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TO HUGNG DAN SU DUNG THUOC

R Thuse chi dimng theb don thube THUOC BOC

XELTABINE Vién nén bao phim
Capecitabin 500 mg

THANH PHAN

MJéi vién nén bao phim chita:

Capetitabifl i usmmmsss: ..500 mg

Ta dugc: Lactose khan Pov1don Natrl croscarmellose Cellulose vi tinh thé, Magnesi stearat, Hypromellose
2910, Polyethylen glycol 6000, Talc, Titan oxyd, Sat oxyd dé, St oxyd vang.

MO TA
Vién nén bao phim mau héng dao, hinh thudn dai, hai mat 161.

DUQC LUC HQC

Capecitabin 12 din xuft fluoropyrimidin carbamat khdng c6 hoat tinh chéng ung thu. Chat nay la mot tién
chét va c6 rét it tdc dong duge 1y cho dén khi né dudc chuyén ddi thanh Fluorouracil, mot chdt chéng chuyén
héa. Vi capecitabin dugc bién ddi thanh 5-fluorouracil (5- FU) bdi cdc enzym c6 nong do cao hon trong cic
kh&i u so v6i cdc mo binh thudng va huy&t tuong, dan t6i nong do clia dang thudc c6 hoat tinh trong khéi u dat
dudc cao hon va ddc tinh toan than thdp hon. Trong céc t€ bao binh thudng va céc t& bao khéi u, Fluorouracil
dugc chuyén héa thanh 5-fluoro-2' deoxyurldm monophosphat 5' (FAUMP) va 5-fluorouridin triphosphat
(FUTP). Nhitng chat chuyen héa nay s& lam t6n thudng t€ bao biing hai cd ché€. Piu tién, Deoxyribonucleotid
ciia FAUMP va déng yeu to folat (N5-10- methylenetetrahydrofolat) gdn vdi thymidylat synthase (TS) tao
thanh mot phicc hop gdm ba yéu t6 ddng héa tri, sy gén k&t nay sé& tc ché sy hinh thanh thymidylat tir 2'-

deoxyuridylat. Thymidylat 1a mot tién chat can thi€t clia thymidin trlphosphat mot chdt cin thi€t cho sy tdng
hop DNA, vi vay su thi€u hut hdp chat nay c6 thé tc ché& su phan chia t€ bao. Thit hai, cic men sao chép
nhan c6 thé k&t hop mot cach nhadm 1an FUTP thay vi uridin triphosphat (UTP) trong qua trinh tong hgp RNA.
L&i chuyén héa nay cé th€ dnh hudng téi su tong hgp RNA va protein. /ﬁ

DUGC PONG HOC ‘

HAp thu

Capec1tabm dugc hap thu nhanh chéng va rong khip qua dudng tiéu héa, sau d6 dudc chuyén héa manh thanh
chdt chuyén héa 5’-deoxy-5-fluorocytidin (5°-DFCR) va 5’-deoxy-5- fluorouridin (5'-DFUR). Thifc 4n lam
gidm i 1& hap thu clia thudc, nhung chi 4nh hudng rat it t6i dlen tich dugi dudng cong (AUC) cla 5’-DFCR va
cta chét chuyén hoéa ti€p theo 1a 5-FU. Véi lidu 1250 mg/ m? vao ngay thd 14 sau khi an, nong do dinh trong
huyet twong (Chax) cla capecitabin, 5'-DFCR, 5'-DFUR, 5-FU va o-fluoro-B-alanin (FBAL) 1an lugt 1a 4,67;
3.05; 12.1: 0,95 va 5,46 pg/ml. Thai gian d€ dat néng d dinh trong huy€t tuong (Tmax) 1a lugt 1a 1,50; 2,00;
2,00: 2,00 va 3,34 gid. Gia tri AUCq. 1an lugt 1a 7,75; 7,24; 24,6; 2,03 va 36,3 pg.gid/ml.

Phan b

Theo cdc nghién ctu in vitro trén huy&t tuong ngudi, ty 1¢ gdn k€&t véi protein cla capecitabin, 5'-DFCR, 5'-
DFUR va 5-FU ldn lugt 1a 54%, 10%, 62% va 10%, chti y€u gdn v&i albumin.

Chuyé&n héa

Capecitabin dugc chuyén héa dau tién bdi enzym carboxylesterase ¢ gan thanh 5’-DFCR, sau dé dugc chuyén
héa thanh 5-DFUR bdi men cytidin deaminase, 1a men tép trung chi y&u & gan va md khdi u. Tiep theo la

qua trinh xuc tdc DFUR béi enzym thymidin phosphorylase (ThyPase) Nhitng enzym ctia qua trinh xuc tac c6
nong do cao hon trong céc khéi u so véi cdc mo binh thudng. Ké tiép capecxtabm dudc bié€n ddi thanh 5-FU bdi
cdc enzym cé néng do cao hon trong cédc khoi u. 5-FU dudc chuyén héa ti€p bdi enzym dihydropyrimidin
dehydrogenase (DPD) thanh chat ¢6 hoat tinh kém hon nhiéu 1a dihydro-5- fluorouracil (FUH2). Enzym
dihydropyrimidinase tdch vong pyrimidin tao thanh 5-fluoro- ureidopropionic acid (FUPA). Cudi cung enzym
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p-ureido-propionase gdn véi FUPA tao thanh o-fluoro-B-alanin (FBAL) dudc thai trir qua nudc tiéu. Enzym
DPD mang tinh chuyén héa cham. Thi€u hut DPD c6 thé lam ting doc tinh clia capecitabin.

Thai tru

Thdi gian bdn thdi cla capecitabin, 5'-DFCR, 5'-DFUR, 5-FU va FBAL lan ludt 1a 0,85; 1,11; 0,66; 0,76 va
3,23 gid. Capecitabin va cdc cdc chit chuyén héa dugc tim thiy chi y&u trong nudc ti€u; 95,5% liéu
capecitabin dugc dung tim thdy trong nudc ti€u. Thai trir trong phan ra't it (2,6%). Cha't chuyén héa chinh trong
nudc ti€u 1a FBAL, chi€m 57% liéu dung. Khodng 3% liéu dung dugc bai ti€t trong nuéc ti€u dusi dang
khong ddi.

Ché¢ dp diéu tri két hop:

Cdc nghién cttu & phase I ddnh gid tdc dong clia capecitabin 1&én dugc ddng hoc clia docetaxel hodc paclitaxel
va ngudgc lai cho thdy capecitabin khong tic dong 1én dugc dong hoc cla docetaxel hodc paclitaxel (Cpax va
AUC) va docetaxel hodc paclitaxel cling khong dnh hudng 1én duge ddng hoc ctia 5'-DFUR.

Dugc dong hoc ¢ nhém dén sé dic biét

Phin tich dugc dong hoc dudc ti€n hanh sau khi di€u bi biing capecitabin & 505 bénh nhan bi ung thu dai truc
trang § liéu 1250 mg/m? hai 1dn mdi ngay. Gidi tinh, c6 hodc khong c6 di cin & gan liic ban diu, ddnh gi4 tinh
trang chitc ning theo thang Karnofsky, bilirubin toan phan, albumin huy&t thanh, ASAT va ALAT khong c6
tdc dong c6 ¥ nghia thdng ké 1én dudc dong hoc cia 5'-DFUR, 5-FU va FBAL.

Bénh nhdn suy gan do di cin & gan: Theo nghién cttu duge dong hoc & bénh nhan ung thu bi suy gan nhe dén
trung binh do di cin & gan, sinh kha dung clia capecitabin va su ti€p xtc v6i 5-FU c6 thé ting so v6i bénh
nhin khong suy gan. Chua ¢6 dit liéu duge dong hoc & bénh nhén suy gan nidng.

Bénh nhén suy than: Theo nghién cttu duge dong hoc & bénh nhan ung thu bi suy than tr nhe dé€n ning, khong
¢6 bing chitng cho thdy dnh hudng clia dd thanh thdi creatinin d6i véi duge dong hoc clia thudc va chit
chuyén héa 5-FU. Nghién cttu cho thiy do thanh thai creatinin c¢6 4nh hudng dé€n su ti€p xic toan than véi 5'-
DFUR (AUC ting 35% khi do thanh thdi creatinin gidm 50%) va v6i FBAL (AUC tiang 114% khi do thanh thai
creatinin giam 50%). FBAL la chat chuyén héa khéng c6 hoat tinh chéng ting sinh t&€ bao.

Nguoi gia: Theo nghién cdu dugc ddng hoc trén nhém bénh nhdn dao dong tr 27 dén 86 tudi, trong d6 c6 234
bénh nhin (46%) 16n hon hodc bing 65 tudi, cho thdy tudi tdc khong dnh hudng dén duge dong hoc cla 5'-
DFUR va 5-FU. AUC ctia FBAL ting theo tudi (AUC clia FBAL ting 15% khi tudi ting 20%). Sy ting nay c6
thé 1a do sy thay ddi vé& chifc niang than.

Cdc yéu t6 vé chiing téc: Sau khi uéng 825 mg/m2 capecitabin 2 1an/ngay trong 14 ngay, cdc bénh nhan Nhat
(n=18) ¢6 Cmax vd AUC clia capecitabin 1an lugt thdp hon khodng 36% va 24% so vdi ngudi da tring (n=22).

Bénh nhdn Nhit cling ¢6 Cpux va AUC clia FBAL lan lugt thap hon khodng 25% va 34% so véi ngudi da tring.

Nhitng su khdc biét nay chua dudc 1y gidi v& mit 1am sang. Khong c6 su khdc biét ddng k€ vé ndng do cla
céc chat chuyén héa khéc (5-DFCR, 5'-DFUR, va 5-FU).

CHI PINH (

Ung thu dai truc trang

Xeltabine dudc chi dinh diéu tri buéc 1 ¢ bénh nhan ung thu dai truc trang di ciin.

Xeltabine dudc chi dinh diéu tri hd trd cho nhitng bénh nhin ung thu dai trang giai doan III sau phiu thuat

(Duke C).

- Xeltabine dudc chi dinh don tri liéu & bénh nhin da cdt bd hoan toan khdi u nguyén phat khi ché do don tri
liéu véi Fluoropyrimidin dugc uvu tién lua chon.

- Xeltabine dugc chi dinh phdi hop v6i oxaliplatin & bénh nhan dad cit bd hoan toan khdi u nguyén phat.

Ung thu vii

Xeltabine dudc chi dinh don tri liéu trong diéu tri nhitng bénh nhan ung thu vi tién trién tai chd hodc di cin

sau khi that bai véi ch&€ dd héa tri liéu vdi thu6c nhém taxan (paclitaxel hodc docetaxel) va cd nhém

anthracyclin v hodc cho nhitng ung thu khdc ma khong cé chi dinh ding anthracyclin (vi du bénh nhan diéu

tri liéu tich lily doxorubicin 400 mg/m2 hoidc tudng duong).

Xeltabine phdi hgp véi docetaxel duge chi dinh dé diéu tri nhitng bénh nhan ung thu vi ti€n trién tai chd hoic

di can sau khi that bai v6i héa tri liéu doc t&€ bao.

W
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Ung thu da day
Xeltabine phdi hgp v6i hgp chit platin duge chi dinh diéu tri budc mot cho nhitng bénh nhén ung thu da day
ti€n trién.

LIEU LUGNG VA CACH DUNG

Nén udng Xeltabine v4i nudc trong vong 30 phit sau khi dn.
Don triliéu

Ung thu dai truc trang va ung thu vi

Lidu don trj lieu dudc khuyé&n cdo cia Xeltabine 12 1250 mg/m?, uéng 2 lan mdi ngdy (sdng va tdi, tuong
duong v6i téng lidu 2500 mg/m?® mdi ngay) trong 2 tuin, sau d6 ngung thudc 1 tudn trong chu ky di€u tri 3
tuin.

Diéu tri phdi hgp

Ung thu vu

Trong trudng hop diéu tri phoi hop véi docetaxel, liéu khuyén cdo cia Xeltabine 1a 1250 mg/m?’, udng 2 lan
méi ngay trong 2 tudn sau d6 ngung thudc 1 tudn, phdi hgp véi docetaxel 75 mg/m” truyén tinh mach trong
vong 1 gid mdi 3 tudn. Theo hudng din st dung clia docetaxel, nén chuéin bj truée thuée nhém corticosteroid
dudng uéng nhu Dexamethason trudc khi diing docetaxel & nhitng bénh nhan diéu tri k&t hop Xeltabine véi
docetaxel.

Ung thu dgi truc trang

Trong trudng hdp diéu tri phdi hp véi oxaliplatin, liéu khuyén cdo cla Xeltabine 1a 1000 mg/m?, uéng 2 lin
m&i ngdy trong 2 tudn sau d6 ngung thudc 1 tudn, phdi hgp véi oxaliplatin 130 mg/m* truyén tinh mach trong
vong 2 gi¥ vao ngay ddu tién mdi 3 tuin, trong vong 24 tuan. Theo hudng dan st dung clia oxaliplatin, nén
chuén bi trude thude chéng ndn trude khi diing oxaliplatin & nhitng bénh nhén diéu tri k€t hop Xeltabine vdi
oxaliplatin.

Ung thu da day

Liéu khuy&n cdo clia Xeltabine 12 1000 mg/m” udng 2 1dn mdi ngay trong 14 ngay sau d6 ngung thudc 7 ngay,
hodc 625 mg/m> udng 2 1An mdi ngay néu diéu trj lién tuc. Theo huéng dén sk dung cla cisplatin, nén chuén
bi trudc d€ dadm bdo nude va thude chéng ndn trude khi diing cisplatin & nhitng bénh nhan diéu tri k&t hop
Xeltabine v4i cisplatin.

- Ph&i hop véi cisplatin: Liéu khuy&n céo clia Xeltabine 1a 1000 mg/m?, u6ng 2 1an méi ngay trong 2 tudn sau
d6 ngung thudc 1 tudin, phdi hgp vdi cisplatin 80 mg/m? truyén tinh mach trong 2 gi mbi 3 tuan.

_ Phdi hdp véi cisplatin hodc epirubicin: Liéu khuyé&n cdo clia Xeltabine 1a 625 mg/m®, udng 2 1an mdi ngay
lién tuc trong 3 tudn, phdi hop véi cisplatin 60 mg/m? truyén tinh mach trong 2 gid va epirubicin S0 mg/m’
tiém tinh mach nhanh mdi 3 tudn.

;/ y
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Céch tinh liéu chudn vi gidm lidu theo dién tich bé miit co thé 4
Bang 1. Cdch tinh liéu Xeltabine 1250 mg/m’
Miic lidu 1250 mg/m* (hai lan mdi ngay)
) S& vién thudc udng mdi lan | Gidm liéu 75% 950 |  Gidm liéu 50%
1250 mg/m R 2., . P 9 )
vao budi sdng va budi toi mg/m 625 mg/m
]?ién ticE bé2 Liéli diing mdi 150 me 500 me Liéu ding mdi lan | Liéu dung mbi lan
méat co thé (m”) lan (mg) “ (mg) (mg)
<1,26 1500 0 3 1150 800
1,27 - 1,38 1650 1 3 1300 800
1,39 - 1,52 1800 2 3 1450 950
1,53-1,66 2000 0 4 1500 1000
1,67 - 1,78 2150 | 4 1650 1000
1,79 - 1,92 2300 2 4 1800 1150
1,93 -2,06 2500 0 5 1950 1300
2,07 -2,18 2650 1 5 2000 1300
>2,19 2800 2 5 2150 1450
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Bang 2. Cach tinh liéu Xeltabine 1000 mg/m’

Miic lidu 1000 mg/m* (hai lan mdi ngay)
5 S6 vién thudc udng mdi lan | Gidm liéu 75% 750 Gidm liéu 50%
1000 I’l’lg/m" N F I N F I 29 2
vao budi sdng va budi to1 mg/m 500 mg/m
DigntehbE | ;o8 doime i Lidu ding m&ildn | Liéu ddng mdi lin
mat co thé 5 150 mg 500 mg
2 lan (mg) (mg) (mg)
(m’)
<1,26 1150 1 2 800 600
1,27 - 1,38 1300 2 2 1000 600
1,39 - 1,52 1450 3 2 1100 750
1,53 -1,66 1600 4 2 1200 800
1,67 - 1,78 1750 5 2 1300 800
1,79 - 1,92 1800 2 3 1400 900
1,93 -2,06 2000 0 4 1500 1000
2,07 - 2,18 2150 1 4 1600 1050
>2,19 2300 2 4 1750 1100

Diéu chinh liéu trong diéu tri

Poc tinh do ding Xeltabine c6 thé ki€ém sodt bing viéc diéu tri triéu ching va/ hodc thay d6i liéu dung
Xeltabine (ngirng diéu tri hodc gidm liéu). Khi d gidm liéu thi khéng nén ting & nhitng 1an sau do.

Nhitng doc tinh dudc bdc si diéu tri cin nhdc 12 gdn nhu khong nghiém trong hodc khong de doa mang sdng
thi diéu tri ¢6 thé ti&p tuc v6i liéu ban ddu ma khong cin giam liéu hodc ngung liéu nhu rung téc, thay ddi vi
gidc, thay d6i vé méng ... Bénh nhin dung Xeltabine nén dugc thong bédo vé viéc ngung di€u tri ngay 1ap tic

néu xud't hién doc tinh mic do trung binh hodc ning hon.

K& hoach giam liéu Xeltabine

]
e

Mitc d doc tinh*

Thay d&i liéu trong mot chu ky diéu tri

Piéu chinh liéu cho chu ky

ti€p theo
(% cia liéu khdi dau)

Duy tri liéu

lgi ich t&t cho bénh nhn thi ti€p tuc, ngiing
thudc cho d&n khi hdi phuc vé& mite do 0-1

Do 1 Duy tri liéu

Do 2

- Xu#t hién lan dau 100%
- - Xu#t hién lan 2 Ngirng cho d&n khi hdi phuc vé mic do 0-1 75%

- XuA't hién lan 3 50%

- Xud't hién lan 4 Ngirng di€u trj vinh vién

YR -

: isgt Ei:: 122 gl‘au Ngirng cho d&n khi hdi phuc vé mic do 0-1 ;(S)ZZ

- Xui't hién 1dn 3 Ngirng diéu tri vinh vién

Do 4

Ngirng diéu trj vinh vién
hodc
- Xui't hién 1in dau Né&u béc s7 cho ring viéc diéu tri s& mang lai 50%

- Xu#t hién 1in 2

Ngirng diéu tri vinh vién

* Dya theo tiéu chi doc tinh thudng gip cia Nhém thit nghiém 1am sang cda Vién ung thu qudc gia Canada

(NCIC CTG).
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Lutu ¥ vé huyét hoc: Khong nén diéu tri Xeltabine & nhitng bénh nhan c6 lugng bach cdu trung tinh ban diu <
1,5 x 10% 1 va/ hodc ti€u ciu < 100 x 10’ 1. N&€u nhitng dénh gid xét nghiém dot xuat trong sudt chu ky di€u

tri cho thdy lugng bach cAu trung tinh < 1,0 x 10%/ 1 hodc tiéu cdu < 75 x 10% 1 thi nén ngung diéu tri Xeltabine.

Diéu chinh lidu do dbc tinh khi diéu tri két hop Xeltabine véi thudc khdc: Dya trén badng ké hoach gidm liéu
Xeltabine bén trén va theo huéng din st dung clia cdc thudc khdc mot cdch thich hop nhat.

- Khi b&t ddu mot chu ky diéu tri, n€u hodn diéu trj duge chi dinh cho Xeltabine hodc céc thudc khdc, thi sau
d6 nén hodn tit ca cdc thudc cho dén khi ¢ nhitng yéu cau duge dung td't cd cdc thude trd lai.

- Trong sudt chu ky diéu tri nhitng doc tinh duge can nhdc bdi bac si diéu tri ma khong lién quan dén
Xeltabine thi viéc diéu tri v6i Xeltabine nén dugc ti€p tuc va ti€n hanh diéu chinh liéu clia nhitng thude khdc
dua vao thong tin cla t& huéng dan st dung.

- N€u céc thusc khdc phai ngirng diéu tri vinh vién thi diéu tri bing Xeltabine c6 thé dugc bit dau lai n€u c6
cdc yéu cau dudc dung Xeltabine trd lai.

Diéu chinh li€u cho déi tugng dic biét

Bénh nhdn suy gan

Chua c6 ddy dd dit lieu v& an toan va hiéu qué cta thudc & bénh nhan suy gan dé€ khuyén cdo diéu chinh liéu
thich hgp. Chua ¢6 thong tin & bénh nhdn suy gan do xd gan hodc viém gan.

Bénh nhédn suy than

Capecitabin chdng chi dinh cho bénh nhén suy thin ning (d6 thanh thdi creatinin dudi 30 ml/phit [theo
Cockeroft - Gault] tai thdi diém b4t ddu diéu tri). TAn suat xay ra cdc tdc dung khong mong mudn do 3 hoic 4
& bénh nhin bi suy than vita (46 thanh théi creatinin 30-50 ml/phiit tai thdi di€m bt dau diéu tri) nhiéu hon so
v6i bénh nhan binh thudng. O bénh nhan suy thin vita tai thdi di€m bit ddu diéu trj, cn gidm liéu xubng
75% so véi lidu ban ddu 1250 mg/m?, khong cin gidm liéu véi liéu ban ddu 1000 mg/m”. Khong cin dicu
chinh liéu & bénh nhan suy than nhe (do thanh thai creatinin 51-80 ml/phit tai thdi di€m bt dau di€u trj). Cin
theo ddi va diéu tri kip thdi n€u bénh nhan xuit hién cdc tdc dung khdong mong mudn dd 2, 3 hoic 4 trong
sudt qué trinh diéu tri, sau d6 cin diéu chinh liéu nhu dd néu & trén. N€u do thanh thédi creatinin gidm xudng
du6i 30 ml/phiit trong sudt qud trinh diéu trj, cin ngung ding capecitabin. Cdc khuyén cdo diéu chinh liéu &
bénh nhén suy thin dugc dp dung cho ca don tri va diéu tri k&t hop.

Nguoi cao tudi

Khong cAn diéu chinh liéu khoi ddu trong qud trinh st dung capecitabin don tri. Tuy nhién, cdc tdc dung
khong mong mudn dd 3 hodc dd 4 xdy ra § bénh nhan > 60 tudi thudng xuyén hon so véi bénh nhén nho tudi
hon.

Khi diéu tri capecitabin k&t hgp véi cdc thuSc khdc, bénh nhan 16n tudi (> 65 tudi) xuét hién nhiéu téc dung
khong mong mudn do 3 va do 4 hon so v6i bénh nhan nhd tudi hon, bao gém cd cdc tdc dung khong mong
muén cin phai ngung diéu tri. Cin gidm sdt chit ché cdc bénh nhan > 60 tudi.

Khi két hop v6i docetaxel: Cdc tdc dung khong mong mudn do 3 hodc do 4 va cdc tic dung khong mong
mudn nghiém trong xdy ra thudng xuyén hon & nhitng bénh nhin 60 tudi hodc 16n hon. P&i v6i bénh nhan 60
tudi hodc 16n hon, cAn gidm liéu khdi ddu ctia capecitabin xuéng 75% (950 mg/m” 2 1in/ngay). N€u khong ¢6
doc tinh & bénh nhan > 60 tudi khi diéu tri v6i liéu khdi ddu dd duge gidm cla capecitabin k&€t hop véi
docetaxel, c6 thé than trong cin nhic ting lidu capecitabin d&€n 1250 mg/m”* 2 lan/ngay.

Tré em

Capecitabin khong c6 chi dinh thich hgp cho tré em trong diéu tri ung thu dai trang, dai tryc trang, da day va
ung thu vi.

CHONG CHI PINH
Khong st dung thudc & nhitng bénh nhan sau:
- Qud mAn v6i capecitabin hodc vdi bat ky thanh phan nao cda thude.
- C6 tién st x4y ra cac phan ting khéng mong mudn va nghiém trong khi di€u tri v6i Fluoropyrimidin.
- Phu nit ¢6 thai va cho con bu.
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- Bénh nhan suy than ndng (P9 thanh thdi Creatinin < 30 ml/phit).

- Bénh nhén dang diéu tri véi Sorivudin hodc cdc chd't twong tu c6 lién quan vé mat héa hoc nhu Brivudin.

- Bénh nhén dugc bi€t 1a ¢ thi€u hut men dihydropyrimidin dehydrogenase (DPD) (do da ghi nhén cdc doc
tinh nghiém trong khong du dodn trude lién quan tdi Fluorouracil nhu viém miéng, ti€u chdy, gidm bach cdu
trung tinh va nhiém doc than kinh).

- Bénh nhan gidm bach cdu, gidm bach cdu trung tinh, gidm ti€u ciu ning.

- Bénh nhén suy gan ndng.

- Bénh nhan dang udng dang phic hgp Tegafur, Gimeracil, Oteracil kali hodc trong vong 7 ngay sau khi
ngung thudc.

- Thudc ¢6 chita td dudc lactose khan, do d6 khong nén st dung thudc nay & nhitng bénh nhén ¢6 van dé vé
di truyén hi€m gip nhu khong dung nap galactose, thi€u hut Lapp lactase hodc kém hap thu glucose-
galactose.

CANH BAO VA THAN TRONG KHI SUDUNG

Péc tinh phu thudc liéu: Doc tinh phy thudc liéu bao gom tiéu chdy, dau bung, n6n mita, viém miéng va hoi
chiing ban tay-ban chan (phdn ¢ng trén da ban tay-ban chdn, roiloan cdm gidc d6 da 10ng ban tay-ban chan).
HAu hét cdc tdc dung khdng mong mudn ndy c6 thé tu khdi va khong can phai ngung diéu tri, mdc db ¢6 thé
cAn phéi ngirng tam thdi hodc gidm liéu.

Tiéu chéy: Xeltabine c6 thé gdy tiéu chdy, doi khi ning. Bénh nhan bi tiéu chdy ning nén dugc theo ddi cin
than va n€u bi mit nudc, nén bl nude va chat dién gidi. Nén bit ddu liéu phdp chudn diéu trj tiéu chdy (nhu
dung Loperamid) va ti€n hanh gidm li€u khi can thiét.

Mat nide: Mat nuée nén dude ngin chin hoic diu trj kip thdi. Nhitng bénh nhan chén &n, suy nhugc, budn
nén, ndn hodc tiéu chdy c6 thé bi mit nudc nhanh chéng. Néu xudt hién mét nude do 2 (hodc cao hon), nén
neitng didu tri Xeltabine ngay 14p tifc va ti€n hanh bu nude. Khong nén diéu tri lai khi bénh nhan van con mat
nude va bit ky nguyén nhan sém nao gdy ra phdi duge didu chinh hodc ki€m sodt. Khi cdn thi€t nén diéu
chinh liéu ddi véi nhitng tdc dung khong mong mudn xuat hién sém.

Héi chitng ban tay-ban chdn (phan ung trén da ban tay-ban chén, r8i loan cdm gidc dd da long ban tay-ban
chin, ban d3 d4u chi do héa tri liéu):

- D6 1 clia hdi ching dugde xdc dinh béi té, r6i loan cidm gidc/ di cdm, cdm gidc ki€n bd, sung hodc ban do
khong gdy dau & tay va/ hodc chan va/ hodc cdm gidc khé chiu nhung khong dnh hudng dén sinh hoat binh
thudng cia bénh nhén.

- Po 2 dugc xdc dinh 1a ban dé va sung tay va/ hodc chan gdy dau va/ hodc khé chiu 4nh hudng dén sinh hoat
hang ngay ctia bénh nhan.

- P06 3 dugc xdc dinh 1a su tréc viy da, loét, rop gia va dau nhiéu & tay va/ hodic chin va/ hodc cdm gidc rat
khé chiu khi€én bénh nhan khong th€ 1am viéc hoic thuc hién céc sinh hoat binh thudng hang ngay.

N€u x4y ra hoi chitng ban tay-ban chin do 2 hodc 3, nén ngung dung Xeltabine cho dén khi cdc triéu chiing
hdi phuc hodc gidm xudng do 1. Sau khi xud't hién hoi chitng ban tay-ban chén d6 3, nén giam liéu ti€p theo
ctia Xeltabine. Khi st dung k&t hop Xeltabine va cisplatin, khong nén sit dung vitamin Bg (Pyridoxin) dé diéu
trj triéu ching hodc diéu tri du phong thd phdt ctia hdi chiing ban tay-ban chén vi theo cdc bdo céo da cong bd,
didu ndy c6 thé 1am gidm hiéu qui cla cisplatin. Cé mot sd bing ching cho thdy dexpanthenol hi¢u qud trong
viéc du phong hdi chiing ban tay-ban chan ¢ bénh nhan dudc diéu tri bing capecitabin.

Déc tinh tim mach: Ddc tinh trén tim mach duoc ghi nhén & Xeltabine cling tuong tu ddc tinh ghi nhan dugc o}
Fluoropyrimidin khéc; nhitng dc tinh ndy bao gdm nhdi mdu co tim, dau thdt nguc, rdi loan nhip tim, soc tim,
dot ngdt ngirng tim va thay ddi dién tim dd (rdt hi€m trudng hgp kéo dai khodng QT). Nhitng téc dung khong
mong mudn nay thudng gap hon & nhitng bénh nhén ¢ tién st bénh mach vanh. R&i loan nhip tim (bao gdm
ri loan nhip that, xoan dinh, nhip tim chdm), dau thit nguc, nhéi mdu co tim, suy tim va bénh cd tim cling da
dudc ghi nhan & nhitng bénh nhan dang diéu tri bing capecitabin. Do d6 cin thin trong khi st dung thudc &
nhitng bénh nhan c6 tién s bi bénh tim mach, réi loan nhip tim va dau thit ngyc.
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Téng hodc ha calci huyét: Pa ghi nhan trudng hgp ting hodc ha calci huy€t khi di€u tri biing capecitabin. Do
d6 cin than trong khi s dung thudc & nhitng bénh nhan da tirng bi ting hodc ha calci huyét.

Bénh thdn kinh trung wong va ngoai bién: Cin than trong khi st dung thudc & nhirng bénh nhan mic bénh than
kinh trung uong va ngoai bién nhu u ndo di cdn hodc bénh than kinh.

Bénh ddi thdo dz/o'ng hodc réi loan dién gidi: Cin than trong khi st dung thudc & nhitng bénh nhén bi bénh dai

thdo dudng hodc roi loan dién gidi vicé thé 1am trim trong thém tinh trang bénh khi diéu tri bing capecitabin.

Thudc chéng dong mdu coumarin: Trong mdt nghién cttu tuong tdc khi dung liéu don warfarin, c6 su gia ting
AUC ctia S-warfarin khodng 57%. K&t qua nay c6 thé do capecitabin tc ch€ hé thong isoenzym cytochrom
P450 2C9. Bénh nhin dung ddng thdi capecitabin véi cdc thudc chdng dong din xudt cla coumarin dudng
udng nén dugc theo doi cdn than vé nhitng thay d8i cdc thong s6 dong mdu (PT hodc INR) va phai diéu chinh
liéu thudc chdng dong cho phd hgp.

Bénh nhan suy gan: Chua c¢6 ddy di d liéu vé an toan va hi€u qua ctia thudc & bénh nhan suy gan,

capecitabin nén dugc st dung than trong & bénh nhin bi r8i loan chitc nang gan tr nhe dé€n trung binh ¢6 hoidc
khong c6 di cin § gan. Nén ngung dung capecitabin néu bilirubin ting > 3,0 x ULN ¢6 lién quan dén diéu tri
hodc men gan aminotransferases (ALT, AST) ting >2,5 x ULN ¢6 li€n quan dén diéu tri. C6 thé bit dau diéu
tri lai khi bilirubin gidm xudng < 3,0 x ULN hodc men gan aminotransferases (ALT, AST) gidm xudng < 2,5 x
ULN.

Bénh nhan suy than: TAn sudt x4y ra cc tdc dung khong mong mudn do 3 hodc 4 & bénh nhan bi suy thdn vira
(d6 thanh thai creatinin 30-50 ml/phit tai th&i diém bit ddu diéu tri) nhi€u hon so v6i bénh nhan binh thudng.

Bénh nhdn thi¢u hut men Dihydropyrimidin dehydrogenase (DPD): Céc tdc dung khong mong mudn nghiém
trong, khong du dodn dugc va hi€m khi xdy ra (nhu viém miéng, tiéu chdy, viém ni€ém mac, gidm bach cau
trung tinh va doc tinh trén thin kinh) k&t hgp v6i 5-FU dugc cho 1a gép phin vao sy thi€u hut DPD.

Bénh nhian khong ¢6 hodc c6 it DPD, la enzym tham gia vao qud trinh gidng héa fluorouracil, lam tdng nguy
cd cdc tdc dung khdong mong mudn ning, de doa su song hodc giy t vong gy ra bdi fluorouracil. Mac du

khong thé xdc dinh mot cdch chinh xdc, chi bi€t riing nhitng bénh nhén c6 bi€n déi gen di hop tif hodc dong |

hop t & vi tri ciia gen DPYD ¢6 thé gay thi€u hut hoan toan hoac gan nhu hoan toan enzym DPD (xdc dinh
bang dinh lugng & phong thi nghiém), s& c6 nguy cd cao nha't vé doc tinh de doa sy séng hodc gay ti vong, do
d6 khong duge di€u tri bing capecitabin ¢ nhém bénh nhén nay. Khong c6 liéu diing nao dudc chiing minh la
an toan & bénh nhan thi€u hut hoan toan DPD.

D6i v6i bénh nhan thi€u hut mot phan men DPD (nhu bénh nhan c6 bi€n d6i gen di hgp tir & gen DPYD) va
khi 1oi ich diéu tri bdng capecitabin cao hon nhitng nguy cd méic phdi (dd cin nhic dén sy phu hdp cda liéu
phdp hoa tri liéu khong fluoropyrimidin thay thé), nhitng bénh nhan nay phai dugc theo doi thét c4n thin va
thudng xuyén giam sit di€u chinh liéu lién quan dén doc tinh. Chua di dir liéu dé khuyén cdo vé liéu riéng
cho bénh nhan bi thi€u hut mdt phan men DPD dugc do biang phuong phdp dic trung.

D6i v6i cdc bénh nhan chua biét bi thi€u hut men DPD khi di€u tri bing capecitabin, c6 thé xay ra cac doc
tinh de doa tinh mang biéu hién giéng nhw qud lidu c&p. N&u xdy ra doc tinh cap do 2-4, nén ngung dicu tri
ngay lap titc.Nén cin nhic ngung di€u tri vinh vién dya vao cdc ddnh gid trén 1am sang khi bit ddu diéu tri,
trong thdi gian diéu trj vd mic dd ndng nhe cla doc tinh quan sdt dudc.

Bién ching trén mdt: Bénh nhan nén dugc theo doi mot cdch thin trong cdc bi€n chitng trén mit nhu viém
gidc mac va roi loan gidc mac, dic biét né€u bénh nhan tién st ¢6 cdc roi loan vé mit. Nén ti€n hanh diéu tri
céc roi loan vé mit khi thich hgp.

Cdc phdn itng nghiém trong trén da: Capecitabin ¢6 thé gdy cdc phdn ng nghiém trong trén da nhu hoi ching
Stevens-Johnson va hoai t bi€u mé nhidm doc. Nén ngung st dung capecitabin & nhitng bénh nhan c6 phén
@ng vé da nghiém trong trong khi diéu tri.

Thuéc c6 chita ta dudc lactose khan, do dé khong nén sit dung thudc nay & nhitng bénh nhin c6 vin dé vé di
truyén hi€m gap nhu khong dung nap galactose, thi€u hut Lapp lactase hodic kém hap thu glucose-galactose.
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TAC DUNG KHONG MONG MUON (ADR)

Capecitabin don tri

RAt thuong gdp, ADR > 1/10

R&i loan dinh dudng va chuyén héa: Chdn dn.

R4i loan tiéu héa: Tiéu chdy, non, budn ndn, viém miéng, dau bung.

R&i loan da va mo dudi da: Hoi chitng rdi loan cdm gidc dé da long ban tay-ban chén.

R&i loan chung va tinh trang noi tiém: Mét mdi, suy nhugc.

Thuong gdap, 1/100 <ADR < 1/10

Nhi&m khuan: Nhiém virus herpes, viém miii hong, nhiém tring dudng ho hap dudi.

R61 loan mdu va hé bach huyét: gidm bach ciu trung tinh, thi€u mau.

R&1 loan dinh dudng va chuyén héa: Mat nudc, sut can.

R61 loan tim thdn: MA&t ngd, tram cdm.

R&1 loan hé than kinh: Pau ddu, chitng ngt lim, chéng mit, di cdm, roi loan vi gidc.

R&i1 loan mit: Ting ti€t nudc mit, viem k&t mac, kich dng mat.

R6i loan mach mau: Viém tinh mach huyét khdi.

R&i1 loan hd hdp, 16ng nguc va trung that: Khé thd, chdy mau cam, ho, s& mii.

R&1 loan tiéu hda: Xudt huyét tiéu héa, tdo bén, dau bung trén, khé tiéu, ddy hdi, khé miéng.

R&i loan gan-mat: Tang bilirubin mdu, bat thudng chic ning gan.

R6i loan da va mé dudi da: Phat ban, rung téc, ban dd, kho da, ngitta, ting sic t& da, cdc ddm phat ban, bong
da, viém da, r6i loan sdc t& da va rdi loan méng. ]
R&i loan co-xuong va mo lién két: Pau § chi, dau lung, dau khdp.
R6i loan chung va tinh trang noi tiém: St, phit ngoai bién, khé chiu, dau nguc. e
It gap, 1/1000 <ADR < 1/100

Nhiém khudn: Nhiém khuin mdu, nhiém khudn dudng ti€t niéu, viém t€ bao, viém amidan, viém hong,
nhiém nim candida miéng, cdm cim, viém da day rudt, nhi€ém nam, nhiém khuén, dp xe ring.

Kh6i u lanh tinh, dc tinh va khong xdc dinh: U m3.

R&i loan mdu va hé bach huy&t: Gidm bach ciu trung tinh kém sot, gidm toan thé huy€t ciu, gidm bach cau
hat, gidm ti€u cdu, gidm bach ciu, thi€u mdu tdn huy€t, ting chi s6 INR/kéo dai thdi gian prothrombin.

R&i loan hé mién dich: Qud min.

R&i loan dinh dudng va chuyén héa: P4i thdo dudng, ha kali huyét, rdi loan cdm gidc ngon miéng, suy dinh
dudng, ting triglycerid mau.

R&i loan tAm than: Li 14n, hodng loan, chdn ndn, gidm ham mudn.

R61 loan hé thin kinh: Chitng ma't ngdén ngit, gidm tri nhd, ma't diéu hoa, ngat xiu, r6i loan can bing, roi loan
cdm gidc, bénh than kinh ngoai bién.

R&i loan mit: Gidm thi luc, ching nhin doi.

R&i loan tai va tai trong: Chéng mat, dau tai.

R&1 loan tim: Pau thit nguc khong 6n dinh, dau thit nguc &n dinh, thi€u mdu cd tim/nhdi mdu cd tim, rung nhi,
loan nhip, nhip tim nhanh, nhip xoang nhanh, ddnh tréng nguc.

R&1 loan mach mau: Huyét khdi tinh mach sau, ting huy&t 4p, d&m xuat huy&t trén da, ha huyét dp, d6 bung,
lanh ngoai bién.

R&i loan ho hdp, 16ng nguc va trung that: Tdc mach phdi, tran khi mang phéi, ho ra mdu, hen suyén, khé thd
khi gdng stc.

R61 loan tiéu héa: Tic rudt, cd truéng, viém ruodt, viém da day, nudt khé, dau bung dudi, viém thuc quén, khoé
chiu viing bung, trao ngugc da day thuc quan, viém dai trang, dai tién ra mdu.

R&i loan gan-mat: Vang da.

R&i loan da va md dudi da: Phong giop, loét da, phdt ban, may day, phdn dng nhay cdm vdi dnh sdng, dé long
ban tay, phit mit, ban xudt huy&t, hdi chiing phdn dng da sau xa tri.

R&i loan cd-xuong va mo lién két: Sung khép, dau xuong, dau mit, co ciing cd xuong, y&u cd.
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R&i loan than va ti€t niéu: Than & nudc, ddi dim, tiéu ra mdu, ti€u dém, ting creatinin mau.

R61 loan nguc va hé sinh sén: Chdy mdu am dao.

R6i loan chung va tinh trang ndi tiém: Phi, én lanh, gid cim, run rét, ting nhi€t d co thé.

Hiém gap, 1/10000 <ADR < 1/1000

R6i loan mit: Tic hep 6ng 1€, roi loan gidc mac, viém gidc mac, viém gidc mac dom.

R&i loan tim: Rung thét, kéo dai khodng QT, xodn dinh, nhip tim chdm, co ciing mach.

R&i loan gan-mat: Suy gan, viém gan tic mat.

R&i loan da va m6 dudi da: Lupus ban dd, phdn tng da nghiém trong nhu hoi ching Stevens-Johnson va hoai
t¢ da nhiém ddc.

Rdt hiém gap, ADR < 1/10000

R&i loan hé than kinh: Bénh ndo chat tring gdy doc tinh.

RGi loan da va md dui da: Phan tng da nghiém trong nhu hoi ching Stevens-Johnson va hoai tf da nhiém
doc.

Capecitabin k&t hgp vdi tri liéu khac

Rd't thuong gdp, ADR > 1/10

R&i loan mdu va hé bach huyét: Gidm bach ciu trung tinh, gidm bach cAu, thi€u mdu, s6t gidm bach cau

trung tinh, gidm ti€u cau.

R&i loan dinh dudng va chuyén héa: Gidm thém an.

R&i loan hé than kinh: Di cdm, r6i loan cdm gidc, bénh than kinh ngoai bién, bénh thdn kinh cdm gidc ngoai
bién, r6i loan vi gidc, dau diu.

R6i loan mit: Tang chdy nudc mat.

R6i loan mach mau: Phi chi dudi, ting huy&t 4p, nghén mach va huy&t khoi. >

R&i loan hd hap, 16ng nguc va trung tha't: Pau hong, rdi loan cdm gidc hau hong. (&7~

R&i loan tiéu héa: Tdo bén, day hoi.

R6i loan da va md dudi da: Rung téc, roi loan méng.

R&i loan cd-xuong va md lién k€t: Pau cd, dau khép, dau chi.

R&i loan chung va tinh trang ndi tiém: S6t, suy y€u, chirng ngt lim, khéng chiu duge nhiét.

Thuong gdp, 1/100 <ADR < 1/10

Nhi&m khu#n: Nhiém herpes, nhiém khudn dudng tiét niéu, nhim ndm Candida ¢ miéng, nhiém khudn
dudng hoé hdp trén, viém mii, cdm cim, nhiém khuin, nhiém herpes & miéng.

R&i loan méu va hé bach huy&t: Suy tiy xuong, gidm bach cdu kem sot.

R&i1 loan hé mién dich: Qud mén.

R6i loan dinh dudng va chuyén héa: Ha kali huy&t, ha natri huy&t, ha magnesi huyé&t, ha calci huye€t, ting
dudng huyét.

R6i loan tAm than: R&i loan gidc ngd, lo du.

R&i loan hé than kinh: Poc tinh than kinh, run, dau ddy than kinh, phdn ng qud man, gidm cdm gidc.

R6i loan mit: R61 loan thi gidc, khd mit, dau mit, gidm thi lvc, nhin mg.

R&i loan tai va tai trong: U tai, suy gidm thinh luc.

R&i loan tim: Rung nhi, thi€u mau cd tim/nh6i méu cd tim.

R loan mach méu: P4 birng, ha huyét 4p, ting huy€t dp, néng dé birng, viém tinh mach.

R&i loan ho hdp, 16ng nguc va trung that: Nac cut, dau ving hiau hong-thanh qudn, chitng khé phat am.

R&i loan tiéu héa: Xud't huy€t tiéu héa trén, loét miéng, viém da day, chuéng bung, trao ngudc da day thic
quan, dau miéng, khé nudt, chiy mau truc trang, dau bung dudi, r6i loan cdm gidc, di cdm va gidm cdm gidc
& miéng, kho chiu § bung.

R&i loan gan-mat: Chiic ning gan bt thudng.

RGi loan da va mo dudi da: Ting ti€t md hoi, ban dd, may day, d6 md hoi dém.

R&i loan cd-xuong va mo lién k&t: Pau quai ham, co cd, co ciing co ham, y€u cd.

R&i loan than va ti€t niéu: Ti€u ra mdu, protein niéu, gidm do thanh thai than cta creatinin, ching kho ti€u.
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R3&i loan chung va tinh trang noi tiém: Viém ni€ém mac, dau chi, dau, én lanh, dau nguc, gid cim, sot, phdn
tng lién quan dé&n viéc truyén thudc, phin Gng noi tiém, dau ndi truyén, dau ndi tiém.

Thuong t8n, nhiém doc va bi€n chiing trong qué trinh: BAm tim.

Hiém gdp, 1/10000 <ADR < 1/1000

R&i loan thin va ti€t niéu: Suy than cAp do mat nudc.

Thong bdo cho bdc si cdc tdac dung khong mong mudn gdp phdi khi sit dung thuéc.

TUONG TAC THUOC
Thudc chéng dong mdu coumarin: Bénh nhan ding cdc thudc chdng dong dan xudt clia coumarin cung vdi
Xeltabine nén dudc theo doi cdn thin vé nhitng thay d6i cdc thong s& dong mdu (PT hodc INR) va phéi diéu
chinh lidu thuéc chéng dong cho phit hgp. Pa ghi nhin cdc thong s& déng mdu thay ddi va/hodc chidy méu &
nhitng bénh nhan ding Xeltabine ciing véi cdc thudc chdng dong din xudt coumarin nhu warfarin va
phenprocoumon. Nhitng tdic dung khong mong mudn nay xdy ra trong vai ngay va kéo dai t6i vai thing sau
khi bit diu diéu tri Xeltabine, va mot s8 it trudng hgp xdy ra trong mot thang sau khi ngirng Xeltabine. Trong
mot nghién cttu tuong tic 1am sang, sau khi dung warfarin li€u don 20 mg, viéc diéu tri Xeltabine lam ting
AUC cla S-warfarin khodng 57% va gid tri INR ting 91%. Vi chat chuyén héa R-warfarin khong thay dai,
diéu nay ching td capecitabin tc ch& isozym 2C9 nhung khong dnh hudng trén cdc isozym 1A2 va 3A4.
Thudc khdng acid: Tac dong clia nhom hydroxyd va thudc khdng acid ¢6 chita magnesi hydroxyd 1én dudc
dong hoc cla capecitabin di dugc nghién cttu. Néng do huy€t tuong cla capecitabin va mot cha't chuyén héa
(5'DFCR) ting it; khong thiy tdc dong 1én ba chit chuyén héa chinh (5DFUR, 5-FU va FBAL).
Allopurinol: Tudng tic v6i allopurinol di dugc ghi nhan & 5-FU, thudc c6 thé 1am gidm hiéu qua cia 5-FU.
Do d6 nén tranh st dung ddng thdi allopurinol va Xeltabine.
Sorivudin va cdc thudc tuong ty: Tudng tac thude-thude ¢6 y nghia 14m sang gitta sorivudin va 5-FU, la do
sorivudin ¢ ché dihydropyrimidin dehydrogenase, da dugc mo td trong tai liéu nghi€n ctu. Tuong tdc nay,
din t6i tang doc tinh cla fluoropyrimidin, c6 thé nguy hiém dén tinh mang. Vi vdy, khong nén ding
Xeltabine véi sorivudin hodc cdc thude tuong tu ¢ lién quan vé& mit héa hoc nhu brivudin (xem phan Chéng
chi dinh). CAn doi it nhat 4 tudn sau khi k&t thiic diéu tri v6i sorivudin hodc cdc thudc twong tw ¢6 lién quan vé
mit héa hoc nhu brivudin trude khi bat dau tri liéu v6i Xeltabine.
Phenytoin: Nong d6 huy€t tuong clia Phenytoin ting din dén triéu ching ctia ngd doc phenytoin trong mot sO
trudng hgp dugce ghi nhan trong khi dung ddng thdi Xeltabine va phenytoin. Nhitng bénh nhan ding ddng thoi
phenytoin va Xeltabine nén dugc theo ddi cdn than vi ndng do huy€t tuong ctia phenytoin tang.
Protein huyét tuong: Capecitabin c6 ti 1& gdn k&t v6i protein huy&t tuong thap (54%). Do d6 tuong tic do canh
tranh vi tri v6i cée thubc 6 i 1& gin k€t vdi protein huy&t tuong cao khong dang ké.
Cytochrom P-450 2C9: Xem phan cdc din chat cla thuSc chéng déng coumarin vé su tuong tic vdi cdc
isozym 1A2, 2C9, 3A4.
Interferon alpha: Liéu dung nap t6i da cia Xeltabine 1a 2000 mg/mz/ngéy khi k€t hop Interferon alpha-2a (3
MIU/m?/ngay), trong khi liéu dung nap t8i da clia Xeltabine khi st dung riéng 1¢ 1a 3000 mg/m?*/ngay.
Xa tri: Liéu dung nap t6i da ctia Xeltabine khi st dung riéng 1& 1a 3000 mg/m*/ngay, tuy nhién khi k&t hgp
v6i xa tri trong diéu tri ung thu tryc trang li€u dung nap t8i da cia Xeltabine l1a 2000 mg/m*/ngay (st dung
ch& do diéu tri lién tuc hoic mdi ngdy tir thit hai d&€n th sdu trong dgt xa tri 6 tudn).
Acid folinic: Mot nghién citu k&t hgp Xeltabine va acid folinic cho thdy acid folinic khong dnh hudng nhiéu
dén dude dong hoc clia Xeltabine va cdc chit chuyén héa. Tuy nhién, acid folinic ¢6 dnh hudng trén dugc luc
hoc clia Xeltabine va 1am gia ting doc tinh clia Xeltabine: Li€u dung nap t0i da clia Xeltabine khi st dung
riéng 18 v6i ché do diéu tri lién tuc 1a 3000 mg/m?/ngay trong khi d6 chi 1a 2000 mg/m*ngay khi két hop véi
acid folinic (30 mg udng 2 1an mdi ngay).
Phitc hop Tegafur, Gimeracil va Oteracil kali: Ch&ng chi dinh khi st dung dong thdi v6i Xetabine hodc trong
vong 7 ngay sau khi ngung uéng Xeltabine. Ham lugng fluorouracil trong mdu ting ding k& do gimeracil tc
ché& su chuyén héa cia fluorouracil gy r6i loan dudng ti€u héa nhu roi loan mdu ning, tiéu chdy, viém
miéng...
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Oxaliplatin: Khong c6 su khdc biét dang k€ khi ti€p xdc vdi capecitabin va cdc chit chuyén héa, platin tu do
hay platin toan phan khi capecitabin phdi hgp véi oxaliplatin hodc oxaliplatin va bevacizumab.

Bevacizumab: Khong ¢6 sy dnh hudng c¢é ¥ nghia lam sang ctia bevacizumab 1én cdc thong s6 dudc dong hoc
clia capecitabin hodc cdc chit chuyén héa clia né khi diéu tri phoi hop véi oxaliplatin.

SU DUNG O PHU NU MANG THAI VA BA ME CHO CON BU

Chua c6 cdc nghién cttu trén phu nit ¢6 thai dung Xeltabine. Trong cdc nghién citu d6c tinh sinh san trén dong
vat, diing capecitabin c6 thé giy chét phoi thai va qudi thai. Nhitng bing ching nay dudc du dodn & nhiing
dan xudlt cla fluoropyrimidin. St dung capecitabin trong khi mang thai c¢6 thé gy hai cho thai nhi, capecitabin
dugc cho ring ¢ kha ning gdy qudi thai § ngudi. Vi vy chong chi dinh capecitabin trong khi mang thai. N&u
ding Xeltabine trong khi mang thai hodc n€u bénh nhan ¢ thai trong khi dang dung thuéc nay phai thong bio
cho bénh nhin bi€t nguy cd tiém dn cho thai nhi. Nén st dung bién phédp trdnh thai trong khi st dung
Xeltabine.

Chua biét thudc ¢6 dugc bai ti€t qua sita me hay khong. Trong mot nghién citu & chu6t dang cho con b, mot
lugng ddng k€ capecitabin va cdc chat chuyén héa dugc tim thiy trong sita. Nén ngirng cho con bi trong khi
diéu tri véi Xeltabine.

2 2 g 2 - - N A~ IN - 2 Wl g
ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC 174
Xeltabine dnh hudng nhe hodc trung binh dé€n khéd ning 14i xe va van hanh mdy méc do Xeltabine c6 thé giy
budn ngli, mét mdi va nén mira.

QUA LIEU VA XU TRI
Bi€u hién clia qué liéu cdp tinh bao gdm budn ndn, ndn, ticu chdy, viém niém mac, kich thich va chdy mdu
dudng tiéu hda, va suy tiy.

Viéc diéu tri qué liéu nén bao gébm diéu trj thong thudng va cdc can thiép v& y khoa hd trg nhim chia tri
nhirng tri¢u chitng 1dm sang dang hién dién va dé phong nhitng bi€n ching ¢6 thé xay ra.

PONG GOI
10 Vién nén bao phim/ Vi x 12 Vi/ Hop.

BAO QUAN
Bdo quédn ¢ nhiét d6 phong khéng qua 30°C.

HAN DUNG
24 thang ké tif ngay san xuit.
Khéng dung qud han si dung ghi trén hop.

TIEU CHUAN
USP.

DPoc kj hudng dén sit dung truée khi ding. f“- /i
Néu can thém théng tin, xin héi ¥ kién bdc si. [ W
Dé xa tdm tay tré em. 1o i
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