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THANH PHAN:

Capecitabine ... 500 mg
CHI B|NH, CHONG CHI BINH,

LIEU DUNG: Xin dge trong toa thudc
BAO QUAN:

Nori kha, nhigt 69 dudn 30°C

Tranh &nh sang

SBK:

DE XA TAM TAY CUA TRE EM,
DOC KY HAOWG DAN 5U DYNG TRUOC KHI DUNG
KHANG DUNG GUA LIEU CHI BINH

Sén xudt béi:

&Thué’c ban theo don WHO - GMP

Capecitabine 500mg

KEEP OUT OF THE READ OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE
DO NOT EXCEED THE PRESCRIBED DOES

COMPOSITION:

Capecitabine ... 500 mg
INDICATIONS, CONTRA INDICATIONS,
DOSAGE: Read the leafet inside
STORAGE:

Store in a dry place, below 30°C,
Protect from the light

Manufactured by

HANOI PHARMACEUTICAL J.5.C
Lot 15, Guang Minh Industry zone,
Me Linh, Hanol

Distributed by: HAMINH TECHNO

A8, Lot 18, Dinh Cong area.

Hoang Mai dist., Hanol

Tel: 04 3640 3241 * Fax: 04 3640 3239

& Presription drug WHO - GMP

Capecitabine 500mg

Box of 12 blisters of 10 film coated caplets
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HUGNG DAN SUDUNG THUOC

Vién nén bao phim FUCODA
1. Dang bao ché: Vién nén bao phim
2. Cong thirc: Cho 1 vién nén bao phim
Capecitabine 500 mg
Ta duge: Lactose, Avicel PH101, Sodium starch glycolat,
Povidon, Talc, Magnesi stearat, Pharmacoat 606, Pharmacoat
613, Polyethylen glycol 6000, Titan dioxyd, Ethanol 96°, Mdu
Sunset yellow, Mau Ponceau lake
3. Chi dinh:
* Ung thie vii:
- Bénh nhén ung thu wii tién trién tai ché hoic di cin sau khi
that bai v6i hod tri liéu doc t€ bao
- Fucoda ciing duoc chi dinh nhu don tri liéu cho bénh nhan
ung thu vii tién trién tai chd hodc di can sau khi thét bai véi ché
do hod tri bao gém anthracycline vi taxane hoac cho nhiing
ung thur khac méa khong c6 chi dinh diing anthracycline
* Ung thu dai trige trang:
- Hé trg diéu tri ung thur dai truc trang sau phau thuat
- Fucoda duoc chi dinh diéu tri cho nhiing bénh nhan ung thu
dai tryc trang di cin

vita dit 1 vién

* Ung thu da day thuc qudn tién trién:

- Fucoda phéi hop véi hop chit Platin duge chi dinh diéu tri
bude mét cho nhiing bénh nhan ung thu da day thuc quan tién
trién

4. Cach diing va liéu diing

Ding theo chi déin ctia béc sy

Liéu Capecitabine dugc tinh todn dua theo dién tich da ctia co
thé. Thuéc duoe uéng trong vong 30 phiit sau khi in

-Trong dom tri:

Liéu khuyén cdo 1a 1250 mg/m?, uéng hai 14n méi ngay (tdng
li€u méi ngay 1a 2500 mg/m?) trong 14 ngdy sau dé nghi thuéc
7 ngay (chu ky 1a 3 tudn)

- Trong diéu iri phéi hop:

Ung thu dai truc trang: Capecitabine 1000 mg/m?, uéng hai
1an méi ngay trong 14 ngdy sau dé nghi thudc 7 ngdy (chu ky 3
tudn) két hop véi Avastin (7,5 mg/kg truyén finh mach kéo dai
tir 30 dén 90 phiit) va Oxaliplatin (130 mg/m? truyén finh mach
trén 2 gid) vao ngay ddu ctia chu ky 3 tudn

Wor

- O bénh nhan chén an, suy nhugc, 6i mifa, bu6n nén, tiéu chay
c6 thé xdy ra hién tuong mét nuée. Néu mat nuée do 2 hay
nang hon xay ra, nén ngimg Capecitabine ngay lap tic va diéu
chinh mét nuée

- Capecitabine c6 thé gy ting bilirubin méu. Péc tinh trén tim
bao gém nh6i mdu co tim da quan sat thdy & bénh nhan sir
dung Capecitabine c6 tién sit bénh ly mach vanh

- Can theo dai than trong & bén nhan suy than hay suy gan

7. Tac dung khong mong muén:

- Tiéu chdy, buén non va nén, viém miéng, hoi ching ban tay
ban chén, dau bung, mét mai, s6t, chan an an, viém da, tang
bilirubin, doc tinh trén tim, giam bach c4u lympho, gidm bach
cdu trung tinh, giam tiéu ciu, giam huyét ciu (6, bénh than kinh
ngoai vi, nhifc diu, xudt huyét tiéu hoa

- Anh hudng dén mét: kich thich mét, suy giam thi luc
chiing nay s& hét sau vai tudn ngimg thuéc

8. Tuong tic thuoc

- Thay di chi s6 dong méu va chay méu x4y ra trén benfn ;
dung két hop véi warfarin va capecitabine
- Tang néng d6 cdc thusc khang acid, khing déng nhu
courmarin, phenytoin, nhiing thuéc chuyén hod bai CYP 450
2C9 khi dung phéi hop véi capecitabine

9. St dung cho ngudi van hanh may méc, thu xe:

Chua thiy bdo cdo vé téc dong chia thude d6i véi 14i xe hay van
hinh may méc

10. Sir dung cho phu nir ¢é thai va cho con bii:

- Phu nit ¢6 thai: Stt dung than trong cho phu nit ¢6 thai

- Phu nit cho con bii: Chua thily c6 bo céo vé viéc
Capecitabine c6 vao trong sifa me nén sir dung than trong cho
phu nit cho con bi

11. Cic dac tinh duoc lue hoc:

La mét dang tién duoe, duge chuyén hod thanh 5 —
fluoroouracil béi cc coenzym trong khéi u. Tai day 5-
fluorouracil tc ch€ qua trinh sinh téng hop ADN va ngin chin
qud trinh tang sinh ctia khéi u.

12. Cac dac tinh duge dong hoc:

Capecitabine dugc hdp thu dé dang qua dudng tiéu hod, véi
nong do dinh trong huyét tuong dat dugc & khoang 1,5 gid.
Thuc phim lam giam t6c do va mic do hap thu
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[ - Ung thu da day thuc quan tién frién:

Phic d6 phéi hop 3 thude: Capecitabine 625 mg/m? uéng hai
1an méi ngay duy tri lién tuc phéi hop véi epirubicin (50 m g/m’
tiém nhanh vao ngay ddu ciia chu ky 3 tudn) két hop véi phéc
d6 hod tri ¢6 platinum (cisplatin hoic oxaliplatin)

Phic d6 hai thude: Capecitabine 1000 mg/ m? udng hai I4n méi
ngay trong 14 ngdy sau dé nghi thuée 7 ngay két hop voéi
cisplatin (80 mg/m’ truyén finh mach trong 2 gi® vao ngay diu
ctia chu ky 3 tudn)

5. Chong chi dinh:

- Qud min véi Capecitabine hay bét cif thinh phan nao ctia
thuéc

- O nhiing bénh nhan c6 tién sit bi phan ting nghiém trong hodc
khong du dodn duoc vé6i Fluoropyrimidine hodc qud min cam
Vvéi fluorouracil

- G nhiing bénh nhan suy than nang (CrCl < 30 mi/phit)

=0 bénh nhan thi€u hut dihydropyrimidine dehydrogenase
(DPD). Khéng nén diing Capecitabine phéi hop véi sorivudin
hay chat tuong tir vé mit hod hoc nhu brivudin

6. Than trong:

- Bénh nhén nén duge theo déi than trong vé déc tinh, dac biét
Ia tieu chdy, buén nén, 6i mita va héi chiing ban tay ban chén

- Khong nén ding Vitamin B6 dé diéu tri hoi ching ban tay
ban chan khi dang diing Capecitabine két hop véi cisplatin

Capecitabine bi thuy phan trong gan tao 5'- deoxy — 5 -
fluorocytidine, sau d6 chuyén déi sang 5’ — deoxy — 5 —
fluorouridine va sau d6 thanh 5 — luorouracil trong cic mo co
thé.

13. Bio quén: Noi kho, nhiét do dudi 30°C, trénh dnh séng
14. Han diing: 36 thing ké tir ngay san xuit.

15. Déng goi: hop 12 vi x 10 vién nén bao phim

16. Tiéu chuan ap dung: TCCS

DPOC KY HUSNG DAN SUDUNG TRUSC KHI DUNG
DE XA TAM TAY TRE EM
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC SV
THUOC NAY CHI DUNG THEO BON CUA BAC S¥
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{18t CONG TY CO PHAN DUGC PHAM HA NOI

Tru s chinh: 170 dudng La Thanh-Déng Da-Ha Noi
Tel: 043.5113357 - Fax: 043.8511280
Co so san xuat:

L6 15, KCN Quang Minh -Mé Linh - Ha Noi

Tel: 043.5250736
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