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BOXORFEN
(Rebamipide f 00mg)

COMPOSITION:
Each film coated tablet contains:
Rebamipide .....'l00mg
INDICATION/ CONTRAINDICATION/
DOSAGE & ADMINISTRATION/
PRECAUTIONS/ SIDE.EFFECTS:
Please read the instruction inside.
STORAGE:
Store at temperature not exceeding
30'C, protect from light.
SHELF LIFE:
36 months from the manufacturing date.
SPECIFICATION: ln-house.

THANH PHAN:
M6i viCn n6n bao phim co chLra.
Rebamipid .....100m9

cHi o!NH/ CHONG, cHi o!NH/ LlEu LUqNG
& cAcH DUNG/ TAC DpNG PHp/ LUU Y:
Xin doc to huong dAn stt dpng bCn trong.

BAO OUAN:
O nhi6j d0 kh6ng qu6 30'C, trenh dnh sAng.

HAN DUNG: 36 th6ng k6 ti] ngay sin xuAt.

nCu cHUAN: Nhd s6n xuAt.

Tablet

PACKING UNIT:
10 tablets x l0 blisters/ Carton box.

s6 L6/ Eatch No,:

NSX/ Mfg. Date :

HD/ Exp. Date :

56 DK Visa No.:

O6NG GOI:
HQp 10 vi x 10 vi6n n6n

DANG BAO CH€.
Vi6n n6n bao phim.

Nhi nhip khtu:
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Box 10 blisters x 10 Tablets

@ KOREA PRIME PHARM. CO., LTD.
'100, \Ahnjusandan 9+0, Bongdong+up, Vlhnjugun, Jeoilabuk-do, Korea

Manufactured by

KEEP OUT OF REACH OF CHILDREN
CAREFULLY READ THE INSTRUCTIONS

BEFORE USE

BOXORFEN r,un

Rxrnr6" b6n theo don

(Rebamipide 100m9)
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Ldn tldu :.0.8- .t ....€.... t 2a tX.

KOREA PRIME PHARM. CO., LTD.
100, Wanjusandan 9-ro, Bongdong-eup, Vlhniu-gun, Jeollabuk'do, HAn Qu6c.
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Hgp 10 vi x 10 vi6n n6n
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R, Thu6c kO don Huong ddn sir duno thu6c

BOXORFEN TABLET
. Thu6c nay chi ding theo don cia bdc st.

' DQc ki huong ddn su dung truoc khi ding. Neu cAn th6m thong tin, xin h6i
y kien bac si hoQc duEc si.

. Thong bao cho bac si nhong tac dqtng kh6ng mong mu6n gap phdi khi su
dung thu6c.

. De thuoc xa tAm tay trd em.

. Khong ding thu6c qua hqn in tr6n bao bi.

THANH PHAN: tvt6i vien n6n bao phim chua:

Hoat ch1t: Rebamipid 100mg

Td duoc:Cellulose vi tinh th6 29mg, hydroxypropyl cellulose 5mg, low substituted

hydroxypropylcellulose 35m9, magnesi stearat 1mg, hydroxypropyl methylcellulose

2910 4,2m9, polyethylen glycol 6000 0,5mg, titan oxyd 0,3mg.

U0 tR: vi6n n6n bao phim mau tring, hinh tron

D|.PEC LI'PC HOC/D|/OC DQNG HQC:

Duqc lgc hoc:

Repamipid la thu6c co tdc dUng bdo ve da ddy va c6 ccy che kh6c vcyi c6c thu6c uc

che tiet acid da day. Thu6c ldm tdng va cdi thiQn viQc lanh vet loet va gidm khd

nang t6i ph6t lo6t dq dary. Ccv che tdc dqrng chinh cria repamipid la kich thich sdn

xu6t prostaglandin va ch6t nhAy glycoprotein, uc che cdc g6c tr,r do oxy hoa, uc

chd c6c cytokin vd chemokin gAy vi6m, uc che hoqt hoa bqch cAu da nhdn trung

tinh.

Duqc dQng hgc:

(1) Nong dg trong huyiSt tuong:

Bdng sau chi ra cAc thong s5 duqc dOng hec c0a Rebamipid sau khi u5ng mQt li6u

dcvn vi6n n6n Boxorfen 100m9 d 27 benh nhAn nam kh6e manh nhin 6n.

C6c thong s6 duqc dQng hoc crla Rebamipid:
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Boxorfen

tablet 100m9

Crr, (mcg/L) 1172 (gicr) AUCz+6(mcg/L.gicr)

2.4 r 1.2 216 !79 1.9 t 0.7 874 !.209

t.rr(gicr)
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Gid tri trung binh tSD, n=27, t1z ducyc tinh tcyi 12 gio.

T6c d0 h6p thu rebamipid co xu hucrng chOm khi thu6c duqc dung ducrng u6ng d

lieu 150 mg cho 6 nguoi kh6e mqnh sau boa dn so vcyi t6c dO h6p thu neu u6ng

trucvc khi dn. Tuy nhi6n, th0c dn khong dnh hu&ng d6n sinh khd dUng c0a thu5c d

ngucri.

C6c thong s6 dugc dQng hoc ghi duoc tu c6c benh nhan bi suy thQn sau khi u6ng

mQt li6u dcvn 100 mg rebamipid cho thdy nong dO trong huyet tuong cao hon vd

thoi gian b6n hriy l6u hcvn so vcvi d nhDng ngucri kh6e mqnh. d trEng th6i 6n dinh,

nong dQ rebamipid trong huyet tucrng quan s6t duqc d cdc benh nhdn thAm phdn

thfn sau khi dirng li€u ldp lai rdt gi6ng vcyi c6c tr! s6 khi dirng li6u dcvn. Vi vQy,

thu6c duqc xem ld khong tich h-ry.

(2) Chuy6n h6a: Sau khi cho nhDng nam gicri nguoi lon kh6e manh dung lieu don

600 mg, rebamipid ch0 y6u ducvc bai tiet trong nu0c ti6u du0i dang thu5c kh6ng

d6i. Mgt ch6t chuy6n hoa co 1 nhom hydroxyl & vi tri thu 8 di duqc tim thAy trong

nu0c ti6u. Tuy nhi6n, sqr bdri tiet cfr6t chuy6n hoa ndy chi la 0,03% c0a lieu d6

dung. Enzym li6n quan den su hinh thdnh ch6t chuyen hoa ndy ld cytochrom P450

3A4 (CYP3A4)

(Luu V) Li6u thuong dung & nguoi lcvn ld 100 mg, 3lAn/ngdy.

(3) Thai tr&: Khi cho nhirng ngucri nam kh6e manh dirng mOt li6u don rebamipid

100 mg, khodng 10% li6u dd dung duqc th6i tru qua nuoc ti6u

cHiDINH:

Loet da ddy

Vi6m da ddy

LrEu LUqNG vA cAcH oUnc:

Li6u rebamipid thucrng dung cho ngucri lcvn l2r 100 mg (1 vi6n n6n Boxorfen 100

mg) 3 lAn/ngdy bdng duong u6ng vdo bu6i s6ng, OuSi t6i vd trucvc khi di ngu.

cHONG CniOlrun:

BQnh nhAn co ti6n srl qu6 m5n cdm vcyi bAt ky thanh phAn ndo crla thu6c.
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cAc caruH BAO VA THAN TRONG:
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1. StiP dUng cho ngudi cao tuiii: Cdn chti f ddc bi€t o6i vOi nhong benh nhdn

cao tu6i de gidm thi6u nguy ccy r6i loan da ddy-ru6t, vi v6 mft sinh lf hqc, bQnh

nhAn cao tu6i thucvng nhay cdm hon vcvi thu5c ndy so vcyi b6nh nhAn tr6 tu6i.

2. Stl dUng cho tr6 em: Chua x6c dinh ducyc dO an todn cia thu6c ndy d tr6
sinh nhe cAn, tr6 scv sinh, tr6 con b0 va trd em (Chua d0 kinh nghidm lam sang).

3. Thdn trgng khi dtng: Chi d5n sfr dung cho b6nh nhAn

Cdn chi d5n benh nhan khong duqc nu6t n6t ky phan ndo ctla vi n6n (pTp) (Da

co b6o c6o ld nhirng gcr sic crla vi thu6c co the c5t hoac xuy6n qua niem mac

thr,rc qudn n6u vo f nu6t phdi, d5n ddn viem trung thAt hoac nhrng bien chung

nghiem trgng kh6c).

TI./ONG TAC VOI CAC THU6C KNAC:

Chua co tuong t6c thu6c ndo ducyc ghi nhQn.

sr..P DUNG TRONG TR|/ONG Hqp CO THAI VA CHO CON BU:

(1) Rebamipid chi ndn ducvc dung cho phu nO co thai hoic co khd ndng s6 co thai

neu ich lqi cua viec di6u tri dU tinh duEc cho la cao hon bet ky nguy co ndo co th6

c6 (Chua xkc dinh duoc dO an todn c0a thu6c nAy o phu nO co thai).

(2) Nh0ng phu nO dang cho con bu phdi ngung cho b0 trucyc khi dung rebamipid

Trong s6 tO.O+Z b€nh nhAn ducyc di6u tri, t6c dqrng khong mong mu6n xu6t hien

tr6n 54 bOnh nh6n. TAn suAt xudt hien tac dung khong mong mu6n ld duoi lohbao

g6m: phdn ung qu6 m5n (phat ban, ngua), t6c dUng tr6n ti6u hoa (tieu hoa, tru0ng

bung, n6n vd bu6n non).

ANH HI./ONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua co nghiOn cuu duqc ki6m so6t vd t6c dUng cOa vi6n n6n Boxorfen 100 mg

khi lai xe. Dd ghi nhQn mOt s6 benh nhdn bi chong mit hoic bu6n ng0 khi dang

dtng vi6n n6n Boxorfen 100 mg, nhOng b€nh nhAn nhu the cAn th?n trgng khi lei

xe hodc vAn hinh m6y moc.

OUA LIEU VA CACH XU TRi:

Chua co th6ng tin ndo khi sir dqng qu6 lieu. Nen dieu tri triQu chung
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(Nh0ng nghien cuu tr6n chuQt cho thSy rebamipid co thdi qua s0a).

rAc outtc KHONG MoNG MU6N:
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DIEU KIEN BAo QUAN:

Bdo qudn d nhiQt dQ khong qu6 30'C, tr6nh anh sdng

DANG BAO CHE VA QUY CACH DONG GOr:

Vi6n n6n bao phim. HQp 10 vi x 10 vien

TIEU CHUAN: Nhd sdn xu6t

HAN DUNG: 36 th6ng k6 tu ngay sdn xuSt

SAN XUAT BdI:

KOREA PRITVIE PHARN/ CO., LTD.

Dla chi: 100, Wanjusandan 9-ro, Bongdong-eup, Wanju-gun, Jeollabuk-do, Hdn

Qu6c.
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