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Usage and dosage:

Please see the package insert
Side effect and naotice:
Please see the package insert.

Storage:

Store in a cool, dry place Lot No  iHHEHHH

Specification: Mfg Date: yyyy/mmidd

As per in-house Exp. Date: yyyy/mmidd
Rx Prescription Drug 70 Capsules

Capsule

U F U R rmecarur/uraci

Tn/BIOPHARM Co., Ltd - Chung Li Factory

No. 838, Sec 1, Chung-Hwa Rd., Chung-Ui City, Taoyuan County, Taiwan RO C

Active ingredient:

Each capsule cantaining: Tegafur 100 mg and Uracil 224 mg
Indication:

Gastric cancer, Colgrectal cancer, Breast cancer, Squamous
Cell Carcinoma of Head & Neck, and Combination with
Cisplati is indicated for the treatment of patients with
metasiatic and advanced Lung cancer

Contra-indication:

Please see the package insert

CAREFULLY READ THE INSTRUCTIONS BEFORE USE
KEEF OUT OF REACH OF CHILDREN
DO NOT EXCEED INDICATED DOSE

-
%]
<
o
=
12
T
<
(0]
7]
=

o

=

w

=

-Fx - Thude b theg dom i 7 vix 10 W

UF UR Capruls
:;\:;'hl nang Tagadur 100mg & UrazD Z2demg)
“Thinh phian: Kisswan ey comgl e onm

Toguia ey

- .1 ]
Ci dndy, (b lurgmg + chch dissg. ghd ng oBFSgnl Whuydn

.cie, ke dyng ngos! § wi cie g Hn Msde

A e 4§ 1ér ey i dong N
Bio qiei: fido gusin o ki mal ] 84 dudi 3000

©h =2 e tay ind gm. Opo by hurtmg dln taede A0 ddng
it 1 GO (Lot b, Pepiny X Ry e} (0 ki [E s {iim |
ns ame {jdm o b be S EK{ Vs N | VN SIS0
Eaig Iy sdn mdl TTY Blophusm Ca , Lid - Clieg Ll Fealary
Mo B3E, for 1 (umgBhem Fe | Ohiwge U CAy TReyean
Klmintg, Va1 | gon (20T

Sub-label

I i



Rx- Thudc bdn thea ké don

UFUR
Vién nang Tegafur 100 mg + Uracil 224 mg

CANH BAO:

Chi sik dung thudec nay theo don

Boc k§ huong ddn sit dung trude khi sit dung.

Khéng ding thudc qud lidu chi dinh.

N&u cdn thém thong tin, xin héi ¥ kién bde s¥.

Xin théng bdo cho bdc sT biét edc tde dung ngoai ¥ xdy ra trong qud trinh siz dung thude.
Dé thuéc ngodi tém vdi ciia tré.

Khong ding thudc da qud han sk dung.

THANH PHAN:
M&Bi vién nang c6 chifa
Hoat chit: Tegafur....coocececvveeeececvcveanee. 100 mg

Uracilo.evcnencensinnnienenees. 224 mg :
T4 duge: lactose khan, povidon K-30, acid stearic, magnesi stearat. y
V6 nang: Nang gelatin ¢ s6 ‘2’ (thin va ndp nang mau tring sita) ‘{// . R,
DUQC LUC HQC : 2 (o ¢
Co ché'tdc dung:

Tic dung chéng ung thit cita thude 1a do 5-FU, 5-FU dudc tao ra nhdf qué trinh sinh chuyén \ ¢
héa tir tegafur trong cd thé. Cd ché tdc dung cia 5-FU duge cho 13 do tdc dung e ché téng
hgp DNA nhd tdc dung d6i khdng v6i chi't chuyén héa ¢6 hoat tinh FAUMP, do viy tdc ché
tdng hap thymidylat; ddng thoi tdc dung gay 1di loan chitc ning RNA 1 do sy gdn k&t FUTP
vio RNA (in vitro).

Uracil khi k&t hgp vdi tegafur c6 téc dung ting hoat tinh chdng ung thy cla tegafur. Do sy
phén hily 5-FU bj ttc ch& bdi sy tranh chédp 4i lyc d&i véi men phosphoryl héa hojc men phéin
hiy giffa 5-FU vdi uracil, néng @5 5-FU va cic sdn phdm chuyén héa dang hoat tinh
phosphoryl dugc duy tri cao hon trong cic md ung thit (in vitro).

DUQC PONG HOC:

Sau mét lifu don tegafur (100 d&n 400 mg)/ uracil (224 d&n 8§96 mg), ndng dé tegafur trong
huyét twong tang t¥ 18 thudn véi liéu ding. Gid tri Cmax cda Uracil va 5-FU ting 1&n tudng
ng, trong khi gid tri AUC clia tegafur khi diing liéu 400 mg cao hon khodng 6 14n so vdi liéu
100 mg.

Sau khi diing tegafur 300 mg/m*/ngay, chia 1am ba liéu, ndng dd tegafur trong huyét twong
dugce duy tri >1000 ng/mL trong sudt khodng thdi gian ding thuSc mdi 8 gidy, trong khi ndng
d¢ uracil suy gidm nhanh chéng sau Cmax. Néng d6 161 da cda 5-FU trong huyé&t toong
(khodng 200 ng/ml) dat dugc trong khodng 30 d&€n 60 phiit sau khi udng, vd v&n phdt hign
duwge trong khodng thei gian diing thudc mdi 8 gidi. Tegafur, uracil va 5-FU khéng tich liiy
déng ké trong ligu trinh diéu trj 28 ngay.

HAp thu:

Tegafur, uracil hdp thy nhanh vao hé min hoan. Néng d¢ dinh trong huyé&t tuong dat dudc
sau khi udng 1-2 gid.
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Phén bé:

Tegafur lién k&t vdi protein huyél wiong khodng 52%. Lién kél ciia uracil vdi protein huyé&t
twrong khéng ddng ké.

Chuyén héa:

Tegafur chuyén héa thanh 5-FU théng qua qué trinh oxi héa C-5' va thiy phin C-2'. Qua
trinh oxi héa ngi bao cia tegafur 12 do cytocrom Pysp 2A6 ciia cd thé.

Thai trir:

Du6i 20% liéu tegafur dugc thai trif qua nudc tiéu dudi dang khong chuyén héa sau khi uéng.
Thdi gian bdn thédi cudi ciing t; cla tegafur 1a 11 gid va uracil 1a 20-40 phiit.

Cdc doi tugng diic bigt:

Chura ¢6 nghién cttu vé duge ddng hoc trén d&i tudng bénh nhin suy gan va suy thin

CHIi DINH :

Ung thy da day, ung thy rudt tnyc trang, ung thu vi, ung thu (€ bao dang vdy & diu va cd. K&l
hgp diéu tri véi Cisplatin trong chi dinh diéu tri cho bénh nhin ung thi phdi ti€n trién va cé
di can,

LIEU LUGNG VA CACH DUNG :

Thubc ding dudng udng. Ding theo su chi din cia bdc si diéu tri. Khéng diing qué liéu chi
dinh.

Liéu thudng diing hang ngay clia tegafur 1a 500 — 800 mg (300 — 500 mg/m® da/ngay tutdng
duong 5 — 8 vién nang UFUR), uéng chia 1am 2 — 3 lin/ngay. Ngay cd khi k&t hgp vdi cdc
thudc chéng ung thu dc tinh khéc, thudc cling duge sit dung vdi chi dinh vdi liéu nhu trén.

Sit dung cho bénh nhdn suy thdn:

C6 rit it thong tin vé sit dung tegafur/uracil cho bénh nhin suy thin. Do d6 cin thén trong
khi diing cho bénh nhén suy than. J‘

Sit dung cho bénh nhdn suy gan: ff/ [

Bénh nhin suy gan nhe dén vira c¢in dude theo doi cAn thin cdc xét nghiém chitc ning gan

khi ding tegafur/uracil. Khéng ding cho bénh nhin suy gan ning.

St dung thudc cho tré em:

Po an toan clia thudc chua duge nghién cifu & ré em.

Sit dung ¢ ngudi cao tubi:

Cin thin trong khi st dung cho bénh nhén cao tudi do suy gidm chifc ning sinh 1y.

CHONG CHI PINH:

Bénh nhén ¢6 tién sif qud min cdm véi cdc thanh phin cia thudc.

Bénh nhin dang diéu tri vdi sorivudin. (Viéc sit dung dong thdi cdc thude nhém fluorouracil

v6i thudc khdng virus sorivudin gy loan thé€ dich mau, di c6 trudng hgp din dén tf vong).

Phu nit ¢6 thai va cho con bi.

KHUYEN CAO VA THAN TRONG:

Sit dung thin trong :

Thudc cdn dudc sit dung thin trong d6i vdi cdc bénh nhin sau:

- Bénh nhén suy tiy (c6 thé 1am trim trong tinh trang suy tdy).

- Bénh nhén r&i loan chifc ning gan (¢6 thé giy gia ting tic dung ngoai ¥).

- Bénh nhin r&i loan chitc ning thin (c6 thé gay gia ting tic dung ngoai ¥).

- Bénhnhén dang dang bi nhi&ém khudn (c6 thé lam wdm trong tinh trang nhiém khuin do
khi ning e ché tily xudng ciia thudc).

- Bénh nhin bi thily ddu (c6 thé giy bénh toan thin nguy hiém).

- Bénhnhén c6 triéu ching da day/t4 trang (c6 thé gia ting triéu ching).
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- Bénh nhin khong dung nap glucose (c6 thé gdy ting tinh trang khéng dung nap
glucose).

Thén trong chung:

- Do thuéc c6 c6 thé giy ra cdc tdc dung ngoai ¥ nghiém trong nhu e ché tiy xuong, nén
c¢éin theo dbi chit ché huyét hoe, cdc chifc ning gan, thin ciia bénh nhén biing cdc xét
nghiém labo thudng xuyén. N&u c6 bi€u hién bit thudng cdn cé xif tri thich hdp nhu
gidm liéu hodc ngitng thuSc. N&u diéu tri kéo dai cdn dic biét thin trong do khi ning
gdy tdc dung ngoai y chim va nghiém trong.

- Do thudc ¢6 kha ning gy roi loan chifc niing gan (nhu viém gan bao phét), nén cin phai
theo theo dbi chiit ch& chifc ning gan ctia bénh nhin biing cdc xét nghiém labo thudng
xuyén, dic biét 1a cin phdt hién thit sém ton thwong gan trong giai doan ddu sit dung
thudc. Cin theo dai chit ché dé phat hién cic bi€u hién mét mdi c6 kém theo chén in,
duge xem nhu diu hiéu hodc triéu chitng chii quan cda rdi loan chifc ning gan. Néu ¢6
bi€u hién vang da (mit mau vang) cdn ngimg thudc ngay.

- C6 thé mdt nude va viém rubt non (viém rudt non xuit huy€t, viém rudt non thi€u miu
cuc bd, viém rudt non hoai ti¥ ...) Do d6 cin thi€t phdi theo ddi chit ché, N&u xuft hién
cdc triéu chiing nhe dau bung ning hodc ia chdy cin ngitng thudc va xif tri thich hgp.
Trong trudng hgp ma't nude cin bd sung dich.

- Cin chim s6c bénh nhin dé tranh nhiém khudn va ti€n trién cia nhiém khudn hoic
trdnh nguy cd chdy mdu.

- Viéc sit dung ddng thdi thudc khdng virus sorivudin va thuéc nhém fluorouracil (tegafurﬁ/
doxifluridin, 5-FU..) ¢6 thé gay bénh Iy huy&t hoc ning do sif e ¢h& chuyén héa thubc

-a

nhém fluorouracil. Pi€u nay cé thé giy loan thé dich ning d6i v6i m4u. Do vdy cin ddm =3
bdo ring bénh nhin khéng st dung sorivudin khi dang sit dung bat ky thudc nao thude ik
nhém fluorouracil. InN
- Cin thin wong khi st dung thudc cho tré em, lvu ¥ c4c bi€u hién cla tdc dung ngoai ¥. e
- Cin cn nhic khd ning dnh hudng cla thudc d6i véi tuyén sinh dyc khi sit dung thuse .

cho tré em va bénh nhin trong 46 tudi sinh sdn.

- Di c6 bdo cdo ghi nhdn sy thay ddi trong c4c m6 ndo nhu ¢t tam gide ndo va mép trude
khi sit dung liéu cao, kéo dai (9 thang) & ché thyc nghiém.

ANH HUGNG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc ¢6 thé giy rdi loan nhin thic, réi loan cdm gidc, ddi khi ¢6 tinh trang cdm gidc khé

chju hodc chéng mit, cdn thin trong khi l4i xe hodc vin hinh miy méc.

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

Phu nif ¢6 thai:

Tédc dung giy qudi thai da dudc bdo cdo § ddng vét thuc nghié¢m (chudt). Do vdy khdng nén

sif dung thudc & bénh nhin dang ¢6 hoic ¢6 khid ning mang thai.

Phu ni¥ cho con hi:

G dong vit thyc nghiém (chudt cdng tring) thudc c6 thé bai tiét vao sita. Do d6 trénh sit

dung thudc cho phu nif cho con bd. Néu bénh nhin sit dung thudc phdi ngitng cho con bi.

TUONG TAC THUOC:

Khéng dudc sit dung ddng thdi véi Sorivudin.

Cin thin trong khi k&t hgp vdi:

- Phenytoin (tdc dung ciia Phenytoin c6 thé dudc ting cudng).

- Cdc chdt ch6ng ung thr 4c tinh khdc hoic diéu tri xa tri (cdc phdn ¥ng khéng mong
mubn qué mic cé thé xay ra, vi du suy tdy).
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TAC DUNG KHONG MONG MUON:

(Hi€m : < 0,1%, khong thudng xuyén: 0,1 + 5%, khdng xdc dinh: khdéng biét tin xuit)

Tde dung phu:

- Cdc biéu hién tc ch€ thy xuong nht gidm todn thé huy€t cdu hofic bach cdu hat. (ddy la
truding hgp hi€m khi xdy ra). Thi€u m4u, gidm bach cdu, gidm ti€u cdu hodc d& chdy
mdu x4y ra khéng thudng xuyén. Tuy nhién bénh nhin cin theo ddi chit ché bling cdch
kiém tra m4u thudng xuyén (dic biét la vio giai doan ddu diung thudc). N&u ¢6 bifu
hién bt thudng cin x{ tri thich hgp. R6i loan chitc ning gan: R&i loan chic ning gan
nhir viém gan bao phdt hi€m khi xdy ra. Bénh nhin cin duge theo ddi chit ché bing
cdch kiém tra m4u thudng xuyén (dic biét 1a vio giai doan ddu ding thude). N&u ¢
bi€u hién bt thudng cin xi trf thich hdp, nha ngirng diing thude.

- MAt nude: Néu bi mat nude nang cin ngitng thude va x1¥ tri thich hop nhir bé sung dich.

- Viém rot non ning: Viém rudt non xuit huyét, viém rudt non thi€u mau cuc b, viém
rudt hoai 1 ¢6 thé xay ra, Do dé cin thiét phai theo di chat ch&. N€u xudt hién nhitng
triéu chiing ndng nhy dau bung ning hoic fa chdy cin ngitng thudc va xi trf thich hgp.

- Bénh ndo tring: ngd git, r6i loan nhén thic, rdi loan cdm gidc, triéu chifng ngoai bé
thdp, khéng kiém ché tiéu tién, liét t¥ chi, r6i loan ngdn ngit, ddng di, roi loan thing
biing hodc gidm chifc ning thin kinh din dén bé&nh nio tring hi€m khi xudt hién. Dan
hiéu bdo trde cia cdc triéu ching trén 13 chdng mit/dau diu nhe, té, citng ludi hodc
hay quén. Bénh nhin cin dugc theo dbi chiit ché. N&u ¢6 biéu hién bat thudng cin
ngitng thudc. -

- Mat khifu gidc: Mat khitu gide hi€m khi xdy ra. Do d6 bénh nhan cin dude theo dii chit 4
ch&. N&u ¢é biéu hién ba't thudng cin ngitng thudc va xi¥ tri thich hgp.

- Viém phdi k&: Viém phéi k& hi€m khi xdy ra. Do dé bénh nhin cdn dugc theo doi chat
ché&. N&u ¢6 biéu hién bat thudng cin ngitng thude va x({ tri thich hop.

- Viém hong mait ti€ng: Viém hong mat ti€ng hi€m khi xdy ra. Do dé bénh nhin cin duge
theo dii chit ché. N&u ¢d bi€u hién bt thudng cin ngitng thudc va xif tri thich hgp.

Tdc dung khéng mong mudn khdc:

- Gan: Vang da va ting GOT hoiic GPT ¢6 thé xdy ra khong thutng xuyén, Hi€m khi xuit
hién gan nhim m3. Do dé b&nh nhin cin dude theo dbi chit ché. N&u c6 bi€u hién bat
thudng cdn ngirng thudc v xi¥ tri thich hdp.

- Thén: Protein niéu va huy&t niéu hi€m khi xdy ra. Pai khi ¢ thé xuit hién ting BUN
hodc creatinin. Do d6 bénh nhin cin dudc theo ddi chit chd. Néu ¢é biéu hién bat
thuding cdn ngirng thudc va xi¥ trf thich hop.

- Da day - rudt: Poi khi xdy ra chdn &n, budn ndn, ndn, ia chdy, viém miéng, dau thugng
vi, dau bung, loét da day/d tring, ¢ ndng, chudng bung, rdi loan vi gidc hodc viém da
day. Hi€m khi x4y ra viém miéng, viém ludi, s6i bung, khd miéng, tio bdn, khé nubt
hodc xuit huy&t da day rudt. De dé bénh nhan cin duge theo dai chiit ché. Néu ¢6 bidu
hién bat thudng cdn ngitng thudc va xi¥ tri thich hgp. Ngitng thude néu ¢6 loét hodc xuit
huyét.

- Hé thdn kinh tdm Iy: Déi khi ¢4 tinh trang cdm gidc khé chiu hodc chéng mit. Hi€m khi
bi dau ddu, kich déng hogc 0 tai.

- Da: Déi khi bat thudng § da nhu nhi€m sdc t8, sitng héa, bit thudng méng chin tay, mun
nude, tray xitde da hodc viém da (thudng c6é xu hidng d gan ban tay vi chin) cling nhu
phil hoic rung tée. Hi€m khi x4y ra 46 mat, phat ban kiu SLE ho#ic phin iing nhay cim
v8i 4nh sdng. N&u c6 bi€u hién ba't thudng cdn xit tri thich hgp nhu ngirng thudc.
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- Tuy: Hi&m khi x3y ra viém tuy. Do dé b&nh nhin cin dudc theo dbi chit ché. Néu dau
bung hodc ting amylase va lipase trong méu, cdn x(¥ trf thich hgp nhu ngitng thude.

- Qud min cdm: P&i khi ndi ban v ngia. Hi€m khi bi miy day. Néu ¢ bal thudhng cin
nglng thudc.

- Tim mach: Hi€m khi ¢ cdc biéu hién dau tdc nguc hodc ECG (ting ST...)

- (Céc biu hién khic: Doi khi ¢é sot. Hi€m khi xdy ra ho/ddm, dau khdp, glucose niéu,
cdm gidc n6éng bdng, d¥m cé mau hodc xung huyét k&t mac.

Ghi chii: XIN THONG BAO CHO BAC SI CAC TAC DUNG KHONG MONG MUON GAP

PHAI TRONG QUA TRINH SU DUNG THUGC.

QUA LIEU:

Khong ¢6 thude gidi doc ddc hidu trong truing hgp qud lidu xdy ra.

Khi diing qud Liéu, dua bénh nhin dén bénh vién gin nh4t hodc cdc trung tim chéng doc.

Cén theo d&i cdn thin mdv va cdc biéu hién nhidm dc khdc, dicu trj triéu chifng kem theo.

TIEU CHUAN CHAT LUQNG:

Tiéu chudn co sd.

BAO QUAN: }_{/
Gift thudc noi khd mét, nhiét d6 dudi 30°C. 4
HAN SU DUNG:

48 thang k€ W ngay sén xuit.

QUY CACH DONG GOI:

Hop chita 7 vi x 10 vién.

Sdn xudt bdi:

TTY Biopharm Company Limited — Chung Li Factory

Tru sé: 3F., No. 3-1, Yuanqu St., Nangang Dist., Taipei City 11503, Taiwan, R.0O.C.
Nha mdy:No. 838, Sec 1, Chung-Hwa Rd., Chung-Li city, Taoyuan County, Taiwan,
R.0.C.
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