Komnaniss TOB "MC/] YkpaiHa" BucioBmoe Bam cBoro nosary i iHpopmye rpo HacTyIiHe.

[ns Bcix mocTavanbHUKIB MeAMUYHMX MOC/AYT Ta JiKapiB KOMIMaHis BUIMYCTHIA iHQOpMaLiliHUii
JIMCT, TIepeKsiaZi SIKOrO HaBeJeHWM HIDKYe, NP0 BAXIMBY iH(opMmariito 3 Oe3reku [yis TIperapary
Kirpyaa® (zmiroua peuoBMHa - MemGposizymal), KW BUKOPUCTOBYETHCS /il JIKYBAHHS [eSKUX
3JI0SIKICHUX HOBOYTBOPEHb:

IIlanoeHi Cneyianicmu cucmemu 0XopoHu 300poe’si!

Memoto O0aHozo snucma € HadawHs Bam eadicnueoi iHgopmayii 3 6e3neku wjodo npenapamy
Kimpyoa® (nembponizymab), ammuming, wo 6/0Kye 63aemMO0il0 MidNC peyenmopom npozpamoeaHoi
cmepmi kaimuH-1 (PD-1) ma lioeo aieanoamu (PD-L1 i PD-L2), sikuil npusHaudembCsi 0415 AiKY8AHHS
0esIKUX 3/105IKICHUX HOB0ymeopeHb (OuB. NOBHULI CNUCOK NOKA3aHb OO0 3AdCMOCYB8AHHSI 8 IHCMPYKYil 05
MeOUUHO20 3aCmoCy8aHHs AIKapcbkoz2o 3acoby Kimpyda®): Cundpom Cmisenca-/Ixcoucona (SJS) i
mokcuuHutl enidepmanbHull Hekpoi3 (TEN) y 36’a3Ky i3 3acmocyeanuam npenapamy Kimpyoa®.

Byno nosidomneHo npo Oecsamb 6unadkie cuHopomy CmigeHca-/HCOHCOHA [ MOKCUYHO20
enidepmanbHO20 HeKponisy y nayiemmis, ski ompumysanu npenapam Kimpyoa®. IIlicmb eunaodkie
cmanucsi 8 xo0i KAIHIUHUX 00CAi0HceHb, MoOi K uomupu eunaoku 6yau CNOHMAHHUMU NOB8IOOMAEeHHSIMU
npo nobiuHi peakyii. Y 0eox 3 decaimu sunadkie Oyau nayieHmu, siKki ompumyeanu yetl AikapcbKuil 3acio
3a NOKA3aHHAMU, He 3da3HaueHumu 6 iHcmpykyii. Tpu 3 Oecsmu eunaodkie 6yau 3 /emanbHUM
pe3yabmamom. Bunaodku 3 cuHopomom SJS i TEN 6yau ideHmugpikogaHi ik unadku 3 8UKOPUCMAHHAM
IHwux ahmu-PD-1 azenmis.

PexkomendogaHi dii npu npusnauenui npenpamy Kimpyda®:

e [IpokoHcynbmylime nayieHmie npo pusuku ma nepesdau 3acmocyeadHs npenapamy Kimpyoa®,
8K/NIOUAIOYU PU3UK BUHUKHEHHs1 CuHOpomy CmigeHca-/I0coHCOHa i MOKCUUHO20 enidepmaabHO20
HEeKpoi3y.

e [lIpu nido3pi Ha cundpom SJS i TEN, cnid npunuHumu 3acmocyeanHs npenapamy Kimpyoa® i
Hanpasumu nayieHma ¢ cmayioHap 05 0ia2HOCMUKU Ma OMpPUMAHHSL 8i10N0BIOHO20 NIKYB8AHHSI.

e [Ipu niomeepOdceHHi OiaeHo3y cuHOpomy SJS i TEN, HeobxiOHO ckacysamu 3dcCmocCy8aHHS
npenapamy Kimpyda® Hazagicou.

ITogidomneHHs npo noGiuHi peakyii

Cneyianicmu cucmemu OXOpOHU 300p08°si i nayieHmu noeuHHi nogidomasmu npo nobiuHi peakyii y
nayiemmis, ski 3acmocosyromb npenapam Kimpyda®. SIkujo Bam nompiéHa dodamkoea iHpopmayis abo
Bu xoueme nogioomumu npo modxcauei nobiuHi peakyii, 6yob nacka, 3amenegonyiime ¢ TOB “MC/]
Ykpaina” 3a Homepom +38 044 393 7480. Mu HacmiliHo peKomMeHOyeEMO nogidomassmu npo nobiuHi
peakyii 0o [lepicasHozo ekcnepmHo20 yeHmpy MO3 3a nocunanHusm https://aisf.dec.gov.ua, y
gionogioHocmi 0o Haka3dy MO3 Ykpainu 6i0 27.12.2006 p. Ne898 (y pedakyii Hakazy MO3 YkpaiHu gi0
26.09.2016 Ne996).

Y ybomy aucmi micmumbcsi HenoeHa iHgopmayin 3 6Ge3neku 0ns npenapamy Kimpyda®. 3 nogHoio
inpopmayiero Bu modxceme o3Hatiomumucsi 8 iHCmpyKyii 0411 meduuHoz2o 3acmocyeauHs. L[i mamepianu
OyOymb OHO8/eHi, 3 Memol 8HeceHHsI 8i0noeioHoi iH¢opmayii npo cuHopom CmigeHca-/[HcOHCOHA i
MOKCUYHO20 enioepMaabHO20 HEKpOi3y.

3 noeazoio,
Mapis Pisac, M.D., FACP, FACE
Cmapwuti Biye-IIpe3udenm, I'no6anbuuti Meduuruti Biodin


https://aisf.dec.gov.ua/

JopaTKoBo noBifomsgeMo, 1110 iHopMatist 3 6e3rneku, Mpo Ky HIeTbCs MOBa B L[bOMY JIMCTi, BHECEHA
[0 IHCTPYKLii 211 MeJMUHOro 3aCcToCyBaHHs rpernapaty Kitpyaa® i 3atsepmxkena 01 cepnns 2017 poky
(Peecrpauiiine nocsigueHHa Ne UA/16209/01/01 Bix 01 cepnug 2017 poky, mpouenypa: [ep’kaBHa
peecTpaljisi 3a BiAnoBiAHUM po3zisiom (opuriHaibHUM (iHHOBAL[iliHWIA) JTIKADCHKUM 3acib /s JIiKyBaHHS
OHKOJIOTIYHMX 3axBOproBaHb, 3rigHo 1. 10.1. posminy V [Ilopsaaky IpoBefieHHSI eKCIIepTU3U
peecTpal[iiHMX MaTepialiB Ha JKapChKi 3acobu, 10 TIOAAKTLCA Ha Jep)KaBHY PpeecTpariito
(mepepeecTpaliito), a TaKOXK €KCIepPTU3X MaTepialiB M0 BHECEHHsl 3MiH [0 peecTpaliiHUX MarepiasiB
MPOTArOM [Iii peecTpaLiiiiHOro nocBigueHHs, 3aTBepkeHoro Hakazom MO3 26.08.2005 p. 3a Ne 426 (y
penakuii Hakazy MO3 Big 23.07.2015 p. 3a Ne 460).

Huxue repepaxoBaHi po3ziiv iHCTPYKIIil, 10 SKUX BHeceHa iH(dopMmallist CTocoBHO cuHOpoma CmigeHca-
JIDHCOHCOHA | MOKCUUHO20 enidepmManbHO20 HeKponisy.

- po3gin «Cmoci® 3acrocyBaHHsi Ta A03W», MANYHKT Tabauyi 1. PekomeHpoBaHi Mogudikariii
nikyBaHHs nipenapaTom Kitpyga®

[To6iuHi peakiiii, MoB’s3aHi 3 CTymiHb TSKKOCTI Mogudikarist m1iKyBaHHS
IMYHHOIO CHUCTEMOI0 3aXBOPIOBAHHS
TSDKKI LIKIpHI peakiil: 3 cTymiHb abo miATBepKeHHs IIpusynunuty™
CUH/IPOMY
CriBeHca—/[)xoHcona  (SJS)
abo TOKCHUYHOT'O
ernifilepMaJbHOr0  HeKpoJIi3y
(TEN)
4 cTymiHb OCTaTOYHO MPUTTUHUTHU

- po30in «IIobGiuHi peakyii», nionynkm Tabauyi 2. MobiyHi peakuii, AKi cnocTepiraincs Npu JikyBaHHi
nem6poJiisymabom

[MopyieHHs 3 OOKY IIKipU Ta MiAIIKipHOI K/TiTKOBUHHU:
Pigko | BY3/10Ba eputemMa, CMHApPoM CriBeHCca—/I>KOHCOHAP

p. JleTasibHi BUMNaAKA Oy/iM 3apeecTpoBaHi B KJIHIYHUX [JOC/ipKeHHsX abo miJ uac TOCTMapKeTWHTOBOTO
CTIOCTepEXKeHHS

- po3zin «Oco0/IMBOCTI 3aCTOCYBaHHS»

Ts01CKI WKIpHI peakyil

IMyHO3ae)KHi TSDKKI IIKipHi peakijii Oy 3apeecTpoBaHi y TALli€HTIB, fKi OTPUMYyBa/lU TIperiapar
Kitpyna®. IMarjieHTy MoBUHHI OyTH ITi/| HAr/IAA0M MPH Mi403pi Ha iMyHO3a1eXKHi o6iuHi peakiyii, a iHii
TIPUUYMHU TTIOBUHHI OyTH BUK/IFOUEHi. 3a/ie)KHO BiJ] TSDKKOCTI TOOIUHUX peakijik CJ1ifi MpU3yrnuHUTH abo
OCTaTOYHO TPUIMHUTH 3aCTOCYyBaHHs mpernapary Kitpyza® i koprtukocTepoifis (aue. posain «Croci6
3aCTOCYBaHHS i 1031»).

Bunagku cunzapomy CriBenca—[IxoHcoHa (SJS) Ta TokcuuHoro emnifepmanbHoro Hekposidy (TEN), y
T.4. JIeTalbHi, Oy/0 3apeecTpoBaHO y MAL€HTIB, siKi OTpuMyBanu mpernapar Kitpyza® Y pasi
cumntomiB SJS a6o TEN mpusynvHUTH 3aCTOCYBaHHs Tiperapary Kitpyna® i Harpae/isTH MaijieHTa Ha
crieliiasisoBaHy JIOTIOMOTY [Jisi OL[iHKM cTaHy i jikyBaHHs. flkio SJS ab6o TEN miaTBepKyeTbcs,
OCTaTOYHO TIPUITMHUTH 3aCTOCYBaHHs riperaparty Kitpyaa® (aus. po3zin «Crioci6 3acTocyBaHHs i 1031»).



Takox MOBiOM/ISIEMO, 11[0 TIepiia napTis npenapary Kitpya® saBesena B YKpaiHy y KeitHi 2017
poky (BianoBigHo A0 PeectpatjiiiHoro mocBigueHHs Ne UA/15484/01/01 Bim 21.09.2016, mpouenypa
JlepkKaBHOI peectpariii B YKpaiHi JiKapCbKOTO 3aco0y, 10 TIpU3HAUeHWH BUK/IIOUHO /ISl JIIKYBaHHS
OHKOJ/IOTIYHOT0 3aXBOPIOBaHHS).

[Micns otpuManHs Bif ['omoBHOro odicy kommanii MartepiasiB fjis BHeCeHHsI 3a3HauyeHOl BUIIe
indopmallii 10 BiAMOBIAHUX pO3/i/aiB iHCTPYKLIT /151 MeJUUHOTO 3acToCcyBaHHsI, B 2017 poili KoMIlaHi€ro
Oy/sio ToflaHO peecTparfiiiHe A0cke Ha po3rnsn A0 [epxaBHoro ExkcreptHoro lLleHTpy Ta gaHa
iHdopmMatiis 6y/a 3aTBep/yKeHa B Ipolieci AepskaBHoI peectpaiiii (3a m.10.1) 01 cepriast 2017 poky.

Ha choropHimHii JeHb BUPOOJISETHCS TAKyBaHHS Ha JAHWN TIperiapaT 3 iHCTPYKII€HO, IO
MiCTUTB BUILIeBKa3aHy iH(popMalliito.
Takox Bcst iHdopmatiisi 3 6e3nekn BifoOpakeHa y Tepio/MYHO OHOBJIIFOBAHMX 3BiTax 3 Oe3reku.



