Aopatok 2

«Mepenik cyTTEBMX MonNpaBoOK A0 MPOTOKOMIB KNiHIYHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acifiaHHi
HTP Ne 32 Big 28.09.2023, 3HATO 3 po3rnsgy 3a 6aXaHHAM 3aABHUKa»

1. OHOBEHWIA NPOTOKON KNiHiYHOro BunpoGysaHHA MK-3475-365, 3 iHkopnopoBaHoto nonpaskoto 13
BiA 13 6epe3HA 2023 poKy, aHI1iicbKOO MOBOLO; Bpolypa gocnigHuka gocnigKyBaHoOro nikapcbKoro
3acoby MK-7684/MK-7684A (Vibostolimab (MK-7684)), BugaHHsa 11 Big 31 ciuna 2023 p., aHrNiiicbLKo
moBoto; Bpowypa gocnigHuka E7080 (neHBatuHio, (LENVIMA®, KISPLYX®)), BugaHHa 20 Big 06
yepBHA 2023 pOKy, aHrNiiicbko MOBOIO; YKpaiHa, MK-3475-365, IHchopmauis Ta [QOKYMEHT npo
iHcbopmoBaHy 3roay AnA nauieHTa, Bepcia 2.00 Big 26 kBiTHA 2023 p., YyKPAIHCbKOIO MOBOIO; YKpaiHa,
MK-3475-365, iHthopmauiiiHuit TNCTOK i fOKYMEHT Npo iHopMoOBaHy 3rogy Ha MaiGyTHe 6iomeguuHe
pocnipkeHHs, Bepcisa 03 Big 26 KBiTHA 2023 p. YKpPaIHCLKOO MOBOIO; 3a/lydyeHHA [ocAigKyBaHOro
nikapcbkoro 3aco6y MK-6482, Ta6netku 40mr, ans nikyBaHHA HOBOI KOropTu nauieHTiB (koropta J);
3aslyueHHs1 BUMPOOGHMUUX [INAHOK BigNoOBifa/IbHUX 3a BUPOOGHULTBO/MaKyBaHHsA/TecTyBaHHA [A/13
MK-6482, Ta6neTku 40mr: MSD International GmbH T/A MSD Ireland (Ballydine), Ireland; Merck Sharp &
Dohme LLC., Rahway, USA; Merck Sharp & Dohme LLC., West Point, USA; Eurofins Biopharma
Product Testing Ireland Limited, Ireland; Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical
Services GmbH, Switzerland; Fisher Clinical Services UK Limited, United Kingdom; Fisher Clinical
Services Inc., United States; Almac Clinical Services Limited, United Kingdom; Almac Clinical
Services, USA; Bpouwypa gocnigHuka MK-6482 (Belzutifan, WELIREG™'), BugaHHAa 10 Big 19 rpygHA
2022 poKy, aHrniicbko MOBOIO; [loCcb€e [OCAigKYBaHOro nikapcbkoro 3acooy MK-6482, Bepcis
08BJ5N Big 09 uepBHA 2023 poOKy, aHrNilicbkold MOBOLO; Cekuia 2.6.2. «Papmakonoria», Pos3pgin
«[OKNiHIYHi c¢papmaKkonoriyHi Ta TOKCUKONOriuHI AaHi», Bepcia 05LRQ9 Big 27 ciuHa 2021 poky,
aHrnificbKko MoBolo; Cekuif 2.6.4. «dapmakoKiHeTuKa», Bepcia 05Q6XQ Big 04 nuctonaga 2020 poky,
aHrnificbkoro MoBow; Cekuis 2.6.6. «Tokcukonorif», Po3gin «[okniHiuHi dapmakonoriuHi Ta
TOKCUKOJIOFiYHi AaHi», Bepcia 05Q0XP Big 03 ntotoro 2021, aHrNnificbKoo MOBOIO; 3pa3ok MapKyBaHHA
ANns pocnigxyBaHoro nikapcbkoro 3acody MK-6482, Bepcis 2.0 Big 07 nuctonapga 2022 poky;
306iNnbLEeHHs KiNbKOCTI gocimKyBaHuX B cBiTi 3 1450 ao 1715 10 NpOTOKOY K/iHIYHOrO BMNPO6yBaHHA
«fJocnigxkeHHsa b/l da3m komb6iHoBaHOT Tepanii 3 nem6ponizymaéom (MK-3475) npu NikyBaHHI
MeTacTaTUYHOr0 KacTpauiiHO-pPe3NCTEHTHOrO paky nepegmixypoBoi 3ano3u (MKPPM3) (KEYNOTE-365)»,
kog pocnipxeHHs MK-3475-365, Bepcisi 3 iHKOpnopoBaHo nonpaskoto 12 Big, 29 6epesHsa 2022 poky; COHCOop
- TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»



