3ASIBA

Ha NIPOBE/JICHHS /IePRABHOT OLIHKH Me/IHYHIX TeXHOI0T i

1. Indgopmanis npo 3agsBuuKa:

1) naiomenyeannsn (npizeunie, im’a, no oamerosi) 3asenuxka: ACTPASEHEKA ABb,
IIBewis; ynosHoBakeHni npenctaBuuk — TOB «Actpa3eneka Ykpaina»

2) micuesnaxooycenna (micue npoxcuseanna): Byn. Cim'i Ilpaxorux, 54, Kuis, 01033,
Ykpaina, biznec-napk «€BPOITACAX»

3) nomep menedhony (meaegharcy): T: +38 044 391 52 82 M: +38 095 771 04 48

4) adpeca enexkmponnoi nowmu: nataliia.serhiienko(@astrazeneca.com

1'. THpopmauist npo BUPOOHHKA 3asIBJEHOT0 JIIKAPCHKOTO0 32c00Y:

Actpa3eneka Ab (AstraZeneca AB), LlIsewis

2. lani mo/10 3a9BJI€HOT0 JIKAPCLKOTO 3ac00Y:

1) mopzoseavna nazea jgikapcvkozo 3acooy: KAJIKBEHC

2)  MIDICHApPOOHA  HEnameHmoeaHda  HaA36a  AO0  CUHOHIMIYMHE  HAUMEHYEAHMA:
AKaIa0pyTHHIO

3) CKIa0 NKapcbKko2o 3acody (0itoyi ma 0OROMINCHI pedosuHL): J110Ya
peuoBnHa: akanabpyTuHiOy Masneat (acalabrutinib maleate);

| Tabnerka, BKpUTA IUIIBKOBOIO 000JIOHKOIO, MIcTHUTHL 129 mr axanabpyrunidy maseary,
mo expiBaieHTHO 100 Mr akanabpyTuHIOy;

QONOMINCHI  PeHOSUHU. MAHIT, LENI0J103a MIKPOKPUCTAIIYHA, TLIPOKCHITPOTIIINIEN0N03a
HM3bKO3aMIlIleHa, HATPIlO cTeapuadyMapar; MOKPUTT TaOJICTKH: FIIPOME103a, KOHOBIIOH, THTAHY
JUOKCH/L, Makporoi 3350, Tpuriiiiepuau cepe/IHbOro JaHIora, 3aiiza oken/1 kopTthii (E 172), 3amiza
OKcH1 yepBoHuii (E 172).

4) hopma eunycky, uio npononyemoca 041 exawvennsa 0o Hauwionaivnozo nepenixy
OCHOGHUX NIKAPCLKUX 3ac00i6 ma (1d0) nepenikis: TabIETKHU, BKPUTI IJIIBKOBOIO 000JIOHKOIO

Ocnosni  pizuxo-xiviuni  eracmueocmi: TadireTka, BKpPHUTa IUIIBKOBOIO  000JIOHKOIO,
[oMapaHyeBoro kojibopy, 3 TucHennsam ACA 100 3 ognoro 6oky.

5) sidomocmi npo 0epiHcasHy peecmpauiio 3a461eH020 JIKAPCLKO20 3ac00y 6 YKpaini:

Kaziksene TabiieTKH, BKpUTI MIIIBKOBOKO 000J10HKOIO 110 100 Mr. PeecTpattiiine nocpigyeHHs
UA/19138/02/01, Tepmin it 3 23.12.2021 no 23.12.2026. Hakaz MO3 Ne 1216 Bia 12.07.2024 p.
Sasisuuk: Actpa3eneka Ab, [senis.

6) papmakonoziuna 0ia nikapcbko2o 3acody: ) GpapMakoloriyHa Jiis J1IKapcbKoro 3aco0y:
AxanaOpyTHHi0 — 11e ceqeKTHBHHUH iHT101TOp THpo3uHKiHa3K bpytona (TKB). TKb € curnanshoio
MOJICKV/I010 aHTHUreHHux peuentopis B-kmitun (BKP) ta peuenrtopa uurokinis. ¥ B-kiiTuHax
nepeaava curnanis 3a gonomoroio TKb cnpusie BikuBanuio ta nposigepaiii B-kaitun ta HeoOxiaHa

JUIs KJINTHHHOT a/1resii, Mirpauii ta xeMmoTtakcucy. AxanadpyTinid ta oro aktushuii metadonit ACP-



5802 popMyIOTh KOBATCHTHHH 3B 430K i3 IHCTEIHOBHM 3Q7HIIKOM B aktusHomy uentpi TKB, mo
NPH3BOJUTD J10 HeoOOpoTHOT inakTHBawii TKB 3 MiHIMaIbHUMHE HELITLOBMMH B32EMOITISIMH.

7)  hapmaromepanesmuuna cpyna  aikapcvkozo  zacody ma  Kkod 3a  ananomo-
mepanesMUiHoO-XIMINHOI0 Kiacuirauicio: ARTHHCONIIACTHYH] 3ac00H, IHTIOITOPH MPOTETHKIHA3M.
AxanabpyTtunio. Kon ATX LOIEL02.

8) 00ne noKazanusa 00 MEOUUHO20 3ACMOCYEANNA, 3a AKUM NOdacmbea 3ansa: Katksenc
MOKa3aHWH sIK MOHOTeparlis ado B KoMOiHauii 3 06iny Ty 3y MaboM s NKYBaHHs JOPOCIIHX NALIEHTIB
13 paHillle He JIKOBAHHM XPOHIUHHM mmpountapunm netikozom (XJIJI).

9) nokasanma 00 MeOuun020 3ACMOCY&AHHA GIONOGIOHO 00 IHCMPYKUIT 018 MeOuuHoz0
sacmocysanna, sameeposcenoi MO3, 3a nasenocmi oeprcagnor peecmpauii 1Kapcykozo 3acody 6
Ykpaini:

Kanksenc nokasanuii sk Monoteparis abo B komGinawii 3 001y Ty3ymMaboM /g niKyBaHHs

JIOPOCIIUX TIALIEHTIB 13 paHille He JIKOBaHUM XPOHIUHMM miMpouutapHumM Jeiikozom (XJIJT).

Kanksenc noxasaumii sik MoHoTepanis ans nikysanms JOPOCIIHX NAlli€HTIB 13 XPOHIYHHM
niMpouuTapanM seiikozom (XJIIT), sxi orpumany MPUHAMMHI OZIMH Kypc Teparii.

10) cnocio 3acmocysanna:

[eit nmikapebkuit 3aci® mae npusnavarucs i 3aCTOCOBYBATHCS JIMIIE 111/1 HATTIAIOM JiKaps,
AKHH Mae JIOCBIZ 3aCTOCYBaHHs NPOTHIYXJIMHHUX JHKAPCHKHX 3aco0iB. PekoMeH10BaHa Jl03a
cTanoruTh 100 Mr akanadpyTuniGy asiui na 106y (1o BiANOBiNae 3arambHiii 1060BiH 1031 200 MT).
IHTepBan mMix n03aMu NOBHHEH CTaHOBHTH NpHOGAW3HO 12 rojmm, Tepanito nikapeekuM 3acobom
Kanksene neoOXifHO TposoBkyBaTH 10 mporpecyBaims 3aXBOPIOBaHHS a00 BWHHMKHEHHA
HENPUHHITHOTO TOKCHYHOTO e(eKTy.

11) nasgnicmb nokazane 00 MeOUUHO020 3UCMOCYSAHHA  NIKAPCOKO20 3acody 0aA
SUKOPUCIMAHHA  NI0  4aC HAOAHHA MeOuuHoi QonoMo2u npu cmanax, wo 3a3naveni y
NPIOPUMEMHUX HARPAMAX PO3EUMKY chepu oxoponu 300poe’a: Onkonoriumi 3aXBOPIOBAHHS €
OIIHUM 3 TIPIOPHTETHHX HATIPAMKIB PO3BUTKY cepH OXOPOHH 310poB’a B Ykpaini (Hakaz MO3
Ykpaiun «IIpo 3aTBep/uKeHHS NpiOpUTETHHX Har PSIMIB pO3BUTKY c(hepH OXOPOHH 310poB’ s Ha 2023—
2025 poku» Nel832 Bin 7 sosths 2022 p). Xpouiuna nimpountapra neiikemis (XJJ) € oqanM 3
HAHTOMIMPEHIIAX THIB JeHKeMii y A0pOCHNX NalieHTiB i HANEKHTh 10 IPYIH  XPOHIYHHUX
mmponponidepaTHBHUX 3aXBOPIOBAHD.

3. Koporkmnii onmc nponosmuii momo JIKAPCBLKOT0 3200y, BPAaXOBYIOMH ONMHC
3aXBOPIOBAHHA (CTaHY), HIILOBOT KOTOPTH NMACHTIB Ta poJii JikapesKoro 3acody B npoueci
JIKYBAHHS i3 3a3HAYEHHAM KJHIYHOIO MapmpyTy HallicHTa y KOHTEKCTI BHKOPHCTAHHSI
3aMpONOHOBAHOIO JMIKAPCLKOro 3acody. 3asnaumTu nepeiik abo JOKYMEHT, [0 SIKOI0
3allpONIOHOBANO  BRJIKOYIMTH 3asiBJCHMI JliKapebkuii 3acid. 3azmaunTu posain, a0 skoro
3AIlpPOIIOHOBAHO BRIIIOYATH 3asiBJIeHNH JiKapebkuii 3a¢id. SIkmo nynkry 4-13 1oche MicTsITh
iH(popMaLLiIo 3 00OMeKEHHM J0CTYNOM, 3A3HAMHTH, SIKi 9ACTHHH ingopmanii B uux nynkrax €
KOHQIICHUWIHHUMHI Ta HAJaTH OGrPYHTYBAHHS 110710 Kongitenniiinoro xapakrepy Takoi
indopmanii.



Xpouiunuit mimgoueiikos (XJJI) — 3noskicue Jimdonponideparusre 3aXBOPIOBaHHS, SKE
XapaKTEPH3YETHCS HPOIPECYIOUUM HAKONMMUCHHAM (PEHOTHIIB 3pUINX 3710iKicHUX B-mimdonutie B
KICTKOBOMY MO3KY, nepuepuuniii KpoBl 1 BTOPHHHUX JHIM(OIHUX opraHax. 3a KJiHIYHHUM
nepedirom XJIJI € rereporennum 3axsoproBanusM. XJIJI € HalnomMpeHiliumM BHIOM JIEHKO3Y Y
cTapuiol BIKOBOT rpynu. Jlikapebkuii 3acid npornoHyeThest JuUlsl JIKYBaHHS JOPOCINX MAl€HTIB i3
paHilie He JIKOBaHUM XpOoHIYHHUM JiMpounTapHum Jeikozom (XJIJI) juis kWX HEIOUIIBHO
3actocoByBatn Tepanito FCR ta BR ((nyaapadin, uukiodocdamiz, purykcumad ta OeHaMmycTuH 3
putykecumabom). Jlani 1o/ 10 MapipyTy Nali€HTIB MICTAThCS B JIOCHE.

3asBieHuii JikapchKuil 3acid npononyemo BikiouuTH A0 Ilepeniky mikapebkux 3acodis,
Me/IMYHUX BUPOOIB Ta JIONOMDKHUX 3aco0iB 10 HUX, 110 3aKYMOBYIOTHCS 3a KOIITH ACPKABHOTO
O10/1KeTY ISl BHKOHAHHS IPOIPpaM Ta 3/(IHCHEHHS IIEHTPAII30BAHMX 3aX0/(IB 3 OXOPOHM 3/I0PORB 1, 3a
HanpaMoM «Xiviiomepanesmuyni npenapamu, padiogapmnpenapamu ma npenapamu cynpogooy O.is
JIKY6AHHA OHKON02TYHUX X6OPUX», Y TOMY HYHCI 13 3aCTOCYBAHHAM MEXaHi3MY J0rOBOPIB KEPOBAHOTO
JIOCTYTIY.

[Tynktn 4-13 Jocke MicTaTh KOH(IAeHWIHHY 1H(oOpMalilo moao wiHoBoi mpono3mnii,
PO3PAXYHKIB NOKA3HHUKIB, AaHAJI3Y Pe3yIbTATIiB Ta PO3PAXYHKY HOTPeOH /IS CHCTEMH OXOPOHH
310POB’sl Yy 3asIBJCHOMY JIIKAPCBKOMY 3ac00i (KIIBKiCTH MAiEHTIB, fIKI moTpefyBaTHMYTh
BKA3aHOTO JIKYBaAHHS).

KepiBuuk 31 crpareriunoro po3sutky TOB «Actpa3enexa Ykpaina» ,

Haranisa Ceprienko )
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