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Vién nén Rabeprazole sodium
RABEFAST-20

Thanh phin: Mdi vién nén bao tan trong rudt chira: Rabeprazole natri 20mg.

Téa dugc: Mannitol (Pearlitol SD -200), Light magnesium oxide, Hydroxy propyl
cellulose, Low-substituted Hydroxypropy! cellulose (GRADE LH-11), Glyceryl
behenate, Magnesium stearate, Hypromellose, Polyethylene glycol, Talc,
Methacrylic acid copolymers, Dibutyl Phthalate, Titanium dioxide, Ferric oxid,
Polyethylene glycol 6000.

M3 ta: Natri Rabeprazole tac dung trén 6ng tiéu hoa.

Co ché tac dung va tac dung:

Co ché tdc dung: Natri Rabeprazole thugc nhom cac chét chdng tiét, nhom thé
benzimidazol khong co tlnh chét doi khang cholmerglc hoéc o thu thé histamin H-,
nhung ngan chan sy tict acid da day do ché dac hiéu Ién enzym H/ K -
ATPase tai b& mit tiét cua té bao thanh da day. H¢ enzym nay coi nhu chiéc bom
acid (proton) va vi vdy, natri rabeprazole dugc xép loai la chat tc ché bom proton
o da day, phong bé dugc giai doan cudi cung cua sy san xudt acid. Tac dung nay
c6 lién quan t6i liéu dung va din téi e ché su tiét acid ca & mirc co ban va ca khi
dugc kich thich ma khéong phu thuge vao tac nhan kich thich.

Tdc dung chéng tiét: Sau khi udng 20 mg natri rabeprazole, bat dau co hiéu luc
chdng tiét trong vong mot gio, dat tac dung toi da trong vong 2-4 gio. Su e ché
tiét acid & mirc co ban va khi duge kich thich bang thirc 4n 23 gio sau liéu dau tién
ctia natri rabeprazole tuong tng 12 69% va 82% va kéo dai wre ché dén tan 48 gio
sau khi udng thudc. Tac dung duge luc s& dai hon thoi gian ban thai (/2 khoang 1
giv ), ¢6 thé do sur gin bén cua thude vao enzym H'/ K - ATPase.

Téac dung trc ché cua natri rabeprazole trén su tiét acid sé ting mot phan khi tiép
tuc dung liéu moi ngay mot lan va dat su (rc ché & trang thai on dinh sau khi dung
3 ngay. Khi ngimg thude, su bai tiét s& tro lai binh thuong sau 2-3 ngay.

Duwgc dong hoc:

Natri rabeprazole khong bén véi acid, vi vy phai ding dang bao"ché bao rudt (
khang da day) . Do do, su hip thu cua natri rabeprazole chi bat dau sau khi vién
thudc thoat khoi da day. Hap thu nhanh. ndng do dinh trong huyét tuong cua natri
rabeprazole dat sau khoang 3,5 gid sau khi udng 20mg, ndng do dinh trong huyét
tuong ( C,a) va AUC cua natri rabeprazolc € tuyén tinh trong khoang lidu 10-40
mg. Sinh kha dung tuyét ddi cua mét liéu udng 20 mg (so véi khi tiém tinh mach)
la khoang 52% do phan 16n thude phai qua chuyén hoa trude khi vao tuan hoan.
Thém vao dé, sinh kha dung khong tang sau khi lién tuc dung thude. Véi ngudi
khoe manh, thoi gian ban thai trong huyét twong la khoang 1 gio (0,7-1,5 gioy) va
tong do thanh loc trong co thé dugc danh gia 283 + 98 ml/phit. Véi bénh nhan
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bénh gan man tinh, AUC c6 gia tri gap doi so v&i nguoi khoe manh, con thoi gian

ban thai trong huyel tuong ting 2-3 lan, natri rabeprazole gin vao khoang 97%
vao protein huyét twong ngudi.

Chi dinh:
Vién nén natri rabeprazole dugc chi dinh diéu tri trong:
- Loét ta trang tién trién.
- Loét da day lanh tinh tién trién.
- Bénh trdo ngugce da day — thuc quan sudt — loét c6 triéu ching,
~ Loét ta trang duong tinh vai H-pylori, 1a mot phan cia chuong trinh tiét trir
H-pylori két hop khang sinh.
- Diéu tri duy tri bénh trao nguoc da day- thuc quan, suét — loét. Hiéu luc
chua dugc chimg minh véi cac thoi ky qua 12 thang.

Ching chidinh:
Chéng chi dinh ding natri rabeprazole o:
- Ngudi qua mﬁn cam vGi natri rabeprazole, voi cac benzimidazole hodc vdi
cac thanh phan cua ché pham nay.
- Khi mang thai va thoi ky cho bu.

Lic¢u lwong va cich ding: %
Ngudi 16n/ ngudi cao tudi: ]Omg hodc 20mg, mdi ngay uéng mot lan cluy nhit.

- Loét ta trang tién trién va loét da day lanh tinh tién trnen uong mdt lan
20mg vao budi sang Nhiéu bénh nhén bi loét ta nang tién trlen da khoi
bénh sau bon tudn dung thuée. Tuy nhién, ¢6 2% s6 bénh nhan can diéu tri
thém 4 tuan nira dé hoan thanh diéu tri.

- Bénh trao nguge da day - thuc quan, sudt — loét: Mdi ngay mdt lan 20mg
dung trong 4 — 8 tuan.

Vién nén Rabupin-20 nén udng vao budi sang trude khi an; va mac dau thoi gian
trong ngay va thirc dn khéng anh huong 161 hi¢u lye cua natri rabeprazole, nhung
ché do dung thude néu trén s& giip bénh nhan dap ung. Bénh nhan can nhd uéng
nguyén ven ca vién thube véi nude, khéng dugc cin hoic ngam, nhai .

— Suy gan, suy than: Khong can diéu chinh liéu cho ngudi suy gan suy thén.

- Khéng khuyén céo ding cho tré em, vi chua c6 kinh nghiém dung
rabeprazole cho lira tudi nay

- Khong dung natri rabeprazole trong thai ky.

Tuwong tac:

Natri rabeprazole ciing nhu cac thude (rc ché bom proton cing nhém, dugce chuyén
qua cytochrom P450 ( CYP ) cua hé chuyén hoa qua gan, nghién ciru trén ngudi
khoe manh cho théy natri rabeprazole khong cé tuong tac ¢6 y nghia lam sang voi
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cic thubc khac cling chuyén hoéa qua hé CYP 450 nhu warfarin, phenytoin,
theophylline hoac diazepam.

Natri rabeprazole c6 tac dung tc ché sau va kéo dai hon su tiét acid da day. Vi
vay, c6 thé gip tuong tac v6i cac thudc ma sw hap thu phu thude pH.

Tac dung khéng mong mudn:

Nhirng hién tuong c6 hai thuong gap la nhirc dau, tiéu chay, budn non.

Cac hién tugng ¢6 hai khac bao gém viém miii, dau bung, suy nhuoc, déy hot,
viém hong, nén, dau khong dic hi€u, dau lung, chong mat, hoi ching giéng cum,
nhiém khuan, ho, tdo bén va mat ngu.

Cac hién tugng c6 hai it gép hon la phat ban, dau co, dau nguc, khé miéng, kho
tiéu, kich thich, budn ngu, viém phé quan, viém xoang, &n lanh, ¢ hoi, co rut chan,
nhiém khuén du‘o‘ng tiét niéu, dau khép va sét.

Trong mot so truong hop riéng biét, c6 gap chan an, viém da day, tang can, trim
cam,-ngra, 1di-loan-thi-gidc-va-vi-gide,-chay- mo hoi,-tang-baoh cau. 2% 36 bénh
nhéan ¢o tang enzym gan. Ciing c6 gap giam tidu cau, giam bach cau trung tinh va
giam bach cdu. D4 gdp ban mun nuéc va nhirng phan ing ngoai da khac bao gém
ban do.

Can nging thube ngay lap tic khi cé tai phat cac ton thuong da.

* Thong bdo cho bdc sy nhiing tac dung khong mong muon gap phai khi dimg
thuoc.

S dung cho phu nir mang thai va cho con bu:
Chong chi dinh dung Rabeprazole trong khi mang thai va cho con bu.

Anh huéng cia thude dén kha niing lai xe va van hanh may méc : Vi thube co
thé gay nhire dau, chong mét nén can than trong khi lai xe va van hanh may moc
sau khi dung thudec.

Sir dung qua liu:

Khi xdy ra qua liu, triéu chirng gidng nhu céc tac dung khéng mong mubn thuong
gap (da trinh bay ¢ phan tac dung khong mong muon) Khong c6 chat chéng doc
dac hiéu. Rabeprazole gan két nhiéu voéi protein huyet ‘tuong do do khdng tach

dugc bing thim phan. Trong truong hop qua lidu can didu tri triéu chirg va nang
do.

Biao quan: Bao quan & noi kho mat, tranh anh sang. Nhiét do duéi 30°C.
Péng goi: Hop 3 vi x 10 vién nén.

Tudi tho: 2 nam ké tir ngay san xudt

| Khéng dwoc diing thuéc qud han sir dung
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! Doc k huéng dan sir dung trudc khi ding. Néu can théng tin xin héi y kién bdc
sP.
Thuoc nay chi duge ban theo don cua thay thuéce. %

Nha sian xuit: MICRO LABS LIMITED
92, Sipcot, Hosur - 635 126, Tamil Nadu, Inida.
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