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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
Specification:

As per in-house

Lot No.  wHEREHH
Mfg Date: yyyy/mm/dd
Exp. Date: yyyy/mm/dd

Rx Prescription Drug 70 Capsules

Capsule

U'F U R me=caruriuraci

TIVBIOPHARM Co., Ltd - Chung Li Factory

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

Capauie

U F U R rcearurivrac

Active ingredient:

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

Gastric cancer, Colorectal 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:

Flease see the package insert

CAREFULLY READ THE INSTRUCTICNS BEFORE USE
KEEP CUT OF REACH CF CHILDREN
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Rx- Thudc bdn theo ké don

UFUR
Vién nang Tegafur 100 mg + Uracil 224 mg

CANH BAO:

Chi st dung thudc nay theo don

Boc ki hudng ddn sit dung trude khi sit dung.

Khong ding thudc gud liéu chi dinh.

NEu cdn thém thong tin, xin héi ¥ kién bdc s7.

Xin thong bdo cho bde sT biét cdc tdc dung ngogi ¥ xdy ra trong qud trinh sit dung thude.
DE thudc ngoai tém vdi ciia tré.

Khing ding thudc da qud han si dung.

THANH PHAN:
M&Bi vién nang c6 chifa
Hoat chdt: Tegafur.......ccooevvveveevevereannnnn. 100 mg
Uracilovincccniinninnnn.. 224 mg
T4 dudc: lactose khan, povidon K-30, acid stearic, magnesi stearat.
V6 nang: Nang gelatin ¢8 s0 ‘2’ (thin va nidp nang miu tring sita) L’ R
DUQC LUC HOC : 7 |
Co ché tdc dung:

Tédc dyng chdng ung thy ciia thude 1a do 5-FU, 5-FU dugc tao ra nhd qud trinh sinh chuyén '
héa tir tegafur trong cd thé. Cd ch€ tdc dung cla 5-FU duge cho 13 do tic dung dc ché tdng
hgp DNA nhé tic dung d6i khing véi chit chuyén héa cé hoat tinh FAUMP, do viy tic ché
t6ng hgp thymidylat; ddng thei tdc dyng giy rdi loan chifc nang RNA la do sy gdn k&t FUTP
vao RNA (in vitro).

Uracil khi k&t hgp vdi tegafur 6 tdc dung ting hoat tinh chdng ung thy cda tegafur. Do su
phén hily 5-FU bi ¢ ché bdi sy tranh chép 4i Ic d6i v6i men phosphoryl hda hodic men phin
hiy giita 5-FU vdi uracil, néng d5 5-FU va cdc sin phidm chuyén héa dang hoat tinh
phosphoryl dugc duy tri cao hdn trong cdc md ung thi (in vitro).

DUJC PONG HOC:

Sau mét liéu don tegafur (100 d&n 400 mg)/ uracil (224 dén 896 mg), ndng do tegafur trong
huy€t tuong ting ty 1& thudn vdi li€u ding. Gid tri Cmax cla Uracil vi 5-FU ting 1én tudng
ttng, trong khi gid tri AUC ciia tegafur khi diing liéu 400 mg cao hon khodng 6 14n so véi liéu
100 mg.

Sau khi diing tegafur 300 mg/m*/ngdy, chia 1am ba liéu, ndng d6 tegafur trong huyét tuong
dude duy tri >1000 ng/mL trong sudt khodng thdi gian ding thudc mdi 8 gid, trong khi ndng
d6 uracil suy gidm nhanh chéng sau Cmax. Néng d6 161 da cda 5-FU trong huyét nrdng
(khodng 200 ng/ml) dat dugc trong khodng 30 d€n 60 phit sau khi uéng, va vin phét hién
dvdgc trong khodng thdfi gian ding thudc mdi 8 gidl. Tegafur, uracil va 5-FU khong tich liy
ddng k& trong liéu trinh diéu trj 28 ngay.

HAp thu:

Tegafur, uracil hdp thy nhanh vio hé tuin hoan. Nong d§ dinh trong huyét tuong dat duge
sau khi uéng 1-2 gid.
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Phén bé:
Tegafur lién k&t vdi protein huy€l wong khodng 52%. Lién két ciia uracil vdi protein huyét
tuong khong déng ké.
Chuyén héa:
Tegafur chuyén héa thanh 5-FU théng qua qud trinh oxi héa C-5' va thiy phin C-2'. Qua
trinh oxi héa néi bdo cilia tegafur 14 do cytocrom Pasp 2A6 ctia cd thé.
Thai trit:
Du6i 20% liéu tegafur dugc thai trir qua nuée tiéu dudi dang khong chuyén héa sau khi uéng.
Thdsi gian ban thadi cudi clng ty; clia tegafur 14 11 gid va uracil 12 20-40 phuit.
Cic déi tugng diic biét:
Chua ¢6 nghién citu vé duge déng hoc trén doi twgng bénh nhin suy gan va suy thin
CHi PINH :
Ung thy da day, ung thu rudt tric tring, ung thu v, ung thu 1€ bao dang vdy & ddu va c6. K&
hgp diéu tri véi Cisplatin trong chi dinh diéu tri cho bénh nhan ung thu phéi ti€n trién va c6
di céin,
LIEU LUYNG VA CACH DUNG :
Thubc diing duting udng. Diing theo su chi din cia béc si diéu tri. Khong ding qué liéu chi
dinh.
Liéu thudng diing hing ngay ciia tegafur 1a 500 — 800 mg (300 — 500 mg/m® da/ngay tudng
dudng 5 — 8 vién nang UFUR), udng chia lam 2 — 3 lAn/ngay. Ngay cd khi két hgp véi cdc
thufic chfng ung thu dc tinh khéc, thudc cling duge sit dung vdi chi dinh vdi liéu nhu trén.
Sit dung cho bénh nhdn suy thdn:
Cé rdt it théng tin vé sit dung tegafur/uracil cho bénh nhin suy thin. Do d6 cin thén trong
khi diing cho bénh nhén suy thén. } ¥
St dung cho bénh nhédn suy gan: ;ﬁ/
Bénh nhén suy gan nhe dén vira c¢én dude theo déi c4n thin cdc xét nghiém chifc ning gan
khi ding tegafur/uracil. Khéng diing cho bénh nhin suy gan ning.
Sut dung thudc cho tré em:
D6 an toin ciia thudc chua duge nghién ciu & tré em.
Si dung ¢ nguii cao tudi:
Can thin trong khi si¥ dung cho bénh nhin cao tudi do suy gidm chic ning sinh Iy.
CHONG CHi PINH:
Bénh nhin ¢6 tién sif qud min cdm vdi cdc thanh phin cla thudc.
Bénh nhin dang diéu trj vdi sorivudin. (Viéc sif dung dong thdi cdc thude nhém fluorouracil
v@i thudc khdng virus sorivudin gdy loan thé dich mdu, di c6 trutng hgp din dén of vong).
Phu nit ¢é thai va cho con ba. -
KHUYEN CAO VA THAN TRONG:
Su dung thin trong :
Thudc cin dudc sif dung thin trong d&i vdi cdc bénh nhén sau:
- Bénh nhin suy tiy (c6 thé lam trim trong tinh trang suy tiy).
- Bénh nhén rdi loan chifc ning gan (c6 thé giy gia ting tdc dung ngoai ¥).
- Bénh nhién r8i loan chitc niing thin (c6 thé giy gia ting tdc dung ngoai ¥).
- Bénh nhin dang dang bj nhi&€m khuin (c6 thé lam trim trong tinh trang nhi€m khudn do

khd ning e ché tiy xudng cla thudc).
- Bénh nhin bi thiiy ddu (c6 thé gy bénh toan thin nguy hiém).
- Bénhnhin c6 triéu chitng da day/td trang (c6 thé gia ting triéu chiing).

L
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- Bénh nhén khong dung nap glucose (c6 thé gy ting tinh trang khéng dung nap
glucose).

Thin trong chung:

- Do thudc c6 c6 thé giy ra cdc tdc dung ngoai ¥ nghiém trong nhi e ché tity xuong, nén
céin theo doi chit ché& huyét hoe, cdc chifc ning gan, thin elia bénh nhin bing cdc xét
nghiém labo thudng xuyén. N&€u cé bi€u hién bit thudng cdn cé xif tri thich hdp nhu
gidm liéu hodc ngifng thudc. 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 khd ning gy rdi loan chifc ning gan (nhy viém gan bao phat), nén cin phii
theo theo ddi chit ché& chic ning gan cia bénh nhdn biing cdc xét nghiém labo thudng
xuyén, dic biét 1a cin phdt hién thit sém ton thudng gan trong giai doan diu sit dung
thudc. Cén theo ddi chit ché dé phat hién cdc biéu hién mét mdi ¢é k&m theo chén in,
duge xem nhu ddu hiéu hodc triéu chitng chi quan cia r8i loan chic ning gan. N&u ¢6
bi€u hién vang da (mdt mau ving) cin nging thudc ngay.

- C6 thé mit nude va viém rubt non (viém rudt non xuit huy&t, viém rudt non thi€un méiu
cuc b, viém rudt non hoai tif ...) Do d6 cdn thi€t phdi theo ddi chit ché. Né&u xufit hién
cdc riéu chiing nhy dau bung ning hodc fa chdy cdn nging thude va xif tri thich hgp.
Trong truding hdp mit nude cin b sung dich.

- Cén chim séc bénh nhin d€ trinh nhiém khuin va tién tri€n cia nhiém khudn holc
trdnh nguy cd chdy mdu.

- Viéc sit dung ddng thdi thuSe khdng virus sorivudin va thuéc nhém fluorouracil (tegafurﬁ’
doxifluridin, 5-FU...) ¢6 thé giy bénh Iy huy&t hoc ning do sy e ch& chuyén héa thudc
nhém fluorouracil. Piéu ndy c6 thé giy loan thé dich ning d8i v6i m4u. Do vdy cin dim -
bdo ring bénh nhin khéng sit dung sorivudin khi dang sit dung bat ki thudc nao thube iy
nhém fluorouracil. IAN

- Cin thin trong khi sif dung thude cho tré em, Iutu ¥ cdc bi€u hién cia tdc dung ngoai ¥.

- Cén cn nhic khid ning dnh hudng ciia thudc d6i véi tuy€n sinh dyc khi sit dung thudc
cho tré em va bénh nhin trong 4§ tudi sinh sin.

- Pi ¢6 bdo cdo ghi nhin sy thay ddi trong c4c mé ndo nhy c6t tam gidc ndo va mép trude
khi st dung liéu cao, kéo dai (9 thing) d ché thyc nghiém.

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

Thudc ¢6 thé gy rdi loan nhén thic, rdi loan cdm gidc, doi khi ¢6 tinh trang cdm gidc khé

chju ho#c chéng mat, cdn thin trong khi 1di Xe hodc vin hinh midy mdc.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu ni¥ ¢6 thai:

Tédc dung gy qudi thai dd dugc bdo cdo d dfng vat thuc nghi€ém (chudt). Do viy khong nén

sif dung thudc & bénh nhin dang ¢6 hoic ¢6 kh3 ning mang thai. ’

Phu ni¥ cho con bi:

G déng vit thire nghiém (chudt cong tring) thudc cé thé bai tiét vao sita. Do d6 trénh s

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

TUONG TAC THUOC:

Khong dugce sit dung dong thdi véi Sorivudin.

Cén thdn trong khi k&€t hop véi:

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

- Céc chdt chéng ung thy 4c tinh khdc hojc diéu tri xa trj (cdc phdn ng khéng mong
mudn qué mifc ¢ thé xay ra, vi du suy tiy).

-a-
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TAC DUNG KHONG MONG MUON:

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

Tde dung phu:

- Cdc biéu hién e ch€ iy xwong nhir gidm toan thé€ huy&t cdu hodc bach cdu hat. (ddy 1a
truding hgp hi€m khi xdy ra). Thi€u mdu, gidm bach cdu, gidm ti€u cdu hodc d& chdy
mdu xdy ra khong thudng xuyén. Tuy nhién b&nh nhin cdn theo di chit ché biing cdch
ki€m tra mdu thudng xuyén (dic biét la vao giai doan diu ding thudc). N&€u ¢6 bicu
hién bat thudng cdn x{ trf thich hgp. R&i loan chifc ning gan: REi loan chic ning gan
nhir viém gan bao phadt hi€m khi x4y ra. Bénh nhin c¢in duge theo doi chit ché bing
cdch ki€ém tra mdu thudng xuyén (dic biét 1a vao giai doan ddu ding thudc). Néu cé
bi&u hién bAt thuding cin xit trf thich hdp, nhu ngifng diing thude.

- Mat nudc: N€u bi mit nudc ning cin ngiing thudc va x1¥ tri thich hgp nhw bd sung dich.

- Viém rét non ning: Viém rudt non xuit huyét, viém rudt non thi€u mau cuc b, viém
rudt heai ¥ ¢6 thé xdy ra. Do d6 cin thiét phdi theo dii chat ché. Néu xudt hién nhitng
triéu chitng nang nhu dau bung ning hodc ia chdy cdn ngitng thudc va xi tri thich hgp.

- Bénh nio tring: ngl git, r6i loan nhin thie, r8i loan cdm gidc, triéu chifng ngoai bé
thdp, khong kiém ché& tiu tién, liét u¥ chi, r6i loan ngdn ngit, ddng di, rdi loan thing
bing hodc giam chifc ning thin kinh din dén bénh nio tring hi€m khi xuit hién. Din
hiéu bdo trude cla céde triéu chitng trén 13 chéng mit/dau diu nhe, té, citng ludi hodc
hay quén. Bénh nhin cin duge theo ddi chiit ché. N&u ¢6 biéu hién bat thudng cin
ngirng thudc. J:'{, ;

- M4t khifu gidc: Mat khitu gidc hi€m khi x3y ra. Do d6 bénh nhan cin dude theo ddi chat #
ché&. Néu ¢o biéu hién bat thudng cin ngitng thudc va xi¥ tri thich hop.

- Viém phdi k&: Viém phdi k& hi€m khi x4y ra. Do dé bénh nhén cdn duge theo ddi chit
ch&. N&u ¢6 biéu hién bat thudng cin ngitng thude va x(¥ tri thich hop.

- Viém hong mat ti€ng: Viém hong mAt ti€ng hi€m khi xdy ra. Do dé bénh nhin can duge
theo dii chit ch&. Né&u cé bi€u hién bit thudmg cin ngling thudc v xif i thich hep.

Tdc dung khong mong mubn khde:

- Gan: Vang da va ting GOT hojic GPT c¢6 thé xdy ra khdng thudng xuyén. Hi€m khi xuit
hién gan nhiém ma. Do d6 bénh nhin cin dudc theo ddi chit ché. N&u ¢6 biéu hién bat
thudng cdn ngirng thudc va xif tri thich hdp.

- Thin: Protein niéu va huyét niéu hi€m khi xdy ra. P6i khi ¢6 thé xnit hién ting BUN
hodc creatinin, Do d6 bénh nhdn cdn dudc theo d6i chat ché, Néu ¢é biéu hién bat
thuding cdn ngifng thudc va xi trf thich hgp.

- Da day - rudt: P6i khi xdy ra chdn &n, bubn ndn, ndn, ia chdy, viém miéng, dau thuong
vi, dau bung, loét da day/td tring, d néng, chudng bung, réi loan vi gidc hodc viém da
day. Hi€m khi x4y ra viém miéng, viém ludi, s6i bung, kho miéng, tio bén, khé nudt
hodc xudt huy&t da day rudt. Do d6 bénh nhidn cin dude theo ddi chit ché. N&u ¢6 bidu
hién bat thudng cén ngimg thude va xif tri thich hop. Ngitng thude néu ¢6 loét hodc xuft
huyét.

- Hé thin kinh tAm Iy: D6i khi ¢6 tinh trang cdm gidc khé chiu hodc chéng mit. Hi€m khi
bi dau ddu, kich déng hogc i tai.

- Da: D6i khi bat thuding ¢ da nhu nhiém sdc (6, sitng héa, bit thudng méng chin tay, mun
nude, tray xude da hodc viém da (thudng ¢é xu hudng & gan ban tay va chdn) cling nhu
phil hoic rung téc. Hi€m khi xay ra 46 mat, phat ban ki€u SLE ho#c phin itng nhay cim
vdi dnh sdng. N&€u cd biéu hién bat thuding cin x¥ tri thich hop nhu ngiing thudec.
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Tuy: Hi&m khi xdy ra viém tuy. Do d6 b&nh nhin cin dudge theo d6i chat ché, Néu dau
bung hodc ting amylase va lipase trong mdu, can x(¥ trf thich hgp nhu ngiing thude.

- Quéd min cdm: P6i khi ndi ban va ngita. Hi€m khi bi miy day. Néu c6 bil thudng cén
ngiing thudc.
Tim mach: Hi€m khi ¢6 cdc bi€u hién dau tifc nguc hodc ECG (ting ST...)

- Cé4c biéu hién khdc: Di khi ¢é sot. Hi€m khi xdy ra ho/ddm, dau khdp, glucose niéu,
cdm gidc néng bdng, diym cé mau hodc xung huy&t két 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:

Khéng ¢é thubc gidi doc dic higu trong trung hop qud liéu xdy ra.

Khi diing qua Liéu, dua bénh nhin dén bénh vién gan nhit hodc cdc trung tim chéng déc.

Cén theo d&i cdn thdn mdu va cdc biéu hién nhiém doc khic, di€u tr tri¢u chifng kém theo.

TIEU CHUAN CHAT LUQNG:

Tiéu chudn cd sd.

BAO QUAN: }{,

Giif thuéc ndi khé mét, nhiét d dudi 30°C.

HAN SU' DUNG:

48 thang k€ (¥ ngay sdn xuit.

QUY CACH PONG GOI:

Hop chita 7 vi x 10 vién.

Sdn xuat bdi:

TTY Biopharm Company Limited — Chung Li Factory

Tru s6: 3F., No. 3-1, Yuangu St., Nangang Dist,, Taipei City 11503, Taiwan, R.0.C.
Nha mdy:No. 838, Sec 1, Chung-Hwa Rd., Chung-Li city, Taoyuan County, Taiwan,
R.0.C.

Ngay xem xét lai t3 hudng din'si¥ duiig:,03/09/2013 X\g}
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