lanarsamnugA ' Inasiinsueiila

12a4iA1® (Mai-1i-A1)
(azisimaisu wadina (INN: Abiraterone acetate))
sUuuula

laiviAn@aaz'ls?
\afifAamdideanalasunngdolahHuduenwsafitay laidldlunssnganaddulsausse
sanganInainsunsaszanalldogiudu q aasene
folinsudvanuilrasduuazilsednananaslainr lusnedoniacin
Aauladlaiiinn TWuIIunneiAeIAUAIENIIAISUINNLE IR IAMITIKNA SINFIdIRaL:
o fiilywniiala
o filgwfidu
e iulsatunuinu
o fuse¥dnafilywiisanninnle
o filsyifinafiauvnisanlsauas
o AdvlaTuNsFnINAuladviunsissanganann
o MdvAvATIAUTAIILKURLHIATTA Laidnarailuduaasanisnluasssuasnanazyin
WiAansgadun1sdensssd (A1suvivuns) udlenidenssiviailaniadenssalelinlg
fudaendinlaidufialiindauntasdinlaidiuiindu 9 d1finsuanin gnua w3a
W&awe Taalsidannaisilasdu 1y anssnugeiia
o figasasiiddvdenssavisafilaniadonssale
o Wraifdasadugudgeniauisaitaniadenssdlanlsidnisauniiiand
sg&nina (Asauaiia) Tuszninenissnsialadaiuaziunai 3 e
ndvannsldlaidiasegavine
e dAlAvaLsrnIDWUNYATUTAILKNUIZTWUNYAS 9 TN laAA g INTaNIULNg
un'launsala
WussunneiAm Auaadinaafideldaguianissnunaatlasu sudeenAunnddo
waredaInnsadaleias Jandu uarndadaaia@iuaivmisanayulng laddaunsainduns
AsenAuendu q lananad
aarlimssuvtavgamla 9 Aaulnmuwnaidoinalain
AAITIINENTinaA1doldag iusianisanlidudl Waliunnduasindunsaiianalasuas
T

suasladlaavin1aeinels?

o AulaiiAiuasewsailauasIn UTALNNER

o AulaidrlununaRunngdoiuas 1 as

o unndanadfuldsuauaeuasaadiianuiniu

o Vulsuulasundavgadulaiaidasrwseilauluaunaduwne e lnaililed
AsUsnEAuunneinau

o WiduenuinlaridTuazuivafilunaeiiasing WnAuaiuis 2 dTuenaunii was
1 s TuendAulaiiinn

e huAulaviAInsaualIuis Msiuladisainsanavinsaravinliengaduidngsivnnale
undunidsiiunazaravinbvivinannaisanedae e

ZYTIGA (250 MG + 500 MG FCT) Created on 5 Feb 2024
USPIL Version Aug-2021_update address



Windulaidviadie iduuewsaldeddinen

Auenudialadid wsaniindu

gaadnAulavinniaswsaiilau idueauiadndluiude’ly draaudniuaruinnin
1 a%9 WiTunIounnewui

unwndagrinnsenaldaaiiansiagauainisnoéas

Qs

P o o al a = o o
az'lsaaanni1sanviaasinatatnadulaannladiinn?
MeffifatarinTitAnain1sanetdasiishausy Usznaueaa:

® O O O O

anudutdangy Tnunatdaulutdans uiui wazilasulusinigua duisa
ndulalussuitenissnueralainr dearafludunsefedia tiaantanianias
viaanisaldl qmazsfao‘l?.i"mmeﬁ'h.iui'mrTu"Lmﬁﬁwnmmmﬁéi"oazmLm'oﬂ'?m WWNeR
faanuduldanuasnal vinnsasiatdaatiaiassduTnunaidannadnn wazasagay

aMsuazaINsuEndla 9 aasnisuINtnaiaulusenitenssasie laiaa
o - o = o 1 &
wAvHNNenIaasiaInN1savaa luil:

Ui o Fuau
Wlawsivialisigua o naiasauuse
sanminianianauaziiluan o 1haan
1hah o WNATMFaLN

ilayuiiaauuuinle anadadulsdinauaaldouwsadlau iianisdaida viafinneg
LATEIA

fleyuniduacinesuuse asalafidin1svinouaadduildaunlasarnnanisasiaian
wnneagvinnsanaldaaiagaisvinnuzasdunausnmnealaidiuasseninesnuee
Naiid avaiaanzdunedudainllgmandadials Wiuuounndiuidiaadonawy
nsildaunilasia q sa'ludl:

o ffeuniaadidindag

o ilasnz&iiutu

o mAAulduzaaLTnuaL1ITULS
faudasminduiaziinnisuaniinuasnsegnuaznisidadiadaldladidiuasen
wisafTauniaswsafilalay siuduseduianioRizaninsdan Ra 223 laaaa'lss udo
wnneiAmdunsinendulanaa lasudniunzsosangnviann
draalutdansiatnesuuse (Anianalutdaad) iaalutdansiatioguunse
nnlaidausaiadulalugdduTsauninueasAuasn ¥ umIuLNLin ALLAY
uwnnduadsaaasiastdutinanatluidanuasnaiulszdarlusenitesnmeralainuas
NFINNTNAUUEANTINEILED WnnEuasaaaNafaItl&auAUIALNFAEILIMUAAIAM
fie ansuaransuaaviiiathataluidansianasiuds

e 1haWn e WIAWIA

o JI9TU e 9§80

e BAUUT o FalaEus

o HUN o widanan

o Fuau e 3&nnszaunsznala

a1nsILA g AnLLiaganluinn Usznausa:

ZYTIGA (250 MG + 500 MG FCT) Created on 5 Feb 2024
USPIL Version Aug-2021_update address



o  {Rawmidlamann o @iy

o 1haa o fovlariayn lania wiasdea (Lauie)
o ANUAULRAAFY o la

o AWl o 1hatm

o wulvEani o uialBanuassn (ANzdanane)

o sduTwwnaidanludans o  svhumatRdnasaauaslasndiaa’lseiu
o 21NNTRULAILAAT AU LRangy

o vinul&e o seduthenaluldangs

HARNITATIALRAAUIALNIAAUANG

[

lafinararinliinatleyinigiazeywuglu

>

13

2nadivanagnasanNEINITalunsiuag Usamn

>34

s

wnnddnaufinnusnatimfunzasyy
anmsaniilildainsianuaiAndulaainlamin
TnsgaunNunntiiazad I LULiINIIAITUNNE RIS LA 1N15219LE LY AAIAN1ASIE9IU
a1nsdvAavaadIinvIuAIEATIUNITAIKISHAZEN L6

.0, ¢

Fuastiusnuladiinnating'ls?
e AUlaAAaaungfilitAu 30 avaaaidas giunuaanguunsaden
ulaiinuazannuua Tuinuannddawén

aiaya i dunisladlaiinrattvilaandauaszidszdnsua
luueasenatagadeanmaiaglssavduanmiiaanniszyliluanasiduendwiugiha viu
laAdd nsuaedunndlailaszy viuliladduagiy widwinnagiannisifaiduaa
Wasananafluduasasawinian e

AEINNsadaua A §uNIVTaunnddmFutayalfendulaidAinnsiavinduiuyaainsng
ASUWNE e

sdruilsznauuavlauvinidiaz1siine?

snendday: azdismalsu uadien

gsilsznauitlisigns:

gnuiaadauflau aune 500 dadnsu: raaraadadanaulaaan’lae (colloidal silicon dioxide)
asadAsiuaTas1aian (croscarmellose sodium) 1aTdsiuatad (hypromellose) udniaslu
Tulaiase (lactose monohydrate) wiinfitdausifialsa (magnesium stearate) dagW a6 lu1as
msasaduLtag1lad (silicified microcrystalline cellulose) uaglaiifauaasadatna (sodium lauryl
sulfate) fufldundavulsenausa lasauaantlasdsn (iron oxide black) lasauaan‘lad&uas
(iron oxide red) un1masnaa 3350 (macrogol 3350) Tw&filawaanadad (polyvinyl alcohol)
iadu (talc) wazlnmdianlaaanlaa (titanium dioxide)

euinafialiiedau aune 250 fad&nsu: Aaaaaadadanaulaaanlae (colloidal silicon dioxide)
asadgasiualadladan (croscarmellose sodium) uanlaa&inlulaiasa (lactose monohydrate)
wiinfiidauaifiasa (magnesium stearate) ulasasadaduiaaglad (microcrystalline cellulose)
IW3Tau (povidone) uazlafauaasadiatie (sodium lauryl sulfate)
aneatzuardlulsrnauAaIAN AU LSI:

gdfiatndauflay auna 500 Sadniu: ussaluunuddinasanuiunionun 60 uin TaauNIud
Anasuaayuny (AflaRIfd-"a-A3d/avafidfian) ussxlunaa

gtfinufialutaday vura 250 fadnsu: ussy 120 vinlumawaladfnufiawadiaiduaiu

o ool

RUILUUFY (ATaLaAANED)

ZYTIGA (250 MG + 500 MG FCT) Created on 5 Feb 2024
USPIL Version Aug-2021_update address



AanaunulscnIdansENsIvANBITAULR
enflanavinitAnduasesausels sdasldnnalinismunuguatadunwneivingu

Waning wanziiouesuan | Suitlasuausia
nedauensuen
laivinn 250 da&n3u | Patheon Inc. 1C 88/56 (N) Fuila¥uaula
Ontario UsstnAauian nerdiausnsuen
Afousn:

4 figunau 2556
Fuila¥uaula
Tvidaa SMP:

31 &ymeu 2560
l2i7inn 250 dad&nsu | Patheon S.A.S. 1C 15069/63 (N) Fuilesuausia
Bourgoin Jallieu nedaussuen
sunarlfoas ASausn:

28 flunau 2561
Fuila¥uauls
Tvidaa SMP:
aidi

uiisaans:

10 fiunau 2563
l2i7in 500 da&n5u | Patheon S.A.S. 1C 15062/61 (N) Fuitlesuausia
(enuiiatpdauilau) Bourgoin Jallieu neviiauesuan
sunarlSoas afousn:

16 &9uau 2561
Fuila¥uaul
Tvidaa SMP:
aidi

Fusurdayariuigy Tlseauanasaiduaatiudulan s ulaie
https://ndi.fda.moph.go.th/

Juitualmangrsiiduanaign 16 nuawus 2567 (USPIL version Aug-2021)

2"
U3EN wauLdu-guan 146 Agetnw Ussina’lneg

masasnsanunamsalliflseaerigedaiinannaislden asanfasaussing nedua
aepqcjacth@its.jnj.com

maviusasnIstayalRuGN A AUNEnf el nsanfnsaus¥ny nediua
medinfosea@its.jnj.com

ZYTIGA (250 MG + 500 MG FCT) Created on 5 Feb 2024
USPIL Version Aug-2021_update address



