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R, Thuéc ban theo don

CKDCALUTAMI TAB. 50 mg, 150mg

THUOC POC

Dé thuéc tranh xa tim véi tré em.

Dac ki hedng din si dung trude khi ditng.

Néu can thém thang tin, xin ki § kién ciia bdc si.

THANH PHAN

Hoat chat:

Bicalutamide 50mg. 150mg

Ta drwge:

CKDCalutami 50mg: Lactose Hydrate, Sodium Lauryl Sulfate, Sodium Starch Glycolate,
Povidone. Magnesium Stearate, Titanium Oxide, Polyethylene Glycol 6000, Hypromellose.
CKDCalutami 150mg: Lactose Hydrate. Sodium Lauryl Sulfate, Colloidal Silicon Dioxide,
Crospovidone, Povidone. Magnesium stearate. Hypromellose, Polyethylen Glycol 6000,
Titanium Oxide.

DANG BAO CHE

Vién nén bao phim

CHI PINH

CKDCalutami 30mg dwgc chi dinh:

Diéu tri ung thu tién liét tuyén tién trién phdi hop véi cac chat co cau trie twong tw LHRH hodc

phau thuét cit bo tinh hoan.

CKDCalutami 150mg duwge chi dinh:

Diéu tri ung thu tién 1iét tuyén tang trién tai chd c6 nguy co cao tién trién bénh, dung mot minh
hodc diéu tri hd tro phau thudt cit bo tidn liét tuyén hay xa tri.

Diéu tri ung thu tién liét tuyén tang trién tai chd khéng di can khi phiu thuat hodc can thiép y
khoa khac khong phu hop.

LIEU DUNG VA CACH DUNG

Nguoi I6n (Nam ké ca ngudi cao tudi):

Ky,

Diéu tri ung thur tién [iét tuyén tién trién phoi hop véi cdc chdt ¢6 cau triic fwong tr LHRH hodc
phau thudt cdt bo tinh hoan:
Ubng 1 vién 50 mg mét lin/ngay.
Nén khoi dau didu tri bing bicalutamide it nhat 3 ngay trude khi bt diu didu tri véi chét ¢é cdu .
tric tuong tr LHRH hay ciing lic véi phau thuat ¢t bo tinh hoan.
Diéu tri ung thie tién liét tuyén tdng trién tai ché ¢6 nguy co cao tién trién bénh (dimg mot minh
hodc diéu tri hé tro phdu thudt cdar bo tién Iidt tuyén hay xa tri) hodc ung thie tién liét tuyén tang
trién tai cho khong di ean khi phau thudt hode can thiép y khoa khac khong phit hop:
Udng 1 vién 150 mg mat 1an/ngay.

15



https://trungtamthuoc.com/

P

Can dung bicalutamide 150 mg lién tuc it nhat trong 2 nam hoac dén khi tién trién bénh.
Suy thin: Khong can diéu chinh liéu cho bénh nhan suy thén.
Suy gan: Khéng cin diéu chinh lidu cho bénh nhdn suy gan nhe. Su tang tich Iy thudc c6 thé
xay ra & bénh nhéan suy gan vira va nang.
Tré em: Chong chi dinh dung bicalutamide cho tré em.
CHONG CHI PINH
- Phu nir va tré em
- Bénh nhén man cam v&i bat ky thanh phan nao cia thude
- Chéng chi dinh phdi hop bicalutamide véi terfenadine, astemizole hoac cisapride.
THAN TRONG
Céan khai déu diéu tri dudi su giam sat cia béc si.
Bicalutamide chuyén hod manh & gan. Céc dir liéu cho thdy & nhimg bénh nhan suy gan ning, su
dao thai ¢6 thé cham hon din dén c6 thé lam ting tich luy bicalutamide. Do do. can than trong
khi dung bicalutamide ¢ nhirng bénh nhén suy gan vira va nang.
Nén kiém tra chirc ning gan dinh ki vi c6 thé c6 cac thay déi & gan. Phin 16n céc thay doi xay ra
trong vong 6 thang dau diéu tri.
Nhimng thay déi nghiém trong & gan va suy gan it khi xay ra khi diéu tri bang bicalutamide.
Nhung néu xay ra, nén ngung ding thude.
Bicalutamide trc ché Cytochrome P450 (CYP3A4). do vay nén than trong khi ding chung véi
nhitng thude chuyén hod chii yéu bai CYP3A4,
Bénh nhan c6 van dé di truyén hiém gap vé khong dung nap galactose, thiéu hut Lapp lactase
hodc kém hap thu glucose-galactose khong nén diing thudce nay.
Phurang phép diéu tri khang androgen cé thé gdy kéo dai khoang QT: Ddi v6i bénh nhan cé tién
sir hodc yéu t6 nguy co kéo dai khoang QT va bénh nhan ding dong thoi nhiéu thude co thé gay
kéo dai khoang QT, can danh gid nguy co loi ich bao gébm xodn dinh truée khi diéu tri
bicalutamide.
Liéu phap khéng androgen c6 thé 1am thay ddi hinh théi tinh tring. Di tc déng cla bicalutamide
ddi voi hinh dang tinh tring chua duoc danh gia va ciing chua ghi nhan trudng hgp nao anh
huéng dén hinh théi tinh triing khi diing thuée, bénh nhan ding bicalutamide cin phai diing bién
phdp tranh thai phit hgp trong qua trinh dung thude va 130 ngay sau khi ding thudc.
Tang tac dong thudc chdéng déng mau coumarin dd dugc bio cio & nhimg bénh nhan ding
bicalutamide dong thoi, lam ting thoi gian prothrombin va INR. Mot sé truong hop cé lién quan
dén nguy co chay mau. Can theo ddi chit ché PT/INR va can nhic diéu chinh liéu thudc chéng
déng mau.
Doi voi bicalutamide 50mg:
Pa quan sat thiy hién tuong giam hép thu glucose & nhimg bénh nhan dang chit cha van LHRH,
triéu chimg nhu dai thio duéng hodc mat kiém soat glucose huyét & bénh nhan déi thao duéng.
Vi thé, cin can nhéc theo ddi néng do glucose huyét & nhitng bénh nhan diing bicalutamide 50mg
két hop voi chat chu van LHRH.
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Doi vdi bicalutamide 150mg:

Di véi bénh nhan tién trién bénh déng thai tang PSA, can can nhic ngung diing thude.

M@t sd hiém truomg hop nhay cam véi 4nh sang dd duoc béo céo & bénh nhan ding bicalutamide
150mg. Bénh nhan nén tranh tiép xuc truc tiép véi dnh nang qua gat hodc tia UV trong khi ding
thudc va nén ding kem chéng nang. Trong trudng hop nhay cam véi anh sang kéo dai vahodc
nghiém trong hon, can tién hanh diéu tri triéu chimg.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Bicalutamide chdng chi dinh & phu nir va khéng dugc ding cho phu nir ¢o thai hodc cho con bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Bicalutamide khong 1am giam kha nang lai xe hay van hanh may méc. Tuy nhién cin luu y buén
ngu thinh thoang c6 thé xay ra. Can thén trong khi 14i xe va van hanh may méc néu bj anh huéng.
TUONG TAC THUOC

Khéng ¢o bang chimg vé tuong tac duoc hoc hay dong hoc giira bicalutamide va cac chét co cau
truc tuong tu LHRH.

Céc nghién ciru in vitro cho thiy R-bicalutamide 1a mot chat e ché CYP 3A4, véi tac dong irc
ché yéu hon trén CYP 2C9, 2C19 va 2Dé6.

Chéng chi dinh ding bicalutamide dong thdi véi terfenadine. astemizole, cisapride va than trong
khi ding bicalutamide chung v6i céc hop chét nhu ciclosporin va cac chat chen kénh canxi. Can
giam liéu cac thudc nay, dac biét khi cd ddu hiéu ting tic dung khéng mong mudn. Déi voi
ciclosporin, can theo dai ki ndng d6 huyét twong va tinh trang 1dm sang sau khi khéi dau diéu tri
hoac ngung dung bicalutamide.

Can thén trong khi chi dinh bicalutamide véi cac thudc co kha ndng (rc ché su oxi hod nhu
cimetidine va ketoconazole. Theo Iy thuyét, viéc ding dong thoi nay cé thé tang nong do
bicalutamide trong huyét twong va ¢o thé lam ting tac dung khéng mong mudn.

Can theo dai ki thoi gian PT/INR néu bat dau diéu tri bing bicalutamide & nhitng bénh nhén dang
diing cdc chat khang dong coumarin.

Do phuong phap diéu tri khang androgen c6 thé gay kéo dai khoang QT, cin dénh gia ki khi ding
ddng thai bicalutamide vdi céc thudce co thé gy kéo dai khoang QT hodc véi cac thude co thé
gy xoin dinh nhu thudc chéng loan nhip nhém IA (quinidine, disopyramide) hozc nhém III
(amiodarone, sotalol, dofetilide. ibutilide), methadone, moxifloxacin, céc thude chéng loan than.
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TAC DUNG KHONG MONG MUON (ADR)

(= 1/10)

Tan suat Co quan Tac dung khéng mong mudn
Roi loan da va md dudi da Phat ban
Rat thuong gap Réi loan hé sinh san va vi Cangibe CANE 1ip va

Chimg vu to ¢ dan dng

Roi loan chung va tinh trang noi
dung thuoe

Suy nhuoc

Thuong gap
(1/100 < ADR < 1/10)

Réi loan mau va hé bach huyét

Thiéu mau

Réi loan chuyén hoa va dinh dudng

Giam cam giac ngon mi¢ng

Roi loan tam than

Giam ham muén tinh duc

Tram cam

ROi loan hé than kinh

Chdng mat

Buon ngu

| R&1 loan mach mau

Noéng bung

Roi loan hé tiéu hod

Dau bung

Tao bon

Kho tiéu

Day hoi

Buon ndn

R&i loan gan mét

Dodc gan, vang da va ting men
transaminase

R&i loan da va mo duoi da

Rung toc

Ram l6ng/ Phat trién lai 1ong téc

Da kho

Ngira

RO loan thén va tiét niéu

Tiéu ra mau

RA4i loan hé sinh san va va

Roi loan cuong duong

R6i loan chung va tinh trang noi Dau nguc
dung thuoc Phii
Chi s6 cén 1am sang Tang can

it gap
(1/1000 < ADR < 1/100)

R6i loan hé mién dich

Phan ting qua man, phii mach, noi
meé day

R loan ho hép, nguc va trung that

Bénh phéi k& (dd c6 béo céo tir
vong)

Hiém gap

(1/10 000 < ADR < 1/1000)

| Rdi loan gan mit

Suy gan (da c6 bédo cdo tir vong)

| Rdi loan da va mé dudi da

Phan ting nhay cam vdéi dnh séng

Chua xac dinh

| Rdi loan tim mach

Kéo dai khoang QT

Thong bdo cho bdc s cdc tdc dung khéng mong muén gdp phii khi sir dung thuéc.
QUA LIEU VA CACH XU TRi
Chura cé truong hop qua liéu & ngudi. Khong 6 thude giai doc ddc hiéu, bién phap xur tri 12 didu

tri triéu chimg. Thdm phan cd thé khdng hitu ich vi bicalutamide gén két manh véi protein va
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khong tro lai dang khong doi trong nudc tiéu. Can chi dinh didu tri ndng d& toan than ké ca theo
doi thudomg xuyén céc diu hiéu sinh ton.

DUQC LUC HQC

Bicalutamide la chat Gc ché receptor androgen nhém khéng steroid. N6 tic ché canh tranh téc
dung ctia androgen bang cach gin vao receptor androgen trong bao tuong tai mé dich. Ung thur
tién liét tuyén duoc biét 1a nhay cam vdi androgen va phan img véi diéu tri chéng lai anh huong
cua androgen va/hoic loai bo ngudn androgen.

DUQC PONG HQC

Bicalutamide hap thu tot sau khi udng.

Bicalutamide gan véi protein huyét tuong khoang 90%.

Thude chuyén héa & gan tao thanh dong phin R-enantinomer c6 hoat tinh chii yéu théng qua
chuyén héa oxy hoa va tao thanh S-enantinomer khéng hoat tinh chu yéu thong qua glucuronyl
hoa.

Thude duge thai trir & dang chuyén hda qua nuéc tiéu va phan. Thoi gian ban thai cua R-
enantinomer la 6-7 ngay. co thé kéo dai & bénh nhan suy gan ning. S-enantinomer thai trir nhanh
hon.

QUY CACH DONG GOI

2 vix 14 vién / Hop

BAO QUAN

Trong bao bi kin, tranh anh sang, & nhiét do khong qua 30°C.

HAN DUNG

36 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG

Nha san xuét

SAN XUAT BOI

Chong Kun Dang Pharmaceutical Corp.

Dia chi: 797-48 Manghyang-ro, Seonggeo-eup, Seobuk-gu. Cheonan-si, Chungcheongnam-do,
Han Quéc
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