Jopatok 1

«Mepenik NPOTOKONIB KAiHIYHMX BUNPOOYBaHb JliKApPCbKMX 3aco6iB Ta CYTTEBUX MOMNpaBOK A0
NPOTOKOJIB K/iHIYHUX BUNPOOYBaHb, PO3rNAHYTMX Ha 3acigaHHax HEP Ne 11 Big 30.05.24,
HTP Ne 19 Big 30.05.24, Ha siki 6y/In OTpUMaHi NO3UTUBHI BUCHOBKU eKCNepTiB»

1. «Bigkpute gocnimpkeHHs dasn 1b gnsa ouiHkn 6e3nekun, NnepeHoCMMOCTi, IMyHOT€HHOCTI Ta NPOTMBIPYCHOT
aKTMBHOCTI npenapaTy CLB-3000 npu ioro 6aratokpaTHOMY 3aCTOCYBaHHI y NaLi€HTIB 3 XPOHIYHUM renaTntom
B», kog, gocnigxeHHss CLB-3000-1-001, Bepcis 2.0 Big 13 yepsHs 2023 poky, cnoHcop - «Kniepbi Tepan'toTike,
IHK.», CLLA [ClearB Therapeutics, Inc.], USA

dasza- Ib

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

Ne M.1.B. BignosigansHoOro gocnigHuka,

n/n Ha3Ba Micus NpoBeAeHHSA K/iHIYHOro BUNPOOGYBaHHS

1. | nikap Oo6psHCbka M.A.

KomyHanbHe HekomepuiiHe nignpuemcTBo «KuiBcbka Micbka kiiHiuHa nikapHsa Nel2» BUKOHaBYOro
opraHy KuiBcbKol Micbkoi paan (KWMiBCbKOI MICbKOT OepXaBHOi agMiHicTpauii), BiggiieHHA
HeBiAKNaAHOT (EKCTPEHOT) MeanyHoi gonomoru, M. Kuis

2. «KniHiyHe BMNpo6yBaHHS 3 OLiHKM Bi0ekBiBasIEHTHOCTI Nikapcbknx 3aco6is MAPAM/IEKCIH®, TabneTki no
20 mr, Bupo6HuLTBa MpAT «TexHonor», Ykpaina Ta HEMPOMIAVH®, Ta6neTkn no 20 mr, BUpo6HULTBA AT
«OnaiHtapm», JlaTBid, B ymoBax 04HOPA30BOro NepopasibHOro NpuiioMy 340pOBUMU A0OPOBOLLAMUY, KOZ
pocnipkeHHs SLT-PR, Bepcisa npotokony 2.0 Big 04.04.2024 p., cnoHcop - TOB «®K «CAMTIOTAPIC», YkpaiHa
da3za - gocnimkeHHs 6i0ekBiBaSIEHTHOCTI

3asABHUK - TOB «®K «CAJTIOTAPIC», YkpaiHa

No MM.1.B. BiANOBIAAIBLHOrO AOCNIAHMKA,

n/n Hasga Micusi npoBefeHHA KIiHIYHOro BUNPo6yBaHHS

1. ron. nikap Aptuw b.1.

Meaununnii ueHTp TOB «KJ/IHIKA IHHO®AP — YKPAIHA IHHOBEWTIB ®APMA PECEPU»,
YepHiBeupbka 0651acTb, HoBoCENULBKNIA paioH, c. BosiHu

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

BioaHanituuHa naéopatopia TOB «KniHdapm», KniBcbka 06/1., M. IpniHb

3. OHoBneHuid MpoTokon kniHiuHOro gocnigpkeHHa ARGX-113-1902, sepcis 7.0 Big 05 nitotoro 2024
POKy, aHrnificbkoro MoBOLo; Bpolwypa gocnigHuka gocnigpkyBaHOro nikapcbkoro 3acoéy ARGX-113
(Efgartigimod), BugaHHsa 12.0 Big 24 nuctonaga 2023 p., aHrniiicbkoto MoBoH; flopgatok 1 Big 08 ciuHA
2024 p. po bpowypu pgocnigHuKa gocnigKysaHoro nikapcbkoro saco6y ARGX-113 (Efgartigimod),
BugaHHAa 12.0 Big 24 nuctonaga 2023 p., aHrnificbkoo MoBoOO; IHhopmauia ana naudieHta Ta hopma
iHbopMmoBaHoOiI 3rogn gnA YKpaiHW, aHrniiicbkoio MoBoOl, Bepcia 10.0 Big 11 GepesHa 2024 p.;
IHchopmauia gna nagieHta Ta popma iHhopMoBaHOI 3rogun ans YKpaiHu, YKpaiHCbKOKD MOBOIO, Bepcis
10.0 Big 11 Gepe3Hsa 2024 p.; IHchopmauis ana nadieHTa Ta oopma iHthopmMoBaHOi 3rogn ana YKpaiHu,
pocilicbkolo moBoto, Bepcia 10.0 Big 11 Gepe3Ha 2024 p.; COVID-19 Aopatok Bepcii C10 Big 11
Gepe3Ha 2024 p. po IHdopmauii ana nauyieHta i ¢opmu iHbopmoBaHOI 3rogu AnA YKpaiHn,
aHrnificbkoo MoBoto, Bepcis 10.0 Big 11 GepesHa 2024 p.; COVID-19 fopaartok Bepcii C10 Big 11
6epe3Ha 2024 p. po IHdopmauii ana nauyieHta i copmu iHbopmoBaHOI 3rogu AnAa YKpaiHn,
yKpalHCbKOlo MoBoOto, Bepcis 10.0 Big 11 GepesHa 2024 p.; COVID-19 Aopartok Bepcii C10 Big 11
Gepe3HA 2024 p. o IHcopmauii ana nagieHTa i popmu iHthopmoBaHOi 3roau ANnsa YKpaiHu, pocilicbKoto
MoBoto, Bepcia 10.0 Big 11 6epesHa 2024 p.; IHpopmauis Ta popma iHhopMoBaHOI 3roan Ha 36ip
[AHNX MPO BariTHYy Y4YacHULIO AOCMIMKEHHA uu BariTHy MapTHEPKY Y4YacHUKa AOC/iMHKEHHA Ta
HOBOHAPOKEHY AUTUHY ANA YKpaiHuW, aHrNilicbkoio MoBolo, Bepcisa 2.0 Big 11 G6epe3Ha 2024 p.;
IHhopmauisa Ta popma iHhopMOBaHOI 3rogun Ha 36ip faHUX NPO BariTHY YYaCHULLIO AOC/iAKEHHA un
BariTHy napTHeEpPKY ydyacHuKa [OCigKeHHA Ta HOBOHAPOMKeHY AUTUHY ANA YKpaiHU, YKPAIHCbKOLO
MoOBOlI0, Bepcif 2.0 Big 11 6epe3Ha 2024 p.; IHchopmauis Ta oopma iHpopMoBaHOi 3roamn Ha 36ip AaHuX
Npo BariTHy Yy4YacHULO [OOC/AISKEHHA UM BariTHY MNapTHEPKY Yy4yaCcHMKa AOCNiIMKEHHA Ta
HOBOHapPOPKEHY AUTUHY ANA YKpaiHu, pocilicbkolo MoBOW, Bepcis 2.0 Big 11 G6epe3Hsa 2024 p. a0
NPOTOKO/Y KNiHIYHOro BUNPo6yBaHHA «BigkpuTe npofoBxeHHA focnigxeHHs ARGX-113-1802 19 BUBYEHHSA
[OBroCTPOKOBOI 6€e3MeyHOCTi, NnepeHocMMocTi Ta ed)eKkTMBHOCTI npenapaty Ecdprapririmog PH20 ans
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NiALWKIPHOro BBEAEHHS Y MaLieHTIB i3 XPOHIYHOK 3ana/ibHOK AeMieNiHi3ytouo noniHeliponarieto (X340M)»,
ko4 pocnimkeHHs ARGX-113-1902, sepcis 6.0 Big 28 BepecHs 2022 poky; cnoHcop - argenx BV, Belgium/
apaXeHKc BB, Benbris
3asBHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifi KOKPENH», Ykpaina

4. OHOB/IEHUIA MPOTOKON [O[/ATKOBOrO K/iHIYHOrO BunpooyBaHHsa D4191C00137, Bepcia 3.0 3
nonpaBkoto 2 Bip 04 Gepe3Hs 2024 poky; 3pasku MapKyBaHHA YKPAiHCbKOK MOBOIO J1iKApCbKOro
3aco0y aypBaslyMmab, KOHUEHTpAT A1s po3unHy ansa iHdysin, 50 mr/imn, Bepcia 1.0 Big 16 notoro 2024
POKY A1 BTOPMHHOrO nakyBaHHs Ta Bepcifa 1.0 Big 23 notoro 2024 poKy A1 NEPBUHHOIO NakyBaHHS;
IHchopmauia npo pgocnipkeHHA | dopma iHhopMoBaHOI 3rogn ANA AOPOC/INX BariTHUX NapTHEpPOK
yyacHUKIB gocnigkeHHA, Mogenb ansa YkpaiHu, Bepcis 2.0 Big 22 6epe3Hs 2024 poky, YKPaiHCbKOIO Ta
pocilicbkolo MoBamu [0 MPOTOKO/Y KIiHIYHOrO BUNpoGyBaHHS «ROSY-D: [ocnigkKeHHs MpOAOBXEHHSN
NiKyBaHHA 415 NauieHTiB, SKi 3aBepLunaIv y4acTb Y nonepeaHboMy AOCiIKEHHI OHKOI0MNYHOro 3aXBOPIOBAHHSA
i3 3aCTOCYyBaHHAM AypBasiymady i, 3a OLIHKOI AOC/MiAHMKA, OTPUMAtOTL KNiHIYHY KOPUCTb Bif MPOLOBXEHHS
nNikyBaHHA», kof, gocnimxkeHHss D4191C00137, sepcis 2.0 Bif 24 ceprHA 2022 poky; cnoHcop - «AcTpa3eHeka
AB», Liseuis / AstraZeneca AB, Sweden
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

5. 3miHa Ha3B [OBOX MiCcUub NpPOBEAEHHA KNiHIYHOTO BUMPOOYBaHHA A0 MPOTOKONY KAIHIYHOMO
BMNPOGYBaHHA «[ocnimpkeHHs BNMBYy npenapaty Tipsenartif B NOPIBHAHHI 3 npenapaTtom AynarnyTtug Ha
PO3BMTOK 3HAYHMX HECMPUAT/IMBUX CEPLEBO-CYAUHHUX MO Yy NauieHTiB 3 LUYyKPOBMM AiabeTom 2 Tuny
(SURPASS-CVOT)», kog, aocnigkeHHst IBF-MC-GPGN, 3 iHkopriopoBaHoto nonpaskoto (d) Big 14 rpyaHsa 2021
poky; cnoHcop - Eni  Nlinni eHg Komnani, CWA / Eli Lilly and Company, USA
3aaBHuK - «Eni Ninni Boctok CA», LBeiiyapis

BYNO CTANO
O.M.H., npocd., uneH-kop. HAMH  YkpaiHu | A.M.H., npod). MaHbKoBCbkMil B.M.
MaHbKOBCbKMil B.M. LeHTp MeaAuyHUX nocnyr Ta peaGinitauil
LleHTp MepguuHux nocnyr Ta peadinitauil | AKLioHepHoOro TOoBapucTBa «KomnaHis
AepXaBHOI aKUiOHEpPHOI XONAUHIOBOI KOMMaHIii | aBiawiiiHOro Ta paKeTHO-TEXHIYHOro
«ApTeM», Bifi/IEHHS AEHHOrO cTauioHapy, M. KuiB | MallmHOGYyayBaHHA», BiA4iNEHHSA [LEeHHoro

crauioHapy, M. Kuis

O.M.H., npod. MawkoBcbka H.B. O.M.H., npodp. Mawukoscbka H.B.
O6nacHa KOMyHa/ibHa yCTaHOBa «YepHiBeubKuii | O6nacHe KOMYHaJlbHe HeKkomepuiliHe
o6nacHwii €HAOKPUHONMOTIYHNIA LeHTp», | NignpMemMcTBO «YepHiBeybKa o61acHa KniHiyHa
nonikniHiuHe BigaineHHA, Buwnmii gepxaBHUIA | NiKapHA», €HAOKPUHOJ/OrIYHE  MNOJiK/iHIYHe
HaBYa/IbHWUIA 3aknag YKpaiHn «ByKOBMHCbLKWIA | BiggineHHs, ByKOBUHCbKUIA AepXaBHUIA
OepXaBHUIA MeAUUHWIA YHiBepcuTeT», kadegpa | MeguMuHuii  yHiBepcuTeT, Kadegpa  KAiHIYHOI
KNiHiYHOT iMyHOJTOTil, aneprosnorii Ta | imyHonorii, anepronorii  Ta  €HOOKPUHONOTII,
eHOOoKpUuHosorii, M. YepHiBui M. YepHisLi

6. JopaTtok 1 Big 20 ntoToro 2024 poky n0 bpouwypu gocnigHuka gocnigxKysaHoro fikapcbKoro 3acooy
JNJ-63723283 (LleTpenimab (Cetrelimab)), pepaxuis 8 Big 12 )0BTHA 2023 poKy aHrnilicbKo0 MOBOIO;
OHoBneHe [locbe gocnigKyBaHOro siikapcbkoro 3aco6y JNJ-63723283 (UeTpenimab (Cetrelimab)) (240
Mr, niodpinisoBaHnii NPoOAYyKT ANA NPUroTyBaHHA PoO3uuHy), Bepcia 14.0 Big ntotoro 2024 poky
aHrniiicokolo mMoBoK; OHoBNeHe J[lOoCbE€ [OCAIMKYBAHOIO JliiKapcbKoro 3aco6y JNJ-63723283
(UeTtpenimab (Cetrelimab)) (360 mr (30 mr/mn), po3uuH ansa iHdysiii), Bepcia 7.0 Big ntotoro 2024 poky
aHrnificbKkol MOBOIO; 3as/lydeHHA [0AATKOBOrO AOCAiIMAKYBaHOro Jjlikapcbkoro 3acooy Lietpenimaé
(Cetrelimab) (JNJ-63723283; LieTpenimab), 360 mr (30 mr/mn) Bucoka TUTpauis, po3umH ana iHdysii;
Bupo6Huku: Cilag AG, LUBeiiyapia; Janssen Sciences Ireland UC, IpnaHgisn; Eurofins Biopharma
Product Testing Ireland Limited, lIpnaHpgin; Janssen Biologics B.V., HigepnaHgu; Janssen
Pharmaceutica, Benbrisi; Fisher Clinical Services, CLUA; Fisher Clinical Services GmbH, LLBeliyapis;
Fisher Clinical Services UK Limited, Benuko6putaHis; Catalent Pharma Solutions, LLC, CLLIA; Catalent
Germany Schorndorf GmbH, HimeuuunHa; locbe aocnimkysaHoro nikapcbkoro sacooy JNJ-63723283
(Letpenimab (Cetrelimab)) 360 mr (30 mr/mn) Bucoka TUTpawis, po3unH ansa iHdysiii, Bepcia 2.0 Big
noToro 2024 poKy, aHrnificbKOld MOBOIO [0 MPOTOKO/Y KAIHIYHOrO AochifpkeHHs «baratoueHTpoBe
paHgomizoBaHe pocnimpkeHHs dasn 3 gna ouiHkm edpektmBHOCTI npenapaty TAR-200 B komGiHaujii 3
ueTpeniMabom Yy MOPIBHSHHI i3 CYynyTHbOK XiMiopajioTepani€ld B YYacHUKIB i3 M’si30BO-iHBA3UBHOH
ypoTeNiasibHOK KapuUHOMOK CEYOBOro Mixypa, SKMM He NPOBOAUNN pPafuKasibHY LUMCTEKTOMIl», Kog
pocnimpkeHHss 17000139BLC3001, 3 nonpaBkow 4 Big 05 xoBTHA 2023 poky; CnoHcop - Janssen
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Pharmaceutica NV («AHcceH dapmaLeBTUKa HB»), Benbris
3asBHUK - TOBAPWCTBO 3 OBMEXEHOIO BIAMOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

7. OHOBNEHUiA NPOTOKOJ/ K/iHIYHOTO BUNpPoGyBaHHA, Bepcia 8 Big 18 GepesHsa 2024 p.; dopma
iHbopMoOBaHOI 3roaun ANsi YaCTUHU 2 AOCNiIMKEHHS (ANA NigTBepAXEeHHA A,03M), Bepcisa 5.0 ana YkpaiHu
YKpaiHCbKOIO MOBOIO Bif, 26 6epe3HsA 2024 p. Ha ocHoBI maiicTep-Bepcii hopmu iHhopmoBaHoOiI 3rogu
ana pocnipkeHHa BP40657, YactuHa 2, Bepcia 7 Big 15 G6epe3Hsa 2024 p.; Peslome pesynbraTtiB
KNiHIYHOrO BUNPOGYBaHHA, Bepcia Big rpyaHa 2023 p. yKpaiHCbKOK MOBOLO; JIUCT-NoAsAKa YyYaCHUKY
BunpooyBaHHsA IMscin001, Bepcia 1.0 ykpaiHCbKolo mMoBo Big 30.04.2024 [0 NpOTOKO/Y KAiHIYHOrO
pocnimpkeHHs «PaHaomMizoBaHe, baraTtoueHTpose, thasu IB/III gocnigpkeHHs dhapMakoKiHETUKN, ePeKTUBHOCTI
Ta 6e3neyHoCTi 3acTocyBaHHA MNiALWKIPHOT ¢hopMn aTe30s1isymady Yy MOPIBHAHHI 3 BHYTPILUHLOBEHHOMO
chopmoto ateszoniisymaby y naujieHTiB i3 paHiwe ikoBaHUM MICLLEBONOLWMPEHUM abo MeTacTaTUdHUM
HeApPiIGHOKNITMHHUM pakoM JlereHb», Kog, focnimxkeHHs BP40657, sepcis 7 Big 07 ntotoro 2023 p.; CnoHcop -
®.XothhmaHH-/1a Powu nra, LBeiuapis
3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

8. 3antyueHHs [OCiAKYBaHOrO NiKapCbKOro 3acooy, W0 BUKOPUCTOBYETLCA AK Npenapat NOpPiBHAHHA
Bendamustine Kabi 2,5 mg/iml (BeHgamyctuH Kab6i 2.5mr/mn); Bendamustine hydrochloride
(BeHaamycCTUH rigpoxnopus) NopoLLoK AJA NPUroTyYBaHHA KOHLEHTpaTy A/19 NPUroTYBaHHA PO3YUHY
Ans iHysiit (BupooHuk: Fresenius Kabi Deutschland GmbH, Germany); 3anyueHHA gocnigKyBaHoOro
NiKapCbKOro 3acooy, Wo BUKOPUCTOBYETLCA K npenapat nopiBHAHHA ENDOXAN 1 g (EHAOKCAH 1r);
Cyclophosphamide (Uuknod)occpamig) nopowok gnsa po3unmHy pns iH’ekuii (BupoGHuk: Baxter
Oncology GmbH, Germany); 3asiydeHHA AOCNif4KYBaHOr 0 J/1ikapCbKOro 3acooy, L0 BUKOPUCTOBYETbLCA
AK Npenapart nopiBHAHHA Truxima 500mg (Tpykcuma 500mr); Rituximab (Putykcumat) KoHUeHTpaT Ana
po3uuHy ana iHdysii (BupoGHuk: Millmount Healthcare Limited, Ireland); 3pa3ok mMapkyBaHHs
pocnipKyBaHOro nikapcbkoro 3aco6y nopisHsHHA Bendamustine hydrochloride Vial (BeHaamycTuH
rigpoxnopupg), Bepcia 3.0 Big 18 rpygHa 2023 poKy, aHI/IACbKOIO Ta YKPaiHCbKO MoBamMu; 3pas3ok
MapKyBaHHA [OC/iAKyBaHOro ikapcbkoro 3aco6y nopiBHAHHA Bendamustine hydrochloride Kit
(BengamyctuH rigpoxnopupg), sepcia 3.0 Big 18 rpyaHa 2023 poKy, aHI/1iAiCbKOI Ta YKPaiHCbKO
MoBaMu; 3pasok MapKyBaHHA [OCNigKyBaHOro NiKapCcbKoro 3acooy NOPIBHAHHSA
Cyclophosphamide_Vial (Uuknodocdamia), Bepcia 2.0 Big 02 cepnHAa 2022 poKy, aHINilACbKOIO Ta
YKpaiHCbKOI0O MoBaMu; 3pa3oK MapKyBaHHA AOC/iAKyBaHOro JliKapCbKOro 3aco0y MNOpPiBHAHHSA
Cyclophosphamide_Kit (LUuknodocdamin), Bepcia 2.0 Big 02 cepnHa 2022 pokKy, aHrailicbkol Ta
YKpaiHCbKOIO MOBamu; 3pa3oK MapKyBaHHSi AOC/ifXyBaHOro JliKApCbKOro 3aco0y MOpPiBHAHHSA
Rituximab Vial (Putykcuma6), Bepcisa 2.0 Big 11 kBiTHA 2022 poKy, aHrNifiCbKOIO Ta YKPaiHCbKOO
MoBamMu; 3pa3oK MapKyBaHHS [OC/iSKyBaHOro nikapcbKoro 3aco0y nopiBHAHHA Rituximab Kit
(Putykcumat), Bepcia 2.0 Big 11 kBiTHA 2022 poKy, aHI/NIAICbKOIO Ta YKpaiHCbKOI MOBaMu;
MK-1026_008_OcHoBHa Gpoluypa Npo 3pasku TKaHUH_YKpaiHCbKOK MOBOIO_Ans YKpaiHu_sep. 00.1;
MK-1026-008_Bpowypa nawieHTa_yKpalHCbKOI MOBOIO AnA YKpaiHu_Bep. 00.1 10 NpOTOKONY KNiHIYHOro
BMNpobyBaHHA «PaHgomizoBaHe pgocnigpkeHHs Il ha3n gna NopiBHAHHA eqIEKTUBHOCTI Ta 6e3neyHOCTi
HEMTAOPYTMHIGY B MOPIBHAHHI 3  XiMiOIMyHOTEpamnield Mpu paHiwe HeslikoBaHOMY  XPOHIYHOMY
nimcoumTapHomy neiikosi/nimcgomi 3 manmx nimgouuTie 6e3 abepauin reHa TP53 (BELLWAVE-008)», Koz
pocnipkeHHs MK-1026-008, 3 iHkoprnopoBaHoto nonpaskoto 01 Big 16 6epesHa 2023 poky; cnoHcop - TOB
Mepk Wapn eHp, Joym, CWA (Merck Sharp & Dohme LLC, USA)
3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBigasbHICTIO «MC/, YkpaiHa»

9. MpoTokon KniHiuHoro Bunpo6ysaHHA MK-7339-008, 3 iHkopnopoBaHoto nonpaskoto 07 Big 31 ciuHA
2024 poky, aHrnificbkoro MoBoo; YkpaiHa, MK-7339-008, IHchopMauis Ta JOKYMEHT npo iHhopMoBaHy
3roay ANA nauieHTta, Bepcis 6.03 Big 16 KBiTHA 2024 poKy, YKpaiHCbKOO MOBOI; 3MiHa Ha3BU Micus
NpoBeAEeHHA K/iHIYHOrO BMNPOOYyBaHHA; 3MiHa BignoBigasibHOro gocnigHuka; 3pa3ok MapKyBaHHSA
pocnigxyBaHoro Jikapcbkoro 3aco6y Olaparib Bottle, Bepcia 2.0 Big 26 niwToro 2024 poky,
AHINIACBbKOIO Ta YKPAIHCLKOK MOBaMW [0 NPOTOKO/Y KAIHIYHOTO BUNPO6YBaHHA «[ocnimpkeHHs 1l dasu
Ons nemoponisymady y Kom6iHauii 3 kap6onnaTuHom / TakcaHoM (nakniTakcen abo Hab-naknitakcen) 3
noaanblUMM BBEAEHHAM NemMoposisymatdy y KoMOGiHaLii 3 NigTpuMyoumMM AiKyBaHHAM oflanapuoom abo 6e3
HbOro B SIKOCTi Tepanii nepLoi AiHii y nauyieHTiB i3 MeTacTaTUd4HUM MAOCKOKAITUHHUM HEeApPIOHOKAITUHHM
pakom nereHis (HOKP)», kog gocnigxeHHs MK-7339-008, 3 iHkoprnopoBaHoto nonpaskoto 06 Big 09 BepecHs
2022 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLIA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»
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BYJIO CTAJIO
AupekTtop lNapamoHos B.B. aupekrtop MNapavoHos B.B.
KomyHasibHe HekomepLiiHe nignpuemcTBo | KomyHasbHe HekomepLiHe nigNnpUeEMCTBO
«KniHivyHMi LeHTp OHKOJOriT, remaTonorii, | «KniHiuyHui LeHTp OHKoJ10TiT, remaTosorii,
TpaHcniaHTonMorii  Ta  najsiaTMBHOI  OOMOMOTM | TpaHCNMaHToNori  Ta  naniatMBHOI  4OMNOMOTU

Uepkacbkoi 06n1acHoOi pagu», 06MacHuii LEeHTp

Uepkacbkoi obnacHoi pagu», Bigain KiiHIYHOT

KMiHiYHOT OHKONorii (OHKOXiMiOTepaneBTUYHWIA), | OHKOMOTrIT (oHKOXiMiOTEepaneBTUUHNIA),
M. Yepkacu M. Yepkacu
BYNO CTANO

| A.M.H., npoch. NoTbKO €.C. | nikap Notoko L.HO.

KomyHanbHe HekomepLinHe nignpuemcteo | KoMyHanbHe HekomepLjiiiHe nignpnemcTeo
«LleHTpasibHa ~ Micbka  K/iHiYHA  nikapHs» | «LleHTpanbHa — Micbka  KiHiYHAa  JliKapHs»
YXropofcbkoi  MiCbKOi  paan,  TepanesBTuuHe | YXXKTOPOACbKOI  MIiCbKOI  pafu,  TepanesBTW4He
BigAineHHs, lepkaBHnii BULLIA HAaBYANLHWI 3aknag | BIAAINEHHS, [lepXaBHNIA BULLMIA HAaBYAIbHWIA 3aKnag,
«YXKTOPOACHKMIA  HALjOHaNbHUI  YHIBEpCUTET», | «YXKTOPOACLKMIA  HauioHa/IbHWIA  yHiBEPCUTET>,

Kadbenpa oOHkoMOrii Ta papgionorii - dpakynbTeTy
nicNSAMNAOMHOI  OCBITM Ta AOYHIBEPCUTETCHKOI
NiaAroToBKK, M. YXXropof

Katbegpa oHkonorii Ta pagionorii - pakynbTeTy
nicnAguNIOMHOT  OCBITUM Ta  [OYHIBEPCUTETCHKOI
NigroToBKW, M. YXKropog,

10. 3miHa BignoBigasbHOro AocnigHMKa A0 NPOTOKONY KAiHIYHOTO AochigxeHHs «PaHaomizoBaHe,
nofBiiiHe cnine, nnaueb0-kOHTPONbOBaHe, GaraToueHTpoBe AochigkeHHs 3b a3y 3 MeToK OLHKM
edpekTMBHOCTI Ta 6e3neyHOCTi NigLWKIPHOro BBEAEHHS TycenbKyMaoy [/19 3MEHLUEHHS O3HaK | CUMNTOMIB Ta
CMOBINIbHEHHA PEHTreHO/orNYHOI Nporpecii 'y MauieHTiB 3 aKTMBHUM MCOpiaTUYHUM  apTPUTOM», KOZ
pocnipkeHHss CNTO1959PSA3004, nonpaska 2 Bif 04 TpasHs 2022 poky; crnoHcop - Janssen Pharmaceutica

NV, Belgium / fAAHcceH dapmaLeBTUKa HB, Benbris
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»
BYNO CTANO
| K.M.H. FacaHoB H0.Y. | A.M.H., npocp. Pyauk 10.C.
[epxaBHa ycTaHoBa «HauioHanbHUin iHCTUTYT | [lepxaBHa ycTaHoBa «HauioHaIbHUIA  IHCTUTYT

Tepanii imeHi J1.T. Manoi HauioHanbHOI akagemil
MeAVYHUX  HayK  YKpaiHu», Biggin  KIiHIYHOT
hapmakosorii Ta dpapmakoreHeTUKM HeiHtekLiiHnX
3axBOPIOBaHb, M. XapkiB

Tepanii imeHi J1.T. Manoi HaujioHanbHOI akagemii
MeAMYHUX  HayK  YKpaiHu», Biagin - KAiHIYHOT
hapmakonorii Ta dpapmakoreHeTUKM HeiHeKuiiHMX
3axBOPHOBaHb, M. XapkKiB

11. IHchopmauia cTOCOBHO pocnigkeHHs, Bepcia 1.0 Big 19 ciuHA 2024, ykpaiHCbKOO MOBOO; 3MiHaA
006OB’A3KIB KOHTPAKTHOI AO0CAIAHMUBLKOI opraHisauii, BignoBigaNbHOI 3a BUKOHAHHA BaX/IUBUX
3aBAaHb y pamKax K/iHIYHOro BUNPOGYBaHHA (ofepXaHHSA [03BOMIB AepXaBHUX PeryiaTopHuUX
opraHiB Ha 3gilicHeHHs imnopTy/ekcnopTy GiosoriYHUX 3pasKiB, 06/M1agHaHHA Ta iHWKMX MaTepianis,
HeoGXigHUX ANA NPoBeAEeHHA KNIHIYHOro AOoCnifXeHHA; 3A4ilAiCHEeHHs iMMOPTY Ta EeKCNnopTy YcCix
nocTaBoK 3 NiKapCbKuM (-mu) 3aco6oM(-Mu), SIKi BUKOPUCTOBYIOTLCA Y K/IHIYHOMY AOCAifKEHH,
GiosioriyuHMMK 3paskaMmu, o6nagHaHHAM Ta IHLWWMMW MaTepiasiamu, AKi € HeO6XigHUMU ANA NPOBeAEHHA
KMIHIYHOTO AOCiMKEHHA; yTUNi3aLisa AOCNIAKYBaHOIO JliKapCbKOro 3aco0y; BeieHHA neperoBopis Ta
yKnagaHHA gorosopiB (Big imeHi K4O) cTOCOBHO NpoBeAeHHA KMiHIYHUX BUNPOOYyBaHb 3 LEeHTpamu
npoBefeHHA pocnipkeHHsA/gocnigHukaMmyn Ta 34iACHEHHA NOB’A3aHUMX 3 AOC/IMKEHHAM nnatexis
ycTaHOBaM Ta AOC/iAHMKaM, a TAaKOX HanarogkeHHA B3aemogii Ta HagaHHA NigTPUMKKU gocAigHUKaM i
ycTaHOBaM, 3aJ/lydyeHUM A0 MNPOBeAeHHA K/iHIUHOro AoCnifKeHHA; OOpo6Ka JaHuX 3rigHo 3
BiANOBiAHUM 3aKOHOA4ABCTBOM Y chepi 3axXUCTy AaHuX, Y 3B’A3KYy 3 ycima 0060B’A3KaMU CTOCOBHO
06pOOKN gaHUX Ta AiANIbHICTIO, NOB’A3aHOI0 3 K/IHIYHUM [OCNiAKEHHAM, BK/lOYaloUun 3anOBHEHHS
chopm Ta 6a3 gaHuUX; 3 MeTOol 3AiACHEHHA OyAb-AKOI AiANbHOCTI, WO 3a3HavyeHa Buwe, KOO moxe
3a/lyyaTu B SIKOCTi NigpsAgHMKa TPeTHO CTOPOHY nicnsA ogepXaHHA Big CnoHcopa nonepegHboOro
NMCbMOBOIo A03BO/Y Ha Take): ToBapucTBO 3 06MeXeHolo BignosiganbHicTio «NMAPEKCE/1 YkpaiHa»
00 MpOTOKONY KAIHIYHOrO JocnimpkeHHs «PaHpgomizoBaHe noAgiiHe cnine  gocnigpkeHHa dasm 3
eHKopadpeHiGy Ta GiHiMeTiHIOY B NoegHaHHI 3 NeM6pOIizyMmaboM y MOPIBHSHHI A0 Nnaue6o B NOEAHAHHI 3
nembponizymabom y nauieHTiB i3 MeTacTaTMyHoK abo HeonepabesibHOK MICLEBO NMOLLIMPEHOK MESTaHOMOLO,
no3uTMBHOKW A0 MyTauinh BRAF V600E/K», ko pocnigpkeHHs C4221016, octaTouyHa Bepcis NPOTOKOAY,
Monpaska 5 Bif, 09 YKOBTHS 2023 POKY; CrnoHcop - Mdoaiizep IHK., CWA
3asaBHUK - Mdcpalizep IHK., CLUA
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12. OHOBNEHWI NPOTOKOJ/T KNiHiYHOro BUNpPoOGyBaHHA, Bepcia 8 Big 22 Gepe3Ha 2024 p.; Popma
iHhopMoBaHoOI 3roan Ha ydyacTb Yy pasi NPecKpuHiHry, Bepcisa 6.0 Ans YKpaiHM yKpalHCbLKOI0 MOBOIO Bifj,
27 notoro 2024 p. Ha ocHoBi maiictep-Bepcii chopmu iHhopmoBaHOi 3rogu Ha ydactb y chasi
NpeckpuHiHry ans pocnipkeHHa BO42843, Bepcia 6 Big 15 niotoro 2024 p.; ®dopma iHpopmoBaHoOT
3rogu Ha yyacTb Yy pasi Harnsay, Bepcis 6.0 ons YkpaiHu ykpaiHCbKoo MoBol1o Bif, 01 kBiTHA 2024 p. Ha
OCHOBI MalicTep-Bepcii hopmu iHhopmMoBaHOi 3rogun Ha y4dacTb y hasi Harnsagy AN AOCNiSKEHHA
B042843, Bepcis 7 Big 22 6epe3Hs 2024 p.; Popma iHPOPMOBaHOI 3roau Ha yyacTtb Y hasi fikyBaHHSA,
Bepcifa 6.0 gna YKpaiHu yKpaiHCbKolo MOBOIO Big, 01 KBiTHA 2024 p. Ha ocHOBI MmavicTep-Bepcii coopmu
iHcbopmoBaHoOi 3rogu ana pgocnipkeHHa BO42843, Bepcia 7 Big 22 6epe3Ha 2024 p.; 36inblUeHHA
3an/1aHOBaHOl  KiNbKICTb  AOCAiMKyBaHUX [ANs BK/AOYEHHA Y KAiHiYHe BunpoGyBaHHA: 800
paHgomizoBaHUX; 30iNbLUEHHA MEPBUHHOI OLiHKU TPUBANOCTi KNiHIYHOrO BMNPOGYBaHHA (POKWU i
Micsaui) B YKpailHi Ta y BCix KpalHax, fie NpoBOAUTLCA KiiHiYHe BUNnpo6yBaHHA A0 10 pokis 0 MicsLuiB;
JopaBaHHA BUpOGHUKaA MxeHeHTeK IHK., niBgeHb CaH-PpaHuyucko, CA 94080, CLLUA gocnigxyBaHoOro
nikapcbkoro 3aco6y MNnaue6o Ao ATe30/i3ymady, KOHLEHTPAT A/1s1 PO3UYUHY ANA BHYTPILWHbOBEHHUX
iHpy3iil 1O NPOTOKOAY KAIHIYHOrO AOCNimKeHHA «PaHaoMi30BaHe, noAagiliHe cnine, 6aratoueHTpose dasn Il
JoCnimpKeHHs 3aCTocyBaHHs ate3onisymady (aHTu-PD-L1 aHTuTiNo) NnpoTun nnaue6bo Sk aa’toBaHTHOT Tepanii'y
nauieHTiB 3 M'A30BO-IHBA3MBHUM pakOM CEYOBOrO MiXypa BMCOKOIO PU3MKY 3 HAssBHOK UMpkysowyo AHK
NyX/IMHW MiCNs UMCTEKTOMIT», Kog gocnimkeHHs B0O42843, Bepcia 6 Big 15 6epesHs 2023 p; cnoHcop -
®.XothdhmaHH-/s Pow Nrp, LLBeliuapis
3asBHUK - TOBApPUCTBO 3 0OMEXEHOLO BiANOBIAa/bHICTIO «PoL YKpaiHa»

13. 3miHa Ha3BU MicuA NpoBeAeHHs KiHIYHOrO AOCAiAKEHHA [0 NPOTOKOAY KAIHIYHOrO AO0CAIAKEHHS
«JlopaTkoBe H6araToLeHTpoBe BigkpuTe fgocnimpkeHHs Il ha3n 3 MeToro OLiHKM 03aHiMoay 415 NepopasibHOro
npuiioMy Npy NiKyBaHHI NauieHTIB i3 cepeHbOTSHKKUM abo TsHKKUM nepebirom xBopobw KpoHa B akTWBHIl
dhopmi», kog pocnipkeHHs RPCO01-3204, Monpaska 6.0 Big 16 6epe3Ha 2023 p.; cnoHcop - «CenmkeH
[HTepHeLwHN I Capn» (Celgene International Il Sarl), LBeiuapis
3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

BYNO CTANIO
nikap NorpgaHigi T.1. nikap NorpgaHigi T.1.
KomyHanbHwuii 3aknag KuiBcbKkoi o6nacHoi pagu | KomyHanbHe  HeKomepuifiHe  nignpuemMcTBO
«KniBcbKka o6nacHa nikapHs Ne2», TepanesTnyHe | KuiBcbKkoi 0611acHOT paau «KuiBCcbkuiA o61acHMii
BigAineHHs, M. Knis LeHTp peaGinitauiiHol MeaULUHWN,
TepaneBTUYHE BiaAineHHs, M. Knis

14. OHOBI€HNI NPOTOKOJ KJliHIYHOro BUNnpo6yBaHHs MK-3475-426, 3 iHKOpNopoBaHOO NonpaBKoio 22
Bif 22 6epe3HA 2024 poKy, aHINiNicbKOK MOBOIO; YKpaiHa, MK-3475-426, foaatok go IHdhopmauii Ta
AOKyMeHTa npo iHhopMoBaHy 3roay A/s NauieHTa Wo[0 BHECEHHSA 3MIH A0 AocnigkeHHs, Bepcia 00
Bif 22 KBiTHA 2024 p., YKPAIHCLKOO MOBOI [0 NPOTOKOJY K/IHIYHOrO A0C/IIKEHHSA «PaHOoMi3oBaHe,
Bigkpute gocnimkeHHa Il a3 gna ouiHkm ediekTMBHOCTI Ta 6e3nekn nemoéponisymady (MK-3475) B
KOMOiHaL,i 3 aKCiTiHiGOM B NMOPIBHAHHI 3 MOHOTEpPANIE CYHITIHIBOM AK NiKyBaHHA NepLUoi NiHii y nawieHTiB 3
JNIOKa/1IbHO MPOrpecyoyoo abo MeTacTasyuok CBIT/IOKNITUHHOW kapurHoMoro HUpKY (KEYNOTE-426)», kof
pocnipkeHHs MK-3475-426, 3 iHkoprnopoBaHot norpaskoto 21 Big 30 cepriHa 2022 poky; crnoHcop - TOB Mepk
Wapn eHf, Joywm, CWA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

15. OHoBeHUii NPOTOKON KNiHiYHOro Bunpo6yBaHHA MK-3475-689 3 iHkopnopoBaHOI0 nonpaskoto 09
Bif, 29 6epe3Hs 2024 poky, aHIMiIACbKOK MOBOI [0 NPOTOKO/Y KAiHIYHOro AOoC/igxeHHs «PaHaomizoBaHe,
BigkpuTe pocnimkeHHs |l a3 ansa ouiHkM nemoéponisymady B SKOCTi Heoan'toBaHTHOI Tepanii Ta B
KoMGiHaLji 3i cTaH4apTHUM NiKyBaHHAM B SKOCTI a/'toBaHTHOI Tepanii npu onepabenibHOMY JIOKOperioHasIbHO
PO3NOBCOAKEHOMY M/IOCKOKTITUHHOMY paky rofiosu Ta wui llI-IVA ctagii», kog gocnipxeHHa MK-3475-689, 3
iHKopriopoBaHoto nonpaskoto 08 Big 07 BepecHs 2023 poky; crnoHcop - TOB Mepk Wapn eHg Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)
3asnBHMK - TOBApMCTBO 3 06MEXEHOI BiAMNOBIfaUIbHICTIO «MC/], YkpaiHa»

16. 3miHa Ha3BU MicUA NpoBeAeHHs K/iHIYHOrO AOCIAKEHHS [0 NPOTOKOAY KAIHIYHOrO AOCAIAKEHHS
«baraToueHTpoBe paHAoMi3oBaHe, NOABINHO cnine, nnauebo-KoOHTpoALoBaHe gocnimkeHHs Il gasn 3 meToto
OUiHKM O3aHiMoAy A1 MNepopasibHOr0 MNpUinoMy nNpu NPOBEAEHHI NigTpuMytoYvoi Tepanii nauieHTam i3
HEP Nel1 Big 30.05.2024
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cepefHbOTHKKMM abo TSHXKKMM nepebirom XBopobu KpoHa B akTUBHIN dhopmi», kog, gocnimxkeHHss RPC01-3203,
Monpaska 7.0 Big 06 ntotoro 2024 p.; cnoHcop - «CengxeH IHTepHewHn |l Capn» (Celgene International Il
Sarl), LLseliuapis
3asBHIK - TOBAPUCTBO 3 OBMEXEHOIO BIAMOBIAANBHICTIO «l EC AN-YKPAIHA»

BYNO CTA/NO
NorpaHigi T.1. nikap NorpaHigi T.1.
KomyHanbHwmii 3aknag KuiBcbkoi o6nacHoi pagy | KomyHanbHe  HekomepuiliHe  MignpUEMCTBO
«KniBcbka o6nacHa nikapHs Ne2», TepaneBTuyHe | KuiBcbKoi o61acHoOi pagu «KniBcbKuii o6nacHui
BigAiNneHHs, M. Knis LEeHTp peaGinitayiiiHoi MeaULVHNY,
TepaneBTMYHE BigaisieHHs, M. Kuis

17. NMopoBXeHHA TPUBAIOCTI K/IHIYHOrO BUMPOOYBaHHA B YKpaiHi o 01 uvepBHA 2025 poky [0
NPOTOKONY KAiHIYHOrO gocnigxeHHs «SERENA-2: PaHgomizoBaHe, BigkpuTe, y napanesbHuxX rpynax,
GaraToLeHTpoBe AOCNiMKEHHNA dha3n 2 NOPIBHSAHHA ePeKTUBHOCTI Ta 6e3nevHOCTi NepopasibHOro npenapaty
AZD9833 i dynBecTpaHTa Yy XIHOK 3 nowuvpeHuMm ER-no3ntueHuM HER2-HeratuBHUM pakoM MOJIOYHOT
3a/103U1», Ko gocnigpkeHHs D8530C00002, sepcis 6.0 Big 04 TpaBHsa 2023 poky; cnoHcop - AcTpa3eHeka Ab,
LLiseuis / AstraZeneca AB, Sweden
3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

18. OHOBIEHNIT NPOTOKON KANiHiYHOro Bunpo6yBaHHA MK-7339-013 3 iHkopnopoBaHoto nonpaskoto 05
Big, 04 KBiTHA 2024 pOKy, aHINilACLKOIO MOBOIO [0 MPOTOKO/Y K/iHIYHOr0 AOCAiMKEHHSA «PaHaoMi3oBaHe,
noagiiHe cnine, nnaueb0o-KoHTpPoNboBaHe gochimkeHHs Il pasu anga ouiHkn nemoponizymady (MK-3475) y
NOEAHaHHI 3 CynyTHbOK XiMIONPOMEHEBOK Tepanield 3 nofasbliMM BBEAEHHAM Membponizymaby 3
onanapunoom (MK-7339) abo 6€3 HbOro y MOPIBHAHHI fiMwe 3 CYMNyTHbOK XiMIOMPOMEHEBOK Tepaniew B
YYacCHUKIB 3 HeLLo[aBHO AiarHOCTOBaHWUM Jf10Kai30BaHUM OPIGHOKMITUHHUM pakoMm nerexis (JIAP/1)», kog
pocnipkeHHsa MK-7339-013, 3 iHkopnopoBaHoto nonpaskoto 04 Big 12 BepecHs 2022 poky; cnoHcop - TOB
Mepk Wapn eHf Joywm, CWA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTI0 «MC/L YkpaiHa»

19. IHndhopmauis ana nauieHta Ta popma iHhopmoBaHOI 3roaun, ocTatoyHa pegakuisi 8.0 ana YkpaiHu
Bif 23 KBiTHA 2024 p., ocTaTtoOuHWIT NepeKnag, 3 aHrMiNCbKOT MOBU Ha YKPAIHCbKY MOBY Bif, 24 KBIiTHA
2024 p., ocTaTOYHWIT NepeKknag 3 aHrMiicbKoi MOBU Ha POCIiCbKy MOBY Big, 24 KBiTHA 2024 p.; 3MiHa
HasBM Micuss nNpPoOBeAEeHHA KiHIYHOrO AOCNIMKEHHA [0 MPOTOKOAY KAIHIYHOrO  AOC/IIKEHHS
«baraToLUeHTpoBe paHAOMi3oBaHe, NOABINHO cnine, naauebo-KoOHTpoALoBaHe gocnimkeHHs Il dasn 3 meToto
OUiHKM oO3aHimopy Ans npuiioMy nepopasibHO NPy MNPOBEAEHHI HAYKUIMHOT Tepanii nauieHTam i3
CepeaHbOTHKKMM abo TsHKKMM nepebirom xBopobu KpoHa B akTuBHIN doopMi (gocnigkeHHs Nel 3 OLjiHKM
iHAYKLiAHOT Tepanii)», ko pocnigpkeHHs RPC01-3201, pepakuis 6.0 Big 14 yepsBHsA 2021 p.; cnoHcop -
«CenpgxeH [HTepHeLwHN I Capn» (Celgene International I Sarl), Lseliyapis
3asBHIK - TOBAPUCTBO 3 OBMEXEHOIO BIAMOBIAANBHICTIO «Ml EC AN-YKPAIHA»

BYNO CTA/O
NorpaHigi T.1. nikap NorpaHigi T.1.
KomyHanbHwmii 3aknag KuiBcbkoi o6nacHoi pagy | KomyHanbHe  HekomepuiliHe  MignpPUEMCTBO
«KniBcbka o6nacHa nikapHs Ne2», TepaneBTuyHe | KuiBcbKoi o6nacHoi pagu «KuiBcbKnii o6nacHuin
BigAiNneHHs, M. Knis LEeHTp peaGinitayiiiHoi MeaULVHNY,
TepaneBTMYHE BiafisieHHs, M. Kuis

20. NMpoTokon KhiHiuHOro BuNpooyBaHHs, Bepcia 4.0 Big, 31 ciuHA 2024 poKy, aHrNiliCbKOI0O MOBOIO;
Bpoulypa gocnigHuka yonitykcumaoy, Bepcis 14.0 Big 28 ntotoro 2024 poKy, aHrliicbkolo MOBOIO;
Bpowypa gocnigHuka yonitykcumaby, Bepcisa 15.0 Big 05 kBiTHA 2024 poOKy, aHrNificbKOK MOBOIO;
IHhbopmauiiiHuiA nucTok nauieHTa Ta dpopma iHchopmMmoBaHoi 3rogu, Bepcia 7.0 ana YkpaiHu Big 20
Gepe3HA 2024 p., Ha OCHOBI rNoGanbHOI MalicTep-Bepcii Big, 07 6epe3Hs 2024 p. aHINiINCbLKOK MOBOIO;
IHchbopmauiiiHuiA nucTok nauieHTa Ta dpopma iHcpopmoBaHoi 3rogu, Bepcia 7.0 ana YkpaiHu Big 20
Gepe3HA 2024 p., Ha OCHOBI rno6asibHOI MaiicTep-Bepcii Big 07 Gepe3Hsa 2024 p., nepeknag
yKpaiHCbKOI0 MOBOO; IHhopMaLiiHMIA NNCTOK NauieHTa Ta chopma iHpopMoBaHoi 3roau, Bepcia 7.0
AnA Ykpaiim Big 20 6epe3Ha 2024 p., Ha OCHOBI rNMo6anbHOI MavicTep-Bepcii Big 07 6epesHa 2024 p.,
nepeknag pociiicbkoio MoBOM0. |HhopmauifiHnii NMCTOK NauieHTa Ta hopma iHPOpPMOBaHOI 3roau,
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Bepcis 8.0 ans YkpaiHu Big 15 KBiTHA 2024 p., Ha OCHOBI rN0GaNbHOIT MalicTep-Bepcii Big 11 kBiTHA 2024
p. aHrnificekoto MoBoto; IHpopMaLiiHMIA NNCTOK NayieHTa Ta hopma iHhopMoBaHoT 3roau, Bepcis 8.0
Ana YKpaiHu Big 15 kBiTHA 2024 p., Ha OCHOBI rno6anbHOI MaiicTep-Bepcii Big 11 kBiTHA 2024 p.,
nepeknag ykpaiHcbKolo MoBoto; IHhopmauiiiHMii NMNCTOK nauieHTa Ta popma iHhopmoBaHOi 3roaum,
Bepcis 8.0 ansa YkpaiHu Big 15 kBiTHA 2024 p., Ha OCHOBI rNO0Ga/IbHOI MalicTep-Bepcii Big 11 kBiTHA 2024
p., Nepeknag poCIiCbKOIO MOBOK [0 MPOTOKOMY KAIHIYHOrO [OCAiMmKeHHs «Bigkpute noposxeHe
LOCNiKEHHSA YONiTYKCMMaGy y NalieHTiB i3 peunanBHUM PO3CISHUM CK1epo30M», ko4 AocaigpkeHHs TG1101-
RMS303, sepcia 3.0 Big 19 rpyaHa 2022 poky; cnoHcop - Tixu TepanbtoTuke, IHK., CLUA (TG Therapeutics,
Inc., USA)
3aaBHuK - TOB «K/NIHIYHI BUTIPOBYBAHHA», YKpaiHa

21. flocbe aocnipxysBaHoro sikapcbkoro saco6y (IMPD) OMS906, MASP-3 MONOCLONAL ANTIBODY,
Bepcisa 6.0, Big 19 kBiTHA 2024 poKy, aHINIACbKOIO MOBOIO; [MPOAOBXEHHA TepMiHy NPUAATHOCTI
[ocCnigKyBaHOro nikapcbkoro 3aco6y OMS906 110 mr/mn po3uvH gna iHysin go 50 micauiB go
NMPOTOKONIB KMIHIYHUX AOChimkKeHb: «®Pa3za 1b [AOCNiAKEHHSA 3 METOK NepeBipKM KOHUeNnuii, A8 OUiHKK
6e3neyHocCTi, NepeHoCUMOCTi, hapMakoKiHETUKYN, dpapMakoAnHaMIKKM Ta nonepesHbol OLiHKN eddeKTUBHOCTI
npenapaTy OMS906 y nauieHTIB i3 NapOKCM3MasIbHOK HIYHOHK reMOorI06iHypieto», kog fgocnigpkeHHss OMS906-
PNH-002, Monpaska 02 Big 27 »oBTHA 2023 poky; «BigkpuTe AoChifXeHHs ANS OUiHKM [0BrocTPOKOBOI
6e3nekn, NepeHoCMMOCTi Ta edpeKTUBHOCTI npenapaty OMS906 y nauieHTiB i 3 NAPOKCM3Ma/IbHOK HIYHOH)
remornob6iHypieto (MHMN)», kog gocnigxeHHs OMS906-PNH-003, MNonpaeka 02 Big 30 nmctonaga 2023 poky;
CroHcop - «Omepoc KopnopeliH» [Omeros Corporation], CWA
3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

22. Nuct-po3’sacHeHHA Big 24 KBiTHA 2024 poKy Ao MNMpoTokony KNiHiYHOro BunpooysaHHA BJT-778-001,
Bepcia 3.0, nonpaBKa 2, Bifg 22 ntotoro 2024 poKy, aHrNificbkoo MOBOIO; 36i/bLUEHHSA KiJIbKOCTi
nauieHTiB B YKpaiHi 3 60 Ao 100 ocié 40 NpOTOKOJTY K/iHIYHOro gocnimkeHHA «Pa3a 1/2a, paHaomizoBaHe,
nnaueb0-KOHTPOIbOBaHe AOCNIMAKEHHA ANA  OUiHKM  6e3nekn, NepeHOCUMOCTI, (apMakoKiHeTUkM Ta
NPOTUBIPYCHOI akTMBHOCTI npenapaty BJT-778 y 340poBuX [06POBOSBLLIB Ta MNALUEHTIB i3 XPOHIYHOW
iHbekuieto Bipycy renatuty B, Bkoyarum nauieHTiB i3 XPOHIYHOW iH(pekuieto Bipycy renatuty Dx», kopf
pocnipkeHHs BJT-778-001, Bepcia 3.0, nonpaBka 2, Big 22 nwotoro 2024 poky; cnoHcop - Bnwogxei
TepanbHoTiKC, IHK. [Bluejay Therapeutics, Inc.], CWA
3anaBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa
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