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Rx Thufc ban theo don - o\

- w2 DUOMEPRIN® 40

DUCCPEAM |+ Pantoprazol 40mg
A Vién nén bao phim tan trong rudt
THANH PHAN: Mdi vién‘nén bao phim tan trong rudt chifa:
Hoat chat o
Pantoprazol..........ccccoeereereveerieneisninnnn. 40 MQ
(dubi dang Pantoprazol natri sesquihydrat)
T4 dugc; Manitol 60, crospovidon, natri carbonat khan, hypromellose 6¢P, calci stearat, manitol
DC, propylen glycol, acryl eze white, oxyd sat vang.
MO TA SAN PHAM:
Vién nén tron bao phim tan trong rudt, tit mau trdng nga dén mau vang nhat.
DUGC LUC HOQC:
Pantoprazol, mot chat tc ché& bom proton (PP1). Thudc vao céc 6ng tiet acid cla t& bao thanh da
day dé dugc chuyén thanh chat sulfenamid dang c6 hoat tinh, dang nay lién k&t khong thudn
nghich véi enzym H*/K*-ATPase trén b& mat t& bao thanh da day, gay (c ch& enzym nay, ngan
can bubic cudi cling clia su bai tiét acid vao long da day. Vi vay pantoprazol c6 tac dung dc ché da
day tiét acid co bén va ca khi da day bi kich thich ma khdng quan tam dén tac nhan kich thich. {1/
DUdC BONG HOC: e
Pantoprazol duge h&p thu nhanh, dat néng do cao nhét trong mau sau khi udng khodng 2 - 2,5
giv. Sinh kha dung duting udng khodng 77%. Pantoprazol lien k&t khodng 98% v6i protein huyét
tuong. Pantoprazol chuyén hda chil y&u § gan nhd hé enzym cytochrom Paso, isoenzym CYP2C19
dé chuyén thanh desmethylpantoprazol. Mot phén nho dudc chuyén héa béi CYP3A4, CYP2DS,
CYP2C9. Cac chdt chuyén hoa thi trir chl y&u qua thén (khodng 80%), phdn con lai qua mat
vao phan. Niia doi thai trir cba pantoprazol khoang 0,7 - 1,9 gid.
CHI DINH:
Pantoprazol thudc nhém dc ch& bom proton. N6 lam gidm tiét hofc ngdn chin tiét acid trong
da day. Thudc dugc st dung dé diéu tri cdc tinh trang sau:
- Loét da day
- Loét ta trang
. Loét da day t trang do diing c4c thudc khéng viém khong steroid
- Viém thuc quin trao ngugc tif trung binh dén néng
- Hoi chimng Zollinger-Ellison (finh trang téng ti€t acid bénh ly) 2\
CACH DUNG - LIEU DUNG: &
Loét t4 trang, loét da day va viém thuc quan trao ngugc:
- Liéu théng thudng & ngudi 16n 12 40mg, ung mot 14n mdi ngay trudc bila &n sdng. DAc bigt
d6i v6i nhiing trudng hop khong dép Ung véi cac thubc khéc, c6 thé téing liéu 18n gdp dbi.
- P&i v6i bénh nhan suy gan ning, liéu cén gidm xubng 40mg, hai ngay ubng mot I4n. Ligu
phép k&t hop thudc dé diét xodn khun H. pylori khong thich hgp cho nhiing bénh nhan nay.
- Bénh nhén suy than: liéu hédng ngay khdng vuot qui 40mg pantoprazol va ligu phap k&t hop
thubc dé diét xodn khudn H. pylori khong thich hop cho nhiing bé&nh nhén nay.
- Bénh nhan cao tudi: liéu hing ngay khong vugt qud 40mg pantoprazol. Tuy nhién, khi dlng
ph6i hop v6i khang sinh trong diét xodn khuin H. pylori, c6 thé dung liéu 40mg x 2 ldn/ngay,
trong sut dot diéu tri kéo dai mot tudn.
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Héi chitng Zollinger-Ellison:

Khdi ddu diéu tri voi liéu 80 mg (2 vién DUOMEPRIN 40 mg). V6i lidu trén 80mg/ngay, nén chia

liéu, uBng ngay 2 I4n. :

CHONG CHi BINH:

Qua min véi Pantoprazol hodc véi b4t cir thanh phdn nao clia thudc, hodc véi cac thudc dung

trong liéu phap phdi hgp.

LUU Y VA THAN TRONG: .

- D6i vai bénh nhén suy gan ndng, cin gidm liéu. C4n theo d6i men gan khi diéu tri, néu men
gan ting nén ngung dung DUOMEPRIN.

- Truc khi diéu tri vdi DUOMEPRIN, phéi loai trit khd ning ung thu da day, vi diéu tri véi
pantoprazol c6 thé che khudt cdc triéu ching ung thu va 1am cham chén doén ung thu.

- Tré em: An todn va hiéu qua chua dugc xac lap.

- Phu nif c6 thai va cho con bi: Hién chua c6 di liéu vé viéc sit dung pantoprazol trong thoi
ky mang thai vd cho con bi. Chi dung thuSc khi cdn nhic ky gilia Igi ich cla viéc dung
thudC va nguy cd ddi voi bao thai hodc tré sd sinh.

- Tac dung clia thudc 1€n kha ning 13i xe va v4n hanh may mdc: Thudc co thé gay nhic
ddu, chéng mat. Can than trong khi 1di xe va van hanh may méc.

TAC DUNG KHONG MONG MUON:

Thudng gap, ADR > 1/100

Toan than: Mét, chong mat, dau dau. W

Da: Ban da, may day.

Tiéu hoa: Khd miéng, budn non, ndn, ddy hai, dau bung, tdo bon, tidu chay.

Ca khép: Pau co, khdp.

ft gép, 1/1000< ADR < 1/100

Toan than: suy nhuge, chodng vang, chéng mat, mat ngi.

Da: Ngua. i

Gan: Tédng enzym gan

Hiém gép, ADR < 1/1000

Toan than: To4t mb hoi, phit ngoai bién, tinh trang khé chiu, phdn vé.

Da: Ban d4t sén, triing c4, rung t6c, viém da troc vay, phlt mach, héng ban da dang

Tiéu hoa: Viem miéng, ¢ hai, rdi loan tiéu héa.

M3t: Nhin md, ching sg dnh séng.

Thén kinh: M4t ngl, ngli ga, tinh trang kich dong hoc Uc ché, U tai, run, nhdm Ian, do gidc, di

cam.

Méu: Tang bach cu ua acid, mat bach cu hat, gidm bach cu, gidm tiéu céu.

Ngi tiét: Liét duong, bat lyc & nam gidi.

Tiét nigu: Dai méu, viém than ke.

Gan: Viém gan, vang da, bénh ndo & ngudii suy gan, tang triglycerid.

R&i loan ion: Giam natri mau.

Théng béo cho béc si nhifng tic dyng khong mong muén gdp phai khi sit dung thudc.

TUONG TAC THUOC:

Pantoprazol 1am gidm hdp thu cla cac thudc c6 dd hép thu phy thudc vao pH (vi du:

ketoconazol).
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Pantoprazol dugc chuyén héa qua hé th6ng men cytochrom P450 & gan, do dé tuong tic thudc
cla pantoprazol doi véi- céc thudc dugc chuyén héa qua ciing mot hé théng enzym khong thé
loai tru.

Céc nghién clu ddc hiéu vdi céc thudc nhu carbamazepin, cafein, diazepam, diclofenac, digoxin,
ethanol, glibenclamid, metoprolol, nifedipin, phenytoin, theophyllin, warfarin va thudc ngua thai
dung duting udng ciing khdng cho thdy nhiing tuong téc dang ké vé mit 1am sang.

Céc nghién clu Iam sang cho thdy rang khong c6 tuong téc thuc gilla pantoprazol va cac thusc
khang sinh nhu: clarithromycin, metronidazol va amoxicyllin.

Thic &n khéng anh hudng dén sinh kha dung clia pantoprazol.

QUA LIEU VA XU TRi: .

Chua rd trigu chiing qua liéu & ngudi.

Pantoprazol khong thé loai bd bing phuong phap thdm tich mau. Trong trudng hop qué lidy,
bénh nhin cin dugc diéu trj triéu chitng va diéu tri hd trg.

TRINH BAY:

HOp 4 vi x 7 vién bao tan trong rudt.

BAO QUAN: O nhiét d dusi 30°C, nai kho rdo, tranh 4nh séng.

HAN DOUNG: 36 thang ké tif ngay san xudt. Khong diing thudc khi qud han su dung- > b{/
THOI GIAN XET LAI TG HUGNG DAN SU DUNG:

‘BE XA TAM TAY TRE EM.
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG:
KHONG DUNG QUA LIEU CHi BINH
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

Nha sdn xuét:
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CONG TY c3 PHAN DUGC PHAM OPV >
Lo 27, Budng 3A, Khu Cong Nghiép Bién Hoa II, Thanh phd Bién Hoa, Tinh Bbng Nai.
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