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Do not store above 30°C
Ta be taken orally as directed by the prescriber
KEEP ALL MEDICINES AWAY FROM CHILDREN

Casodex® is a trademark of the AstraZeneca group of companies
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CASODEX 50 mg
Bicalutamid
Vign nén bac phim

THANH PHAN
MBI vidn chira 50 mg Bicalutamid (Tén INN).

DANG BAD CHE
Vidn nén baa phim, mau tring

CHI BINH BIEU TR) -
Bidu tj ung thur tikn Bt tuydn tién tidn phdi hop vin cac chit co
edu wie twong ty LHRH hode phiu thudt ¢t bé tinh hodn.

LIEU LLIG/NG VA CACH 50 DUNG

Ngurdr 1dm :
Nam k# cd ngudd cao tudi: 1 vién (50 mg) ngay mot tn. Nén khén
diu didu tn bang Casodex clng lic vl chiit o clu tric trong W
LHRH hay phiu thust cit bé tinh hodn.

Tré om

Chibng chi dinh ding Casodex cho tné am

Suy thin

Khong cin diéu chinh i cho cac binh nhin suy thin

Suy gan

Khdng can dibu chinh fidu cho bénh nhan suy gan nhe. Sw ling
tieh iy thube cé thé xdy ra & benh nhin suy gan vira va ning
(xem phin Liru y dic biét v Thin Trong khi sir dung)

CHONG cHI BINH

Chéng chl dinh ding Casodex cho phu nir va tré em (xem phan
Phuy nir ¢o thal va cho con bu).

Khing dung Casodex cho nhimg bénh nhin o phan Ung nhay
cdm v hoat chit hode bit ky 14 dupe ndo cla thudce

Ching chi dinh diing dbng thid Casodex v terfenadin, astemizol
hay c:sapnd

LLFU ¥ BAC BIET VA THAN TRONG KHI SIF DUNG

Casodex chuybn héa manh & gan. Cic dir lu cho thiy & nhimg
bénh nhan suy gan nang. U dao thdi cd thé cham hen va didu
nay ci thé [am tang tich iy Casodex Vi thé, Casodex nén duge
sur dung thin trong & nhirng bénh nhiin suy gan vira va nang.
Nén kikm tra dinh ky chirc nding gan vl co thé cb cac thay dbi &
gan Phan Iém céc thay dbi xdy ra trong vong § thang ddu didu tr
bang Casodex

Hidm gip nhirmg thay d8i trdm trong & gan va suy gan khi dbu trj
bling Casodex (xem phin Tic dung khdng mang mubn). Néu xdy
ra, nén ngung ding Casodex.

Casodex o ché Cytochrom P450 (CYP 284), do vay nidn than
trpng khi ding chung véi nhimg thude chuydn hoa chi yéu bang
CYP 344 (Xem Chéng chi dinh va Tueng tac thubs).

Bénh nhin b vin @& di tuydn hidm gap vwé khidng dung nap
galaciose, thidu hyt Lapp lactase hodic kém hip thu glucose-
galactosa khéng nin ding Casodex v mbl vitn thude 6 chira 61
myg lactose monohydrat

TUONG TAC THUSC

Khéng cb biing chirng v wong tac durgs lue hos hay duoe ddng
noc gilra Casodex va céc chit co chu tric twromg ty LHRH.

Cae nghién edru i wiro cho thdy R-Bicalutamid 13 mit chdl e
ché CYP 3A4, v 1aC dOng oc ché ybu ham tén CYP 2C9. 2C19
va 206

Mac di cdc nghidn cdu IAm sang ding antipyrin lam chit danh
diu hoat tinh cytochrom P450 (CYP) cho thay khéng cb tiromg
e thube vél Casedex, nhung mire 84 tikp xic midazolam trung
binh [dsn tich dudi dudmg cong AUG) 13ng dén 80% sau khi
diing chung vdi Casodex trong 28 ngay. Bdi véi nhirmg thude cb
chi s& didu tri hep, chn w7 dbn sy gia tang ndy, Do viy, ching
chi dinh ding Casodex ddng théi wéi tedenadin. astemizol,
cizapnid va thin trong khi ding Casodex chung viéd cde hop chit
nhw ciclosporin va cdc chit chen kénh canxi. Cln gidm liéu cac
thude niay, €8c bié1 ndu cic the dyng ngoal y thng. D& v
ciclosporin, nén theo déi ki nbng 44 huyM trong va tinh trang
18m sang sau khi khéi dhu didu I hay sau khi ngung ding
Casodex

Nén than trong khi ke toa Casodex chung wai nhimg thudc co khd
niing e ché s oxi hod nhw cimetidin va keloconaze! Theo Iy
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thuydt, viec diing déng thér nay co tht L

trang huydt tuomg va ¢4 thé lam tang tac & "
Cac nghign ci in witro cho thiy Casodex Sazém 208
chc chit khang dbng coumarin, warfann & cac™w i Fin e

protein. VI thé néu bit dhu &b Iri bling Casodex & nhirng bénh
nhan dang dung cac chit khing ddng coumarin, nén theo ddi k§
thin gian prothrombin,

PHUJ N CO THAI VA CHO CON BU
Casodex chénag chi dinh & phu nir vi khing duoc ding cho phy
nir cb thal hode cho con ba,

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY,
Casodex khdng lam suy gidm kha ndng 181 xe hay van hanh may
cla cidc bénh nhin,

Tuy nhién, cin luru § bubn ngd thinh thodng cb thé xdy ra. BAL ky
bénh nhan nao bi dnh huémg, chn thin tiong khi ding thude.

TAC DUNG KHONG MONG MUON
Noi chung Casodex dues dung nap tdt, chl vai tnrémg hop ngung
didu tri do bidn b ngoai .

Thn sudt the dung ngoal y

Thn aufl Cor Bumn Tac dung noak 9
R thudmg gap Miiu vb bach hupdt Trodbu miu
{10%) Rl isan h thin kinh Chieny mst
Reda lopn magh mao Héng birng }
Rl ioan thu héa Brau bung
Tho bén
Baubn ndn
Rl ioan than va tét nidu Tibu ra miu
R loan ¢ quan sink sin Cam gide cing hre vi'
vl Chirng vii b & din fing"
R ipan toan thin v tinh Suy nhuos
trang tai not ding thubc Phia
Thirtmg gdp R loan chuypbn hda v Gim ngon midng
% vh <10%) b i
R koan tam than Gidm ham mudn tinh
thie
Trdm cam
RA loan thin kinh trung uong  Budn ngd
Réi loan tim Kbl mau co i
bdo cho W veng)”
Suy tm”
Réi foan by hod Knds tiéu I‘
By hon i
Réilopn gan mat B gon
ving da r
Tangman
s
Rlilopnda vi mboudids  Ryng tac
R ing Mot the
Ml milln
Da khd
Hgdra
Rébitoan nd sinh sdn v vl R oan cwong duong
Réiiogn toanthdn vl inh  Bau ngve
Igng 1af ned ding thuldc
Chi 54 ¢ thm sang Ting cn
it gép Rii iean iy midn dich Phin Img qua miin
(2 0.1% va <1%) Phis mach
Hbi mé day
Rbi iegn hd hdp, ngire va rung Bénh iy phdi mé k& DA
it ©h baa cho b vong
Huleny Rili foan gain mial

Suy gan. DA cd bdo cdo
[= 0,01% va <0,1%) Hrvong

', Ca thé gidm khi phdi hop v phiu thuat cit bé tinh hoan.



* Thay abi & gan hiém khi nang va thoang qua, thudng méit di
hay i thign khi tiép tue hay ngwng didu Ui (xem Phan Luu § ddc
biét va Than trong khi sir dung).

* Ghi nhén 1 nghién ciru dich té dwoc vé cac chéat chi van
LHRH va khang androgen duge si dung trong didu tr| ung thu
tién ligt Iuy;én. Nguy cor gia lang khi dung CASODEX 50 mg két
hop v chat chd van LHRH nhuwng khéng t&ng nguy cor khi ding
CASODEX 150 mg dom irj ligu diéu trj ung thu tién ligt luyén.

Cac lac dong trén tim mach nhuw dau that ngue, suy tim, réi loan
dén truyén bao gom kéo dai khodng PR va QT, loan nhip tim va
thay dd| ECG khdng déc hiéu hiém khi dwoc ghinhan,

Mot 5 it trrérng hop cd thé gdp gidm lidu clu,

MéaL sé tac dung ngeai ¥ dwge ghl nhan cing 13 nhing triéu
chirng thurdmg gap & bénh nhan cao tudi: ; .
Hé& tim mach: suy tim.

Hé& tigu hoa: biéng &n, khd miéng, kho tiéu, tao bén, day hoi.

Hé thén kinh trung wong: chéng mat, mét ngd, ngd ga, suy gidm
tinh duc.

Hé he hap: kho thé.

Hé nidu-sinh duc: bat lye, lidu dém.

Huyét hoc: thidu mau.

Da va cac phan phy: nung téc, ndi ban, d& md hai, ching ram
léng.

Chuyén hod va dinh dudng: dai thao duéng, lang glucose huyét,
phu. tdng can, gidm can.

Toan than: dau bung, dau ngye, nhirc dau, dau, dau ving chau,
on lanh,

QUA LIEU

Chua ¢ trrng hep ndo qua ligu & ngwei Khong oo thube gial
dbc dac higu, bién phap xir tri [a didu tr trigu ching. Tham phan
co ihé khong hiru ich vi Casodex gan két manh véi protein va
khéng trér lai dang khéng déi trong nwére tiéu. Cin chi dinh diéu trj
"?ﬂg dé toan than ké ci theo dai thuéng xuyén cdc diu hidu sinh
ton

DAC TINH DUQC LY

Dac tinh dworc e hoo

Casodex 14 chdl khang androgen thudc nhém khéing steroid,
khang co cac hoal tinh ndi 1iél khac. Casodex gan két voi cac thy
thé androgen ma khong cd bidu hién hoat hoa gen va vi thé uc
ché sy kich thich andrzgen Sw thoai trién cla cac khéi u & tuyén
tidn 18t la do sy e ché nay. Trén lam sang, ngung ding thubc
Casodex cd thd din dén hdi chirng cai thudc khing androgen &
mdt s4 bénh nhan.

Casodex |3 mdt déng phan racemic cd hoat tinh khang androgen,
hoat tinh nay hdu nhu chi cé & ddng phéan déi hinh (R).

Bac tinh dugrec déng hoc
Casodex hap thu tdt sau khi udng Thirc &n khéng anh huwdng
dén sinh kha dung cia thubc.

Bdng phan ddi hinh (S) bj dao thdi nhanh hon so véi Géng phan
@bi hinh (R), ddng phan ddi hinh (R) co thoi gian ban thal trong
huyét leang khodng 1 tudn

W& libu Casodex ding hing ngay, dbng phan ddi hinh (R) tich Iy
trong huyél trong gap khodng 10 lan do 6 théi gian ban hiy da.

Néng d¢ cda dbng phan dbi hinh (R) trong huyét twong & tran

thai %n dinh la khodng @ meg/ml khi diung Iiiu 50mg Casodex moi
ngay. & trang thai &n dinh, déng phan d&i hinh {R) c6 haat tinh
chinh chiém 99% tdng cac dbng phan déi hinh trang huyét twong.

Tubi tac, suy than hay suy gan nhe hodc vira khéng anh hwdng
dén dugc déng hoc cha dbng phan dai hinh (R). O cédc bénh
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Fhan suy gan néng, dbnaphan ddi hinh (R) thai trir ra khéi huyét
wvong cham hon ,

Casodex gén kél manhl'uc‘rf protein (@dng phan racemic 96%, R-
Bicalulamid 99,6%) va dugc chuyén hod manh (qua su oxy hoa

* v glucoranyl hod); Cacychat chuyén héa dwoc dao thal qua than

va mat vai i 1 trongdwong nhau

Trong mét nghién ciru |Am sang, néng d6 dang dbng phan R-
Bicalutamid trung bjnh trong tinh dich cia bénh nhan sl dung
Casodex 150 mg 44,9 meg/mi. Lugng Bicalutamid truyén sang
dbi twrong khac giéi Khi giao hop la rat nhd, chi khodng 0,3
meg/kg. Lwgng ndy thip hon mic cb thé gay ra nhirng bién dbi
trén con cai cia déng vat thi nghiém

D0 LIEU AN TRAN TIEN LAM SANG

Casodex 1a chit khang androgen manh va |8 chat cdm (ng men
oxi hoa chire ndng hdn hop & dong vat. O déng vl su thay dbi
co quan dich, ké ca sy khix phat khdi u déu lign quan dén nhirng
hoat tinh nay. Hoat tinh cam (rng men khéng duoc nhan thiy &
nowdi. Cac két qua trong cdc thie nghiém tién 13m sang khéng
dt.g:vc xem la lign quan v&i vige didu trj ung thee tidn &t tuyén tidn
trign.

DAC TINH DUQCT PHAM

Danh muc ta dwge: laclose monohydral, magnesi sltearal,
hypromeliose, macrogel 300, povidon, natrni starch glycolat, titan
dioxid (E171}).

Tinh tworng

Chura duge bi

Luwru y dic biét khi bao quan b
Béo quan & nhiét 45 khiéng qua 30°C. 7
Hiwréng din sir dung, xiv Iy va loal bo
Khéing c6 yéu ciu déc biét nao.

Han ding

5 nam ké tir ngay san xult,

Dang trinh bay

Hép 2 vix 14 vién,

Ngay hiéu chinh toa thudc

Thang 05 nam 2011 \
BOC KY HUONG DAN SU DUNG TRUOR ! .
CAN THEM THONG TIN, XIN HOI Y KIEN CUA'S Y
THUGC NAY CHI DUNG THEQ SUY KE BON CUA BAG 87
THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG
MONG MUON GAP PHAI KHI DUNG THUOC.

BE XA TAM TAY TRE EM

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

Nh& sén xuat:
Corden Pharma GmbH
Otto-Hahn-Strasse, 68723 Plankstadl, Dirc.

Nha dang 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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