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Do not store above 30°C
© AstraZeneca 2013

To be taken orally as directed by the prescriber
KEEP ALL MEDICINES AWAY FROM CHILDREN

Casodex® is a trademark of the AstraZeneca group of companies

Manufactured by Corden Pharma
Otto-Hahn-Strasse 68723 Plankstadt
Packed by AstraZeneca UK
Silk Road Business Park, Maccl
Cheshire, SK10 2NA United Kingdorm

Scale: 100%

PRODUCT NAME: CASODEX 50 mg
CARTON

£ ,I‘

Please refer to the package insert.

INDICATIONS, DOSAGE,
CONTRA-INDICATIONS:
READ PACKAGE INSERT
CAREFULLY BEFORE USE.
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CASODEX 50 mg
Bicalutamid
Vién nén bao phim Sl ©
THANH PHAN thuyét, viéc ding déng théi nay cé thé Ial

Mbi vién chira 50 mg Bicalutamid (Tén INN).

DANG BAO CHE )
Vién nén bao phim, mau trang.

CHi DINH DPIEU TRI =
igu trj ung thu tién liét tuyén tién trién phdi hop voi cac chat co
céu tric twong t LHRH hodc phau thuat cét bé tinh hoan.

LIEU LUQNG VA CACH SU¥ DUNG

Nguwéi Ién

Nam ké ca ngudi cao tudi: 1 vién (50 mg) ngay mot [an. Nén khdi
dau diéu trj bang Casodex cling lic vai chat cé céu tric trong tu
LHRH hay phau thuat cit b tinh hoan.

Tré em

Chéng chi dinh dung Casodex cho tré em.

Suy than

Khéng can diéu chinh liéu cho cac bénh nhan suy than.

Suy gan .

Khéng can diéu chinh liéu cho bénh nhan suy gan nhe. Sy téng
tich Idly thubc cé thé xdy ra & bénh nhan suy gan vira va néng
(xem phén Liru y dac biét va Than Trong khi s dung).

CHONG CHi BINH

Chéng chi dinh dung Casodex cho phu ni va tré em (xem phan
Phu ni¥ cé thai va cho con bu).

Khéng diing Casodex cho nhirng bénh nhan cé phan trng nhay
cam v6i hoat chat hoac bét ky ta dwgc nao cia thude.

Chong chi dinh ding dong th&i Casodex voi terfenadin, astemizol
hay cisaprid.

LUU Y DAC BIET VA THAN TRONG KHI SIf DUNG

Casodex chuyén héa manh & gan. Cac d liéu cho thay & nhirng
bénh nhan suy gan nang, sw dao thai céd the cham hon va diéu
nay cé thé lam ting tich liy Casodex. Vi thé, Casodex nén duoc
st dung than trong & nhirng bénh nhan suy gan vira va nang.
Neén kiém tra dinh ky chirc ndng gan vi cé thé cé cac thay dbi &
gan. Phan I6n cac thay ddi xdy ra trong vong 6 thang dau diéu trj
bang Casodex.

Hiém gap nhirng thay ddi trdm trong & gan va suy gan khi diéu trj
bang Casodex (xem phén Tac dung khéng mong mudn). Néu xay
ra, nén ngwng dung Casodex.

Casodex (rc ché Cytochrom P450 (CYP 3A4), do vay nén than
trong khi diing chung véi nhirng thudc chuyén hoa chi yéu bang
CYP 3A4 (Xem Chéng chi dinh va Twong tac thubc).

Bénh nhan ¢ van @& di truyén hiém gép vé khong dung nap
galactose, thieu hut Lapp lactase hodc kém hap thu glucose-
galactose khéng nén dung Casodex vi méi vién thube cé chira 61
mg lactose monohydrat.

TUONG TAC THUOC
Khéng c6 bang chirng vé twong tac dwoc lwc hoc hay duec dong
hoc gira Casodex va cac chat cd cau trdc twong ti LHRH.

Céc nghién ciru in vitro cho thay R-Bicalutamid Ia mét chat e
ché CYP 3Ad4, voi tac déng (rc ché yéu hon trén CYP 2C9, 2C19
va 2D6.

Mac du cac nghién ciru |am sang dung antipyrin 1am chat danh
déu hoat tinh cytochrom P450 (CYP) cho thay khéng cé twong
tac thudc voi Casodex, nhwng mire d6 tiép xic midazolam trung
binh (dién tich dwéi dwéng cong AUC) tang den 80% sau khi
dung chung véi Casodex trong 28 ngay. Béi véi nhitng thubc co
chi sé diéu trj hep, can lru y @én s gia tang nay. Do vay, chong
chi dinh dung Casodex dong th&i véi terfenadin, astemizol,
cisaprid va than trong khi dung Casodex chung veéi cac hop chat
nhu ciclosporin va cac chat chen kénh canxi. Can giam liéu cac
thudc nay, dac biét néu cac tac dung ngoai y tang. Dbi voi
ciclosporin, nén theo déi ky néng do huyét twong va tinh trang
Idm sang sau khi kh&i dau diéu tri hay sau khi ngwng ding
Casodex.

Nén than trong khi k& toa Casodex chung véi nhieng thudc cé kha
ndng trc ché sy oxi hod nhw cimetidin va ketoconazol. Theo ly

trong huyét twong va c6 thé [am tang tac dya

Cac nghién ciru in vitro cho thdy Casodex oot
céc chét khang déng coumarin, warfarin & cac‘w-iuﬁau-két vGi
protein. Vi thé néu bat dau didu trj bdng Casodex & nhi*ng bénh
nhan dang dung cac chat khang déng coumarin, nén theo doi k§
theri gian prothrombin.

PHU N CO THAI VA CHO CON BU
Casodex chéng chi dinh & phu ni¥ va khéng duec dung cho phy
ni¥ co6 thai hodc cho con bi.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY.
Casodex khéng lam suy gidam kha ndng lai xe hay van hanh may
cla cac bénh nhan.

Tuy nhién, can Iwu y budn ngd thinh thodng co thé xay ra. Bét ky
bénh nhan nao bj &nh hwéng, cin than trong khi dung thuée.

TAC DUNG KHONG MONG MUON
N6i chung Casodex dwec dung nap tét, chi vai trwéng hop ngung
diu tri do bién cb ngoai y.

Tén suét tac dung ngoai ¥

Tén suét Co guan Tac dung ngoai ¥
R4t thwong gép Mau va bach huyét Thiéu méau
(210%) R&i loan hé than kinh Chéng mat CL
Réi loan mach mau Néng birng
Réi loan tiéu héa Pau bung
Tao bén
Budn nén
Réi loan than va tiét niéu Tiéu ra mau
Réi loan co quan sinh sén Cam giac cang tiec vui'
vavy Chirng vii to & dan éng'
Réi loan toan than va tinh Suy nhuwoc
trang tai noi diing thudc Phu
Thwéng gép Réi loan chuyén hoa va Giam ngon miéng

(21% va <10%)

it gap
(2 0,1% va <1%)

Hiém
(= 0,01% va <0,1%)

dinh duéng
Réi loan tam than

Réi loan thén kinh trung wong

Réi loan tim

Réi loan tiéu hoa

R6i loan gan mat

Réi loan da va md dwdi da

Réi loan hé sinh sén va vi

Réi loan toan than va tinh
trang tai noi ding thudc

Chi sb cén 1am sang
Réi loan hé mién dich

Gidm ham muébn tinh
dyc

Tram cam
Budn ngli

Nhdi mau co tim (036
béo céo tlr vong)” « 'h

Suy tim®
Khe tiéu
By hoi
Bac gan
Vang da

Tang men
transaminase’

Ruyng téc

Ram 16ng/ Moc lai téc
N&i man

Da kho

Ngira

Réi loan crong dwong
Bau nguc

Tang can

Phan (ng qua man
Phi mach

Néi mé day

Réi loan hd hép, ngwc va trung Bénh Iy phdi md ké. DA

that
Réi loan gan méat

cd bao cao tir vong.
Suy gan. BAa co béo céo
tlr vong.

!, Co thé gidm khi phéi hop véi phiu thuat cit b tinh hoan.
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?. Thay d8i & gan hiém khi ndng va thoang qua, thuéng mét gi
hay cai thién khi tiép tuc hay ngwng diéu tri (xem Phan Lwu y dac
biét va Than trong khi st dung). )

® Ghi nhan tir nghién cru dich té dwoc vé cac chat chl van
LHRH va khang androgen dwoc si¥ dung trong diéu trj ung thw
tién liét tuyén. Nguy co gia tang khi dung CASODEX 50 mg két
hop vei chat chl van LHRH nhwng khéng ting nguy co khi diing
CASODEX 150 mg don tri liéu diéu tri ung thu tién liét tuyén.

Cac tac dong trén tim mach nhw dau that ngwe, suy tim, ri loan
dan truyén bao goém kéo dai khoang PR va QT, loan nhip tim va
thay dbi ECG khéng dic hiéu hiém khi dwoc ghi nhan.

Mat sé it trwérng hop c6 thé gap gidm tiéu cau.

Mét sé tac dung ngoai y dwec ghi nhan ciing 1a nhing triéu
chirng thiréng gdp & bénh nhan cao tudi: = N
Hé tim mach: suy tim.

Hé tiéu héa: biéng &n, khd miéng, khé tigu, tao bon, day hoi.

Hé than kinh trung wong: chéng mat, mét ngl, ngd ga, suy giam
tinh duc.

Hé ho hap: khoé tho.

Heé niéu-sinh duc: bét Iipc, tiéu dém.

Huyeét hoc: thiéu mau.

Da va cac phan phu: rung téc, ndi ban, d& md hadi, chirng ram
léng.

Chuyén hod va dinh dw&ng: dai thao dwdng, ting glucose huyét,
phu, tdng can, gidm can.

Toan than: dau bung, dau ngwc, nhirc dau, dau, dau ving chau,
@n lanh.

QUA LIEU

Chwa c6 tredng hop nao qua liéu & ngwdi. Khong co thuéc giai
doc déc higu, bién phap x tri 13 diéu trj triéu chirng. Tham phan
co thé khang htu ich vi Casodex gén két manh véi protein va
khéng tré lai dang khéng dbi trong nwére tidu. Can chi dinh diéu trj
nang d& toan than ké ca theo dbi thwéng xuyén cac dau hiéu sinh
ton.

DAC TINH DUQC LY

Pac tinh dwoc luc hoc

Casodex la chat khang androgen thudc nhém khong steroid,
khéng c6 cac hoat tinh ndi tiét khac. Casodex gan két voi cac thy
thé androgen ma khéng c6 biéu hién hoat hoa gen va vi thé tc
ché sir kich thich androgen. Sw thoai trién clia cac khoi u & tuyén
tién liét 1a do sw rc ché nay. Trén Iam sang, ngwng ding thude
Casodex co thé din dén héi chirng cai thudc khang androgen &
mot sé bénh nhan,

Casodex |a mt dbng phan racemic cé hoat tinh khang androgen,
hoat tinh nay hau nhuw chi cé & ddng phan déi hinh (R).

Pac tinh dwoc déng hoc .

Casodex hap thu tét sau khi uéng. Thirc an khong anh hwong
dén sinh kha dung clia thude.

©béng phan déi hinh (S) bi dao thai nhanh hon so voi déng phan
déi hinh (R), déng phan déi hinh (R) c6 thei gian ban thai trong
huyét twong khoadng 1 tuan.

Vi liéu Casodex dung héng ngdy, déng phan ddi hinh (R) tich Iy
trong huyét twong gap khodng 10 lan do c6 théi gian ban hay dai.
Nbng dd cta déng phan ddi hinh (R) trong huyét twong & tran

thai on dinh 12 khoang 8 mcg/ml khi dung lieu 50mg Casodex moi
ngay. @ trang thai 8n dinh, déng phan déi hinh (R) c6 hoat tinh
chinh chiém 99% tdng cac déng phan dbi hinh trong huyét tvong.
Tudi tac, suy than hay suy gan nhe hodc vira khong anh huéng
dén dwoc ddong hoc ciia dong phan dbi hinh (R). O cac bénh

’ L]
han suy gan nang, d&ng'phén déi hinh (R) thai trir ra khéi huyét
wong cham hon. '

Casodex gan két manhfvé'i protein (@dng phan racemic 96%, R-
Bicalutamid 99,6%) va duoc chuyén hoa manh (qua sy oxy hoa
va glucoronyl hod): Cacichét chuyén hoa dwoc dao thai qua than
va mat voi ti 1&é tvong,dwong nhau.

Trong mot nghién ctru lam sang, ndng do dang ddng phan R-
Bicalutamid trung bjnh trong tinh dich cla bénh nhan st dung
Casodex 150 mg la*4,9 mcg/ml. Lweng Bicalutamid truyén sang
dbi twong khac gidi khi giao hop la rat nhé, chi khoang 0,3
mcg/kg. Lrong nay thdp hon mic cé thé gay ra nhirng bién ddi
trén con cai clia dong vat thi nghiém.

DY LIEU AM TQAN TIEN LAM SANG

Casodex |a chat khang androgen manh va 1a chat cdm trng men
oxi hoa chirc nang hdn hop & dong vat. O' dong vat, su thay dbi
co quan dich, ké ca sy kh&i phat khéi u déu lién quan dén nhieng
hoat tinh nay. Hoat tinh cam (ng men khéng duwec nhan thay ¢
ngudi. Cac két qua trong céc thir nghiém tién lam sang khong
dwér,rc xem la lién quan vé&i viéc diéu tri ung thw tién liét tuyén tién
trien.

DAC TiNH DUPQC PHAM
Danh muc ta dwoc: lactose monohydrat, magnesi stearat,
hypromellose, macrogol 300, povidon, natri starch glycolat, titan
dioxid (E171).

Tinh twong ky

Chuwa dwec biét

Lwu ¥ dédc biét khi bao quan

Bao quan & nhiét 46 khéng qua 30°C.
Hwéng dén sir dung, xiv ly va loai b
Khong co6 yéu cau dac biét nao.

Han dung )

5 ndm ké tir ngay san xuét.

Dang trinh bay

Hop 2 vi x 14 vién.

Ngay hiéu chinh toa thubc

Thang 05 nam 2011.

S/ DAIDIEN

% TAl THANH PHO

THUOC NAY CHI DUNG THEO SU KE BON CUA BA ]
THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG
MONG MUON GAP PHAI KHI DUNG THUOC.

DE XA TAM TAY TRE EM

Casodex is a trade mark of the AstraZeneca group of companies.

Nha san xuét:
Corden Pharma GmbH
Otto-Hahn-Strasse, 68723 Plankstadt, Blrc.

Nh& déng goi:
AstraZeneca UK Limited
Silk Road Business Park,
Macclesfield, Cheshire,
SK10 2NA, Anh.

© AstraZeneca 2004 — 2011
GEL No. ONC.000-317-843.4.0
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