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HAJAUTE BALLUWUM NALIEHTAM
KJ1I0OM 4O BULLLOIO PIBHA BWD KUBAHHA

lNepen 3acTocyBaHHAM npenapaTy 060B'A3KOBO 03HAMOMTECh 3 MOBHOIO IHCTPYKLIiElO AnA 3actocyBaHHA npenaparty KITPYA®.

KITPYAA® (nem6ponizymab), KoHUeHTpaT anA po34nHy ana iHdysin (100 mr y dnakoHi)

[lpenapat KiTpyna® noka3aHui [OpPOCAUM AK MOHOTepania Mi3HIX cTagin menaHomu (HepesektabenbHOl abo MeTacTaTUYHOI); AK MoHoTepania | niHII MeTacTaTUYHOro
HeapibHokNITUHHOro paky neredis (HOPJ1) vy pasi, konn =50% nyxnuHHux knituH ekcnpecyioTb PD-L1, npu BigcyTHOCTI no3uTtuBHMx MyTauin EGFR Ta/abo ALK;
B | NiHIl B KOMBIHaLUil 3 nemeTpekceaomMm | kapbonnatmHoM AnA NiKyBaHHA MeTacTaTMyHOro HennockoknituHHoro HIPJI: Ak moHoTepania nokanbHO nporpecyryoro abo
meTacTtatuyHoro HAPJ1, vy pasl, konu =1% nyxnnHHUX KNITUH ekcnpecytoTb PD-L1, v nauieHTIB, AKI oTpumann paHiwe AK MIHIMYM OAWH Kypc XiMioTepanil Ta/abo TapreTHy
Tepanito npu no3ntuBHux myTauiax EGFR Tta/abo ALK; moHoTepania gopocnux | AiTen 3i CTINKOK A0 NiKYyBaHHA KnacuyHow nimdomoto XoaxKiHa abo npu BUHUKHEHH]
peunamBy nicna 3 abo Binblie NiHIA Tepanii; MOHOTepPaniA PeunanBYOHOro Y1 MeTacTaTUYHOro NAOCKOKAITUHHOMO paky rofioBU Ta LUKI, WO NPOrpecye Npu NpoBeAeHH! Yu
nicnA NpoBedeHHA XIMIoTepanil 3 npenapaTtamMu nnaTuHW, MOHOTEPAaNIA MICLLEBO NMPOorpecyyol abo MeTacTaTUYHOI ypoTenianbHOI KapUuMHOMM, AKLLO HE NOKa3aHa XIMioTepania
3 uucnnaTuHOM; MOHOTEpanIA MICLEBO nporpecyto4ol abo MeTacTaTUyHO! ypoTenianbHOI KapuuUHOMWK, MICNA NPOrpecil Npy nNpoBeAeHH! YW1 MICNA 3aBepLUeHHA XIMioTepanil
3 umucnnaTtuHoMm, abo npoTArom 12 MicALIB HeOaZ toBaHTHOI YM af toBaHTHOI XiMioTepanii 3 npenapatom nnatuHn. MpoTunokasaHHA. TAXKa rinep4yTamBICTb 40 4040 PEYOBUHN
(nembponizymad) abo Oyab-AKOI JOMOMIXHOI pevyoBUMHU npenapaTy. KopoTKa xapaktepuctuka npodinio 6e3nekn. binbwictb nNobiyHMX peakuin, NoB A3aHUX 3 IMYHHOIO
CUCTEMOIO, LLLO BUHUKANWM NI Yac NikyBaHHA nembponizymabom, bynn oOOpPOTHUMM | 3HUKANW NPY NPUNUHEHHI 3aCcTOCyBaHHA Nnembponizymabdy, Npu3Ha4eHHI KOPTUKOCTEPOIAIB
i/abo nigTpumytovol Tepanit OuiHky 6e3nekn nembponizymadby OTpUMaHO Ha OCHOBI b pPaHAOMI30BAHMUX BIAKPUTUX KIIHIYHUX AOCNIOXEHb 3 aKTUBHMM KOHTPOJIEM
(KEYNOTE-002, KEYNOTE-006, KEYNOTE-010, KEYNOTE-021 i KEYNOTE-045), B akux npenapat Kitpyaa® 3actocosyBanu 912 nauieHTam i3 MenaHomoto, 741 naujeHTy
13 HAPJ1 | 542 nauieHTam 3 ypoTenianbHoW KapuuHoMmoto, |y 3 HepaHaomizoBaHux BiakpuTux gocnigxeHHax (KEYNOTE-012, KEYNOTE-087 | KEYNOTE-052) npenapaT
Kitpyna® 3actocoByBanu 192 naujieHTaMm 3 NAOCKOKIITUHHMM pakom ronosu Ta wui, 210 nauieHTam 3 knacuyHow nimgomoto XoaxkiHa | 370 nauieHTam 3 ypoTenianbHO
KapuuHoMO. Y umx gocnigxeHHax npenapat Kitpyaa® npudHadanu y gosax 2 mr/kr 1 pa3 Ha 3 TuxHI, 200 mr 1 pa3 Ha 3 TuxHI abo 10 mr/kr 1 pa3 Ha 2 abo 3 TUXHI. Y L
nonynAull NauleHTIB HannowwupeHiwumm nobivHrumKn peakuiamn (>10%) npu BBeaeHH nembponidymaby Oynu BTOMa, BUCKN, CBEPOIX, AlapenA, HyaoTa | apTpanria. binbwicTb
noBI4YHUX peakuin 6ynu 1-ro abo 2-ro CTyneHa TAXKOCTI, HANCEPNO3HILLI 3 HUX — IMYHO3aNEeXH| peakLii | TAXKI peakLyi, NoB'A3aHI 3 NPOBEAEHHAM IHDY3II.

MC/l He pekomMmeHAye 3aCTOCOBYBaTU npenapar B LiJIAX, KOTPi BiAPI3HAIOTLCA Bifj ONUCAHNX B IHCTPYKLUII ANA MeAUYHOro 3acTOCyBaHHA AaHOro npenapary.



