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to hu6gg din s&dr;ng
R, - Thuoc niy chi dtng theo don thu6c

EMANERA 20 MG GASTRO.RESISTANT CA
EMANERA 40 MG GASTRO.RESISTANT

Esomeprazole

D6 xa tim tay tr6-em.

$ DS" k! hu6ng din s&dqng tru6c khi dtng.

N3

lAm sdng khi tang li6u atazanavir ddn 400mg Xet nqp voi 100mg ritonavir; kh6ng n6n s&
dqng qu6 20mg esomeprazole.
Esomeprazole, c0ng nhu c6c thu6c kh6ng axit khdc, c6 th6 ldm gi6m hAp thu vitamin
B,,(cyanocobalamin) do sqr gidm ho4c thi6u axit dich vi. Di6u ndy n-6n duEc cAn nhic d
nhirng bQnh nh6n co giim dU tr0 vitamin B,, hofc co y6u t6 nguy co gi6m h5p thu vitamin 8,,
khidi6u triddihan.
Esomeprazole ld ch6t uc ch6 CYP2C19. Khi b6t d6u hay k6t thrlc di6u tri voi esomeprazote,
cAn xem x6t nguy co tuong t6c thu6c voi c6c thu6c chuyBn h6a qua CYP2C19. D5 c6 ghi
nh0n tuong t6c giOa clopidogrel vd omeprazol. Kh6ng. rO m6i ti6n quan lAm sdng cria tuong
t6c ndy. Nhu ldr mOt bien ph6p thAn trqng, khOng khuy6n khich dirng ddng thcri eiomeprazot
vd clopidogrel.
Dd co c6c b6o c5o vO giAm magiO m5u n{ng & nhung b6nh nh6n di6u tri.bing thu6c uc ch6
bom proton (PP.l) nhu esomeprazole trong it nhAt 3 th6ng, vd trong CIa sO c6Ctruong hEp td
trong 1 nim. Bi6u hiQn n6ng c0a gidm magi6 m6u nhu met m6i, co c.rlng, m6 s6ng, co gifit,
chodrrlg v5ng vd loan nhtp th6t c6 th6 xiy ra nhung khdi ph6t Am thAm va tnOng 

-OuqCtuu

t6m. 0 da sO c6c bQnh nhin, tlnh trqng gi6m magi6 m6u duqc cii thien sau khi s0 drJng li6u
ph6p magie thay th6 vd ngung s& dUng PPl.
DOi voi c6c benh nhAn cAn duqc di6u tri keo dai hodc nhirng b6nh nh6n ding d6nq thoi PPI
vd digoxin hoic c6c thu6c kh6c co th6 gAy ha magi6 m6u (vidu nhu c5g thu5i toi t6u), nhan
vien y te n6n c6n nhic dinh lucrng n6ng do magi6 m6u tru0c khi b5t dAu di6u tri PPI vd dinh
k!, theo doitrong qu6 trinh di6u tri.
C6c thu6c uc ch6 bom proton, dac biQt khi dtng li6u cao vd trong thcri gian dai (> 1 ndm), co
th6 lam tdng nhg nguy co g6y 1..uong hO.ng, xucrng c6 tay vd c0t!6ng, 

-Oac 
OiCt d bQnh nhan

cao tu6i hoac khi c6 s.U hiQn di6n cia y6y t6 nguy co kh6c- C6c nghi6n cuu quan s6t chi ra
rdng c6c thu6c Oc ch6'bom proton c6 th6 ldm ting. t6ng th6 nguy co g5y xuong kho6ng 10-
40%. MQt phin trong m0c tdng ndy c6 thd do c6c y6u t6 nguy co kh6c. Benh nh6n c6 nguy co
lo6ng xuong n6n duEc chdm s6c theo c5c hucrng d5n lAm sdng hiQn hdnh vd n6n duEc b6
sung m6t lugng vitamin D vd calcium thich hop.
Tuong tdc voi cdc x6t nghiQm
Sqr tang n6ng dQ ChromograninA(CgA) co th6 can thi6p vdovi6c do.tim c5c kh6i u thAn kinh
n6i ti6t. Nhdm tr6nh sU can thi6p ndy, n6n tam thoi ngung di6u tri b6ng esomeprazol it nhSt
ndm ngdy truoc khi dinh luqng CgA.
Phg n ir c6 thai vd cho con bf
Thoikymangthai:
Chua c6 di du lieu lAm sdng v6 viQc dtng Emanera tr6n phu nO c6 thai. Khi dtng h6n.hop.:
dong phAn racemic c[a omeprazol, du liQu tr6n s6 lugng l0n phr,r nO co thai c6 dtng thu6c tu
c6c nghi6n c0u dich t5 ch*ng t6 thu6c kh6ng SAy di t6.t hoac dOc tinh tr6n bdo thai. Cdc
nghi6n c0u v6 esomeprazole tr6n d6ng vqt kh6ng cho th5y thu6c c6 t5c d6ng c6 hqi trr,rc ti6p
hay gi6n tiep tr6n sr,r ph6t tri6n c0a phoi/thai nhi. C6c ngni6n cuu tr6n tlong vQt voi h6n hgi
racemic c0ng khdng cho th6y co tdrc dQng c6 hai truc ti6p hay gi6n ti6p trCn tinh trang mang
thai, sU sinh nd hodc str ph6t tridn sau sinh. N6n thQn trgng khi k6 toa cho phU nO c6 thai.
Thoi kj,cho con bd:
Ngucri ta chua bi6t esomeprazole co ti6t qua s0a mg hay kh6ng. Khong c6 nghi6n cuu ndo
tr6n phu nO cho con bu duoc thqrc hiQn. M vQy, kh6ng n6n dtng Emanera trong khi cho con
b0.
Anh hu&ng cta thu6c l6n khi ning l5i xe vi vin hinh m6y m6c
Emanera khong dnh hudng d6n lai xe vd v6n hinh m6y m6c.

Thdnh phin:
Duqc chAt : Esomeprazoleas

*J 20 mg gastro-res
esomeprazole magnesium dihyd dr.rong voi 20 mg esomeprazole.

istant capsules: M6i viCn nang kh6ng acid cht-?aEmanera
20,645m9
Emanera ,

43,376 mg
T6 duEc:

rattuong
les: M6i2_ 40 mg gastro-resistant capsu vi6n nang kh6ng acid dq ddy chuaZ esomeprazole magnesium dihydrattuong duong vcli 40mg esomeprazole.

Sugar spheres, Povidone K30, Natri lauryl sulphate, Opadry ll White, Magie carbonate,
Methacrylic acid - ethyl acrylate copolymer, Talc, Macrogol6000, Titan dioxide, Polysorbate
80.
D4ng bio ch6: Vi6n nang kh6ng acid dq ddy.
Chidinh:
T16 vithirnh ni6n tr6n 12 tu6i:
BOnh trdo nguEc da ddy th-qrc quin (GERD)
- Di6u tr! vi6m lo6t thuc qu6n do trdo nguqc.
- Phong ngua sUt6iph6tvi6m thqrcqu6n.
- Di6u tritriQu chrlng cia bOnh trdo ngugc da ddy thuc qudn.
K6t hqp voi c6c kh5ng sinh trong viQc diQt tru Helicobacter pylori
Nguoilon:
B0nh trdo nguqc da ddy thuc qu6n (GERD)
- Di6u tri vi6m lo6t thqc qudn do trdo ngu'qc
- Phong ngua sr.r t6i ph6t vi6m thuc qu6n
- Di6u tri triQu chung crla bQnh trdo nguEc dq day thUc qudn.
Kdt hqp voi c6c kh6ng sinh trong viQc diQt tr& Helicobacter pylori.
- Ldm ldnh v6t loet da ddy vd t6 trdng do Helicobacter pylori.
--Phong ngua t6iph6t loetdq ddy o nhirng bQnh nhAn bi nhi5m Heticobacterpylori.
0 nhirng bQnh nhAn dang dung NSAID
- Phong ch6ng lo6t o nh0ng b6nh nhdn dang s& dqng NSAID ho{c nhirng b6nh nh6n c6
nguy co.
- HOi chOng Zollinger - Ellison vd c6c truong hqp kh6c co kem theo tdng ti6t acid da ddy
- Di6u tri k6o ddi sau khi dd di6u tri phong ngua t5i xuAt huydt do lo6t dq daty t5 trdng bing
duong tinh mqch.
C6ch dtng,li6u dtng
C?ch ding:
U6ng thu.6c vdo thoi gian b6t ky trong ngdry
C6 the u6ng truoc hoic sau khi an.
Nu6t cd vi6n thu6c voi nuoc, khong nhai hodc
Li6u dung:
Nguui lOn vd trd em tr6n 12 tuiti

o tInghi6n truoc khi

Tuong tic thu6c
C6c nghi6n cfu ve tucrng t6c thu6c moi chi duqc thuc hien d uoi lon.BQnhtraonguocdAdaythqcqudn _

_nlA,.r.:,,;Art.rr^r+-,1rr;,-i^r-i^-r,,.-...-./n*-*Ai^-.\,,r-^s^,, ^.,i +rran nA+hAr{ir-.rth3m,

4 tuAn nOa CI6ivoi nh0ng bQnh nhAn v5n con vi6m.
-Di6u triduy tri sau khide kh6ivi6m thucquin: 20mg m6i ngdy.
- Di6u tritriQu chung cia bOnh trdo nguqc da diry - thuc quin: 20mg m6i ngdy nOu bQnh nhdn
kh6ng bivi6m thqrc qudn do trdo nguqc khodng 4 tuAn.
Di6u tri kdt hop voi.khdng sinh ti6u di€t Helicobacter pylori:
20 mg Emanera ket hqp voi 1 g amoxicillin vd 500 mg clarithromycin, ngdy 2 l6n trong vong 7
ngay.
DOi voi nhOng b€nh nhan dang si'dqng NSAID:
- Di6u tri lo6t da ddy do dung thu6c kh6ng viem NSAID: 20 mg m6i ngdry, trong vong 4 d6n 8
tuAn.
- Dr,r phong loet da ddy d nhung.nguoi.co nguy co cao v6 bi6n chrlng d da ddry - t6 trdng,
nhung co ydu c6u ph6itiep tvc di6u tri bdng thu6c ch6ng vi6m kh6ng steroid: U6ng m6i ngdy
20 mg.
Di6u tri hOi chu'ng Zollinger Ellison
Li6u khdi dAu khuyen c6o ld Emanera 40 mg, hai l6n/ngay. Sau do di6u chinh theo d6rp ung
cria tung bQnh nhAn vd ti6p tuc dieu tri khi con chi dinh v6 mit lAm sdng.
NguoitOn thuong chuc ndng thdn
Kh6ng c6n phii di6u chinh li6u d b€nh nhin t6n thuong chuc ndng thQn. Do it kinh nghiQm v6
viQc dtng thu6c d b0nh nhAn.
Nguoi tOn thuong ch0c ndng gan
XfrOng cAn gi6m li6u d nguoi t6n thucrng chuc ndng gan & mrlc dO nhe d,3n trung binh. ()
bQnh nh6n suy gan ndng, khdng n6n dirng qu6 li6u t6ida 20 mg esorneprazol.
Nguoicaotu6i
Khong c6n di6u chinh li6u o ngucri cao tuoi.
Trd em duoi 12tuoi
Chua co du lieu nghi6n c0u khi dtng Emanera cho tr6 em duoi 12 tu6i.
Ch6ng chid!nh:
- MEn cdm voi esomeprazole, phAn nhom benzimidazol hay bAt crl thdnh phAn n?ro c0a
thu6c.
- Kh6ng n6n s[r drlng esomeprazole dong thoi voi nelfinavir, atazanavir.
Cinh b6o vi thAn trong
Khi co sqr hi6n di6n O5t t<y mgt trl6u chOng b6ro dOng ndo (nhu ld giAm c6n d6ng k6 khOng cni
f , n6n t5i phat, kho nuot, non ra m5u hay dqi tiQn ph6n den) vd khi nghi ngo ho{c bi loet da
ddy n6n loaitru bQnh lf 6c tinh vi di6u tri bang Emanera c6 th6 ldm gidm tri€u chOng vd ldm
chim tr6 vi6c ch6n do6n.
BQnh nh6n di6u tri thoi gian ddri (dac biQt nhung nguoi di di6u trt hon 1 ndm) n6n duqc theo
d6ithuong xu.y6n.
BQnh. nhAn di6u tri theo ch6 dQ khi c6n thi6t n6n li6n hQ.v0i bdc s[ nOu c6 c6c trigu cht}ng thay
d6iv6 dac tinh. Khi kO toa esomeprazol theo ch6 dO di6u tri khi cAn thi6t, n6n xem x6t OOn m6i
li6n quFn v6 tuong t6c voi c6c thu6c kh6c do n6ng dQ esomeprazol trong huy6ttuong co th6
thay dOi.

Khi k6 toa esomeprazole d6 diQt tr} Helicobacter pylori, n6n xem xet c6c tLrong t6c thu6c co
th6 xiy ra trong ph6c d6 di6u tri 3 thudc. Clarithromycin ld chAt uc ch6 manh CYP3A4 vd vi
th6 nen xem x6t ch6ng chi dinh vd tuong tac d6i voi clarithromycin khi dirng ph6c d6 3 thu6c
cho bQnh nh6n dang dung c5c thu6c kh6c chuydn hoa qua CYP3A4 nhu cisaprid.
Thu6c ndy c6 chua duong sucrose. BQnh nhAn co c5c v6n dB di truy6n hi6m gap nhu kh6ng
dung nqp fructose, kem h6p thu glucose-galactose hoic thi6u sucrase-isomaltase kh6ng
n6n dung.thuoc nay.
Di6u tri bdng thu6c uc ch6 bom proton c6 th6ldm tdng nhg nguy co nhi6m khudn duong ti6u
h6a doSa/mo nella vit Campylobacter .

Khong khuy6n c6o dung.dong thoi esomeprazole vdi atazanavir. NOu su ph6i hqp
alazanavir voi thu6c uc ch6 bom proton la khong the tr6nh ktr6i, c6n theo d6i chit ch6 tr6n

rlaY
O nguoi tinh nguyQn kh6e manh, sir dqng d6ng thcri.omeprazol (40mg, 1 l6n/ngiy) va
atazanavir 30Omg/ritonavir 100m9 lirm giim d6ng k6 n6ng dQ vd thoi gian ti6p xtlc
atazanavir lgiim AUC, C.",vd C.," khodng 7SV"1. fang li6u atazanavir tl6n 400mg dd khOng

bir tru t6c dQng cia omeprazol tr6n n6ng clQ vd thoi gian ti6p xfc atazanavir.
Dtng ph5i hqp omeprazol (20m9, 1 l6n/ngdy) vcvi atazanavir 40Omg/ritonavir 100m9 o
nguoi tinn nguy$n kh6e manh ldrm gi6m khoing 30% n6ng tlO vd thoi gian ti6p.x0c
at,azanavir khi so s6nh v0i n6ng d0 va thoi gian ti6p xrlc ghi nhfn trong truong hgp ding
atazanav.ir 30Omg/ritonavir 100mg, 1 lAn/ngay md kh6ng dtng omeprazol 20mg, 1 16n/ngty
Dung ph6i hqp voi omeprazol (aOhg,1 lAn/ngdy) lirm gi6m tr1 s6 trung binh AUC, C.", va C*'n

cda nelfinavir khoing 36-39% vd gi6m kho6ng 75-92o/otri sO trung binh AUC, C,", va C,'" c0a

cn6t chuy6n hoa.hoat tinh c6 t6c dQng duqc lV M8. D6iv0i saquinavir (sir dUng dOng thoivoi
ritonaviri, ting nong dQ.thu6c trgng huy6t thanh (80-1OO%) khidung d6ng thoi voi omeprazol
(40mg, 1 lan/ngay). Di6u tri vdi'omeprazol 20mg, 1 l6n/ngdy, khQng inh hudng.d6n sLr tiep
xic ctla Oarunivir lfhi dung d6ng thcri voi ritonivir) vd amprenavir (khi dtng ddng thoi vcri

ritonavir). Di6u tri voi omeprazoie 20mg, 1 lAn/ngdry, khorg inh hudng cl6n su tlQO xtic
amprenavir (su dung hay khOng s& dqrng voi ritonavir). Di6u trivoiesomeprazole 20m9, 1

lAn/ngay, khong 6nn huong d6n su tiep x0c ctia amprenavir (s[r dr,rng hay kh6ng sir dung
ddng thoivoi ritonavi$. Dieu trivoiomeprazol40mg, 1 lAn/ng-ry kh6ng 6nh hudng toi sUti6p
x[c tia lopinavir (s& dUng dong thoi voi ritonavir). Do t6c dQng duqc llrc vd c6c dic tinh
duqc dOng hgc.tuong tU cia omeprazol vi esomeprazol, khdng khuy6n c6o ,sr} dung
esomeprazole d0ng thoi vcyi atazanavir vd ch6ng chi dinh sir dr,rng esomeprazole il6ng thoi
voi nelfinavir.
Nhhng thu1c chuy€n hoa qua CYP2C1 9
Esomeprazol uc ch6 CYP2C19, men chlnh chuyOn h6a.esomeprazole. Do viy, khi
esomeprazole duqc dtng chung vcyi cdc thudc chuy6n h6a bdng CYP2C19 nhu diazepam,
citalopram, rmipramin, clomipramin, phenytoin... , n6ng tlQ cdc thu6c ndy trong huy6t tuong
co the t6ng vd cAn gidm ligu dtng. Di6u ndy c6n duqc dic biet chtl )i khi ke toa esomeprazole
theo ch6 dO didu triXlri cAn thiet. Ding ddng thcri voi esomeprazgle 30mg ldrm gi6m 45Yo dq
thanh thdi diazepam (mQt co ctrAt c0a CYP2C19). Khidirng dong thcrivoi esomeprazole
40mg ldm tang 13% n6ng dO day (trough) cria phenytoin trong huy6t.tuong e benh-!h?l
dQng kinh. N6n theo d6i n6ng dQ phenytoin trong huy6t tuong khi bat dAu hay ngung gleu Jr!
voi 6someprazole. Omepra2ol (40mg, 1 lin/ngay) ldm ting 15o/o C-",va45o/o AUC cia
voriconazol (mQt co ch6t cria CYP2C19).
Khi ding Cldng thoi 40mg esomeprazole d nguoi dang di6u tri bdng w-arfarin trong mQt thr?

nghiQm lAm sdng ,15 cfro tn6y th.oigian d6ng m5u & trong khodng c6 th6 ch6p nhQn.-Tuy-vqy,
sau mQt thoi gian luu hdnh thu6c d5 ghi nhfn c6 mQt s6 rAt niem truong hqp tdng INR ddng

+
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ke tran lAm sd
khi ch6m drlt
coumarin.

ng.khi di6u tri dong thoi hai thu6c tr6n. N6n theo d6i b6nh nh6n khi oat oau va
di6u tri dong thoi esomeprazole voi warfarin hoic cdc d5n ch6t kh6c cia

omeprazol, c0ng nhu esomeprazole, hoat dgng nhu c6c ch6t uc ch6 cyp2c1g. Trong mgt
nghiOn cuu cheo, omeprazol st} dung voi li6u 40mg tr6n d6i tuEng kh6e mgnh tl6 ldm tang
c.", vaAUC cia cilostazoltuong *ng t az vit26%ia c,", vanuc-crla mOt ch5t chuy6n hoa

R6i loan co xL(dng
va md li6n kdt.

G6y xuong
nong, co
tay vd c6t
scinq .

Dau kh6p,
dau co.

Ydu co.

Rdi loan th6n vd
tidt nicu

Vi6m thAn k6;
6 m6t sd
bdnh nh6n
tinh trang suy
thAn di kdm
d5 duoc b6o
c€ro.

R6i loan h6 sinh
s6n v2r tuvdn vri.

N[ h6a tuydn
v0.

C6c rdi loan tdng
qu6t vir tai ch6

Kh6 6, tdng
tidt md hoi.

C6c co quan bi
roi lo4n

Thudng
sap

Kh6ng
thudng
sep

Hi6m gep Rii hi6m gip
bi6i
dch

Kh6ng

Rdi loan m6u vd
h6 bach huydt

Gi6m bach
cau, gram
tteu cau.

Mdt bach cdu
hat, giAm todn
thd huv6t cdu.

Rdi loan hd mi5n
dich

PhSn Ltng
qu6 min nhur
la scjt, phir
mach, ph6n
rrng ph6n
v6/sdc ph6n
v6.

R6i loan chuydn
h6a vi dinh
dufdng

Phi ngoai
bi6n.

GiAm natri
mfru.

GiSm magi6
m6u; giim
magi€ m6u
nSng c6 thd
li6n quan t6i
gi6m canxi
m6u. Gi6m
magi6 m6u
c0ng c6 thd
din cldn gi6m
kali m6u.

R6i loan tAm thdn Mdt ngO d6ng, l0
trdm

KIch
l5n, '

cim

N6ng n6y, 5o
gi6c.

R6i loan h6 thdn
kinh

Nh0c ddu Cho6ng
v6ng, di
cAm, ng0
gir.

Rdi loan vi
gi5c.

Rcii loan mit Nhin mo
Rdi loan tai vd m6
dao.

Ch6ng mdt.

Rcji loan h6 hdp,
nquc va trunq thdt

co thSt phd
quin.

Rcii loan ti6u h6a Dau bung,
t6o b6n,
ti6u ch6y,
ddy bung,
budn n6n /
n6n.

Kh6
mi6ng

Vi6m mi6ng
nhi6m
Candida
dudng tirOu

h6a.

Vi6m
dai
tring vi
thd.

Rcji loan gan m6t Thng men
gan.

Vi6m gan c6
hodc kh6ng
vAng da.

Suy gan, b6nh
nao 6 benh
nhAn d5 c6
b€nh gan.

,v

Rcii loan da vd m6
du6i da

Vi6m da,
ngrla, ndi
man, me
day.

H6i ddu, nhay
c6m v6i 5nh
s6ng.

Hdng ban da
dang, h6i
chulng
Stevens-
Johnson, hoai
t0 bidu bi g6y
d6c (TEN).
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