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Rx Prescription drug Box 10 blisters x 10 Tablets

BOXORFEN e &

(Rebamipide 100mg)

(Rebamipide 100mg)

Manufactured by

@2 KOREA PRIME PHARM. CO., L

100, Wanjusandan 9-ro, Bongdong-eup, Wanju-gun, Jeollabuk-do

BOXORFEN rasie

COMPOSITION:
2 PACKING UNIT:
Each film coated tablet contains: ;
Rebamipide . . .......... 100mg 10 tablets x 10 blisters/ Carton box.
INDICATION/ CONTRAINDICATION/ S L&/ Batch No.:
DOSAGE & ADMINISTRATION/ NSX/ Mfg. Date :

PRECAUTIONS!/ SIDE-EFFECTS: HD/ !
Please read the instruction inside. O/Exp. Date

STORAGE: S6 DK/ Visa No.:

Store at temperature not exceeding

30°C, protect from light. KEEP OUT OF REACH OF CHILDREN
SHELF LIFE: CAREFULLY READ THE INSTRUCTIONS
36 months from the manufacturing date. BEFORE USE

SPECIFICATION: In-house.

udc ban theo don BO Y TE
l CUC QUAN LY DUOC

BOXORFEN Vién nén DA PHE DUYET

(Rebamipide 100mg)

Lan ddus.2¥./.. 6./ 2l

San xuat boi

KOREA PRIME PHARM. CO., L

(Rebamipide 100mg)

BOXORF EN Tablet

100, Wanjusandan 9-ro, Bongdong-eup, Wanju-gun, Jeollabuk
Tl-j'ANH PHAN: PONG Gpl: o
MGi vién nén bao phim co chira: Hop 10 vi x 10 vién nén
Rebamipid........c0v. 100mg

DANG BAO CHE.
CHi DINH/ CHONG CHi BINH/ LIEU LUQNG  Vién nén bao phim.
& CACH DUNG/ TAC DUNG PHU/ LUU Y:

Xin doc to hwéng dan sir dung bén trong. Nha nhép khau:
BAO QUAN:
O nhiét d6 khéng qué 30°C, tranh anh sang. BE THUOC TRANH XA TAM TAY TRE EM
VUI LONG B N TRUOC KHI DUNG
HAN DUNG: 36 thang ké tir ngay san xuét. CAC THONG TIN KHAC VUI LONG 80C

TO HUGONG DAN SU DUNG BEN TRONG

TIEU CHUAN: Nha san xuét.
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Ry Thubc ké don Huwéng dan s dung thudc
BOXORFEN TABLET

e Thubc nay chi ding theo don ctia béc si

e Doc ky huéng dan st dung trude khi ding. Néu cén thém théng tin, xin héi
y kién bac si hoédc duorc sr.

* Théng béo cho béc si nhiing tac dung khéng mong mudn gap phai khi st
dung thube.

e Dé thubc xa tam tay tré em.

e Khéng dung thubc qué han in trén bao bi.

THANH PHAN: M3i vién nén bao phim chira:

Hoat chét: Rebamipid 100mg

T4 duoc: Cellulose vi tinh thé 29mg, hydroxypropyl cellulose omg, low substituted
hydroxypropylcellulose 35mg, magnesi stearat 1mg, hydroxypropyl methylcellulose
2910 4,2mg, polyethylen glycol 6000 0,5mg, titan oxyd 0,3mg.

MO TA: vién nén bao phim mau tréng, hinh tron
DU'QC LU'C HOC/DU'Q'C PONG HOC: '
Dwoc lwe hoc:

Repamipid la thubc c6 tac dung bao vé da day va cé co ché khac véi cac thube e
ché tiét acid da day. Thubc lam ting va cai thién viéc lanh vét loét va giam kha
nang tai phat loét da day. Co ché tac dung chinh ctia repamipid Ia kich thich san
xuat prostaglandin va chét nhay glycoprotein, trc ché cac gbc tw do oxy hoa, trc
ché cac cytokin va chemokin gay viém, (rc ché hoat héa bach cau da nhan trung
tinh.

Dwoc dong hoc:

(1) Nong do trong huyét twong:

Bang sau chi ra cac théng sé dwoc dong hoc cia Rebamipid sau khi uéng mét liéu
don vién nén Boxorfen 100mg & 27 bénh nhan nam khde manh nhin an.

Cac théng sé dwoc déng hoc clia Rebamipid:

Boxorfen tmax(9i0) Cmax (Mcg/l) | 12 (gi0Y) AUC4n(mcg/L.gidy)

tablet 100mg (2.4 +1.2 216 £ 79 1.9+0.7 874 £ 209
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Gia tri trung binh +SD, n=27, t;;, dwgc tinh t&i 12 gio.

Tbc d6 hép thu rebamipid cé xu hwéng cham khi thubc dwoc dung dwéng uéng &
liéu 150 mg cho 6 ngudi khde manh sau bira an so véi tbc d6 hap thu néu ubng
trwéc khi an. Tuy nhién, thirc &n khéng anh hwéng dén sinh kha dung ctia thubc &
nguo'.

Cac théng sb dwoc dong hoc ghi dwoc tir cac bénh nhan bi suy than sau khi uéng
mét liéu don 100 mg rebamipid cho thay ndng dd trong huyét twong cao hon va
thdi gian ban hay lau hon so véi & nhitng ngwdi khée manh. O trang thai 6n dinh,
ndng dé rebamipid trong huyét twong quan sat dwoc & cac bénh nhan thdm phan
than sau khi dung liéu I&p lai rat gibng véi cac tri sé khi dung lidu don. Vi vay,

thubc dwoc xem la khéng tich ldy.

(2) Chuyén héa: Sau khi cho nhitng nam gi¢i nguwdi I&n khée manh dung liéu don
600 mg, rebamipid chi yéu dwoc bai tiét trong nwéc tiéu dwdi dang thube khéng
ddi. Mot chat chuyén hoa co6 1 nhom hydroxyl & vi tri thir 8 da dwoc tim thay trong
nwoc tiéu. Tuy nhién, sw bai tiét chat chuyén hoa nay chi 1a 0,03% cla liéu da
dung. Enzym lién quan dén sy hinh thanh chat chuyén héa nay la cytochrom P450
3A4 (CYP3A4).

(Lwu y) Lidu thweng diing & ngudi Ién 12 100 mg, 3 lan/ngay.

(3) Thai trir: Khi cho nhing ngwdi nam khée manh dung mét liéu don rebamipid

100 mg, khodng 10% liéu da dung dwoc thai trir qua nudc tiéu.

CHi PINH: z -
Loét da day |
Viém da day

LIEU LUONG VA CACH DUNG:

Liéu rebamipid thwéng dung cho ngwdi Ion 1a 100 mg (1 vién nén Boxorfen 100

mg) 3 lan/ngay bang dwdng udng vao budi sang, buéi téi va trdc khi di ngad.

CHONG CHi BINH:

B&nh nhan co tién s qua man cam véi bt ky thanh phan nao cia thube.

CAC CANH BAO VA THAN TRONG:

IS/ %
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1. Str dung cho ngwei cao tudi: Can chi y dac biét ddi voi nhirng bénh nhan
cao tubi dé gidm thiéu nguy co réi loan da day-rudt, vi vé mat sinh Iy hoc, bénh
nhéan cao tudi thuwong nhay cdm hon véi thube nay so véi bénh nhan tré tudi.
2. St dung cho tré em: Chuwa xac dinh dwoc dé an toan cua thubc nay & tré
sinh nhe can, tré so sinh, tré con bu va tré em (Chwa du kinh nghiém 1am sang).
3. Than trong khi dung: Chi dan s dung cho bénh nhan

Can chi dan bénh nhan khong dwoc nubt bat ky phan nao clia vi nén (PTP) (Pa
c6 bao céo 1a nhirng go séc cla vi thubc co thé cét hodc xuyén qua niém mac
thwe quan néu vo y nuét phai, dan dén viém trung thét hodc nhirng bién chirng
nghiém trong khac).

TUONG TAC VO'I CAC THUOC KHAC:

Chua c6 twong tac thuée nao dwoc ghi nhan.

S’ DUNG TRONG TRUONG HOP CO THAI VA CHO CON BU:

(1) Rebamipid chi nén dwoc dung cho phu ni¥ c6 thai hodc c6 kha nang sé cé thai
néu ich loi clia viéc diéu tri du tinh dwoc cho la cao hon bét ky nguy co nao co thé
c6 (Chwa xac dinh dwoc dd an toan cua thuéc nay & phu niv co thai).
(2) Nhirng phu nr dang cho con bu phai ngtrng cho bu trwwée khi dung rebamipid
(Nhirng nghién ctru trén chudt cho thay rebamipid cé thai qua siva). |
TAC DUNG KHONG MONG MUON: 1z
Trong s6 10.047 bénh nhan dwoc diéu tri, tac dung khéng mong mudn xuét hién
trén 54 bénh nhan. Tan suat xuat hién tac dung khéng mong muén la dudi 1% bao
gdém: phan (*ng qua man (phat ban, nglra), tac dung trén tiéu hoa (tiéu hoa, tredng

bung, nén va budn nén).

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chwa c6 nghién ctru duoc kiém soat vé tac dung cla vién nén Boxorfen 100 mg
khi lai xe. Pa ghi nhan mét s6 bénh nhan bi chong mat hoac budn ngu khi dang
dung vién nén Boxorfen 100 mg, nhitng bénh nhan nhw thé can than trong khi lai

xe hoac van hanh may moc.

QUA LIEU VA CACH XU TRIi:
Chua co thdng tin nao khi st dung qua liéu. Nén diéu tri triéu chirng khi
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DIEU KIEN BAO QUAN:

Bao quan & nhiét dé khong qua 30°C, tranh anh sang
DANG BAO CHE VA QUY CACH BONG GOI:

Vién nén bao phim. Hép 10 vi x 10 vién

TIEU CHUAN: Nha san xuét

HAN DUNG: 36 thang ké tir ngay san xuét

SAN XUAT BOI:

KOREA PRIME PHARM CO., LTD.

bPia chi: 100, Wanjusandan 9-ro, Bongdong-eup, Wanju-gun, Jeollabuk-do, Han
Quéc.

TUQ.CUC TRUONG
P.TRUSNG PHONG
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