Mocunauua: 1. IHCTPYKLIA N7 MEAWYHOrD 2acTOCYBaHHA Nikapcokoro 3acoby Kitpya
P.M. Ne UA/16209/01/01.

KITP}",D.A'E. Cknap: piroya pedosuna: pembrolizumab; 1 mn koHUeHTpaTyY THTE 25 mr
nembponiaymaby; 1 donakoH (4 mn) koHueHTpaty mictiTe 100 Mr nemBponiaymaby. Mpo-
TANOKa3aHHA. TAXKa rinepuyTnueicTe Ao gidoi pevosuHn (nembpo mab) abo
OyAbL-AKOl ACMOMINHOI peYoBMHW npenapary. Baaemopis 3 iHWHMW NIKAPCEKUMMK
sacobamm Ta iHWi Buaw Baaemopgi O Hi AochigmeHHs apMakokiHeTuIHo!
egagemogil iHwux nikapcekwx zacobis 13 nembponiaymabom He npoeogunuca. Ockinokn
neMmbponiaymab BY BOAWTLCA 3 CUCTEMKM kpoeooBiry wnaxom katabonizmy, metaboniyHi
B3aeMogil 3 iHWWUMKM NpenapaTamu He ovikyloTecA. Mepegoaysanns. Hemae iHthopmauii
npo nepegosysanHa nemBponizymaby. ¥ pasi nepeo3ysaxHa Chig peTensHo cnocTepirati
38 CTEHOM NAaWeHTa WOoA0 BUHMKHEHHA 03nak abo cumnToMmie nobiuHux peaxuis Ta
pO3NOYaTH BiANOBIAHE CHUMNTOMAaTHYHE NikyBaHHA. Mobivni peakyii. IMyHoono KO-
BaHi noGiuHi peakyii, Aki MOKYTe ByTW TAMKUMKM abo NeTansHUMK, MOXYTE BHHMKaTH B
Byab-akin cucTemi opradie abo TkaHuHax | BpamaTi Ginble HiX OAHY CUCTEMM Opradizmy
oaHoYacHo. IMyHoonocepeakosari Nobivni peakuii MoXYTe BUHWKHYTH B ByAb-AKWA 4ac

nicna NoYaTky NikyBaHHA aHTUTINamm, wo Bnokyote PD-1/PD-L1. Mpenapar Kitpyaa® moxe
GyTH NPWHUHOK POIBMTKY: IMYHOONOCEPE[KOBAHOTD MHEEMOHITY, IMYHOONOCEPEAKOBaHO-
ro Konity, renaroToKCHMYHOCTI Ta IMYHOONOCepeAKOBAHOMD FENaTUTY, IMyHOONOCEpeaKkoBa-

HAOKPUHONAT (HaQHWPKOBO3AN03HOT HEefOCTATHO! rinodpianTy, nopyweHs
chyHkUli wuToengHol 3anoawn, uykposoro aiabery 1 tuny), iMyHoono eK0BaHOro
HedpuTy | NopylweHHA chyHK HMPOK, IMYHOONOCEPEAKOBaHMX GEPMATONOTIHHUX
nobiunux peakuin. Mobiuvki peakyil, nos'azaxi 3 nposegeHHaM iHgby3il: npenapart Kitpyga®
MOde ByTH NPUYKHOW PO3BWTRY THxKux abo sarpoanuenx Ana xuTTs noBivHux peaxuii,
NOB'A2aHKX 3 NPOBEASHHAM IHMDY 3N, BKNIOYaI0YK rinepyyTNUeicTs | aHadinakciv, npo Wwo
nosigomnanoca y 0,2% 2799 nayiexTie, AKi OTpMMYBANW LeR nixapceKwi 3aciB,
EmbpiogheransHa rokcuynicts: npenapar KiTpyaa® Mome HEraTMBHO BNAKMBATH Ha nnig npu
3acrocysaHHi saritHuM xinkaM. HeobxlagHo npokoHcynsTyBaTH #KiHKY WOAO NOTEHWIRHORD
puanky AnAa nnoga. Cnig NpPOKOHCYNLTYBATW MiHKY penpofykTWBHOMO Biky LWogo
BWKOPMCTaHHsA BUCOKDECheKTHBHKX 3acobis koHTpauenyii y nepiog nikysaHHs npenapatom
Kitpyna® i npotarom 4 micsuis nicns BBeAeHHA ocTanHbOl Aoau. Jitk. Beanexry ta edhexkTvs-
HicTe npenaparty Kitpyaa® sk moHoTepanii BcTaHosneHo Ans fited 3 menadomon, cHL,




