-9 15 =97 =51 o finzmemsunneAnANNERIAanSLAR
1a-us-1-iu mon e
140 fiasns 15a 13 11U ANNAUTRTAFY ABLRALADTARFY
Haans 1“3 15ALLIYINY
= GS
Adauaiagands . fmseadia

140 dadansu Aiiaiin
#an1s61 Imbruvica® (du-us-3-A1)

“Hauaruunneusandans

a1l Tadn1nzavnatnnsalu”

1. eNiAaanazls

1.1 gniliidainazls

1.2 eniilalidaaz1s

2. 2iaas5nauladen .

2.1 iuladeniidals

2.2 aiamnsseiviiialaianii

3.1 auvauazislad
e AusNaUAILULUHNUDILWNEUTALARUNT KIaON

AN FFUINATIINENLIA

endifiadn a-us-vi-fiu (INN: Ibrutinib)

SnwusiSadiaidanuny unsesaminudas de
anaddlusdasldednuusisonfinduaiugeie
fluagfunisdndulazasunndyrinn1ssnmn
snanrAduaas s us e 1Fa%
freTsaaalaudgasanunlasinayddidia

o Aueniuay 1 A wahonabuzasnniu

e Ausnounilga viudsiuiavinlviuadaaunn
naufiuy

o Ausnoidin viudn ua waLAL?

3.2 nnnauAuaalsinadne'ls

mnduduen usfoagaaluiuiisasfueiiu W

Auenviuiiidinle

e MnAUAUsNuazinlafiai niuldudy lusasAu

gNAALATA 9 LWTIZENANALAUBUIA LENTUIAU
gnlvinsanailnésialy

o a S a a ° ° 1
3.3 anAugIdtAvAvIaNLULin As1nating'ls

wwauwendl wdagiudsznavuasend
Aavldayulnsdia tusaaiuise Snelsaduiad

e  ULiduneannisadnelndde wayduluisewenuna
Wuiminfiaanisiailnd (quiuLéiuza 5.1)

4. 2iamsufiiGsz1iineladen

o VN eNH MR UAY Aowiiiaziain1suialsa
UL enAuvinu

Wamulaaadalvvanuwngvinvinuiaiieg
sia'ludl

fidamaanfinidné wiafldsyidldanaanfialnd
Adalal “en avsisu auulns” daduas
Hutsamlanne wiaiinnsisiunasiilafailng
dunralavinoufiaing
ANRIALIN B TAELNTHIAR BIaLALNIAANIADY
dubhsadudnaud wiawmenilu

HIATTA MILKUALEIATTH Taliununs

o WNMEREN WIS UIUIAENLAY AITAULNTaLNY
satfiasemudinuzinuasuwng wiainduns tila
NAN1ISAETIA

e WULWNHAINTAAEIIRNILAND tAHaGAAY
KaN1IsAEIMIaNaINNATTLAEN

o auffiautandnidaonsdonssdseninonsiaend
uay 1 faundofiuenafgnving wszenatasdong
\Jasamsamindonssd

o WNTUUNYATIZTNIIINTINBIUREAIINRT 1
flavindeann'lasuenafogaviae

o n3fiusa wia vinudue3asdng (Hudeivinuais
s¢¥9 wszenfianavinlidiensasdniwde e

5. a"’um'smﬁmmﬁmmnm

5.1 ansiidasiafausH U lUdwutnne’

QU

ui

o Wulum wWdane suElihn auRe

e Winfia tuan wuunintan walaaiunn

o Auund suwad Mnonanaan

o laige wundu thaladm defluainiszasdada
Tus1vna

o L&amaanfadnd lauA aasefildanluniaden

=

Tagnsdudafiuviafuun a1 1daad
Al L&aa'lualinga (Tusiu

o W lasusruazfinlng

o UMY a1 i

o Juudswe dauuse duau nsyafinsildauuilag
1thadseziiluszaznaiuiunialaAseresunse

o a1nsladu Wl Andevie

e 21ANINLUADY ALK& a2y dadauu
1iagun

5.2 anisildANTusdI UL usdsd
a1n1squnsy ildwunwne’




e afutilansud f8nliauradr Uia Uin
aauilauaznsgn

o Jy9diu fiuve §8nnwde wilas

o AdUld adau

o fiqaadanvuiaidn wna Arvutouasninung
Aufni

o viaude areaaanseiaivzaciiuiin

6. tAuanilasing'ls

o AUTIlUMAULLTIUANA N LT LN

I o o ' I3
o LAUENTUNUUY 2t NTUTAULRITALATI AITLALIEN
luisaundadu 12y Tusa viasin WavasH
vAivenlviwudiawin

7. anuazuazaiudsenauaavanil

anuazan (diauailaga)

ualgataaifunde 217 Mundy AuwaIdnssURY
dtauden “ibr 140mg” aMaluussansadulIadivg
2N

anuaran (Atiauia)

140 dadnsu: vinennau fudmaanndasdodiden
sunfoRuWdIdnws “ibr” uavdnadruniefidiia
“140"

srenddag: laugidfiu
frulsznaudunlulddrondrday:
wadafaduusin: croscarmellose sodium(asa s
ATSLuATad 196 8y ) magnesium stearate
(nunfitansiiiarsa) microcrystalline cellulose (1
Tasaiddaduidaglad) way sodium lauryl sulfate
(Tefauaadadainn) tddanuwalega 140 dadndu
Usenauea gelatin (vaaydu) titanium dioxide
(Innidianleaanae) uay black ink (LURNEIA)

giaduuginn: colloidal silicon dioxide
(raaraadagdnaulaaan’lais) croscarmellose
sodium (AsagmAsualadtauLGAau) lactose
monohydrate (uan1nalulu'laiasa) magnesium
stearate (uwnnfiidausLGiasa) microcrystalline
cellulose (lulasAiadadu ey 1lad) povidone (Iw
31au) uag sodium lauryl sulfate (12fauaa’a
dane) ssiadauflalusasidfinlsznausie
ferrosoferric oxide (tWas1s1amWasznaan'laie)
polyvinyl alcohol (wa&hfiawaanagdad)
polyethylene glycol (wadlavidu’lnamaa)) talc
(Wan) titanium dioxide (lnniiaulaaanlaie)
wae yellow iron oxide (teatlallasaauaan’laie)

WNAR
Adaunagauvazida: Cilag AG
Schaffhausen Ussinagintzasuaus

Wi/ Waasineiuay
V3EN wautdu-guan 34 agamne dssindlne

mnsaInITaNuan1salliRlssaAaadaLAn
AANTIAEN nTaNAARAaLIENY NYALUR
aepqcjacth@its.jnj.com

maviusasnsdayaRNL A AUNEa Souai
NIAUAAAALIENY MIALUA
medinfosea@its.jnj.com

lanasidsulsenseangadia: 5 fuau 2567
(USPI version MAY-2024 + CCDS V.21-AUG-2020
(Hep E Infectionin W&P) + GLOW /CAPTIVATE
(CCDS v.33, 10-Nov-2021) EU SmPC V Aug 2022
+ SHINE JP V.24 Feb 2023)

dAnun2inuagnuAnduulaisiaag ag.
= https://ndi.fda.moph.go.th/

AfauaulsEANANSENSIVANSITL A

gnfianavihliAndunsasnause'le savldnnalsnng
MILANADILNNELVINTY

& o 1% 1
nadsiitlurdayaiaatia
mnidasedalidsnsunnedudamndadns







