHS,
iM. M.1. Muporosa, kadyeapa BHYTPILLIHBOT MEAULUMHN | BiIHHULbKUA HauiOHaIbHWUT MeanYHUiA yHiBepcuteT
No2, M. BiHHMLA iMm. M.1. Muporosa, kateapa BHYTPILLHLOT MeANLNHN
No2, M. BiHHMUA

15. MK-7240-013, CueHapiii BigeoponMka CTOCOBHO iHCTPYKUIil i3 3acTocyBaHHA aBTOIH’€KTOpa
MK-7240 - cnine gocnigxeHHsA, Bepcifa 1, ykpaiHCcbKoto moBoto; MK-7240-013, CueHapiii Bigeoponuka
CTOCOBHO iHCTPYKUIT i3 3acTOoCcyBaHHA aBTOiH’ekTOpa MK-7240 - BigKpute AocnigkeHHsA, Bepcia 1,
YKpaiHCbKolo MoBot; MK-7240-013, IHCTpyKUia i3 3acTOCyBaHHA AOCAiAKyBaHOro npenapary
MK-7240/nnaue60 3a 4ONOMOroto aBToiH’€KTOpa, cninuii nepiop, AocnigkeHHA, Bepcis 1.0 Big 18 KBiTHA
2025, ykpaiHcbKkoo MoBor; MK-7240-013, IHCTpyKLUia i3 3aCTOCYyBaHHA AOCAigKyBaHOro npenapaty
MK-7240 3a sonomMoroto aBTOiH’€KTOpPA, BiAKPMTUIA Nnepioa gocnipxeHHs, Bepcisa 1.0 Big 18 kBiTHA 2025,
YKpPaiHCbKOIKO MOBOIO 10 MPOTOKOJY K/IIHIYHOrO fochimkeHHs «PaHaomi3oBaHe, noAgiliHe cnine, nnaue6o-
KOHTpO/IbOBaHe focnimxkeHHa dasn llb gna ouiHkM edpeKTMBHOCTI Ta 6e3nekn Tynicoki6apTy B yY4aCHUKIB i3
peHTreHorpamiyHMM akcia/IbHUM CNOHANN0APTPUTOM (aHKISIO3YUUM  CMOHAWITOM)», KoL, AOCNiAXEeHHS
MK-7240-013, 3 iHKopriopoBaHot nonpaskot 02 Big 17 nunHa 2025 poky; cnoHcop - TOB Mepk Lapn eHp,
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

16. OHoBneHi posginn 2.1.S.7.1 (S.7.1 - RIM-REGQUAL-117098 v5.0), 2.1.S.7.3 (S.7.3 - RIM-
REGQUAL-117154 v7.0), 2.1.P.3.1 (P.3.1 - RIM-REGQUAL-120835 v7.0), 2.1.P.5.2 (P.5.2 - RIM-
REGQUAL-115858 v2.0), 2.1.P.5.4 (P.5.4 - RIM-REGQUAL-115942 v3.0), 2.1.P.8.1 (P.8.1 - RIM-
REGQUAL-116542 v4.0), 2.1.P.8.3 (P.8.3 - RIM-REGQUAL-116579 v3.0) gocbe p[oOCNigKyBaHOro
nikapcbKoro 3acooy IHaBonicn6 (GDC-0077) TabneTku, BKpUTi N1iBKOBOKO 06G0J/IOHKOK No 3 Mr Ta no
9 mMr Ta oHoBneHi posginu 2.1.P.3.1 (P.3.1 - RIM-REGQUAL-076934 v3.0), 2.1.P.8.1 (P.8.1 - RIM-
REGQUAL-122909 v2.0), 2.1.P.8.3 (P.8.3 - RIM-REGQUAL-093247 v3.0) gocbe nnaueoco ao IHaBonicuoy
(GDC-0077) TabneTku, BKpUTI MJIIBKOBOWO OO0OJNIOHKOW; [logaBaHHA 3paskiB MapKyBaHb
pocnigxyBaHoro nikapcbkoro 3aco6y IHaBonicn6 (GDC-0077) TabGneTkn, BKPUTI MNJ1iIBKOBOIO
060/710HKOI No 3 Mr Ta No 9 Mr ykpaiHCbKolo Moot (BKL001252_BX 39031875, BKL001236_BL
39031874, BKL001239_BX 39031944, BKL001238 BL 39031943) pasom i3 3paskamMu MapKyBaHb
TUTY/IbHUX CTOPIHOK OykneTiB MixHapogHoro KB aHrnilicbkoio moBow (BFP001309_BX,
BFP001308_BL, BFP001311_BX, BFP001310_BL); 3any4yeHHA A0[aTKOBOI BUPOOHUYOI ginbHuui F.
Hoffmann-La Roche AG, Switzerland, ana pocnigpxyBaHux nikapcbKnx 3acoGiB IHaBonicnu6
(GDC-0077), TaGneTKn, BKpUTi NJ1iBKOBOKO 060/1I0HKOLO no 3 Mr Ta no 9 mr t1a Mnaue6o go IHaBonicuoy
(GDC-0077), Ta6GneTkn, BKPUTIi NAIBKOBOKO OGOJIOHKOK [0 MPOTOKO/Y KAIHIYHOrO AOCAifKEHHS
«PaHpomizoBaHe, noggiiiHe cnine, niauebo-KOHTPoONbOBaHe AocnimkeHHs hasu lll 3 ouiHKM eddeKkTUBHOCTI Ta
6e3neyHocTi KoMbGiHaLil iHaBonicuby 3 nasGounknioom Ta pynBecTpaHTOM Y MOPIBHAHHI 3 KOMOGIHALED
nnaue6o 3 nanbouukniéom Ta hynsBecTpaHTOM Yy nauieHTiB 3 MyTauieto reHa PIK3CA, ropmoH-peLentop-
no3uTneHMM, HER2-HeraTMBHUM MiCLEBO-NOLIMPEHUM ab0o MeTacTaTUYHUM PakoM MOJIOYHOT 3a/103U», KO,
pocnipkeHHs W041554, sepcis 10 Big 02 TpaHA 2025 p.; cnoHcop - ®.XogdmaHH-/1a Pow Jtg, LWBeiiyapis
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIAAIBHICTIO «Pow Ykpaina»

17. Bpowypa gocnigHuka ABP 206, BupgaHHa 2.2, Big 19 uepBHA 2025 poKy, aHIMiliCbKOIO MOBOIO;
IHhopMauiiHMii NMUCTOK ANA nauyieHTa Ta opma iH(POpMOBaHOI 3rogu Ha y4dactb Yy KiHiYHOMY
HayKOBOMY AocChigKeHHi, Bepcia 2.0 Big 12 cepnHA 2025 poky, gns YKpaiHM, HA OCHOBi 6a30BOro
wa6noHa dopmu iHopmoBaHOi 3roau, Bepcia 6.0 Big 17 nunHa 2025 poOKy, aHrAINCbKOK Ta
YKpaiHCbKOIO MOBOI0; KOpoTKa xapaktepuctuka siikapcbkoro saco6y OPDIVO (ONAMBO, nivolumab,
HiBonlyma6) 10 mr/mn, KOHUEHTpaT Ans po3uuMHy pnsa iHdyysiii, Bepcia Big TpaBHsa 2025 poky,
aHrNifcbKOK MOBOIO [0 NPOTOKO/Y KiHIYHOIO AOCAiMKEHHA «PaHaoMi30BaHe NoABiiiHe chine AOC/iAXeHHS
0N OUiHKM edpekTUBHOCTI, 6e3neyHoCTi Ta iMyHoreHHocTi npenapaTy ABP 206 y NopiBHAHHI 3 npenapaTtoM
OPDIVO® (HiBoNyMab) y naujieHTiB 3 Hepe3ekTabenbHO abo MeTacTaTUYHOK Me1laHOMOLO, AKi paHille He
OTpMMYyBaNu JlikyBaHHA», KoA pocnigxeHHsa 20210031, sepcia 3.0 Monpaska 2 Big 08 nwotoro 2024 poky;
cnoHcop - AMaxeH IHk., CLUA [Amgen Inc., US]

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

18. OHoBneHuii Mpotokon MB-108, Bepcia 9 Big 04 cepnHa 2025 poOKy, aHIIACbLKOK MOBOIO;
MpopoBXeHHA TepMiHy MPUAATHOCTI AOCAISKYBaHOIro JliKapCcbKOro 3acoby JlinocomanbHui
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aHHamiumH (Liposomal Annamycin) ao 48 micsAuUiB [0 NPOTOKO/Y K/HIYHOrO AochimpkeHHs «OnopHe,
GaraToLeHTpoOBe, paHAoOMi3oBaHe, NoggiiHe crine, niaueb60-KOHTPO/boBaHe AoCAimkeHHA gasu 2/3 3
afanTVBHUM AM3aHOM A/151 NOPIBHAHHA L-aHHaMiLMHY 415 iH'eKLili y KOMBiHaLIT 3 iH'ekUisMmn uMTapabiHy Ta
nnaue6o B KOMGIHaLIT 3 iH'ekLigMM LUMTapabiHy B AKOCTI Tepanii Apyroi NiHii Ana iHAyKuil pemicii y gopocnmnx
nauieHTiB 3 pedpakTepHUM/PeLnanByrOUUM TOCTPUM MIENOIAHUM NEKo30M», koA AocnimkeHHs MB-108,
Bepcia 8 Big 19 uepsHa 2025 poky; cnoHcop - MonekyniH biotex, IHK. (MBI), CLUA / Moleculin Biotech, Inc.
(MBI), USA

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa

19. 3miHa Ha3BU Micub NPOBeAEeHHS K/HIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOrO AOCAIAKEHHS
«PaHgomizoBaHe, nnauyebo-koOHTPO/IbOBaHe, MOABIHE chine KAiHiYHe AochimpkeHHA 3 ha3n Ans OUiHKK
edheKkTMBHOCTI Ta 6e3neku MonHynipasipy (MK-4482) y HerocnitanizoBaHux pgopocnux i3 COVID-19 3
BMCOKMM PU3MKOM MpPOrpecyBaHHs XBopobu», koh JocnimkeHHs MK-4482-023, sepcia 00 Big 27 ceprnHs
2024 poky; cnoHcop - TOB Mepk Wapn eHg Adoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

BYNO

CTANO

O.M.H., npod). Mopo3 /1.B.

YHiBepcuteTcbka nikapHsa BiHHUUbLKOrO
HauioHaJIbHOro MeguyHOro YHiBepcutety
iMm. M. I. NMuporoBa, ambynartopHO-giarHOCTUYHE
BiAAINEHHs, BIHHWUBKNIA HaLiOHa/IbHUIA MeandHui
yHiBepcuteT im. M., TMuporoBa, kadegpa
iHgEeKUiNHMX XBOPOO, M. BiHHMUSA

4.M.H., npody. Mopo3s J1.B.

«YHiBepcuTeTCcbKa KNiHika» BiHHUUbLKOro
HaLljioHaJIbHOro MeAuyHOro YHiBepcuTtety
im. M.I. MuporoBa (NniKkyBa/lbHO-HaBYaJIbHO-
HAyKOBUIA LEHTP), ambynaTopHO-AiarHOCTNYHE
BiAAdiNeHHs, BIHHULUBKNA HaLiOHa/IbHUIA MeandHUiA
yHiBepcuter im. M., TMuporoBa, kadegpa
iHEKLiNHNX XBOPOO, M. BiHHMUSA

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

YHiBepcuteTcbka nikapHsA BiHHUMLUbKOrO
HauioHa/IbHOro MeAUYHOro yHiBepcuteTy
im. M. I. NMuporoBa, ambynaTopHO-AiarHoOCTUYHE,
BiHHMUBKMIA HauioHaNbHWUI MeANYHUIA YHiBEpCUTET
iMm. M.I. Muporosa, kadenpa BHYTPILLHLOT MeA4NLUHU
Ne2, M. BiHHMUA

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

«YHiBepcuTeTCbKa KNiHika» BiHHULbKOroO
HaLUiOHa/IbHOro MeAUYHOro yHiBepcutety
iMm. M.l. MNuporoBa (nikyBasIbHO-HaBYaNLHO-
HAyKOBMIA LEHTP), amOynaTopHO-AiarHoCcTu4He
Big4iIeHHS, BiHHWMUBKWIA HaLuiOHaNbHUIA MeaNYHWI
yHiBepcuter iM. M.l TwuporoBa, kadegpa
BHYTPILLIHLOT MeauumHn Ne2, M. BiHHMUS




