OMESEL® 20

Omeprazol
Vién nang ciing

THANH PHAN

M&i vién nang chua:

OMEPrazol ... e 20 MG
TRUUDIC oiiovmimbossnsrmorimmssssninm v s e s i v.d. 1 vién

(Sucrose, mannitol, dinatri hydrophosphat, natri lauryl sulfal, calci
carbonat, HPMC, methacrylic acid copolymer, diethyl phtalat,
tween B0, titan dioxyd. bét talc, nang gelatin).

Dudi dang pellets bao tan trong rubt.

DANG TRINH BAY

Hép 3 vi x 10 vién nang cung.

DUGC LUC HOC

OMESEL 20 |a thudc khang tiét acid da day, thudc nhom thudc
chéing loét da day-rudt theo co ché c ché bom proton.

Duge chit chinh clia OMESEL 20 |a omeprazol, mét din chit
cua nhom benzimidazel.

cao va khdng thuén nghich vao bom proton. Thudc ¢é i luc dac
hiéu véi enzym H*, K*-ATP-ase (bam proton) d t& b&o vién niém
mac da day. Enzym nay kiém soat giai doan cubi clia qua trinh
tiét acid dich vi, vi thd omeprazol uc ché cd qua trinh tiét acid co
ban ciing nhu do bat ky kich thich ndo. OMESEL 20 cd tac dung
nhanh sau khi uéng. Vi thudc lién két khéng thuan nghich vao H*
K*-ATP-ase nén lac dung cla thudc vin con kéo dai it nhat 72
gid sau khi ngung ding thude.

DUQC PONG HOC

Thudc duge hdp thu nhanh qua dudng tidu hoa. Tac dung thé
hién trong vong 1 git sau khi udng. Thudc duge phan bd vao cac
mb, dac biét Ia vao cac t& bao thanh da day. Thudc gan két nhiéu
vao protein huyét tuong (95%). ThuSc dudc chuyén hod d gan
nhd hé thng enzym cytochrome P450. Thai gian ban thai cia
thuéc khodng 30 phat dén 1 gid & ngudi binh thudng va khoang 3
gid & ngudi thidu nang gan. Tuy thoi gian thai tri ngan, nhung tac
duyng Uc ché bai tiét acid lai kéo dai, nén cd thé dung mbi ngay chi
1 I&n. Thude dudc dao thai chi y&u qua than (70-77%) va gua
phén (18-23%). Thudc khéng bi thai tril ra khdi ca thé khi chay
than nhan tao hoac thdm tach mau.

Dugc déng hoc cla thuSc khéng bi thay d6i ¢6 v nghla d nqudi
cao tudi hay ngudi bénh bi suy chiic nang than,
CHi DINH

OMESEL 20 dugc chi dinh trong diéu tri cing nhu ding phéng
nglUa tai phat loét da day-rudt, ¢ chua, trao ngugc da day-thyc
guan (GERD). Khi cin phai giam miuc dé tiét acid da day cho
bénh nhan.

OMESEL 20 dudc chi dinh trong diéu tri loét thuc quan cd lién
quan dén hdi chiing GERD da duge khang dinh bang ndi soi.
OMESEL 20 dung phéi hap vdi cdc khang sinh trong viéc diéu trf
loét duding ligu hoa do vi khudn Helicobacter pylori.

OMESEL 20 diéu tri loét dudng tieu hod do sU dung cac loai
thudc khang viém khéng steroid (NSAID).

OMESEL 20 digu tri hdi ching Zollinger-Ellison.

CHONG CHi BINH

- Bénh nhan nhay cdm vdi omeprazol.

- Truéing hop viém gan tién trién nang.

LIEU LUGNG VA CACH DUNG

Liéu dung va théi gian dung thudc cho tiing trudng hop cu thé theo
chi dinh clia bac si diéu tri.

Lidu ding cho ngutii Idn thdng thuding nhu sau:

- Trao nguoc da day-thuc quan: 20 mg-40 mg/lan/ngay lién tuc frong
thoi gian t 4 d&n 8 tudn. Sau do co thé diéu i duy i 20
mag/lan/ngay.

- Loét: 20 mg/ldn/ngay (trutng hop nang dung 40 mg) lién tuc trong
thoi gian 4 tuéin néu loét ta trang, 8 tudn néu loét da day.

- Loét da day do Helicobacter pylori: cb 2 phac db

Phac d8 2 thubc: 20 mg x 2 IAn/ingay hofic 40 mg/an/ngay phdi hop
vai clarithromycin 500 mg x 3 |&n/ngay; hoéic 20 mg omeprazol va
amoxicillin 750 — 1000 mg udng ciing nhau 2 I4n/ngay lién tyc trang
2 tuéin.

Phéc dé 3 thudc: 20 mg omeprazol, amoxicillin 1 g va clarithromycin
500 mg; hoac 20 mg omeprazol, clarithromycin 250 mg va
metronidazol 400 mg (hoac tinidazol 500 mg) udng cung nhau 2
1&n/ngay lién tuc trong 1 tudn,

- Héi ching Zollinger - Ellison: Mbi ngay uing mét 18n 60 mg (20 -
120 mg mdi ngay); néu ding liéu cao hon 80 mg thi chia ra 2 1an mbi
ngay. Liu luang cin dugc tinh theo ting trudng hop cu thé va tri liéu
o thé keéo dai tuy theo yéu cdu 1am sang. Khong dudc ngiing thudc
dot ngdit.

Tré em tir 1 i trd Ién cén nang han 20 kg: Trao ngudc da day-thuc
quan: 20 mg an/ngay.

Bé&nh nhan suy gan: liéu t&i da la 20 mg/ngay.

Céch diing: udng nguyén vién thudic, khéng nhai. Ung trudc bla &n
(t8t nhét Ia truéc bika an sang).

THAN TRQNG KHI DUNG

- Phai loai trii khé nang bj u &c tinh trudc khi cho ngudi bi loét da

day ding omeprazol.

- Bé&nh nhan suy gan: phai giam liéu tuy theo muc dé bénh gan.

PHU NO CO THAI VA CHO CON BU

Phu ni ¢d thai: chua cd nghién ctu ddy da trén phu nid mang thai.

Khéng nén ding cho ngutii mang thai, nhél la trong 3 thang déu.

Nguy co trén thai ky theo FDA: muc d C.

Phu nii cho con bi: khdng nén ding & phu nd cho con bii.

NEN HOI ¥ KIEN BAC SI HOAC DUOC ST TRUGGC KHI DUNG

BAT CU LOAI THUGC NAO

LAl XE VA VAN HANH MAY MOC

Néu 6 téc dung khéng mong mudn nhu: budn ngd hosc chéng

mat thi khGng nén dung.

TUONG TAC THUGC

Omeprazol dc ché qué trinh chuyén hoa thudc d microsome gan

(hé théng enzym cytochrome P450) nén gqud trinh dao thai cac

thude khac méa ching bi chuyén hoa bdl cytochrome P450 hoac

nhiing thudc ducc dao thdi chl yéu qua gan sé bj cham lai néu

diing ddng thoi vai omeprazol. Tac dung nay cd thé thdy qua viéc

+éo daiihdi gian dao thai lang ndng do trong mau cla-diazeparm,

phenyloin va cac chét chdng déng méu nhu warfarin (cén theo

d6i nng dé trong m&u hofic theo déi thai gian prothrombin ddi vdi

viéc diing cac chat chéng déng mau theo nhu céc hudng din vé

dinh lugng cdc théng 58 nay va cd thé thay ddi lidu ding trong

thai gian ding chung vdi omeprazol).

Omeprazol co khd nang anh hudng dén sinh khd dung ciia cac

thuGc ma su hip thu phu thudc vao pH vi nd 1am tang pH clia da

day va cling vi thé omeprazal cd thé lam ngan can sy phan hiy

cua céc thudc khéng bén trang mai trudng acid. Vi vay, khi dung

chung omeprazol vdi itraconazol va ketocanazol, cd thé dan dén

viéc gidm hap thu clia cac thubc nay.

Omeprazol lam tang lac dung cua khang sinh diét trir H. pyfori.

Omeprazol lam tang tac dung chdng ddng mau cla dicournaral.

Omeprazol lam gidm chuyén hda nifedipin it nhat & 20% va co

thé 1am tang tac dung cla nifedipin.

Khi ding dbéng théi clanthromycin hodc erythromyein vdi

omeprazol, ndng ¢ omeprazol trong huyét tuong tang lén.

Voriconazol lam tang AUC cla omeprazol lén 280%. Trong

trudng hgp diéu tri ddng théi voriconazol va omeprazol, cin diéu

chinh liéu omeprazol & nhing bénh nhan cé chic nang gan suy

giam déng ké hoac trong trudng hap diéu trj dai han.

Ding déng thai omeprazol véi atazanavir lam gidm dang ké néng

ag atazanavirtrong huyel wong. Khéng nén sd dyng omeprazol

déng thai vai atazanavir,

DE TRANH CAC TUONG TAC CO THE XAY RA, PHAI LUON

LUON BAO CHO BAC ST HOAC DUQC ST MO THUGC KHAC

BANG DUNG

TAC DUNG KHONG MONG MUGN

OMESEL 20 dudc dung nap 16t, cac tac dung khdng mong mudn

thudang nhe va 6 thé hdi phuc sau khi ngung ding thudc.

Toan than: nhuc ddu, bun ngl, chéng mat. Hiém khi d8 md hai,

phi mach, sét, phan vé.

Trén da: hiém khi phat ban ho#c ngua.

Hé tiéu hod: tiéu chay, tdo bon, dau bung va cé thé déy hoi. Hiém

khi viém da day, nhiém ndm Candida, khd miéng.

Gan: tang tam thdi transaminase. Hiém khi viém gan vang da hoac

khéng vang da, bénh ndao & ngudi suy gan.

Hé than kinh: it g&p mat ngu, roi loan cdm giac, mét méi, chong mat.

Hi&m khi Iti 1&n 6 hi phuc, kich ddng, trdm cam, &o gidc & ngudi

bénh cao tudi va dac biél [a & ngudi bénh néng, r8i loan thinh giac.

Huyét hoc: hiém khi gidm bach ciu, giam tiéu céu, gidm toan b6

c4c 1€ bao mau, ngoai bién, mat bach ciu hat.

Noi tiét: hiém khi vu to & dan ong.

Hb6 hap: hiém khi co that ph& quan.

Co - xudng: him khi dau khdp, dau cd.

Niéu - dyc: higm khi viém than ke,

THONG BAO CHO BAC ST HOAC DUGC STNHUNG TAC DUNG

KHONG MONG MUGN GAP PHAI KHI SU DUNG THUGC NAY

QUA LIEU VA CACH XU TRI

- Ligu udng mét I4n tdi 160 mg, liéu fiém finh mach mét lén i 80
mg, liéu tiém tinh mach mét ngay tdi 200 mg va liéu 520 mg tiém
tinh mach trong thdi gian 3 ngay van dugc dung nap tat.

- Khi udng qud liéu, chi diéu tr triéu ching, khéng co thudc digu
tri déc hiéu.

BAO QUAN: noi khd, nhiét d6 dudi 30°C, tranh anh séng.

HAN DUNG: 36 thang ké LU ngay san xuat.

San xuat theo TCCS.

THUGC BAN THEO BON

DE XA TAM TAY TRE EM _

agc KY HUGNG DAN SU DUNG TRUGC KHI DUNG. NEU

CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

8an xudt tai Céng ty ROUSSEL VIET NAM
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