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Each enteric coated tabht contains :

Esomeprazole Magnesium Trihydrate

equivalent to Esomeprazole 20 mg
Colours: lron Oxide Red

and Titanium Dioxide
Excipients q.s.

$orage: $ore belo,r 3fC.
Prdedfrun lght ad roisfure

Dosage: As directed by the Physician.

KEEP ALL MEDICINES OUT OF REACH

OF CHILDREN
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Ilx - Thudc bdn theo don
HIIO.NG DAN SIT DUNG THUOC

Dgc k! hu6ng d6n su dgng tru6c khi dirng
Hoi B6c s! ho4c Dugc s! OC Uitit th€m thdng tin chi titit.

Vi6n n6n bao tan trong ruQt
ESOSWIFT 20

THANH PHAN: M6i viCn n6n bao tan trong ruQt ch['a:
Hoat ch6t: Esomeprazol magnesi trihydrat tuong (r'ng esorneprazol20 mg
T6 duoc: manitol, natri carbonat khan, hydroxy propyl cellulose, crospovidon, magnesi stearat,
hypromellose, ethyl cellulose, diethyl phthalat, cellulose acetat phtalat, titan dioxyd, oxyd sit d6, opaglos
6000 P.

o4.c riNn
Esomeprazol duoc su dgng trong didu tri lodt dA ddy t6 tring, dtrng ducrng uting. V€ mat h6a hgc,
esomeprazol la (5-methoxy-2-t(S)-t(4-methoxy-3,5-dimethyl-2-pyridinyl)methyll sulfinyll-1H-
benzimidazole-l-yl) magnesi trihydrat. Esomeprazol dang bQt k6t tinh mdu tring ho6c tring ngd, it tan
trong nudc. Cdng thric phdn t&: (CrTHrsN3orS)z Mg x 3 Hzo, kh6i lugng ph6n tri 767,2.

COng thfc c6u tao cfia esomeprazol magnesi trihydrat

H3

MO2+ ', *O
H3

t

Dr/qc Luc HQC
Vi6n ndn bao tan trong ru6t ESOSWIFT 20 chira esomeprazol ld d4ng <l6ng phdn S cta omeprazol.
Esomeprozol kh6ng bdn trong m6i trudng acid, vi vfly dugc dtrng dudng u6ng du6i d4ng hpt bao tan trong
ruQt d4p thdnh vi€n ndn. Esome prazol li mQt base y6u, dugc tflp trung vd bii5n <t6i thdnh dpng c6 ho4t tfnh
trong mOi trudng acid cao o 6ng tiiSu quin ch6 ti6t cia t6 bdo thdnh, tpi ddy thu5c fc ch6 men H+K+-
ATPase (bom acid) vi fc ch6 c6 su ti6t acid co bin l6n sU ti6t acid do kich thich.

DU, qC DQNG HQC
Hdp thu
Esomeprazol kh6ng bdn trong m6i trudng acid vi dugc dtrng dudng u6ng du6i d4ng hpt bao tan trong
ruQt. Trong co th6, sp chuy6n d6i sang dpng d6ng phdn R kh6ng dring k€. Esomeprazol duoc h6p thu
nhanh, vdi n6ng dQ dinh trong huy6t tuong dpt duo.c khodng l-2 gio sau khi u6ng..Sinh khA dpngtuyQt
d6i la 64 o/o sau khi u6ng li6u don 40 mg vi t[ng l€n 89o/o sau khi dirng nhic lai I lAn/ ngdy. Vdi li6u 20

mg esomeprazol, giir tri tuong fng ld 50% vd 68%.

Thfc 6n ldm gi6m vd kdo dai thdi gian h6p thu esomeprazol tuy nhi6n di6u ndy kh6ng c6 dnh huong d6ng

kC t6i t6c dung cta esomeprazol dtin sp ti6t acid dA ddy.

Phdn bii
ThC tfch ph6n b6 bi6u kitin d tr4ng thrli hing dinh tr€n ngudi khoe m4nh khoing 0,22 Llkgth€ trqng. Ti lQ

gan k6t v6i protein huy6t tuong ld 97%.
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Chuy€n hda
Esomeprazol dugc chuyiin h6a hodn todn qua hg thOng cytochrom P450 (CYP).PhAn chinh cia quri trinh

chuy6n hoa esomep.ur-ol phu thuQc vdo enzym CyplCtg,,tpo thdnh c6c ch6t chuy6n h6a. hydroxy vd

desmethyl c[ra esomeprazol. ihin cdn l4i cira qu6 trinh chuy6n h6a phu thuQc vdo mQtch6t ddng dpng d4c

hiQu khrit, CYP3A4, ipo thdnh esomeprazol sulphon, ch6t chuy,5n h6a chinh trong huy6t tuong.
Thdi tri
C6c thdng sO dudi ddy chi y6u phin 6nh dugc <tQng hgc o nhfrng cii nh6n c6 enzym chr?c ndng CYPZCI1,

.l
cnuyen noa rong ral.
TOng dQ thanh thii huy6t tuong khodng lTLlgid sau khi ding li€u don vd khoing. gLlgid sau khi dirng
li6u l[p l4i. Thoi gian b6n thii trong huy6t tuong khoing 1,3 gid sau khi dtrng li€u lap l4i I lin/ngiy.
Esomeprazol thdi trir hoin todn kh6i huy6t tuong giffa c6c li€u dirng md kh6ng c6 khuynh hucrng tich lfry
khi ding I lAn/ngdy.
C6c ch6t chuy6n h6a ch(nh cta e.someprazol kh6ng 6nh huong d6n sy titit acid da. ddy. Khoing 80%
esomeprazol li6u u5ng dugc bdi ti6t qua nudc ti6u du6i d4ng cdc chdtchuy6n h6a, phin con lpi quiphdn.
DuOi lo/othu5c o dang chua chuy,Sn h6a ctugc tim th6y trong nudc ti6u.
SU tuydn finh/khdng tuydn tinh
Dugc cl6ng hoc c0a esomeprazol dugc lghi6n cfu cl6n li€u dtng 40 mg x 2 lAn/ngdy.
DiQn tich dudi duong cong bi6u di6n nOng dQ thuOc trong huytil tuong theo thoi gian (AUC) tdng l€n sau
khi dtng lqp lai esomeprazol. Su tlng ndy phu thu6c vdo liOu vi k6t qui cho th6y li6u ding tlng nhiOu
hon AUC sau khi dtrng li€u lap lai. Su phu thu6c vio thoi gian vd li€u dirng niy ld io sg gianichufen hOa
lAn dAu o gan vd.giim <tQ thanh thdi todn thdn c6 le dolu ric ch6 

"n 
y^ iypzCtg cta esomeprazol

vd/ho4c ch6t chuy,Sn h6a sulphon.
\

Cdc nhdm bpnh nhbn ilfic bigt W'
Nh6m ngudi chuydn hda kdm \-
Khodng 2.9 tl.5%o ddn sO kh6ng c6 enzym chtlc n6ng CYP2C19 vi dugc ggi li nh6m nguoi chuyiln h6a
kdm. O cic cir nh6n ndy, sg chuy6n ho6 ctra esomeprazol th6ng quu 

"nry- 
CYP3A4. Sau khi ding li6u

lap lai esomeprazol 40 mg, I lAn/ngdy, AUC trung binh o ngudi chuy6n h6a kdm cao hon khoing 1OO"t

so vdi ngud'i co enzym chfc n6ng CYP2Clg (nguoi chuyi5n h6a manh). NOng <lO <linh trung binh trong
huy€t tuong tSng khoing60%.
Nhirng ghi nh4n ndy kh6ng 6nh huong li€u dtrng esomeprazol.
Gi6i tinh
Sau khi dtng li€u don esomeprazol40 mg, AUC trung binh o phu nir cao hon nam gi6i khodng 30%.
Kh6ng ghi nh4n c6 sy khric bi€t gifra cdc gioi tinh sau khi dirng li€u lap lAi I lAn/ngdy. Nhirng ghi nhgn
ndy kh6ng liOn quan d6n li6u luong esomeprazol.
Suy gan
Sg chuy6n h6a c0a esomeprazol c6 th6 b! suy. gidm o b6nh nh6n r5i loan chric ning gan tir nh.g cl6n trung
binh. TOc dQ chuy6n h6a gi6m o bQnh nhdn r5i lo4n chtic n[ng gan n{ng, din <t6n ldm tdng g6p d6i AUC
cta esomeprazol. Vi vfly, kh6ng dtrng qu6 li€u ttii da20 mg <r bQnh nh6n r6i lo4n chfc ndng gan n6ng.

Esomeprazol ho{c cdc chdtchuyt-An h6a chinh kh6ng c6 khuynh hu6ng t(ch lfiy khi dirng I lAn/ngdy.

Suy thQn

Chua c6 nghiCn criu ndo dugc thuc hiQn tr€n bQnh nhin gi6m chftc ndng thin. Vi th4n chiu tr6ch nhiQm

trong viQc ddo thdi c6c chdt chuy6n h6a cta esomeprazol nhrmg kh6ng chlu tr6ch nhiQm cho sp ddo thii
ttruO-c auOi dpng kh6ng di5i, sy chuyen h6a cta esomeprazol c6 th€ khOng thay tt6i o bQnh nhdn suy gi6m

chfc ndng th$n.

Ngffdi ldn tu6i
Si chuy€n h6a cia esomeprazol khdng thay d6i dring kC o bQnh nhin cao tu6i (71-80 tu6i).

Trd vi thdnh nian (12-18 tu6i)
Su d\rng li€u l4p iai 20 mg esomeprazol, AUC vi thdi gian dqt n6ng dQ thutic t6i da trong miiu (tmax) o

tr6 vithdnh ni6n tuong tg nhu o nguoi l6n
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CHi EINH
Vi€n ndn bao tan trong ruQt ESOSWIFT 20 dugc chi rllnh o ngudi l6n trong ctic trudng hgp:
B€nh trdo nguqc dq ddyahuc qudn (GERD)
- Di€u tri vi6m thyc quin bdo mdn do trdo ngugc.
- Di6u tri ddi h4n cho b€nh nh6n vi6m thuc quin dd chira ldnh dO phdng ngtra trii phrit.
- Ei€u tri trieu chimg bQnh trdo ngugc d4 ddy+hyc qu6n (GERD).
KAt hqp vdi m6t phdc dA khdng khuiin thich hqp ae aiil *i Helicobacter pylori vd
- Chfl'a ldnh lo6t t6 trAng c6 nhi6m Helicobacter pylori vd
- Phdng ngla t6i ph6t lodt da ddyt6 trdng 0 bQnh nhin lodt c6 nhi6m Helicobacter pylori.
BQnh nhdn dang dilng NSAID
- Chira ldnh lodt dg ddy do dirng NSAID
- Phdng lodt da ddy vi lo6t tri trdng li6n quan d6n sir dpng NSAID o bQnh nhdn c6 nguy co.
- Di€u tri hQi chring Zollinger Ellison.

Vi€n ndn bao tan trong ru6t ESOSWIFT 20 duoc chi dlnh cho tr6 v! thdnh ni6n trong c6c
Trdo nguqc dq ddy thuc qudn
- Di€u trivi€m thuc quin bdo mdn do trdo ngugc.
- Di9u tri dai hpn cho b€nh nhdn vi€m thuc qudn cl6 chta ldnh dd phdng ngta t6i phrlt.
- . Di€u tri trieu chring b6nh trdo ngugc d4 ddy-thgc qu6n (GERD).
Kdt hqp vdi cdc khdng sinh trong diiu tri ioat ia rdng'do lielicobacter pylori.

LrEU LUqNG vA CACH DUNG
Ngndi lhn
BQnh trdo nguqc dq ddy-thtrc qudn (GERD)
- Di€u tri vi€m thuc qu6n bdo mdn do trdo ngugc: 40 mg x I liningdy trong 4 tuAn

NOn di€u tri th€m 4 tuin nfi'a cho bQnh nli6n vi0m thr,rc qudn chua du-oc chfra linh hay v6n c6 tri€u
chring dai ding.

- Di0u tri ddi h4n cho bOnh nh6n vi6m thuc quAn dd chfi'a ldnh d€ phdng ngira t6i phdt: 20 mg x I

9(neaI- Di0u tri trieu chring bQnh trdo nguq.c dp ddy-thgc qu6n (GERD): 20 mg x I lAn/ngdy o b€nh nhdn
kh6ng bl vi6m thgc qudn.N6u sg ki6m sorlt triQu chring khOng clqt dugc sau 4 tua;, bQnh nhdn n6n
dugc ki6m tra th6m. Khi c6c tri€u chring dd dugc giAi quy6t, viQc ki€m so6t tri6u chr?ng sau d6 c6 th€
d4t dugc vdi ph6c aO ai6u tri theo nhu cAu ld 20 mg x I lAn/ngdy khi cdn thi6t. O bQnh nhdn dang. tli6u
tr! blng NSAID c6 nguy co lo6t d4 ddy vd lodt tii trdng, viQc sft dung ph6c AO OiCu tri theo nhu ciu d6
ki6m so6t triQu chf'ng sau d6 kh6ng dugc khuy6n c6o.

K€t h.op vdi mQt phdc dA khdng khutin thfch hqp ae aiil tb Helicobocter pylori vd
- Chfi'a ldnh lo6t t6 trdng c6 nhiSm Helicobacter pylori vd
- Phdng ngira t6i phrit lodt dp ddy-t6 trdng 0 bQnh nhdn lo6t c6 nhi6m Helicobacter pylori: 20 mg

esomeprazol + I g amoxicillin + 500 mg clarithromycin, t6t ci dirng 2ldn/ngdy x 7 ngdy
B€nh nhdn dang dirng NSAID
- Ch['a ldnh lodt dA ddy do dirng NSAID: 20 mgx I l6n/ngdy. Thoi gian di6u tritt 4-8 tuan.

- Phdng lodt dp ddy vd lo6t t6 trdng liOn quan d6n sti dgng NSAID o benh nh6n c6 nguy co: 20 mg x I
l6n/ngdy.

- Di€u tr! hQi chring Zollinger Ellison: khoi dAu bdng li€u 4Q .g x 2 lAn/ngiy, sau d6 chinh li€u tiry
theo diip ftng cta bQnh nhan. PhAn l6n bQnh nh6n dugc kii5m so6t vdi li6u ttr 80-160 mg/ngdy.V6i
li€u ldn hon 80 mg/ngdy, n6n chia li6u vd su dung 2ldn/ ngdy.

Odi trqng ilfrc biQt
BQnh nhdn suy gidm chftc ndng thQn

Khdng c6n thitit phdi di€u chinh li6u o b6nh nh6n suy thQn. Do it kinh nghiQm sft dpng thu6c o bpnh nhdn

trudng h-q p:
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suy than ndng, n€n su dpng thudc thpn trong d nh6m b6nh nhdn niy.
BQnh nhdn suy gidm chnc ndng gon
Kh6ng cAn thiiSt tli€u chinh li6u d b6nh nhdn suy gan nhg <ltin trung binh. O bqnh nhdn suy gan n6ng,
kh6ng n€n sri dqng li€u lon hon 20 mglngdy.
Ngudi lon tui;i
Kh6ng cin di6u chinh li€u

Trd v! thdnh niln (12-18 udi)
Trdo nguqc dq ddy thuc qudn
- Di€u tri vi€m thgc quin bdo mdn do trio ngugc: 40 mg/ngiy trong 4 tuin
- NCn di6u tri thdm 4 tu6n nira cho b6nh nhdn vi0m thuc quin chua du-o. c chfra ldnh hay v6n c6 tri€u

chfng dai ding.
- Di6u tri dii han cho b6nh nhdn vi6m thgc qu6n dd chfra linh dO phdng ngira t6i phdt:20 mglngity
- Ei6u tri trieu chring bQnh trdo ngugc d4 ddy-thr,rc qudn (GERD).Zb mg x I lAn/ngdy O Uplir nfran

kh6ng bl vi€m thuc quin.Ntiu sg ki€m so6t triQu chftng kh6ng tlpt duqi sau 4 tuAn, tpnh nhan nCn
dugc kir3m tra th6m. Khi c6c tri6u chri'ng dd duoc gidi quy6t, viQc ki€m soiit trieu chimg sau d6 c6 th6

, d4t clu-o. c vdi ph6c AO ai€u tri theo nhu cAu ld 20 mg, 1 lAn/ngdy khi cdn thi6t.
K€t hqp vdi cdc khdng sinh trong diAu tui lodt td trdng do Helicobacter pylori.
Khi lpa chgn ktit h-o. p tti€u tr! thich hcrp, n€n cin nhlc d6n phric tt6 chinh thtic cria tirng qu6c gia, khu vuc,
dia phuong li0n quan d6n sg dC khang cta vi khuAn, thoi gian di6u tri lphO bii5n nhdt ld 7 ngity nhung
thinh thoing c6 th€ l€n tl6n l4 ngiy), lr,ra chon kh6ng sinh thich h-o. p. ViQc di6u tri ndn du-o. c kitlm so6t boi
chuy€n.gia.
Li6u di€u tr c6o nhu sau

I

ll

at

I

Crich dilng.'NuOt nguy€n vi€n vdi nu6c, kh6ng n6n nhai ho4c nghi6n.

CHONG CHi DINH
.x

Quii m6n vdi esomeprazol, phAn nh6m benzimidazol ho{c vdi bAt ki thdnh ph6n ndo c[ra thu6c

Kh6ng su dr;ng dOng thdi vdi nelfinavir.

THAN TRQNG DAC BIE,T VA THAN TRSNG KHI DUNG THUOC
Khi c6 ss hiQn Oign U7t f<y-inOiiiie" .ir,i"g b6o dQng ndo (nhu ld gi6m cdn d6ng kC khOng chfi f, n6n t6i I

ph6t, kh6 nu6t, n6n ra m6u.hay dai tiQn phdn den) valhoic khi nghi ngd ho[c bi lo6t d4 diy, n€n loai trtr i
tpnn ty iic tinh, vi tliAu tri bing esomeprazol c6 th6 ldm gi6m triQu chimg vi ch|m tr6 viQc chAn doiin. I

TIJONG TAc TSUOC VA CAC TIIONG TAC KHAC
Tdc itQng cfia esomeprazol bAn dwqc ilQng hgc cfia cdc thudc khtic
Cdc thudc *c chA enzym protease
Omeprazol dd dugc bSoirio c6 tuong t5c v6i c6c ch6t ri'c ch6 enzym protease. TIng pH da ddy trong qu6

trinh diAu tri bing omeprazol c6 th€ihay.d6i sU h6p thu cria c6c chdt fc ch6 enzym protease. C6c co ch6

tuong t6c kh6c c6 th€ th6ng qua su fc chtl CYP2Cl9.
Gia; n6ng dQ atazanavir vi nelfinavir trong huytit thanh dd dugc ghi nhdn khi sir dpng chung vdi

omeprazollvi vQy viQc sir dpng dOng thoi c6c thu6c ndy vdi nhau khOng dugc khuy6n c6o.

T[ng ndng dq tiong huyiSt thanh (80-100%) cia saquinavir (ki5t hop vdi ritonavir) dd dugc biio c6o khi su

C6n nane Li6u dirng
30-40kg K€t hqp uoi 2 khing sinh: esomeprazol 20 mg * amoxicillin 750 mg + clarithromycin 7,5

mg/kg th6 trong. Tat ce su dung 2lAnlneiry trong I tudn
KCt hqp
mg. Tdt

v6i 2 kh6ng sinh: esomeprazol.20 mg + amoxicillin I g + clarithromycin 500
ci sri dung 2ldn/neiLy trong I tu6n

>4Okg
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dung chung v6i omeprazol (li€u 40 mg x I lin/ngdy).
Dtng d6ng thdi omeprazol li€u 20 mg x I l6n/ngdy kh6ng c6 tiic <lQng d6n darunavir (k€t h-o. p v6i
ritonavir), amprenavir (ktit hqp v6i ritonavir ho{c kh6ng)
Dirng dOng thdi omeprazol liAu 40 mg x I lAn/ngdy kh6ng c6 t6c <tQne d6n lopinavir (k6t hqp v6i ritonavir
hogc kh6ng)
Methotrexat
Khi sri dr,rng ddng thdi v6i ciic thu6c ric ch6 bom proton, ndng dQ methotrexat tlng l6n o vdi bQnh nhAn.

Khi su dpng li0u cao methotrexat, n6n cdn nhic t4m ngirng sft dung esomeprazol.
Tqcrolimus
Su dqng d6ng thdi v6i esomeprazol ldm ting n6ng dQ tacrolimus huy6t thanh. ViQc theo ddi ndng dQ

tacrolimus cfing nhulheo d6i chfc n6ng thfln (d0 thanh th6i creatinin) n6n dugc ti6n hdnh vd di6u chinh
li€u tacrolimus n€u cdn thi6t.:.
Vdi cdc thuoc ma su hdp thu phq thu)c pH
tJc ch6 sU ti6t acid d4 day trong qu6, trinh di€u tri bing esome prazolvi ctic thu5c ric ch6 bom proton kh6c
c6 th0 ldm t6ng hoic giim sg h6p thu c0a c6c thu5c md co cn6 h6p thu c[ra cilc thu5c ndy b! Anh huong
boi.nH da ddy.
Gi0ng nhu c6c thu6c ric ch6 ti€t acid da ddy, sy hdp thu c0a ketoconazol, itraconazol vd erlotinib c6 th6
gi6m vd sU h5p thu cria digoxin c6 th6 tdng trong khi di6u tr! v6i esomeprazol. St dpng tl6ng thoi
esomeprazol (20 mg x I lAn/ngdy) vd digoxin o ngudi khoe manh ldm ting sinh khd dgng cria digoxin
l0%(c6 th0 tdng d€n30%d 2 trong s5 l0 ngudi).NgQ d6c digoxin hi6m khi dugc b6o c6o.Tuy nhi€n, cAn

th6n trong khi st dqng esomeprazol li6u cao o nguoi ldn tu6i.Theo ddi tri li6u bing digoxin n€n duoc ti6n
hdnh.
Vbi cdc thuiic chuydn hda bhi CYP2C19
Esomeprazol ric ch6 CYP2Cl9, enzym chinh chuy€n h6a esomeprazol. Do vfly, khi esomeprazol duoc
dirng chung v6i c6c thu5c chuy6n h6a bing CYPZCII, nhu diazepam, citalopram, imipramin,
clomipramin, phenytoin..., ndng dQ cric thu5c ndy trong huy6t tuong c6 thti tdng vi cAn gidm li€u dDng.

Ei€u ndy cin dugc d4c biQt chri f khi k€ toa esomeprazol cho di6u tri theo nhu cdu.
Diazepam
Dirng ddng thdi v6i esomeprazol 30 mg ldm gi6m 45% dO thanh thii cta diazepam,
CYP2CI9.
Phyenytoin
Khi dtng d6ng thoi vdi esomeprazol40 mg ldm tdng l3Yo n6ng dQ driy cria phenyto.in trong huy6t tyong
o bQnh nh6n dQng kinh. N€n theo d6i n6ng dQ phenytoin trong huy6t tuong khi b6t ddu hay ngmg di€u tri
vdi esomeprazol.
Voriconazol
Dtrng d0ng thdi vdi omeprazol (liOu a0 mg x I lAn/ngny) ldm tdng l5%o Cmax vd 4lo/o AUC cta
voriconazol (co chdt cira CYP2C19)
Cilostazol
Omeprazol cfing nhu esomeprazol li chric tic ch6 CYP2Cl9. Omeprazol li6u 40 mg o bQnh nhdn kh6e

manh ldm t6ng l8olo Cmax, 26% AUC c0a cilostazol, vd 29%o Cmax,69yo AUC cfra cilc ch6t chuy6n h6a

cia cilostazol.
Cisaprid
O nguoi tinh nguyQn kho6 m4nh, khi dirng d6ng thdi v6i 40 mg esomeprazol, diQn tich dudi dud'ng cong

Uieu aien ,Ong a9 cisaprid trong huy6t tuong theo thdi gian (AUC) t?ng l€,n 32Yo vd thdi gian b6n th6i

cisaprid keo dai in6- :1olo nhung nong dQtinh cisaprid trong huy6t iucmg tlng l€n kh6ng d6ng k€.

Khoing QTc hoi k6o ddi, sau khi dtng cisaprid ri€ng 16, khodng QTc kh6ng bi k6o ddi hcrn nira khi dirng

d6ng thoi cisaprid vdi esomeprazol.
Warforin
OJng OOng thdi esome prazol lieu 40 mg. o bQnh nhdn dang di€u tr! bing warfarin trong c6c thri.nghiQm

l6m ldng cho thfy thdi gian d6ng m6u nim trong gi6i h4n cho phdp. Tuy nhi€n, sau khi dua thu0c ra thi

b--
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truong, d5 c6 mQt sO bao ciio vd vi6c tdng tri s6 INR tr€n l6m sdng. Can theo d6i khi b6t tl6u vd kr5t thtc
di0u trl bing esome prazolo bQnh nh6n dang aieu tri Uinj r""ra.in"noa. .a. dA;;;t;;;; #;. "'
Clopidogrel
Ciic nghiOn c['u tr€n. nguo^iJ<h6e T?$ :.lo th6v ,.oglg t69 vC mdt duoc luc hgc/dugc d6ng hoc gifra
clopidogrel (li6u kho'idiu 300 rng/ngdy, liCu duy trl7S-mg/ngdy) vd esomeprazoi ltieu 40 mg/nedy) ldm
giim 4"0Yo16ngdQ ch6t chuy6n h6a co hoat tinh cria clopidigrel vd gi6m l4yo tdc aurg *. rfre-te;;# ;i6;
cdu (cdm ung ADP).

flong.-.?,.ngh-Len criu tr6n nh6m ngudi kh6e manh cho th6y, khi st dung clopidogrel trong mQt ph6i hqp
li6u cO dinh vdi esomeprazol20 mg vd aspirin 8l mg ldm gi6m 4OYo n1ng d0 ch6t chuy-6n h6a c6 hoat
tfnh_cria clopidogel so v6i khi sir dung clopidogel ri€ng 16. Tuy nhi6n mtc t6c dgng chting ktit tpp titiu cAu
t6i da o nh6m ngudi niy kh6ng c6 su khiic biet khi sri dgng clopidogrel dpng ph6i hqp cO Oinn vl su dgng
ri6ng 16.

D5 c6 b6o ciio vC Ui6n c6 tim mach kh6ng tuong fi'ng v6i tuong t6c duoc d6ng hgc / dugc luc hoc tr€n l6m
sdng cira Esomeprazol c6 trdn thyc nghiQm vd l6m sing.
Di: dC phong n6n triinh sri dpng d6ng thdi vdi Clopidogrel.

cric thudc ctd ittqc chftng minh khang cd twong tdc liln quon vi m(t lfrm sdng
Amoxicillin vd quinidin
Esomeprazol kh6ng c6 c6c tric dQng liOn quan vC lam sdng tr6n duoc d6ng hgc ctia amoxicillin vd
quinidin.
Naproxen vd rofecoxib
C6c nghiCn cfu d6nh gi6 viQc s0 dung d6ng thoi esomeprazol v6i naproxen ho.Ic rofecoxib khOng cho
thAy tuong t6c duoc dQng hgc li6n quan v0 m4t l6m sdng trong ciic nghi€n criu ngin h4n.
Tric itQng cfia ctic thudc khtic iftn clrytc ttQng hgc crto esomeprozol
Cdc thutic uc chi! CYP2Ctg vd/hodc CYP3A{
Esomeprazol duo. c chuyl5n h6a boi CYP2Clg vd CYP3A4. Su dgng d6ng thdi esomeprazol vdi cric chSt
ri'c ch6 CYP3A4, clarithromycin (500 mgx2lArVngdy) ldm t6ng g6p d6i AUC cia esomeprazol. Str dgng
d6ng thoi esomeprazol v6i c6c thu6c ftc ctr6 Cyp:e4 vd CYP2Clg ldm t1ng gdp d6i AUC cta
esomeprazol. Voriconazol itc ctr6 CypZClg vd CYP3A4 ldm tdng280o/o AUC cira omeprazol. ViQc <ti€u

chinh li€u esomeprazol kh6ng c6n thi6t trong nhfrng truong hgp ndy. Tuy nhi€n, viQc di€u chinh lidju n€n
c6n nhdc o bQnh nh6n suy gan ndng trong trudng hqp cdn di6u tri k6o ddi.

Cdc thuiic cdm thng CYP2Ctg vd/hodc CYP3A4
Ctic thuSc c6m ring CYPZCIS holc CYP3A4 ho{c c6 hai (nhu rifampicin) c6 th6 lim gi6m n6ng dQ

esomeprazol huy6t thanh do tlng chuy€n h6a esomeprazol.
Trd em
Tuong t6c thu5c mdi chi dugc nghiOn cfu d nguoi l6n.

srl oliNc rHUOc rRoNG THoI Ki MANG THAI vA cHo coN BU
Thdi ki, mang thai
Kh6ng c6 dfi' liQu l6m sing ndo vC OiCu tri bing esomeprazol trOn phq nir c6 thai. Kh6ng n6n kO toa cho

phu nir c6 thaitril khi loi ich cao hon nguy co.

Thiti ki nubi con bil
Nguoiia chua bi6t .dng esome prazol c6 titit ra sira mg hay kh6ng. Kh6ng c6 nghi€n cfu ndo tr6n phq nir

cho con b0 dugc thgc hiQn. Vi vfly, khOng nOn dtng esomeprazol trong khi cho con bri.

sr.I DUNG Trruoc o NGUoI DANG LAI xE vA vAN HANH vtAv vtoc
Khdng c6 ghi nh4n bdt ki t6c dQng ndo cta thu6c <ttin ngudi dang l6i xe vd vfln hinh m6y m6c.

rAc ogNG KHONG MoNG MUoN
Khdi qudt v€ cdc dung kh6ng mong mu6n cua thudc
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Nhfc dAu, dau bpng, ti€u chiy, bu6n ndn li nhirng phin ring php thuong dugc ghi nhpn tir c6c thri nghi€m
l6m sdng (kO c6 sau khi dua thu6c ra thi trudng). Ngodi ra, cdc trlc dpng ndy ll gi6ng nhau cho cac dang
bdo ch6, chi dinh, tu6i, gi6i tfnh, chr)ng tOc.
C6c phdn ting kh6ng mong mu6n do thu6c sau ddy dd dugc ghi nh4n hay nghi ngd trong c6c nghidn cftu
l6m sing cfia esomeprazol. Kh6ng c6 phdn fng ndo li€n quan d€n li6u dtng.
Thudng.g(p (> 1/100, < 1/10)
Nhric diu, dau byng, ti€u ch6y, d6y hoi, bu6n n6n/n6n, t6o b6n.
It sqp e 1/1000, < 1/100)
Pht ngoqi biOn, m6t ngt, hoa mit, di c6m, mo mdng, ch6ng m6t, kh6 miQng, tdng men gan, vi€m da,

, A. inEV,a, n6i mdn, n6i mO day, gdy xuong h6ng, xuong cd tay hodc cQt s6ng.
Hi€m gqp (> l/10,000, <l/1000)
Gi6m bpch cAu, gi6m.ti6u cAu, phin fng qu6 min nhu: s5t, pht m4ch,.phin rrng phin vQ/ s5c phdn vE,.ha
natri miiu, lo ldng, nh6m l6n, tr6m cim, r6i lo4n vi gi6c, md mit, co thdt ph6 qudn, vi€m da ddy, bQnh ndm
Candida dudng ti€u h6a, vi€m gan kdm theo vdng da hodc kh6ng, rgng t6c, tdng nhpy cim tinh siing, dau
kh6p, nht'c g6n, tdng ti6t mO h6i.
Riit hi€m gqp (<1/10000)
M6t bqch cAu hat, gi6m ba ddng
nh6n c6 b€nh gan tir trudc, h6ng

t6 bao m6u ngoai vi, 6o tudng, a6 Ucn dQng, xo gan, b€nh ndo

da nhi6m dQc,

o
yeu CO,ban da d4ng, hQi chfng Steven-Johnson, ho4i tti

vi€m k€ th6n, vri to 0 nam gi6i
Cdc phan ung ngoqi !,khdc
Ha magnesi miiu, hp magnesi m6u nghi6m trong kdm theo ha calci miiu. Ha magnesi m6u c6 th6 li€n quan

d6n ha kali m6u, vi6m dpitrdng
biit h) tdc &tng ndo kh6ng mong muiin xdy ra hLn thi vi€c sitThong bdo cho Bdc s! cila bqn

thu(ic.

SI/ DUNG QUA LIEU
Df liQu v0 srJr dgng qu6 lidu cdn h4n chi5. C6c triQu chfi'ng khi dirng li6u 280 mg dugc mO t6 ld: suy nhugc

vd c6c triOu chf'ng tr6n dudng ti6u h6a. Vdi li6u don esomeprazol 80 mg v6n an todn khi dtng. Chua c6

vi viy khOng d6 ddng b! phdnctr6t giai dQc dac hiQu.

tilch.Trong trudng hgp
Esomeprazol
qu6 lidu, n€n

a
gan
-. ).
oleu

ki5t m4nh vdi protein huy6t tuong,
tritrieu chring vd s[r dgng cric biQn phrip hd trq chung.

HAN DUN Gz 24 th6ng k€ ttr ngay s6n xudt. Dd xa tim tay trd em

TItu GHUAN: Nhd sdn xu6t

nAO QUAN: 86o quin o nhiet d9 dudi 30'C. Tr6nh 6m vd 6nh s6ng.

DONG GOI: HQp 03 vi x vi 10 vi6n

Sdn xudt tqi An D0 bo'i: IND-SWIFT LIMITED
Off. NH-21, Village Jawaharpur, Tehsil Deraba.ssi,

District SAS Nagai (Mohali), Punjab-140507, An DQ
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