Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne44 Big 04.12.2025, Ha siKi 6y/IM OTpUMaHi NO3UTUBHI BUCHOBKU eKCNepTiB»

1. OHOBNEHUA NPOTOKOJ K/iHIYHOro BUNpo6yBaHHA ABX464-108, octaTtouHa Bepcis 7.0, 16 >XOBTHSA
2025, aHrnificbkoo MOBOI; CTUCWiA BUKIag NMPOTOKOJY KJiHIYHOro BunpoGyBaHHA ABX464-108,
octaTto4Ha Bepcis 7.0, 16 )xoBTHSA 2025, yKpaiHCbKOIO MOBOLO; M040BXEeHHA TPMBaNIOCTi BANPOGYBaHHA
B yCiX KpaiHax, e NPoBOAUTLCA K/iHiYHe BUNPOGYyBaHHA, Ta B YKpaiHi g0 06 pokiB 06 MicALiB y 3B'A3KY
3 OHOBJIEHHAM npoTokony; IHdopmauiiHuiA NUCTOK nauieHTa Ta hopma 3rogu, Bepcia 8.0 Bif
24.10.2025, yKpaiHCbKOIO MOBOI Ans YkpaiHu (ABX464-108_PIS/ICF - Ukrainian, UA - V8.0 -24-
OCT-2025); IHchopMmauiviHuii NUCT AN NikapAa nauyieHTa, Bepcin: 5.0 ocTaTtouHa Bepcif Big, 16.10.2025,
yKpaiHcbKoto moBoto (Letter for the patient’s doctor, Protocol: ABX464-108 - Version: V5.0 Final,
Ukrainian - Date: 16 Oct 2025); OHOB/ieHUIT 3pa30K MapKyBaHHsA A1 [OC/iAKYBaHOro JliKapCbKOro
3aco0y o6edpasimop (ABX464), nnawka wo Mictutb 30 kancys no 25 Mr, yKkpaiHCbKOK MOBOIO, Version
250L kit_UA_20251008 0 nNpoOTOKO/Y KNiHIYHOTO A0CimpKeHHS «ofasiblue BiAKpuTe AOCNiMKeHHA dhasu 2
ON5 OLiHKM AOBroTpMBasioro npodisito 6e3neyvHocTi Ta edpekTuBHOCTI Npenapaty ABX464 npu 3acToCyBaHHi y
[03i 25 Mr onH pas Ha AeHb naLieHTamu i3 akTUBHUM BUPA3KOBUM KOJTITOM CepeiHbOro Ta TSXKOro CTYMneHo»,
koA pocnigpxeHHs ABX464-108, octatouHa Bepcis 6.0, 9 xx0BTHA 2024; cnoHcop - ABIVAX, ®paHuis
3anBHuUK - «Ckoyn IHTepHewHn Al», HimeuunHa

2. OHoBNeHe pAOCbe Ha pAocnimKyBaHWii nikapcbkuii 3acié (IMPD) ADI-001, Bepcia 4.0 Big
06 »xoBTHA 2025 p., aHrnificbkoo MOBOLO; 3a/ly4eHHs1 AOCNigKyBaHOro flikapcbkoro 3acooy ADI-001 3
AoAaTKoOBMM 06'€éeMOM HanoBHeHHA chnakoHy 17 mn (T-20), Adicet Therapeutics, Inc.,CLUA; 3pa3ok
MapKyBaHHS Ha gocnimpKyBaHuii nikapcbkuid 3acié ADI-001 (CD20 CAR+ yd T cells), aucnepcia gna
iHpy3iil, AN BHYTPIlLHbOBEHHOro BBegeHHs, pnakoH 5 mI-AT-06 (AT-06 Ta AT-20 mMapKyBaHHS
NepBMHHOI Ta BTOPUHHOI yNakoBKu), Bepcia 2 Big 01 oBTHA 2025 p., aHrNifiCbKOIO Ta YKPaiHCLKOO
MoBamu; 3pa3oK MapKyBaHHs Ha AOCNigKyBaHuiA nikapcbkuii 3acié ADI-001 (CD20 CAR+ yd T cells),
pucnepcia gnsa iHdysii, ana BHYTPILUHbOBEHHOTO BBeAEeHHA, dhnakoH 17 ml-AT-20 (AT-06 ta AT-20
MapKyBaHHS NEPBUHHOI Ta BTOPMHHOI ynakoBKu), Bepcia 2 Big 01 oBTHA 2025 p., aHIMiliCbKOIO Ta
yKpaiHCbKOolo MoBamu; [flopaTkoBa BupoOHuM4Ya pginAHka: Adicet Therapeutics, Inc, 1000 Bridge
Parkway, Redwood City, CA 94065, CLLA 00 npoToKo/y KiHIYHOro gocnimkeHHs «®asza 1 JocnigkeHHs
ADI-001 AHTK-CD20 CAR-iHXeHepHMX AnoreHHnx Mamma-Aensta (y0) T KnituH y Jlopocnnx 3 BoByakoBuM
Hedputom abo CuctemHum YepBoHMM BoBuakoM 3 [103aHUPKOBUM YpPaXKEHHSIM», Kof [AOCNiAKEHHS
ADI-202300103, Bepcisa 2.2 Big 23 x0BTHA 2024 poky; cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT
TepanbloTike, IHK.», CnonyyeHi wratu AMepuku

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiANoBiAanbHICTIO «MBP YKPATHA»

3. bpouwypa JocnigHuka BAY 1841788 (Darolutamide), Bepcisa 9.0 Big 26 BepecHsi 2025 poky;
AocnipkeHHsa 20321 _IHdopmaviiiHuii NMCTOK | hopma iHPOpPMOBaHOI 3roau WOAO0 3MiH Y AOCIAKEHHI
ANA YyYaCHUKIB, AKMX OYyJ1I0 nepeBeAeHO 3 OCHOBHOro pgocnipkeHHs ARANOTE (21140), Bepcis 1.0 Big,
29 xoBTHA 2025 poKy gns YKpaiHu YKpaiHCbKOK MOBOIO, Ha 6a3i OCHOBHOI Bepcii IHthopmauiiiHoro
nuctka ta hopmu iHhOpMOBaAHOI 3rogu LWOAO 3MiH Y [OCAIMKEHHI ANsl YYaCHUKIB, sIKMX Gyno
nepeBefeHO 3 OCHOBHOro gocnigpkeHHa ARANOTE (21140), Bepcia 1.0 Big 06 »oBTHA 2025 poKy;
AocnipkeHHs 20321 _IHdopmayiiiHuii nucTok i popma iHhopMOBaHOT 3roau LWOA40 3MiH Y AOCiMKEHHI
ANA YYacHUKIB, IKWX GyNo nepeBefeHO 3 OCHOBHOro aocnipxkeHHa ARAMIS (17712), sepcisa 3.0 Big,
29 OBTHA 2025 poky AnA YKpaiHM YKpaiHCbKOK Ta pPoOCilicbKoo MOBOIO, Ha 6a3i OCHOBHOI Bepcil
IHchbopmauiiiHoro nuctka Ta hopmu iHhopMoBaHOi 3roau LWOAO0 3MIH Y AOCIAKEHHI ANA YUYAaCHUKIB,
AKMX O6yno nepeBefeHO 3 OCHOBHoro pocnigpkeHHs ARAMIS (17712), sepcisa 3.0 Big 06 XOBTHA
2025 poKy [0 NPOTOKOJY KMiHIYHOTO AOCNiMKEHHSA «Bigkpute, ogHOrpynose, AoAaTKoBe AOCNIMKEHHA ANs
3a6e3neyveHHs MPOAOBXEHHS JliKyBaHHA AaponyTamifgoMm nauieHTiB, SKi Oyny BK/IOYEHI y nonepegHi
JocnipkeHHs komnaHii banep», kog pocnimkeHHs BAY 1841788/ 20321, Bepcia 2.0 3 iHTErpoBaHoO
nonpaskoto 1 Big 07 xoBTHA 2022 p.; cnoHcop - baitep KoHcblomep Kep Arl, LLBeiiyapis

3anBHuK - TOB «baliep», YkpaiHa

4. OHoBneHwuii po3gin 3.2.P Drug Product locbe pocnigxyBaHoro sikapcbkoro sacoby MK-2870,
Bepcis 08YGG2 Big 26 BepecHs 2025 p., aHIiACbKOI0 MOBOIO; 3a/ly4eHHS A0AATKOBUX JTiIKAPCbKUX
3aco6iB, WO OyAyTb BMKOpPUCTaHI AAK npenaparv nopiBHAHHA: Kap6onnatuH (Carboplatin Accord),
Accord Healthcare Polska Sp. z0.0., KOHUEeHTpaT ANMA PO3UnHY Ans iHdysiii, 10 mrimn; Kap6onnatuH
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(Carboplatin-GRY®), Teva GmbH., KOHUeHTpaT Ans PO3uuHy Ans iHdysiin, 10 mrimn; 3anyyeHHs
BUPOOHMUNX [iNAHOK, WO BignosigaloTb 3a BUNYCK [A0AATKOBUX MiKapCbKUX 3acob6iB, WO
BUKOPUCTOBYIOTbLCA AAK Npenapatu nopiBHAHHA: Accord Healthcare Polska Sp. z 0.0., Ul. Lutomierska
50, Pabianice, 95-200, Poland, Pharmachemie B.V., Swensweg 5, Haarlem, 2031 GA, Netherlands;
3pa3oK 30BHIWHBLOrO MapKyBaHHAl AOCAIMKYBAHOro nikapCcbKoro 3acoby [okcopyoGiuuHy
rigpoxnopug, 2 mr/mn, 25 M, KOHUEHTpaAT ANA po3uuHy AnA iHdysiii/dnakoH, Outer Package Big
17 BepecHsA 2025 p., aHMIIACbKOI Ta YKPAIHCbKO MOBOIO; 3pa3oK 30BHILWUHbLOrO MapKyBaHHS
[OCNifKyBaHOro JlikapcbKkoro 3aco6y flekcameTasoH, 0,5 mr B 5 mn, 500 mn, onosiickyBau /i poToBOi1
nopoXxHuHu, Outer Package Big 12 cepnHAa 2025 p., aHrNificbKoK Ta YKPAiHCbKOIO MOBOIO; 3pa3ok
30BHIlWWHBOrO MapKyBaHHA AOCNIMAKYBaAHOro nikapcbKoro 3aco6y Luknodoccamig 1r, nopowok ans
po3unHy ana iH’ekuiit | conakoH, Outer Package Big, 8 xoBTHA 2025 p., aHI1iINCbKOK Ta YKPAiHCbLKOIO
MOBOIO 10 NPOTOKO/TY K/IHIYHOro A0CAiMKEeHHS «PaHaoMi3oBaHe, Bigkpute gocnimkeHHs Il hasm ans ouiHkn
edheKkTMBHOCTI Ta 6e3neyHocTi sac-TMT (Cauyutysymaé TtupymotekaH, MK-2870), y noegHaHHi 3
KapbonnaTuHom/nakniTakceiom MNopiBHAHO 3 xiMioTepanieto, 06uasa B KOMbGiHaUii 3 nemoposisymadom B
AKOCTi Heoa'toBaHTHOT Tepanii ANa TPUYi HeraTMBHOTO Paky MOJIOYHOIT 331031 3 BUCOKUM PU3MKOM, Ha PaHHIi
cTagii abo ropMoHaIbHUM pPeLenToP-HU3bKNM NO3UTUBHUM PaKkoM MOJIOYHOT 3a/1031 /pakoM MOJI0YHOT 3a/103K
peLenTop-2 HeraTMBHUM [0 II0ACHKOro enifgepMasibHOro haktopy pocTy», Kog gocnimkeHHs MK-2870-032,
Bepcisa 00 Big 18 ntotoro 2025 poky; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC,
USA)

3anBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfAUIBHICTIO «MC/], YkpaiHa»

5. Bpouwypa focnigHuka ComanayntaH (NNC0195-0092) pocnigxeHHa NN8640 - aediumT ropMoHy
pocTy y piTeii Ta gopocnux, BuaaHHs 16, cpiHanbHa Bepcia 1.0 Big 10 XoBTHA 2025 poKy, aHrNilicbKoo
MOBOIO /10 NPOTOKO/Y KNiHIYHOro BUNPoBbyBaHHA «JocnimpkeHHA 3 nigdopy [o3v 4N OUiHKM eEKTUBHOCTI i
6e3nekn 3acTocyBaHHA npenapaTy ComanauuTtaH (somapacitan) oguH pa3 Ha TUXAEHb Y MOPIBHAHHI 3
3acTocyBaHHsAM npenapaTy HopaitponiH® (Norditropin®) oanH pa3 Ha AeHb Y AiTel i3 3aTPUMKO0 poCTy, L0
6yNun HapomxeHi MasIMMK1 NS recTauiiiHoro Biky Ta He Ha34orHanM y 3pocTi A0 BiKy 2 pokv Ta cTapLue», Kog,
pocnipkeHHss NN8640-4245, dhiHanbHa Bepcia 12.0 Big 21 6epesHs 2024 p.; cnoHcop - Novo Nordisk A/S
(Denmark)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

6. Bpowypa gocnigHuka CNTO1959 (guselkumab), BuganHa 17 Big 29.08.2025 p.; IHchopmauisa gna
BariTHOI yyacHuui tTa ®opma iH(hbOpMOBaHOI 3rogu WOAO CMOCTEPEXEHHA 3a AUTUHOK MPOTAromM
12 micAuiB nicna HapomxXeHHsA, Bepcia 2.0 yKpailHCbKOKO MOBOW Ans YKpaiHu Big 27.11.2025 p.;
IHhopMauia ansa BariTHol yuacHuLi Ta @opma iHhopmMmoBaHOT 3roam LWoA0 CNOCTEPEXEHHSA 3a AUTUHOIO
npotsarom 12 wMmicAuiB nicns HapomkeHHsi, Bepcia 1.0 pociiicbkoio MoBoOK pAns YKpaiHu Big
24.10.2025 p.; OHoBneHi po3ginu 3.2.5.2.3., 3.2.5.2.4 aocbe O/13 rycenbkymatd (CNTO1959), 11 nunHsa
2025 p. 10 NPOTOKOAY K/IHIYHOTO AoCiMKeHHs «PaHaoMi30BaHe, 6araToLeHTpoBe, NoAgiliHe cnine, nnaue6o-
KOHTPO/IbOBaHe K/iHiYHe aocnifpxkeHHa 2b/3 a3 B napanenbHux rpynax Ans ouiHKKM eddeKTUBHOCTI Ta
6e3neyvyHocTi rycenbkymMaby B nNali€eHTIB i3 CepefHbOro CTYNeHw TSKKOCTI Ta TSXKKAM  aKTUBHUM
HecneummiyHMM BUPA3KOBUM KOMITOM», Ko pAocnifpkeHHs CNTO1959UCO03001, 3 nonpaskow 4 Bif
27.08.2024 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

7. OHoBneHui MpoTokon KniHiuHoro Bunpo6yBaHHA VIR-CHDV-V206, MonpaBka 1, Bepcia 2.0 Big
11 cepnHsA 2025 poky, aHriicbKo MOBOH; IHchopMauiiiHuii nucTok i hopma iHchopmoBaHoi 3rogu,
Bepcisa 4.0 pnAa YkpaiHn Big 23 BepecHA 2025 p., aganToBaHa Ha OCHOBI MalicTep-Bepcii chopmu
iHhopmoBaHOi 3roan 1 [03BO/ly Ha BUKOPUCTaHHSA Ta PO3KPUTTA 3axXULLEHOI MeauuHoil iHchopMmaii,
Bepcis 2.0 Big 03 BepecHsA 2025 p., aHINiliCbKOIO Ta YKpPAIHCbKOIO MoBaMu; IHpopmaLLiiiHMiA NMCTOK Ta
thopma iHchbopmoBaHOT 3roam Ha HeO6OB’sI3KOBE NifAOCNIMKEHHS 3 Gioncielo neviHku, Bepcia 4.1 ansa
YkpaiHu Big 11 nuctonaga 2025 p., agantToBaHa Ha OCHOBiI MaiicTep-Bepcii hopmu iHhopmoBaHOi
3roau (BNA yyacHUKIiB i3 XpoHiyHUM renatutom D - pgocnimkeHHs ECLIPSE 3) Ha HeoGOB’AA3KOBe
nigaocnigkeHHs 3 6ioncieto nedviHky, Bepcia 2.0 Big 05 cepnHsa 2025 p., aHINMINCbLKOKO Ta YKPAIHCbKOKO
moBamu; IHchopmauiiiHuii NUcToK i hopma iHpoOpmMoOBaHOI 3rogun Ha nNpoBeAeHHs1 HEOGOB’A3KOBOrO
poparkoBoro pgocnipkeHHa MKIK, Bepcia 3.0 gna YkpaiHu Big 03 BepecHsa 2025 p., aganToBaHa Ha
OCHOBI MaiicTep-Bepcii hopmu iHchopmoBaHOi 3rogun (A1 YYACHUKIB i3 XPOHiUHUM renatutom D —
pocnipkeHHa ECLIPSE 3) Ha npoBefeHHA HeOO0B’A3KOBOro AoAaTtkoBoro gocnigkeHHa MKIK, Bepcis
2.0 Big 05 cepnHA 2025 p., aHrNiliCbKOK Ta YKpaiHCbKOIO MoBamu; IHpopmaLiiiHMiA McTOK Ta chopma
iHdbopMoBaHoOI 3rogu Ans BariTHOI yyacHULi abo BariTHOI NapTHEPKU ydacHUKA AOCiAKEHHA, BepcCis
3.0 gna YkpaiHu Big 19 BepecHs 2025 p., aganToBaHa Ha OCHOBI MaiicTep-Bepcii popMmu iHhopmoBaHOT
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3roau BariTHOI yyacHuLi aGo BariTHOI NapTHEpPKM yyacHuKa gocnigpkeHHs, sepcis 1.0 Big 20 rpyaHs
2024 p., aHrnilicbKoIo Ta YKpaiHCbKolo MoBamu; Bpouypa gocnigHuka Ene6cipax (VIR-2218), BugaHHA
7, Big, 04 yepBHsa 2025 pokKy, aHriicbkolo MOBOLO; flopgaTtok 1 Big 25 nunHa 2025 poky Ao Bpowypu
pocnigHuka Ene6ceipan (VIR-2218), BugaHHAa 7, Big 04 uepBHA 2025 pokKy, aHrAilicbKo MOBOLO;
Bpowypa gocnigHuka To6eBiGapTy (VIR-3434), BugaHHsa 5, Big 04 uepBHa 2025 poKy, aHrNificbKoo
MoBolo; fJopaTtok 1 Big 25 nunHa 2025 poky o Bpouwypu gocnigHuka To6esiGapty (VIR-3434),
BupgaHHAa 5, Big 04 uepBHA 2025 poKy, aHriicbKO0 MOBOIO; MOCiGHUK i3 BBeAeHHA GyneBipTuay -
amnyna, Bepcia [V01 UKR(uk)] Big 28 cepnHa 2025 poKy YyKpaiHCbLKOIO MOBOK Ta Bepcis
[VO1 Global(en)] Big 28 cepnHs 2025 poKy YKpPAiHCbKOIO Ta aHr1iNiCbKO MOBOLO; MOCIGHUK yyacHuKa
pocnipkeHHs, Bepcia [V02 Global(en)] Big 11 BepecHA 2025 poKy aHrnilicbkol0 MOBOIO Ta Bepcis
[V02 UKR(ukK)] Big, 11 BepecHa 2025 poKy yKpaiHCbKOK MOBOIO; JIUCT A0 fikapsa woa0 HanpaB/eHHA
nauieHTiB, Bepcia [V02 Global(en)] Big 09 BepecHs 2025 poKy aHrnilicbkoro MOBOK Ta Bepcisi
[V02 UKR(uk)01] 09 BepecHsi 2025 yKpaiHCbKOIO MOBOI; TEKCT MapKyBaHHA AN AO0CAiAKyBaHOro
nikapcbkoro 3aco6y VIR-3434, y surnapgi 6yknety, Bepcia 4.0 Big 28 kBiTHA 2025 poky, 6aratbma
MOBaMM, BKAKOYAIOUN YKPATHCbKY [0 NPOTOKO/Y KNiHIYHOro [OCHiMKeHHA «PaHAoMizoBaHe BigkpuTe
JocnimpkeHHs dpasn 2b Ans ouiHBaHHA edeKTUBHOCTI Ta 6e3MneyHOCTi KOMOBIHOBaHOI Tepanii npenaparamu
TOGeBiGapT+eneodcipaH y NOPiBHAHHI 3 6YNEBIPTUAOM B YYACHUKIB i3 XPOHIYHOK iIHGDEKLED, SKY BUKIMKAE
BID (ECLIPSE 3)», kon pocnipkeHHs VIR-CHDV-V206, OpuriHan, sepcia 1.0 Big 19 rpygHsa 2024 poky;
cnoHcop - Bip baitotekHonogxi, IHk., CLLUA [Vir Biotechnology, Inc., USA]

3anBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa

8. bpowypa gocnigHuka Niraparib (Zejula), BugaHHa 17 Big 20.06.2025 p.; Bpouwypa pocnigHuka
JNJ-212082 3UTIFA (aGipatepoHa auetart), BupgaHHAa 19 Big 21.05.2025 p.; Bpowypa gocnigHuka
CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), BuaaHHsa 7 Big 25.07.2025 p.;
IHhopMmauisa ana nauieHTa Ta ®opma iHhopmoBaHoi 3rogu — MpoTokon 64091742PCR3001, Bepcis 9.0
YKpaiHCbKOIO MOBOK pAns YKpaiHu Big 26.08.2025 p.; IHdopmauia ana nauieHta Ta dPopma
iHdbopmoBaHoi 3roau - MpoTokon 64091742PCR3001, Bepcis 9.0 pociiicbkolo MOBOIO A1 YKpaiHu Big
26.08.2025 p.; KapTka y4yacHuKa KniHiuHoro pocnigxeHHA — lpoTtokon 64091742PCR3001, Bepcis
yKpaiHCbKolo MoBoOW Big 16.09.2025 p.; KapTka y4yacHuka KiHIYHOro gocnimkeHHs — MpoTtokon
64091742PCR3001, Bepcia pociiicbkolo mMoBow Big 16.09.2025 p.; OHoBnenuit posgin 3.2.P
CnpoLeHoro AocCbe AOCAiIfKYBAHOrO nikapcbkoro 3aco6y Hipanapu6, 100 mr, TaGneTkn, BKPUTI
NNiBKOBOKO OGOJIOHKOK, ONA nepopasibHOro npuiiomy, Big 09.09.2025 p.; 36iNblUEHHA TEPMiHy
npuAATHOCTI [OCNigKYBaHOrO flikapcbkoro 3aco6y Hipanapuo, 100 Mr, Ta6neTkn, BKPUTI NJ1iBKOBOIO
060/I0HKOI, ANIA NepopasibHOro npuiiomMy, Ao 60 MicALiB [0 NPOTOKOAY KIHIYHOrO AOCAIAKEHHS
«PaHgomizoBaHe, nnauebo-KOHTpo/boBaHe, MNOABIHE chiine KNiHiYHe pocnimpkeHHs 3 dasn npenapary
Hipanapu6 y kom6iHauii 3 AbipaTtepoHa AueTtaTtom Ta MNMpefHi30HOM Y NOPIBHAHHI 3 ABipaTepoHa AuetaTom Ta
MpepnHi3oHOM A4/1A NiKyBaHHA NauieHTiB 3 MeTacTaTMYHUM pakoM nepeamMixypoBol 3a/1031», KOA AOCNiIKEHHS
64091742PCR3001, 3 Nonpaskoto 7 Big 03.06.2024 p.; cnoHcop - « AHCCEH PAPMALIEBTUKA HB», benbris
3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

9. 3miHa Ha3BM MicLA NPOBeAEeHHA KJ1iHIYHOro BUNpoGyBaHHsA; 3MiHa BigNoBiga1bHOro gocnigHuka ta
3MiHa Has3BM MicLA MPOBEeAEHHS KJiHIYHOro BUMPOOYBaHHA [0 MPOTOKOY KAIHIYHOTO AOCAILKEHHS
«baratoueHTpoBe, paHAoOMi30BaHe, NOABIHE chine, KOHTPO/IbOBaHe Aoc/imkeHHs has3m lllb gna ouiHkm
edheKTMBHOCTI, 6e3Me4YHOCTi Ta (papMakoKiHETUKM BULLMX [O03 OKpenisymady y A0pOoC/AuX MalieHTiB 3
peunanByovMM PO3CISHUM CK1ep0o30M», Ko aocnimpkeHHss BN42082, sepcis 4 Big 21 rpyaHs 2023 p.; CnoHcop
- ®.XothdmaHH-/15 Pow /114, LBeiiyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

BYNO CTA/O
K.M.H. Yepke3 A.M. K.M.H. Yepkes3 A.M.
KomyHanbHe HekomepLiiHe nignpnemctao | KomyHanbHe HekoMepLiiHe nianpremMcTeo
«3anopi3bka obnacHa KniHiyHa nikapHs» | «3anopisbka obnacHa KniHiyHa niKkapHsa»
3anopisbkoi  obnacHoi  paan, HeBPOJIOriyHe | 3anopis3bKoi obnacHoi pagu, BigAineHHA
BigginieHHA, M. 3anopiXxxs iHTepBEeHLiNHOT HeBpoorii, M. 3anopixxs

BYNO CTANO
nikap 3axaposa /1.A. K.M.H. Mopo3 O.M.
[epxaBHa ycTaHOBa «YKpaiHCbKU AepxaBHuii | [lepkaBHa YyCTaHOBa «YKPAIHCbKUA AepXaBHWIA
HayKOBO-[OCMIAHWIA  IHCTUTYT MEAUKO-COLja/IbHUX | HAYKOBO-AOCNIAHUIA IHCTUTYT MeAMKO-COLjasIbHMX
npobsem iHBanigHOCTI  MiHicTepcTBa OXOpPOHM | Npo6nemM iHBanigHOCTI  MiHiCTepcTBa  OXOPOHWU
300pOB’A YKpaiHu», BiagAiieHHss HeBPOJIOrii Ta | 340p0B'ss  YKpaiHu», BigAiNieHHa HeBponorii 3
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| pea6iniTauji 3 LleHTpom Tepanii 6onto, M. [Hinpo | LIeHTpoM po3cisiHoro ckneposy, M. [Hinpo |

10. 3miHa Ha3BuM MicuA NpoBeAeHHs KNiHIYHOro BMNpoGyBaHHsA; 3MiHa BigNoBifabHOro AocnigHuKa
Ta 3MiHa Ha3BU MicLUA NpoBefeHHsA KNIHIYHOro BUMPOOGYBAHHA [0 NPOTOKO/Y KAIHIYHOTO AO0CNIAKEHHS
«baratoueHTpoBe, paHAOMi3oBaHe, MOABiHE c/ine, KOHTPO/AbOBaHe AOCAimKeHHSA da3u lllb ana ouiHkn
edpekTnBHOCTI, 6e3neyHocTi Ta (hapMakoKiIHETUKM BULIMX [03 OKpenizymady Yy [0pocinX 3 MNepBUHHUM
MPOrpecyynum pPo3CisHNUM CKI1epo30M», Kog docnimpkeHHsa BN42083, sepcis 4 Big 21 rpyaHa 2023 p.; cnoHcop
- . XodhdhmaHH-/19 Pow flTa, LWsenuapis

3anBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAIBHICTIO «Pow YkpaiHa»

BYNO
K.M.H. Yepke3 A.M.
KomyHasbHe HeKoMepLinHe nignpUeEMCTBO
«3anopi3bka obnacHa KNiHiYHa NiKapHs»
3anopisbkoi  obnacHoi  pagn, HeBPONOriuHe

BiAgiNneHHs, M. 3anopixxs

CTA/O
K.M.H. Yepke3 A.M.
KomyHasibHe HekoMepLUiiHe nigANnpUEMCTBO
«3anopi3bka obnacHa KNiHiYHa NiKapHs»
3anopisbKoi obnacHoi pagu, BigAineHHsA

iHTepBeHUiiHOT HEBPOJIOTil, M. 3aN0piXOKs

BYNO

CTA/O

nikap 3axaposa J1.A.

[epxaBHa ycTaHOBa «YKpailHCbKUA AepXaBHUI
HayKoBO-A0CNIAHWIA  IHCTUTYT MeAUKO-COLjiaNbHNX
npo6semM iHBaNigHOCTI  MiHicTepcTBa OXOPOHU
3[00pOB’'A YKpaiHv», BigAiNEeHHA HeBponorii Ta
peabinitauii 3 LleHTpom Tepanii 6010, M. [IHINpo

nikap Mopos O.M.

[epxaBHa ycTaHOBa «YKpaiHCbKUA OepXaBHWI
HayKOBO-AOCAIAHWIA IHCTUTYT Me[MKO-CcoLiasibHUX
npobnem iHBanigHocTi  MiHicTepcTBa  OXOPOHU
3[0pOB’'A  YKpaiHu», BigAiIeHHs HeBponorii 3
LleHTpOoM po3CissHOro ckneposy, M. [IHinpo

11. Bpowypa gocnigHuka gns iHaBonicuoy (RO7113755), Bepcia 10 Big cepnHA 2025 p.; MpomixHnii
aHanis Big 15 nuctonaga 2024 p. (Pe3tome pe3ynbTaTiB K/iHIYHOro BUNpPoGyBaHHA AN HecneulianicTiB,
Bepcia 1.0 Big 30 uepBHA 2025 p.) VV-TMF-12567672; 3miHa Ha3BM MicUA nNpoBeAeHHs KIiHiYUHOro
BUNPOOYBaHHA [0 MPOTOKO/Y KIIHIYHOrO AocnimpkeHHs «PaHgomisoBaHe, noggiiiHe cnine, nnaue6o-
KOHTpO/iIbOBaHe aocnimkeHHs dhasn |l 3 ouiHKM ed)eKTMBHOCTI Ta 6e3neyHoCTi koMOGiHaLii iHaBonicuéy 3
nanéouuknioom Ta ynBecTpaHTOM Yy TMOPIBHAHHI 3 KOMOGiHauielo nnaue6o 3 nanbouuknioom Ta
dhynBecTpaHTOM Yy nauieHTiB 3 MyTauieto reHa PIK3CA, ropmoH-peLenTop-no3ntueHuM, HER2-HeratnBHum
MiCLEeBO-MNOLMPEHNM abo MeTacTaTUYHUM PakoM MOJIOYHOI 3a/103U», KoA AocnimkeHHs W041554, sepcisa 10

Big 02 TpaBHsa 2025 p.; cnoHcop - ®.XoddmaHH-/1a Pow JTa, LWBeiiuapis
3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

BYJIO

CTAJIO

O.M.H., npod. BoHaapeHko |.M.

KomyHasibHe HekoMmepuiiiHe nignpnemcTBo «Micbka
KniHiyHa nikapHA Ned» [IHINPOBCHKOT MICbKOT paju,
BigAineHHa Xximiotepanii, JepxaBHWiA 3aknap,
«HinponeTpoBCbKa MeguyHa akagemis
MiHicTepcTBa OXOpPOHUM 340pPOB‘'A  YKpaAiHU»,

O.M.H., npody. BoHaapeHko |.M.

KomyHasibHe HekomepujiliHe mignpueMcTBo «Micbka
KniHiyHa nikapHa Ned» [IHINPOBCHKOT MICLKOT paju,
XimioTepaneBTUYHEe BiAAINIEHHA 3  [OEHHUM
cTauioHapom, JHinpoBcbKnii AepXXaBHWUA
MeAUUYHUIA YHiBepcuTeT, Kadegpa OHKosorii Ta

Kacbegpa OHkosOrii  Ta Megu4yHol  pagionorii,
M. [JHinpo

MeanyHoi pagionorii, M. HINpo

12. OHOBNEHUI NPOTOKOJ/1 KAiHiIYHOrO BUNpOGyBaHHA, Bepcia 10.0 Big 06 cepnHsa 2025 poky
aHrniicbKkolo MOBOW; Bpolwypa gocnigHuka [ocnifgKyBaHOro fikapcbkoro 3aco6y [focTtapnimao
(Dostarlimab) (GSK4057190 (takox Bigomoro fik TSR-042)), Bepcis 10 Big 02 nunHa 2025 poky
aHrniicbkol MoBol; Bpowypa pocnigHuka pocnigKyBaHOro nikapcbkoro 3aco6y Hipanapio
(Niraparib)/3emxyna (Zejula) (GSK3985771, MK-4827), Bepcis 17 Big, 20 uepBHsa 2025 poKy aHIrNiiiCbKOIo
MoBOI0; IHhopMauiiHWMI TNCTOK NauieHTa Ta popma iHhopMoBaHoOi 3roau — yactuHa 1, Bepcis 8.0 Big,
08 »oBTHA 2025 poOKy YKpalHCbKOK Ta pocificbkolo moBamu; CnpoueHe [ocbe 3 AKOCTI
pocnipxyBaHoro nikapcbkoro 3aco6y Joctapnima6é (Dostarlimab), 50 mr/imn, Bepcia 3 aHrnilicbkoto
MOBOI0; 3MiHa Ha3BU BUPOGHUUOI AinAHKKM 3 Ajinomoto Bio-Pharma Services, CLUA Ha PCI San Diego,
Inc., CLUA pana pocnimKyBaHOro ikapcbkoro 3acooy [ocrtapnimad (Dostarlimab); (TSR 042,
GSK4057190A); TSR 042, WBP-285; po3uvH gna iHdysiin; 500 mr/10 mn (50 mr/mn) o npoTokony
KMiHIYHOTO  AocnimKeHHs1 «PaHgomizoBaHe nofgiiHe cnine 6GaraToueHTPoOBeE AOCNiMKeHHs ha3n 3
poctapnimady (TSR-042) B kombiHaL,ii 3 kapbonnaTMHOM i NakaiTakces1oM NOopPiBHAHO 3 Nnaue6o B KOMOGiHaLi



3 kap6onnaTMHOM i nNakniTakcesom Yy nNauieHTOK 3 peuuavBHUM abo MNEePBUHHUM MNOLIMPEHUM pPaKoM
eHgomeTpito (RUBY)», kog gocnigxeHHs 4010-03-001, sepcia 7.0 Big 16 nuctonaga 2023 poky; CnoHcop -
TESARO, Inc., CLLA

3asaBHuUK - TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIOANIBHICTIO
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKA/T PICEPY

13. 3miHa Ha3BM MicuA NPOBeAEHHS KMiHIYHOrO BUNPOGYBaHHA 40 NMPOTOKOJ/TY KAIHIYHOTO AOCAILKEHHS
«PaHgomizoBaHe nogagiiHe cnine gocnimkeHHs ¢asn 3 eHkopad)eHiby Ta GiHIMeTiHiIGY B noeaHaHHi 3
nemo6poniaymabom y NopiBHAHHI A0 Naauebo B NoegHaHHI 3 NeMOpo1isyMaboM Yy NaujieHTiB i3 MeTacTaTUUHO
abo HeonepabesibHOK MICLEBO MOLUMPEHOK MEeaHOMOK, MO3UTMBHOK A0 MyTauin BRAF V600E/K», kopg,
pocnipkeHHss C4221016, octaTovHa Bepcis npoTokosy, MNonpaeka 5 Big 09 »oBTHs 2023 pokKy; CNOHCOP -
Mdpaiizep IHk., CLUA

3adABHuK - MNdpainzep IHk., CLUA

BYNO

CTANO

O.M.H., npod. AyaHiveHko O.C.

JepxaBHa ycTtaHoBa «lHCTUTYT 3arajibHOI Ta
HeBigknagHoi  xipyprii  imeHi B.T. 3aliueBa
HauioHanbHOT akagemii MeAnYHNX HayK YKpaiHu»,
BiAQiNeHHA THiWHOT Xipyprii Ha 25 nikok 3
nanartoto iHTEHCUBHOI Tepanii Ha 6 JKOK,
XapkiBCbKa Megu4yHa akageMisi nicnagunioMHol
ocBiTU, Kadhegpa OHKonorii Ta AUTAYOI
OHKonoril, M. XapkiB

O.M.H., npodp. AyaHiveHko O.C.

JepxaBHa ycTtaHoBa «lHCTUTYT 3arajibHOI Ta
HeBigknagHoi  xipyprii  imeHi B.T. 3aliueBa
HauioHanbHOT akafeMmii MeAnyHNX HayK YKpaiHu»,
BigAaineHHsA XipypriyHumx iHcheKuin Ta
yCKNnagHeHOoi  OHKONOriyHoi  nmartonorii  Ha
25 nibXOK 3 nanartol iHTEHCUBHOI Tepanii Ha 6
NDKOK, XapKiBCbKUiA HauiOHaNIbHUIA MepUuuHUii
YHiBepcuteT, Kadepgpa OHKOMOrii, NnpomMmeHeBOI

Tepanii, OHKOXipyprii Ta naniaTMBHOI 4ONOMOrHU,
M. XapkiB

14. 3miHa MicuA npoBeAeHHA KiHIYHOro BUMNPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOTO AOCNIAKEHHS
«baratoueHTpoBe, TpuBasie nofoBxeHe pochimpkeHHA Il da3u 3 ouiHkM 6e3neyHOoCTi Ta edeKTUBHOCTI
Ynapauutudioy (ABT-494) y nauieHTiB 3 BMpPa3KoBMM KONITOM», KOA4 AocnifpxkeHHs M14-533, 3
iHKopriopoBaHMN AAMiHICTpaTUuBHUMM 3MiHamu 1, 3, 5, 6, 7, 8 (Tinbkn ana KaHaau), 9, 10 i 11 (Tinbkn ana
MonbLi) Ta Monpaskamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (Tinbkn gna HimeuunHu), 7.03 (Tinekn gna Kopei) Ta 8,
8.02 (tinbkun pna €C) i 9 Big 10 ntoToro 2025 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «E66BI BiothapmacbtioTikan3 TM6X», LLBelilapis

BYJ1IO CTAJIO

nikap NlorgaHigi T.1.

KomyHanbHe HeKkomepuiiHe nNigNPMEMCTBO
KuiBcbKoi o6nacHoi pagu «KuiBcbkuii o6nacHui
LleHTp peabiniTawiiHoi MeaULUHUY,
TepaneBTUYHE BigaineHHA, M. Knis

nikap NorpaHigi T.1.

KoMmyHanbHe  HeKkoMmepuiiiHe  nignpPUeEMCTBO
KniBcbKkoi o6nacHoi pagun «KuiBcbka oGnacHa
KNiHiYHa NniKapHsa», KOHCYNbTaTUBHO-
[iarHOCTUYHMIA LeHTp, M. KniB

15. flopaTok 1 Big 14 cepnHsa 2025 poky ao bpowypu gocnigHuka focnigkyBaHoOro nikapcbKoro sacooy
IMBPYBIKA® (i6pyTuHi6), BupgaHHs 18 Big 05 rpyaHsa 2024 poKy aHrniiicbkoro MoBoto; IHhopmais gna
nauieHTa Ta dPopma iHopmoBaHOI 3roan ANA YKpaiHu, Bepcia 16.0 Big 13 oBTHA 2025 poky
YKPaiHCbKOIO Ta POCIICLKOIO MOBaMM [0 NPOTOKO/TY KAIHIYHOTO AOCNIMKEHHS «baratoueHTpoBe Bigkpute
[LOBrOCTPOKOBE MOAOBXEHE K/liHIiYHEe gocnigpkeHHa 3b dha3u npenapaty PCI-32765 (I6GpyTuHiIG)», koA
pocnigpkeHHst PCI-32765CAN3001, 3 nonpaskoto INT-7 Big 30 yepBHS 2022 poky; cnoHcop - «AHCCEH
SAPMALEBTVKA HB», benbrisi

3aaBHnKk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIAANBHICTHO
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

«®PAPMACDBIOTIKA/T PICEPY

16. 36inbleHHs 3aniaHoBaHOI KifIbKOCTi CYyG’€KTIB ANA BK/IAIOYEHHS Y KNiHiYHe BUNPOOYBaHHA B
YkpaiHi 3 40 go 70 oci6é 40 NpOoTOKO/Y KiHiYHOro pocnimpkeHHsa «KEYMAKER-UOL — niggocnigxeHHs 01G:
napaconbkoBe fochimpkeHHs Il dasn 3 noyeproBumMu rpynamMm a1 BUKOPUCTAHHA LOCNIOXYBaHUX 3ac006iB y
KOMOGiHauii 3 nembponizymabom i3 gofaBaHHAM XimioTepanii Ha OCHOBI njaTuHUM abo 6e3 Hel y paHiwe
He/iKOBaHMX yYacCHUKIB i3 HeApPiGHOKTITUHHUM pakoM nereHb IV ctagii», kog gocnipkeHHs MK-3475-01G,
Bepcia 00 Big 16 BepecHa 2024 poky; cnoHcop - TOB Mepk Wapn eHpg Joym, CLIA (Merck Sharp & Dohme
LLC, USA)



3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

17. OHoBneHe pAocbe Ha pocnigkKyBaHuii nikapcbkuii 3aci6 (IMPD) ADI-001, Bepcia 4.0 Bipg,
06 »>xoBTHA 2025 p., aHrnificbkoo MOBOLO; 3a/ly4eHHs AOCNiAKyBaHOro flikapcbkoro 3acooy ADI-001 3
poaaTtkoBMM 06'eMOM HanoBHeHHSs cpnakoHy 17 mn (AT-20), Adicet Therapeutics, Inc, CLUA; 3pa3ok
MapKyBaHHA Ha AochifKyBaHUI nikapcbKkuii 3acié ADI-001 (CD20 CAR+ yd T cells), gucnepcia gns
iHpy3iii, ANA BHYTPILUHLOBEHHOIO BBEAEHHA, (hsiakoH 5 mn - AT-06 (AT-06 ta AT-20 mMapKyBaHHS
NnepBMHHOI Ta BTOPUMHHOI ynakoBKu), Bepcia 3 Big 01 xoBTHA 2025 p., aHINilicbKOK Ta YKPAiHCbLKOIO
MoBaMu; 3pa3oK MapKyBaHHA Ha AOCNigpKyBaHU nikapcbkuii 3acio ADI-001 (CD20 CAR+ yd T cells),
aucnepcia ana iHysiin, ANA BHYTPiILWHbOBEHHOrO BBeAEHHA, (hnakoH 17 mn - AT-20 (AT-06 Ta AT-20
MapKyBaHHSl NepPBUHHOT Ta BTOPMHHOI ynakoBKu), Bepcia 3 Big 01 XoBTHA 2025 p., aHINilicbKolo Ta
YKpaiHCbKOl0 MoBamu; [loaatkoBa BUpoOGHMYa pginaHka: Adicet Therapeutics, Inc, 1000 Bridge
Parkway, Redwood City, CA 94065, CLLIA 10 NpOTOKO/1y KNiHIYHOrO BUNPOBYBaHHA «JocnimkeHHs | chasu
nns ADI-001, cTBOpeHOro 3a A0MNOMOroK reHHoT iHXeHepil anoreHHuMn ramma-gensta (yd) CAR-T-kniTuHamu,
cnpsimoBaHmmu npotu CD20, y gopocnux Agei i3 CMCTEMHUM CKNepPo30M», koA docnimxeHHs ADI-001-104,
Bepcia 1.0 Big 04 nuctonaga 2024; cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT TepanbloTike, [HK.»,
CnonyyeHi wrtatn AMepukn

3asnBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiAnosigasnbHicTo «MBP YKPAIHA»

18. 3miHa Ha3BU Micusa NPOBeAEHHA KNiHIYHOro BUNPOGYBaHHA A0 NPOTOKO/Y K/IHIYHOIO AOCAIMKEHHS
«PaHgomizoBaHe nogagiiHe cnine pocnimpkeHHs 1l gasn, ans nopiBHsAHHA npenapaTy PicaHkisymao 3
nnauedo y nauieHTiB 3 akTMBHMM ncopiatndHum aptputoM (McA), ski MaloTb B aHaMHe3i HeajekBaTHy
BiANOBIAb NpWHalMHI HA OAUH XBOpPOo6OMOAMQIKYOUMIA NpOTUPEeBMaTUYHKIA npenapat (XMIPIT) a6o ioro
HenepeHocumicTb (KEEPSAKE 1)», kog gocnimkeHHa M16-011, sepcia 7.0 Big 10 )K0BTHA 2024 poky; CNoHCop
- AbbVie Inc., USA/ E66BI IHk., CLLUA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapisa

BYNO

CTANO

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

YHiBepcuteTcbka nikapHsa BiHHULbKOrO
HauioHaJIbHOro MeAuyHOro YHiBepcuTtety
im. M.l. MuporoBa, peBmarosioriuHe BifaiNneHHs 3
TepaneBTUYHUMN NiXKamu, BiHHULBKWIA
HaLioHa/TbHUIA MeaNYHNIA yHiBEPCUTET
iMm. M.1. MuporoBsa, kadeapa BHYTPILLHLOT MEANLNHN
Ne2, M. BiHHMLA

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

«YHiBepcuTeTCbKa KNiHika» BiHHUUbLKOro
HauioHa/IbHOro MeguYHOro YHiBepcuTtety
imeHi M.l. MuporoBa (nikyBasIbHO-HaBYa/IbHO-
HayKOBWUIA LIEHTP), peBMaTosioriyHe BigdiNeHHs 3
TepaneBTUUYHUMU NiXKkamu, BiHHULBKWIA
HaLiOHasTbHUIA MeaANYHNIA yHiBEPCUTET
iMm. M.1. MuporoBa, kadeapa BHYTPILLHLOT MeaANLMHN

Ne2, M. BiHHMUA

19. OHoBeHe AocCbe Ha pocnigKyBaHuii nikapcbkuii 3aci6 (IMPD) ADI-001, Bepcis 4.0 Bipg,
06 »>xoBTHA 2025 p., aHrnificbkoo MOBOLO; 3a/ly4eHHs AOCiAKyBaHOro flikapcbkoro 3acooy ADI-001 3
[oaaTkoBMM 06’eMOM HanoBHeHHA hnakoHy 17 mn (AT-20), Adicet Therapeutics, Inc., CLUA; 3pa3ok
MapKyBaHHAl Ha AOcChifKyBaHUI nikapcbkuii 3acié ADI-001 (CD20 CAR+ yd T cells), gucnepcia gns
iHpy3iii, ANnA BHYTPILUHLOBEHHOrO BBeAEHHSA, (psilakoH 5 mn — AT-06 (AT-06 Ta AT-20 mapKyBaHHSA
NEePBUHHOI Ta BTOPUHHOI ynakoBku) Bepcia 3 Big 01 xoBTHA 2025 p., aHrNiliCbKOKO Ta YKPaiHCbKO
MoBaMu; 3pa3oK MapKyBaHHA Ha AOCNigKyBaHUi nikapcbKuii 3acio ADI-001 (CD20 CAR+ yd T cells),
aucnepcia ana iHngysii, ona BHYTPilLUHLOBEHHOTrO BBeAEHHSA, (hnakoH 17 mn — AT-20 (AT-06 Ta AT-20
MapKyBaHHA NMEePBUHHOI Ta BTOPUHHOI ynakoBKu), Bepcia 3 Big 01 xoBTHA 2025 p., aHrNiACbKOIO Ta
YKpaiHCbKOl0O mMoBamMu; JoaaTtkoBa BUpOGHUYa pginsHka: Adicet Therapeutics, Inc, 1000 Bridge
Parkway, Redwood City, CA 94065, CLUA 10 NpOTOKOY KiHIYHOrO BUNPO6YBaHHSA «JocnigpkeHHs | hasun
Ans ADI-001, cTBOpeHOro 3a A0MNOMOroK reHHOT iHXeHepii anoreHHuMn ramma-gensta (yd) CAR-T-kniTuHamu,
cnpsamoBaHMmMu npotu CD20, y pgopocnux fwogein i3 igionatTuyHyMK 3anasibHUMKW  MionaTtiaMu», Ko,
pocnipkeHHs ADI-001-105, sepcia 1.0 Big 06 nuctonaga 2024; cnoHcop - Adicet Therapeutics, Inc., USA
«AgiceT TepanbloTike, IHK.», CnosiyyeHi Wwratu AMepuku

3asnBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiAnosigasnbHicTo «MBP YKPAIHA»

20. Bpowypa gna gocnigHuka 3 npenapary Tacgacutama6, pegakuia 20 Big 17 BepecHsa 2025 p. go
NPOTOKONY K/IHIYHOrO AOCnifXeHHs «baraTtoueHTpoBe paHaoMi3oBaHe, NoABiiHO cnine, nnaue6o-
KOHTposiboBaHe pgocnigkeHHs Il a3m 3 MeTol OuiHKM edEKTMBHOCTI Ta 6e3Me4YHOCTi JiKyBaHHS
TatpacutTamadom y NoeHaHHi 3 neHanigomigom 4oaaTkoBo Ao ximioTepanii 3a cxemoto R-CHOP y nopiBHSIHHI
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3 ximioTepanieto 3a cxemolo R-CHOP y naujieHTiB 3 yneplue BUSABNEHOO ANKY3HOW B- KPYNHOKNITUHHO
nimdomoto (ABK/), ski paHile He NpoxXoaunn NikyBaHHA 3a LM NokasaHHAM i BXOAATb A0 rpyny BUCOKOro
npomixHoro abo Bucokoro pusuky [frontMIND]», kon pocnigpkeHHs MOR208C310, pepakuig 10.0 Big
27 BepecHs 2024 p.; cnoHcop - «IHcaiT KopnopeiiwH» [Incyte Corporation], CLUA

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

21. Jocbe pocnimKyBaHOro ikapcbKkoro 3aco6y SPY001-001 (IMPD-Quality), pepakuis 8.0 Big
03 xoBTHS 2025 p.; Jocbe gocnigKyBaHOro nikapcbKoro 3acooy SPY001-001 (IMPD-Quality), pepakuis
9.0 Big 16 xOoBTHA 2025 p.; MogoBXeHHA TeEPMiHY NPUAATHOCTI AOCiAKYBaHOro NiKapCbKOro 3acooy
SPY001-001, KOHUEHTpAT ANA NPUroTyBaHHA PO3UnUHy Ans iHdysii, 150 mr/mn (300 mr/ 2 mn) 3 24 po 30
MicAuiB; 3paskM 30BHIWHbLOI Ta BHYTPIWHbLOI €TUKETOK ANA AOCAIgKYBaHUX JliKApCbKUX 3aco6iB
aHrnifncbKol, yKpaiHCbKoo Ta iHWwMMu moBamu: Label ID#: SPY2565.3 (SPY2565CS1.2 Big 30.10.2025);
Label ID#: SPY2566.4 (SPY2566CS1.2 Big 30.10.2025); Label ID#: SPY2569.3 (SPY2569CS1.2 Big
31.10.2025); Label ID#: SPY2570.3 (SPY2570CS1.1 Big 14.10.2025); 36inbleHHA 3annaHoBaHOI
KiIbKOCTi CYG’EKTIiB AOCNIMKEHHA AN BK/IOUYEHHA Y KMiHiyHe BUNpPOOyBaHHA B YKpaiHi 3 50 go
150 yyacHuKiB (CKpUHOBaHUX) [0 NPOTOKOY K/IHIYHOIo focnimkeHHA «MiaTtdhopmHe gocnigpkeHHs 1l dhasn
3 OUIHKM edIEKTUBHOCTI W 6GE3MeYHOCTI aHTUTIT TpMBa/IOi Aii MpU 3acTOCyBaHHI B PeXuMMi MOHO- abo
KOMOGIHOBaHOT Tepanii 3 NpMBOAY CEPEefHbOTSHKKOrO abo TSHXKKOro nepebiry BMPa3KOBOro KONITY B aKTUBHIi
dopmi», kog pocnigpkeHHss SPY123-201, OCHOBHWiIA MPOTOKON K/iHIYHOrO BunpobyBaHHa SPY123-201,
pefakuis 1.2 Big 04 uepsHs 2025 p.; [Joaatok A0 NPOTOKO/Y KANiHIYHOro BUNpobyBaHHA SPY123-201, wo
OMNMCYE KOHKPETHE BTPY4YaHHs i3 3acTocyBaHHSAM npenapaty SPY001, pegakuis 1.1 Big 30 TpaBHs 2025 p.;
cnoHcop - «Cnaep Tepan'toTike, IHK.» [Spyre Therapeutics, Inc.], CLUA

3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

22. BKIIOYEHHA A0AATKOBUX MiCcLb NpoBefeHHs K/iHIYHOro BUNPoGyBaHHA [0 MPOTOKO/Y K/iHIYHOTO
pocnigxeHHs «PaHgomizoBaHe, noAgiiiHe cnine, nnaueb0-kOHTPO/IbOBaHe [OChiMKeHHsA da3u 2b, wo
NPOBOAUTLCA Y NapasieflbHUX rpynax 3 MeToK OUiHKM eeKkTMBHOCTI Ta 6e3neyvyHoCcTi BepekiTyry
(UPB-101) B y4aCHWUKIB i3 XpOHiYHUM OBCTPYKTUBHUM 3aXBOPHOBaHHAM nereHb (XO3/1) NoMipHOro abo TAXKOoro
CTyneHs», kog, pocnigpkeHHs UPB-CP-06, sepcisa 1.0 Big 29 ciuHa 2025 poky; crnoHcop - Upstream Bio, Inc.,
USA/AncTpim bio, IHk., CLLA

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

Ne M.1.6. BignoBigasbHOro AocnigHukKa

n/n HasBa micLs npoBeAEHHs KNiHIYHOIro BUNPO6YBaHHS

1. | o.M.H., npochecop Nepuy IN.P.

KomyHasilbHEe HekoMepuiiiHe nignpueMmcTBo «O6nacHa KhiHiYHa NikapHA  IBaHO-DpaHKiBCbKOI
obnacHoi pagu», LEHTP AiarHOCTUKX | JliKyBaHHA OpOHXOMereHeBMX 3axBOPHOBaHb, KAiHIYHOT
iMyHos1Orii Ta aneprosiorii, IBaHO-®paHKiBCbKMIA HaLiOHaNbHUIA MeANYHWIA YHiBEpCUTET, Kadeapa
BHYTPILUHBLOT MeauLMHN Nel, KNiHIYHOT iMyHooriT Ta aneprosorii
iM. akagemika €.M. Heiika, M. IBaHO-®paHKiBCbK

2. K.M.H., AoueHT PygHuk B.T.

KomyHasnibHe HekomepuiiiHe nignpuemctBo «Micbka KiiHiYHa nikapHs Nel IBaHO-®PpaHKiBCbKOT
MICbKOT paau», BigaiNneHHs crneuiasizoBaHol KOHCY/IbTaTUBHOI A0MNOMOru, M. IBaHO-PpaHKiBCbK

23. MpoTokon KiiHiYyHOro BunpooysaHHA QL2107-102, Bepcisa 3.0 Big 03 BepecHsa 2025 p.; Bpowypa
pocnigHuka: QL2107, Bepcisa 3.0 Big 25 nunHa 2025 p.; QL2107-102_IHdopMaL,iiHMIi NMCTOK NalieHTa
Ta (popma iHpopmoBaHOI 3rogn AnAa YkpaiHu_Bepcia 3.1.0_Big 12 BepecHA 2025 p._ yKpaiHCbKOIO
moBoro; QL2107-102_cxema UKR_Bep. 2.0_11 BepecHa 2025 p._UKR, yKpaiHCbKOI MOBOIO;
IHcbopmauia i3 3acTtocyBaHHA npenaparty Kitpyaa® gna CLUA, Big nunHa 2025 p. Ao nNpoTOKony
KMiHIYHOrO  JocnigpkeHHs «PaHaomizoBaHe, noABiliHe chine, 6araToueHTpoBe K/iHIYHE  [OCAIMKEHHS
dhapMakoKiHETMYHOI eKBiBa/IEHTHOCTI Npenapaty QL2107 (noTeHuiliHnin 6ioaHanor npenapaTy Kitpyga®) Ta
npenapaty Kitpyga® (nem6ponizymab) npu 3acTocyBaHHi B SKOCTi af,'toBaHTHOI Tepanii, Wo npoBoAUTbLCA 3
MeTO AeMOHCTpaUil dpapMakoKiHeTUYHOI NOAIGHOCTI Yy nauieHTiB nicnsa pesekuil HegpiGHOKNITUHHOIO paky
nereHiB», KoA pgocnigpkeHHsa QL2107-102, Bepcia 1.0 Big 03 6Gepe3Ha 2025 p.; cnoHcop - «Ksiny
dapwmacstoTikan Ko, /Ita.», Kutaii (Qilu Pharmaceutical Co., Ltd., China)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

24. OHoBneHui TMpoTokon KiiHiYHOro BunpoGyBaHHA BJT-008-001, Bepcisa 4.0 Big 15 cepnHsA
2025 poKy, aHrniicbkoo moBot; BJT-008-001 Jiuct po3'AcHeHHA [0 [MpOTOKo/y CTOCOBHO
Tunorpad)iyHux NOMuUIoK, Big 07 xoBTHA 2025 poKy, aHrNiiCbKO MOBOLO; Bpowypa gocnigHuka
KaBpotonimop, BupgaHHa 2.0, Big 20 cepnHa 2025 poKy, aHraiicbko moBOLO; IHdhopmauia ansa
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yyacHuKa gocnigpxeHHs /®opma iHchopmoBaHoi 3roau, OCHOBHe aocnigxeHHs — YacTtuHa D, Bepcis 2.0
Bifg 01 >xoBTHA 2025 pokKy Ana YKpaiHu, Ha OCHOBI rnoGanbHOi Maiictep-Bepcil IYA/PI3, ana YactuHn D
OCHOBHOTIO AgocnigpKeHHsA, Bepcisa 2.0 Big 04 BepecHA 2025 poKy, aHIMilicbKOIO Ta YKPaiHCbLKOK MOBaMu
0O MNpPOTOKOMY KIIHIYHOrO BUNPOOYBaHHA «JocnimkeHHA asm 1b/2 pgna  ouiHkM  6e3neyHocTi,
hapmakokiHeTVKu, hapmakogMHamiky Ta edeKTMBHOCTI KaBpoTtoniMogy Yy BUrIA4i MOHOTepanii Ta y
KOMOiHauiax 3 iHWUMKM npenaparamMm y nauieHTiB 3 XPOHIYHOK iHekuiel Bipycy renatuty B», kopg
pocnipkeHHs BJT-008-001, sepcis 3.0 Big 23 rpyaHs 2024 poky; cnoHcop - batogkeii TepanbtoTike, IHK., CLUA
[Bluejay Therapeutics, Inc., USA]

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa



