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Esomeprazole Capsules 20mg

Box 3 blisters x 10 CaPs.
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Component : Bllster foll
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(267 mg ssomeprazol dang Pellet 7

M&. Lic. No.:

SOI( Vlsa No.:

s6 b s)</ Bst$ No.:

NS)U Mfg. Oate :

HD/ Exp. Dete :

Esomeprazole Capsules 20mg

TMnh phln:
M6i vi6n nang 6img c6 chtls:
Esorn€prazol magnesium dlhydrat
trorB duoq Esomeprazd 20,0 mg

(267 mg esomoprazol dgng pollet 7,5%)

SOPEZID 20
Esomeprazole Capsules 20mg

Compo.ltbo:
Each hard gBlatin c€psulo contains:

Esomoprazde magn€sium dihydrato

equi. Esomeprazole 20.0 rng

(267 mg of pellet esorBpazole 7.5%)

Esomeprazole Capsules 20mg

Thinh phln:
M6i vf,ln neng cl,ng c6 cfifa:
Esornoprazol magn€Bium dihydrat
trrung dudng EsonBprazol 20,0 fitg
(267 mg csom€p.azol dang p€llot 7,5%)

soPEzlD 20
Esomeprazole Capsules 20mg

Compo3lllon:
Each had golatjn capsule contains:

Esomep.azole rnagnosium dihydreie

egui. Esomeprazole 20.0 mg

(267 rng of pall6t ssorBpBzde 7.5%)

SOPEZID 20
Esomeprazole Capsules 20mg

Thinn phln:
M6i vi6n nang c&ng c6 cfifa:
E6om6prazol magnesium dihydrat

tuorg duong Esomoprazol 20,0 mg

(267 mg osomeprazol d?ng p€llot 7,5%)

SOPEZID 20
Esomeprazole CaPsules 20mg

Compo.ltlon:
Eadr hard gelatin capsule contains:

Esomeprazole magnosium dihydrate

equi. Esomeprazole 20.0 mg

(267 mg of pollot osomsprazole 7.5%)

Esomeprazole

Thinh phln:

SOPEZID 20
Esomeprazole CaPsules 20mg

Gompodllon:
Eadr hed gplatin capoule contsins:

Esonreprazole magnesium dihydrate

6qui. Esomop.azole 20.0 trg
(267 mg of pollet ssomeprazd€ 7.5%)
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Mlli vign nang ct ng c6 drua:
Esomeprazol magnosium dihydrat
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HU6NG oAN su'DVNG cHo NGrIor npNn

SOPEZID 20

Egc k! hrhng ttdn pfr dyng trrhc khi rtilng
Dd xa fim tuy tri em

ThAng bdo cho btic si hay drgc sj nhfrng tgc dqng khAng mong mu6n
Thudc bdn theo iton

g(p phdi khi dilng thudc

Thinh phAn, hirm lug'ng thu5c:
M6i vi6n nang crlng chta267 mg pellet esomeprazol 7,5o/otuongduong 20 mg esomeprazol.
T6 dugc pellet (Mannitol, Sodium lauryl sulphat, Disodium hydrogen phosphat, Sodium carbonat, Hydroxy

propyl methyl cellulose-E5, Methacrylic acid (L30D), Diethyl phatalat, Titanium dioxid, polysorbate g0, Sodium
hydroxid, Talc-, Starch, Sucrose, Polyvinyl pyrrolidon K30)
Md ti srin phim:

vi6n nang cung. Vi6n nang hinh thoi, b6n trong c6 chria ciic pellet mdu tr8ng.
Quy cdch tl6ng g6i:

HQp 3 vi x l0 vi€n.
Thu6c ding cho bQnh gi:

Trdo ngugc da ddy- thlrc quin:
- Di6u tri vd vi6m thgc quin trdo ngugc.
- Di6u tr! duy tri vi6m lodt thgc quin rrio ngugc ngdn ngira t6i ph6t.
- Di6u tri triQu chtng bQnh trdo ngugc d4 ddy- thgc qudn.

Di€u tri vi dg phdng lodt d4 ddy td trdng do H. Pylori.
Phdng vd diAu tri lodt dp ddy - td trdng do dtng thu6c ch6ng viOm kh6ng steroid.
H6i chung Zollinger - Ellison.

NOn dtng thu6c nny nnu tn6 nAo vA li6u lu'gng:

. U6ng it nh6t I gid trudc khi 6n. Phii nu6t cd vi€n, kh6ng tlugc nhai hay nghiCn khi dung thu6c.
LiAu dilng cho ngrdi ltn:
Diiu tri bQnh trdo ngugc dg doy - thttc quan nQng c6 viAm fiqc qudn:

,,4 :.Udngm6ingiyll6n20mg-40rngtrong4-8tudn,c6th6u6ngth6m4-8tudnntan6uvdncdntriQu
chung ho{c bi6u hiQn cta vi6m qua nQi soi.

Diiu tri duy tri sau khi dd khdi viAm thgc qudn:

Uiing m5i ngdy I lAn 20 mg, c6 the kdo ddi tliin 6 th6ng.

Diiu tri bQnh trdo nguqc dq day - thltc qudn c6 ffiAu ch*ng nhmg khdng biviAm thqtc qudn:

Ul5ng m5i ngdy I lin 20 mg hong 4 tuin, c6 th6 uiing th6m 4 tuin nta n6u c6c tri6u chrlng kh6ng kh6i
hodn toin.
Diiu tri lodt dq ddy - td trdng c6 Helicobacter pylori:

Esomeprazol li mQt thinh phAn trong ph6c cl6 ili6u tr! ctrng vcri kh6ng sinh, vi dp ph6c aO : ttruiSc (cirng v6i
amoxicilin vd clarithromycin). U6ng esomeprazol m6i tAn 20 mg, ngdy 2lAn trong 7 ngdy, hofc m6i ngdy mQt l6n

40 mg trong l0 ngdy. (Amoxicilin m6i ngdy 1,0 g, ngdy 2 lAn vi clarithromycin m6i lAn 500 mg, ngiry 2lAn trong 7

hay l0 ngdy).

Dtr phdng loit dq day d nhfrng ngudi c6 nguy co cao vi biiin ch*ng o dq day - td trdng, nhung c6 yilu cdu phdi c6

tiiip trlc diAu ffi bilng thuiic chiing viAm kh6ng steroid:
.,1, i.
U6ng mdi ngiy 20 mg.

Diiu tri lodt dq dry do dilng thudc chdng vi1m khdng steroid:
- -t I'
U6ng m6i ngdy I l6n 20 mg trong 4 - 8 tu6n.

Diiu tr! hQi chtng Zollinger - Ellison:
Tuj theo c6 th6 vd mric d0 tang ti6t acid cria dich @ ddy, li€u ding m6i ngdy cao hon trong cAc ffudmg hqp

khdc, dtng I lAn ho{c chia ldm 2 ldn trong ngdy. Khi triQu chimg clA ki6m soiit dugc, c6 thti dtrng phSu thuQt d6 cat

u. N6u kh6ng cit b6 u dugc hoin todn, phni dtng thui5c ldu dii.
Ngudi suy gan:- -ff,Ong 

cAn phdi giim li6u & ngudi suy gan nhg vi trung binh. Suy gan nflng c6 th6 cdn nhdc dirng 20 mg
mQt ngdy
Ngtdi suy thQn
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.monq cAn phdi giim li6u d ngudi suy thgn nhung thgn trong d ngud.i suy thfln
dpng d nhtng bQnh nh6n ndy con hpn ch-ii.

Diii tuqng khdc

Kh6ng cAn phti giim li6u d nguoi cao tu6i.
T16 em > 12 tu6i c6 th6 dtng li6u nhu nguli ldn.
D0 an toan vd hiQu qu6 cta esomeprazol dtrng duong u6ng dC cti6u tri ngtrn trfn

thyc qudn dtre dudi I tu6i ho{c dtng trong c6c truong hqp kh6c chua dugc x6c l6p.
Khi nio kh6ng n6n dtng thu6c nAy:

Qu6 m6n cdm v6i c6c thu5i do fc ch6 bo-m proton hofc qu6 m6n cim vdi bdt k! thdnh ph6n ndo cta thui5c.
Ch5ng chi itlnh pfr6i hqp

Tfc dqng khOng mong mu5n:
esomeprazol vdi nelfinavir.

Nhin chung, esomeprazol dung n4p t6t ca khi st dgng trong thoi gian ngln ho6c trong thdi gian ddi.
Thuong g{p, ADR> l/100

Todn thdn: Dau diu, ch6ng m{t, ban ngodi da.
Ti€u ho6: Bu6n ndn, ndn, dau bgng, ti6u chdy, t6o b6n, dAy hoi, kh6 miQng.

it g4p, lttooo < ADR, t/too
, Toin thdn: MQt m6i, m6t ngri, bu6n ngri, ph6t ban, ngta. r6i loan th! gi6c.

Hi€m gdp, ADR, l/100
Todn thdn: Sot, a6 m.o tr9r, phir ngopi bi€n, m6n cim voi 6nh s6ng, phin ung qu6 mdn @ao gdm mdy day,

phir m4ch, co thrt phii quin, stic phdn ve).
ThAn kinh trung usng: kich dQng, trAm cdm, l[ l6n c6 h6i phgc,.do gidc d ngudi mic bQnh nlng.
Huyiit hgc: chung m6t bpch cAu h4t, gidm b4ch cAu, giim iie, cAu. I
Gan: TEng enrym gan, vi6m gan, vdng da, suy ch&c n6ng gan. t
Ti6u ho6: R6i lo4n vi gi6c. (V-
Coxuong: daukhdp, dauco. f
Ti6t niQu: vi6m th4n kE.

Da: Ban bgng nudc, hQi chtng Stevens - Johnson, hoqi tir bi€u bi nhi6m clQc, vi6m da.
Do ldm gidm ttQ acid cria dp ddy, c6c thu6c ric ch6 bom proton c6 the lam tang nguy co nhi6m khuin d

dulng ti€u ho6.
Hnhng ddn cdch xu tri ADR

Phii ngung thu6c khi c6 bi6u hiQn t6c dgng kh6ng mong mu6n
NGn trfnh dtng nhtrng thu6c ho{c thgc phim gi khi ttang sri'dgng thuiic niy:

Do tlc ch6 bdi tiiit acid, esomeprazol ldm t[ng pH dg ddy, 6nh hudng di5n sinh khd dqng cria c6c thuiic h6p
thu phg thuQc pH: ketoconazol, mui5i sit, digoxin.

Esomeprazol tuong t6c duo.c dQng hgc v6i c6c thulic chuy6n h6a bdi hQ enzym cytochrom P450, isoenzym

CYP2CI9 d gan.

Dtng tldng thli esomeprazol vdi cilostazol lim tlng ndng tlQ cilostazol vd ch6t chuyiln h6a c6 hopt tinh cria

n6, xem xdt gi6m lidu cilostazol.

Dirng ddng thdi esomeprazol vdi voriconazol c6 the lim tdng tii5p xric vdi esomeprazol hon g6p 2 ldn, xem

xdt d nhtng bQnh nhdn dirng li6u cao esomeprazol (240 mg/ngdy) nhu khi tli€u tri hQi chring Zollinger - Ellison.
Dtng esomeprazol v6i c6c thui5c gdy cdm ftng CYP2Clg vi CYP3 A4 nhu rifampin lim giim ndng clQ

esomeprazot, tranh dtrng <l6ng thdi.

C6 th6 tlng nguy co hp magnesi huy6t khi dirng esomeprazol cing c6c thu6c cfing gdy ha magnesi huy6t

nhu thu6c lqi ti6u thiazid holc lgi ti6u quai. Ki6m tra ndng dQ magnesi tru6c khi Uit O6u dtng thur5c ric chi5 bcrm

proton vir dinh ky sau d6.

Atazanavir: C6 the ldm thay tl6i s1r h6p thu khi u6ng atazanavir, ldm gi6m ndng tl$ thuiic ndy trong huy6t

tuong, c6 the lam giim t6c dqng kh6ng virus. Khdng n€n dtng tl6ng thdi thui5c tic chii bom proton vd atazanavir.

Clopidogrel: Dtng ctrng thu6c fc ch6 bom proton lAm giim n6ng <lQ trong huytSt tuong cta ch6t chuy6n

h6a cd hoat tinh cria clopidogrel, ldm gidm tdc dgng kh6ng ti6u cAu.

Digoxin: H3 magnesi huy6t do dirng kdo ddi thu6c ric ch6 bom proton ltm co tim tlng nh4y cdm vdi

digoxin, c6 th6 ldm ttrng nguy co dQc voi tim cta digoxin. O ngudi bQnh tlang dtng digoxin, ki6m tra n6ng d0

magnesi trudc khi Uat aAu dtng thui5c ric ch6 bom proton vd tlinh kj, sau d6.

Sucralfat: rlc chi5 hAp thu vd ldm gidm sinh khi dqng ctra thu6c frc ch6 bom proton. Dirng c6c thu6c tc chiS

bom proton it nh6t :O phtit tru6c khi dtrng sucralfat.

Tacrolimus: TIng n6ng dQ trong huy6t thanh cta tacrolimus.

Warfarin: TIng INR vd thdi gian prothrombin khi dtng warfarin d6ng thdi vdi thu6c tc chi5 bom proton, c6

thd g6y chdy m6u b6t thutng vd tti vong. Theo d6i INR vi thdi gian prothrombin khi ding tl6ng thdi esomeprazol vd

warfarin.
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Dtng d6ng thdi esomeprazol
hydroxyclarithromycin trong m6u.

vd clarithromycin ldm tdng n6ng dg

. Dirng tldng thdi esomeprazor vd diazepam rdm gidm chuyiin h6a diazepam vd ttrng
huyrit tuong.

Ch6t ric ch6 protease: Esomeprazol c15 duoc biio c6o tuong t6c v6i mQt sil chdt ric
ddy trong tliCu triesomeprazol c6 thd ldm thay it6i sg h6p thu cta ch6t ric ch6 protease. Cdc
c6 thti xdy ra td do ric ch6 Cyp 2C19. D6i voi atazanavir vd nelfinavir, n6ng d6 huytlt thanh
khi dtng pn6i ngrp v6i esomeprazol. Do d6 khuy6n c6o kh6ng n6n dtng ph6i hqp

O6i vCi saquinavir (kilt hqrp ctng v6'i ritonavir), dr c6 b6o ciio v6 sg gia ttrng n6ng tlQ huyiit thanh (80-
100%) trong thdi gian tti6u tri cring v6i esomeprazol (40 mg / ngdy).

Methohexat: Khi dirng cirng vdi PPI, n6ng dQ methotrexat d6 dugc ghi nhfn tlng d mQt sri bgnh nh6n.
Trong tli6u tri bang methotrexat li€u cao, n€n tam thdi ngrng sri dung esomeprazol.

Phenyoin: Dtng d6ng thdiesomeprazol40 mg ldm tlng n6ng dQ phenytoin trong huyrit tuong l6n 13% d
bQnh nhdn tlQng kinh. CAn theo d6i ndng dQ phenytoin trong huyrit tuong khi di6utri vdi esJmep.azot.

Cisaprid: Dring <I6ng thli esomeprazol40 mg ldm tdng32% diQn tich dudi cludng cong (AUC) vd kdo ddi
thdi gian bdn thii nhung kh6ng ldm tlng tl6ng kii n6ng ttQ dinh plasma cta cisaprid. Kho6rU eTc k6o ddi mQt it n6u
dtng cisapride ri6ng 16, kh6ng kdo dii thdm khi dirng cisaprid phOi trqp vdi esomeprazol.
Cin tlm gi khi mQt lin qu6n kh6ng dtng thu6c:

. NiSu qu6n kh6ng dtng thulic, u6ng thu6c ngay khi ban nhd ra, n6u nhu gAn d6n thoi <ti6m u5ng li6u tiiip
theo, cAn bd qua li6u d6 qudn.

- Kh6ng clug.c u.5ng tdng li€u gdp d6i de bt t4i ti6u il6 qu6n
Cln bio qufrn thu6c niy nhu th6 neo:

Bdo quan noi kh6, m6t d nhiQt d0 duoi 300C, trAnh 6nh s6ng.
Nhfrng d6u hiQu vA triQu chri'ng khi dtng thu5c qud tidu:

Chua c6 b6o c6o v6 viQc qu6 li6u esomeprazol d ngudi.
CAn phiii lim gi khi dtng thu6c qud li6u khuy6n c6o:

Khdng c6 thudc gi6i ilQc il.ic hieu cho esomeprazol. Chi yilu
khOng c6 lric dqng ttrng thdi trtr thu6c vi thu6c gin nhi€u vdo protein.
Nhii'ng tli6u cAn thfn trgng khi dtng thu6c niy:

<li6u tri triQu chftng vd h5 tro. ThAm tdch mriu

Trudc krhi ding thu6c ric chi5 bom proton, phii lo4i tru kha ndng ung thu d4 diy vi thu6c c6 th6 che l6p triQu
ch(mg, ldm ch{m chAn tlo6n ung thu. Th$n trgng khi dtng d nguoi m[c bQnh gan, phg nti c6 thai hoflc cho con bt.

Dtng esomeprazol kdo ddi c6 thd g6y vi€m teo dn diy ho{c tdng nguy co nhi6m khuAn (nhu vi6m ptr6i mic
phni tai cQng tl6ng).

Nhi6m trtng itulng ti6u ho6: Di6u tri bing thu6c r1c chiS bom proton cO th€ ldm tdng nguy co nhi6m trtrng
duong ti0u hoii nhu Sqlmonellq vd Campylobacter, tdngnguy co ti6u chdy do Clostridium dfficile.

Gidm h6p thu vitamin B12: Esomeprazol c6 thC tam gidm h6p thu vitamin B12 (cyanocobalamin) do gi6m
tiiit acid dich vi. Cdn xem xdt tr6n bQnh nh6n diAu tri l6u ddi v6i esomeprazol.

Esomeprazol tuong t6c dugc clQng hgc voi c6c thu6c chuydn h6a bdi hQ enzym cytochrom P450, isoenzym

CYP2C19 d gan (xin xem phAn tuong tdc thui5c)

Khi dtng cdc thu6c fc ch6 bom proton, d{c biqt khi dirng li6u cao vi kdo dai (> I ndm), c6 the lam tAng

nguy co giy xuong chflu, xuong c6 tay ho{c cQt s6ng do lo6ng xuong. Co chri cia hiQn tuqng ndy chua tlugc gidi

thich, nhung c6 thri do gidm hdp thu calci khOng hda tan do tlng pH dp ddy. Khuy6n c6o dtng li€u th6p nh6t c6 t6c

dgng trong thdi gian ngin nh6t c6 thr5, phi ho. p vdi tinh tqng l6m sdng. Nhitng bQnh nhdn c6 nguy co gdy xuong do

lof,ng xuong n€n dtng dri calci vd vitamin D, d6nh gi6 tinh tr4ng xuong vd quin lf theo hudng d6n.

H4 magresi huy6t (c6 holc kh6ng c6 triQu chtng) hi6m khi g{p d ngudi bQnh dtrng thui5c fc chii bom
proton k6o ddi (it nh6t 3 thiing ho{c trong hAu hiSt ciic huong hqp dtng kdo ddi tr6n I ndm).

Sucrose: BQnh nhdn c6 c6c v6n d€ vC di truydn hii5m gip nhu kh6ng dung nnp fructose, gidm h6p thu
glucose-galactose ho{c thi6u hUt sucrase-isomaltase kh6ng n€n dirng thu6c nay.

Anh hudng k6t qua xdt nghiQm: TIng m(rc Chromogranin A (CgA) c6 thii gdy trd ng4i cho viQc ph6t hiQn

c6c kh6i u thAn kinh. Dri trAnh sU can thiep ndy, n6n ngtrng tli6u trl esomeprazol it nh6t 5 ngdy tru6c khi <to CgA.

Lupus ban cl6 bdn c6p da: Lupus ban tld tl6 iluqc b6o c6o tr€n cdc b6nh nhin sri dpng thu6c ric ch6 bom
proton bao g6m ci esomeprazol. Sg khdi phdt thuong xdy ra trong vdng vdi ngdy sau khi b8t dAu di6u tr! d cd bQnh

nh6n ttr tr6 di5n ngudi gid. TriQu chirng hay g{p ld ph6t ban, tuy nhi6n dau kh6p vd gidm t6 bdo m6u cflng tl6 tlugc

b6o c6o.
Sir rlyng clto phg nit cd thai vd clto con brt:

Chua c6 nghi€n criu ttdy dt khi ding esomeprazol d ngudi mang thai, TrCn dQng vflt, chuQt ciing trfng
u6ng esomeprazol li6u 280 mg/ kg/ ngdy GAp 57 lin li6u dirng tr€n ngudi tinh theo diQn tich bd mAt co th6) vd th6
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ur5ng li6u 86 mg/kg/ ngiy (g6p 35 mn tieu dirng. tr€n ngudi tinh theo diQn tfch b6 m{t co
chfng v6suy giim kh& nlng sinh sdn ho{c tlQc tl6ivdi thai nhi do esomeprazol. Tuy nhi6n,
khi thAt c0n thi6t trong thdi kj,mang thai.

H4n dtrng cria thu6c:
i+ tnangkd ttr ngay sdn xu6t.

TGn, dla chi, bi6u tug'ng (n6u c6) ctia co's6'sdn xuft:
KWALITY PHARMACEUTICAL PVT. LIMITED.
Nag Kalan, Majitha Road, Amritsar, Punjab, An D0

Ngiy xem x6t sua O6i, c6p nh$t lqi nQi dung hu6'ng din st'dgng thu6c:
06n212017

mlt, dau dAu.
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HrIor{c nAN srl DUNG rnu6c cno cAN ng v rn

SOPEZID 20

Thinh phAn:
M6i vi€n nang cimg chtra267 mg pellet esomeprazolT,5yo tuong duong 20 mg
T6 dugc pellet (Mannitol, Sodium lauryl sulphat, Disodium hydrogen

carbonat, Hydroxy propyl methyl cellulose-E5, Methacrylic acid (L30D), Diethyl
dioxid, Polysorbate 80, Sodium hydroxid, Talc, Starch, Sucrose, Polyvinyl Pyrrolidon K30)
DSng bio ch6:

Vi6n nang cimg.
Dugc lgc hgc:

Esomeprazol ld d4ng d6ng phdn S cta omeprazol, duo-c dirng tuong tg nhu omeprazol trong di6u
tri lo6t da diy - t6 trdng vd b6nh trdo ngugc da ddy - thgc quin.

Esomeprazol g6n vdi H*/ K* - ATPse (cdn.gqi ld bom proton) 6't6 bao thdnh cria d4 diy, ric ch6
itac hiQu hQ th6ng enzyme ndy, ngdn cin bu6c cuiii ctng cira iu' bdi ti6t acid vdo trong d4 aay. Vi vay
esomeprazol c6 t6c dpng ric chti da ddy tir5t acid ccy bin vi cd khi b! kich tlrich do U6t f<1i t6c nhdn nio.

.Esomeprazol kh6ng phii ln dang c6 hoat tinh, chuyiin thdnh d4ng c6 ho4t tfnh nhd m6i trudng
acid d t6 bdo vi6n thinh da diy.
Dugc tlQng hgc:

Esomeprazol h6p thu nhanh sau khi ui5ng, cl4t ndng dQ cao nh6t trong huy6t tuong sau I d6n 2
gio. Sinh khi dpng cfia esomeprazol t[ng l6n theo li6u dtng vd khi dirng nhic lai, tt4t khoing 68% sau khi
dtng li6u 20 mgvd89% khi dtrng li6u 40 mg. Tht?c 6n ldm ch4m vd ldm gi6m h6p thu esomeprazol, di6n
tfch du6i iluong cong (AUC) sau khi u6ng 1 li€u duy nh6t, esomep razol 40 mg vdo bira [n so v6i lfc d6i
gi6m tt 33% d€'n 53%.Do tt6 phdi udng esomeprazol ft nh6t I gid'trudc bira dn.

Khodng 9J%o esomeprazol gin vdo protein huytit tuong. Thi5 tich phAn bd khi n6ng ttQ thu6c 6n
dlnh d nguditinh nguyQn kho6 mgnh ld l6 lit. Thu6c chuy6n ho5 chir y6u o gan nhd isoenzym CYP2C19,
hQ enzyme cytochrom Prso, thinh c6c ch6t chuy6n ho6 hydroxyl vd desmethyl kh6ng cdn ho4t tinh. PhAn

cdn l4i duo.c chuyi5n ho6 qua isoenzym CYP3A4 thinh esomeprazol sulfon. Khi clu<r.c dtng nhic l4i,
chuyiln ho6 budc <l6u qua gan vd ilQ thanh th6i ctia thu6c gi6m, c6 th6 do isoenzym CYPzClg bi tc chti.
Tuy nhi6q kh6ng c6 hiQn tugng tich.lu! thu6c khi dtng m5i ngdy I lAn. O I s6 ngud'i.vi thi6u CYP2Clg
do di truy6n (15 - 20% ngudi chdu A), n6n ldm ch4m chuy€n ho6 esomep razol, ddn tl6n gi6 tri AUC ting
cao khoing.2 l6n so v6i ngudi c6 du enzyme. Nria tkvi thAi trtl trong huyOt tuong I - 1,5 gid. Kloing
80% li6u uting tluo. c th6i trir du6'i d4ng cilc chdt chuy,Sn ho6 kh6ng c6 hopt tinh trong nu6c ti6u, phdn cdn

lai rlugc th6i it trong phdn. Du6'i l% ch6t mq ttugc thdi trt'trong nu6c ti6u. O ngucri suy gan n[ng, gi6 tri
AUC d tinh tr4ng 6n dinh cao hon 2 -3ldn so vdi ngudi c6 chf'c ndng gan binh thudng, vi v4y phii giAm

li6u esomeprazol 6'nhfng ngu<ri bQnh ndy, lidu dtng kh6ng qu6 20 mg mQt ngdy.

Quy cich il6ng g6i:
Hqp 3 vi x 10 vi6n.

Chi ilinh:
Trdo nguo. c da dny- thyc quin:

- Ei6u tri vi vi6m thgc quin trdo ngugc.
- Di€u trl duy tri vi6m lo6t thgc qu6n trdo nguo. c ngln ngt'a tdi ph6t.

- Di6u tri triEu chftng b€nh trdo ngugc da ddy- thuc quin.
Di6u tri vi dg phdng lo6t da ddy t6 tring do H. Pylori.
Phdng vd di6u tri lo6t dA ddy - t6 trdng do dirng thu6c ch6ng vi6m khdng steroid

H$ichrmg Zollinger - Ellison.
Li6u dirng: ! -

U-6ng it nlat t giO tru6c khi in. Phii nui5t ce vi6n, kh6ng clugc nhai hay nghi,in khi dtng thu6c.

Liiu dilng cho ngrd'i lhn;
Diiu tri b€nh trdo nguqc dq ddy - thqrc quan nrtng c6 viAm thryc quirn:

' 
Ubng m5i ;gay f fan jO *g- aO mg trong 4- 8 tuAn, cO tne u6ng th6m 4 - 8 tuAn nfia n6u v6n

c6n triOu chring hoac bi6u hiQn cria vi6m qua nQi soi.

Diiu tri duy tri sau khi dd khdi viAm thuc q.udn:

U5ng m5i ngdy I lAn 20 mg, c6 th6 k6o dni d6n 6 th6ng'

Diiu tri b€nh trdo nguvc dq day - thqrc qudn c6 triQu chimg nhwng kh6ng bi viAm thlrc qudn:
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Uting m5i ngdy I lin 20 mg trong 4 tuAn, c6 th6 u(ing th6m 4 tuAn nira n6u ciic
kh6i hodn todn.
Didu tri lodt dq day - td trdng c6 Helicobacter pylori:

Esomeprazol ld mQt thdnh phAn v6i kh6ng sinh, vi
(ctng v6i
m6ingiy

amoxicilin vd clarithromycin).
mQt lAn 40 mg trong l0 ngdy. (Amoxicilin m6ingdy 1,0 g,

20 rng,
ngiry 2

,Fd,
l6n

y 2ldn
VA

500 mg, ngdy 2 IAn trong 7 hay l0 ngdy).

Ngudi suy thQn

Kh6ng cdn phAi gi6m lidu <r nguo'i suy th6n
nghiQm st'dgng o'nhirng bQnh nhdn ndy con han ch6.

nhung th6n trgng <r ngucri suy th{n n{ng vi kinh

Diii ttrqng khdc

Kh6ng cAn phii gi6m li6u o ngud'i cao tu6i.
Trd em > l2 tu6i c6 th6 dirng li6u nhu ngubi l6n.

DQ an todn vd hi6u qui cta esorneprazol dtrng rludng u5ng dd di6u tri ngdn trdn b6nh trdo ngugc
dp diythpc qu6n 6'tre dudi I tu6i lroAc dirng trong c5c trudng hqp kh6c chua duoc x6c l4p.

Ch5ng chi ttinh:
Qu6 mAn cam v6'i c6c thudc do ['c ch6 bom proton hodc qu6 mAn c6m v6i bdt kj,thdnh phdn ndo

cria thu5c.
Ch6ng chi dinh phOi hqp esomeprazol vdi nelfinavir.

Thfn trgng:
Tru6'c khi dirng thu6c frc ch6 bom proton, phii loai triL kh6 n6ng ung thu da diy vi thu6c c6 thi5

che l6p ffiQu chilng, ldLm chdm chAn do6n ung thu. Th4n trgng khi dtng 6' ngu'd'i mic b6nh gan, php nfi c6
thai hoflc cho con bfr.

Dirng esorne prazol k6o ddi c6 th6 g6y vi6m teo d4 ddy ho4c tdng nguy co nhi6m khuAn (nhu vi6m
ptr6i m6c phii tsi c6ng tl6ng).

Nhi6m trirng dudng ti6u ho6: Ei6u tri bing thu6c ilc chtS born proton c6 th6 lim tlng nguy co
nhiSm trtrng dudrg ti6u ho6 nhu Salmonella vd Campylobacter, tdng nguy co ti6u chiy do Clostridium
dfficile.

Gi6m h6p thu vitamjn B12: Esorneprazol c6 th6ldm gidm hAp thu vitamin Bl2 (cyanocobalamin)

do giim ti6t acid dich vi. Cdn xem xdt tr6n bqnh nhdn diOu tri l6u ddi v6'i esomeprazol.
Esomeprazol tuong t6c duo-c dQng hqc vdi c6c thu6c chuy6n h6a b6'i hQ enzym cytochrom P450,

isoen4m{YP2*cfff#$Tffib:1x'r,l"f,i,HJilfLi.dirng 
ri6u cao vd k6o ddi (> I n6m), c6 th6

ldm ting nguy co'gliy xuong ch4u, xuong ci5 tay hofic cQt sting do lo6ng xuong. Ccr ch6 cria hiQn tuqgg
ndLy chua clu-o.c gi6ithich, nhung c6 th6 do gi6m h6p thu calci.khdng hoa tan do tdng pH da ddy. Khuy6n
c6o dirng li6u thAp nhdt c6 t6c dgng trong thd'i gian ngdn nhAt c6 th€, phir ho'p v6i tinh tr4ng l6m sdng.

Nhfing b6nh nhAn c6 nguy co gdy xuong do lodng xuong n6n dtrng rhi calci vi vitamin D, <l6nh gi6 tinh
tr4ng xucrng vir quin lf theo hu6'ng d6n.

Ha magnesi huy6t (c6 ho[c kh6ng c6 triQu chfrng) hi6m khi g{p 6'ngu'd'i bQnh dtng thu6c irc ch6

bom proton k6o ddi (it nh6t 3 th6ng ho[c trong hiu htit c6c trud'ng ho-p dtng k6o dii trOn 1 nim).
Sucrose: B0rrh nh6n c6 c6c v6n dC vC ditruyen hiiln gqp nhu khdng.dLrng nap fructose, gi6m h6p

thu glucose-galactose hodc thi6u hpt sucrase-isomaltase kh6ng nOn dirng thu6c ndy.

trong ph6c aO Oieu ffi ctng
U6ng esomeprazol m5i tAn
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Anh huong k6t qui xdt
ph6t hiQn c6c kh6i u thAn kinh.
tru6c khi do CgA.

bom
<ti6u

nghi6m: Tdng mric Chromogranin A (CgA
DO tr6nh sU can thi6p ndy, n6n ngr'r'ng di6u

) c6 th6 gdy

Lupus ban <16 b6n c6p da: Lupus ban tl6 tl6 du<rc b5o
proton bao g6m cA esomeprazol. Sg kh6'i ph6t thudng
tri o c6 bQnh nhdn tt tr6 d6n ngud'i gid. TriQu chfng hay

tr!

c6o tr6n c6c bQnh nhdn sri
xay ra trong vdng vdi
gdp ld ph6t ban, tuy nhi6n

t6 bdo m5u cflng cl6 clu-o. c b6o crlo.
Sft dqrng cho phy nti'cti thai vd clto con bfi:

, .Chua c6 nghiOn cfu clAy ctfr khi dirng esomeprazol o.nguo'i mang thai. Tr6n cl6ng vdt, chuQt c6ng
tringudng esomeprazol li6u 280 nre/ ke/ngdy (g6p 57 lAn litiu dirng tr6n ngud'i tinh theo diQn tich bC mat
co.th6) vd th6 uting li6u 86 mg/ \d ngey (g6p 35 Dn lidu dtng tr6n nguoi tfnh theo diQn tich be m[t co
th.!) da kh6ng thAy bing chring re suy-gia, khi ndng sinh sin hoic dOc OOi vo'l thai nhi do esomeprazol.
Tuy nhi6n, .hi ,,i ,lrrg .so*"p.urot ltritnat cAn thi6itrong tho'i f<1, mang ihai.

Chua birft esomeprazol c6 bdi ti6t vdo trong sfla nguo'i hay kh6ng. Tuy nhi6n 116 rlo dugc ndng dQ
cta omeprazol trong sfra cta phu nt sau khi u5ng 20mg omeprazol. Esomeprazol c6 khA n[ng gdy ra c6c
t6c dpng kJr6ng mong mu5n nghiOm trong d tr6 b[ mg, vi Ifly phai quy6t Alnh ngung cho con 6.i f,o6.
ngtrng thudc, tuj,theo tdm quan trgng cria viQc dirng thu6c cl6i v6'i ngudi me
Tttc itQng cfia thuilc khi ttti xe vd vSn hdnh mtty mdc:

. Th{n trong khi dirng thutic khi l6i xe vd vfn hdnh m6y m6c vi thu6c c6 th6 g6y ch6ng m{t, dau
dAu.

Tuong tic thuiic:
Do irc chO brii tiet acid, esomeprazol ldm tlng pH da ddy, dnh hu6ng d6n sinh kh6 dpng cta c6c

thutic h6p thu phu thuQc pH: ketoconazol, mu5i sit, digoxin.
Esomeprazol tuo'ng t6c duo. c dQng hqc voi citc thu6c chuyCn h6a b6'i h0 enzym cytochrom P450,

isoenzym CYP2CI 9 6' gan.

Dtrng <l6ng tlro'i esomeprazol vdi cilostazol lim t[ng n6ng dQ cilostazol vd ch6t chuy6n h6a c6
ho4t tinh cta n6, xem xdt gidm li6u cilostazol.

. Dtrng tl6ng thoi esomeprazol v6'i voricon azol co th6 lirn t[ng ti6p xfrc v6i esomeprazol hon g5p 2
lAn, xem x6t d nhiLng bQnh nhdn dtrng li6u cao esomeprazol (240 mg/ngdy) nhu khi cli6u tri hQi chring
Zollinger - Ellison.

. Dtng esonreprazol v6i c5c,thu6c g6y cim fng CYP2Cl9 vd CYP3 ,A4 nhLr rifampin ldm gi6m
n6ng tlQ esomeprazol, trdnh ding tl6ng thd'i.

C6 th6 tlng nguy co h4 magnesi nuyet mri dtng esomeprazol cirng c6c thu6c cfing g6y ha

magnesi huyiSt nhrL thu6c lgi ti6u thiazid ho[c lgi tiiiu quai. Kii5m tra n6ng dQ magnesi trroc khi Uit aAu

dirng thu6c ric ch6 bom proton vd tlinh \!, sau d6.
Atazanayir: C6 tlrd ldm thay rl6i sU h6p thu khi u6ng atazanavir,lirn gi6m ndng. dQ thu6c ndy

trong huy6t tuong, c6 thd ldm gi6m t6c dung kh6ng virus. Kh6ng n€n dtng clong tho'i thu6c ric chi5 bom
proton vd atazanavir.

, Clopidogrel: Dirng cilng thudc fic ch6 bom proton ldLm gi6m nOng clQ trong huy6t tuong cta ch6t
chuy,ln h6a c6 hoirt tinh ctia clopidogrel, ldm gi6m t6c dgng kh6ng tiiSu cAu.

Digoxin: Ha nragnesi huy6t do dung k6o ddi thudc frc ch6 bom proton ldm co tim tlng nhpy cim
v6i digoxin, c6 th6 ldm tdng nguy co'd6c v6'i tim cta digoxin. O ngub'i b6nh clang dirng digoxin, ki6m tra
n6ng rIQ magnesi tnr6'c khi U6t Oiu dtng thu6c ftc chi5 bo'm proton vd tlint kj' sau d6.

Sucralfat: flc ch6 hdp thu vd Idm gidm sinh khi dung ctra thu6c ilc chd bo'm proton. Dtng c6c

thu6c ri'c ch6 bom proton it nh6t 30 phirt tru6'c khi dtng sucralfat.
Tacrolirnus: T:ing ndng tlQ trong huytit thanh cta tacrolimus.
Warfarin: 'l'nng INR ua tnO'i gian piothrombin khi dilrg warfarin cl6ng thcri vdi thu6c ric chti bcrm

proton, c6 th6 g6y clriy m5u b6t thudng vd tri vong. Theo ddi INR vi thd'i gian prothrombin khi dtng
d6ng thdi esomeprazol vir warfarin.

Dtng d6ng thtri esomeprazol vd clarithromycin ldrn tdng n6ng clQ esomeprazol vi 14-

hydroxyclarithro.nryc in trong m6u.
Dtng ddng.thd'i esomeprazol vd diazepam ldm giim chuyOn h6a diazepam vd ting n6ng clQ

diazepam trong huy6t tuong.
Ch6t ilc che pr(rrease: Esomeprazol cl6 cluo.c b5o c6o tuo'ng tdc v6'i rnOt s6 ch6t frc ch6 protease.

Ting pH da ddy trong rliiu tri esomeprazol c6 th6 ldm thay d6i sg h6p tlru cua ch6trlc c[6 protease. C6c

co clr6 tuong tdc khac cii th€ x6y ra ld do flc ch€ CYP 2C19. E6i v6i atazartavir vir nelfinavir, ndng dQ
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huy6t thanh gi6m <15 duo-c b6o c6o khi dirng ph6i ho.p vdi esomeprazol. Do d6 khuyt5n
dtng ph6i hqp.

OOivOi saquinavir Get hqp cr)ng v6i ritonavir), <15 c6 b6o c6o vC su gia ting
(80-100%) trong thdi gian diAu tri cirng v6'i esomeprazol (40 mg i ngdy).

ctng v6i PPI, n6ng dQ methotrexat d6 cluoc ghi nhdnMethotrexat: Khi dtng
nh6n. Trong di6u tri bing methotrexat li6u cao, n6n tam thcri ngrmg st clqng

Phenytoin: Dirng dOng thdi esomeprazol40 mg lim tdng n6ng clQ

3% d bpnh nhdn d6ng kinh. CAn theo ddi ndng dQ phenytoin trong

esomeprazo
phenytoin
huy6t tuong

Ding cldng thdi esomeprazol40 mg Idm tdng3}% diQn tfch du6i duong cong (AUC) vi
b6n thii nhung khOng ldrn tlng d6ng kC ndng clQ dinh plasma cria cisaprid. Khoing QTc
n6u dirng cisapride ri6ng 16, kh6ng k6o ddi thOm khi dtrng cisaprid ph6i hqp vdi

l6n I

esomeprazol.
Cisaprid:

kdo ddi thdi gian
k6o ddi mOt it
esomeprazol.
Tic dgng phg

Nhin chung, esomeprazol dung npp t6t ci khi sfr dpng trong thdi gian ngin hopc trong thdi gian
dni.
Thuonq Sqp, ADR > 1/100

Todn thdn: Dau cliu, ch6ng m{t, ban ngodi da.

Ti6u ho6: Budn n6n, n6n, dau bung, ti6u chiy, t6o b6n, cl6y hcri, kh6 rniQng.

it sdp, rfiooo < ADR, t/too
Todn thdn: MQt m6i, m6t ngir, budn ngt, ph6t ban, ngri'a. rtii loan tlri gi6c.

Hi6m gqp, ADR, 1fi00
todn thdn: SOt, aO md h6i, phir ngo4i bi6n, m6n c6m v6'i 5nh s6ng, ph6n ring qu6 min @ao gdm

miy day, phir m4ch, co thit phti quin, s6c ph6n v9).
Thin kinh trung rrong: kich clQng, trim cim, l[ l6n c6 h6i phpc, 6o gi6c d nguoi mfc bQnh n[ng.
Huy6t hgc: chrlnrg m6t bach cAu hqt, gi6m bach ciu, gi6m ti6u cAu.

Gan: Ting enzyul gan, vi€m gan, vdng da, suy chirc ndng gan.
. , ^t.Ti6u ho6: R6i loqrn vi gi6c.

Co, xuo'ng: clau kh6p, dau co.
Ti6t ni€u: vi6rn th4n k6.

Da: Ban bong nudc, hQi chirng Stevens - Johnson, hoai trt biiiu bi nhiSm <lQc, vi6m da.

Do ldm gi6m dQ acid cria d4 cldy, c6c thu6c irc chii bom proton c6 th6 ldm tlng nguy co nhi6m

khuAn d cluong ti6u ho6.

Quf [6u:
Chua c6 b6o cdo v6 viQc qu6 li6u esomeprazol o nguo'i.

Hucrng d6n c6ch xri tri ADR: Phdi ngt'ng thu6c khi c6 bi6u hiEn t6c dqng khdng mong mu6n.

Kh6ng c6 thu6c gi6i dQc dac hi€u.ho.rorneprazol. Cht ytiu di6u tri trieu chfng vi hd trq. Tham

t6ch m6u kh6ng c6 t5c dung tdng thii trir thu6c vi thu6c gdn nhi6u vdo protein.

Bio quin:
Bio quin no'i kh6, m6t & nhiqt d0 du6i 300C, tr6nh 6nh s6ng.

H3n ding:
24 thilng k€ tir ngdy sin xu6t.

TGn, tlia chi, bi6u tuorrg (niiu c6) cfra co s& sf,n xu6t:
KWALITY PFIARMACEUTICAL PVT. LIMITED.
Nag Kalari, \la.iirha Road, Amritsar, Punjab, An-DQ

Ngdry xem i6t rl'* a6i, c4p nhft $i nQi dung hu0ng dfin sir dgng thuiic:
0611212017

TUQ.CVC rntsNC
P.TRI.SNG PHONG
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