Rx Thubc nay chi dang theo don thuéc

ESOSUNNY

DE XA TAM TAY TRE EM :
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG

1-Thanh phan: M&ivién nang chira:
Esomeprazole (dudi dang esomeprazole magnesi pellet
i_’i’.S%) _______________ e e S e e 40mg

@ dugre: Mannitol, magnesi carbonat, Dinatri hydrogen phosphat, Tinh
::Ot ngo, Budng, Hypromellose, Methacrylic acid copolymer, Natri
zyngxld. Diethyl phthalat, Talc, Titan dioxid, Tween 80, Nang réng s6 0
3 #ng bao ché: Vién nang cimg
BeoNidinh didu tr

€nh trao nguoc da day thyc quan (GERD) cb viem thyc quan.
*  Kéthop véi mot phac dd khang khudn thich hop d& didu trj loét da

dag- t4 trang c6 nhidm vi khudn Helicobacter pylori.
*  Dieutrihgi chimg Zollinger Ellison.
4.Lidu ding, cich ding:
Udng nguyén vién thubc véi nudre hodc thire ubng 16ng. Khong dugc
nhai ho&c nghidn nat peliet
Nguoi I6m va tré vj thanh nién tir 12 tubi trér1én:
Bénh trao nguoc da day-thye quan (GERD) 6 viém thyre quan: 1 vién
Esosunny, 1/4n/ngdy trong 4 tulin. Nén didu tri thém 4 tuan nlra cho
bénh nhan viém thirc quan chwra dugce chia lanh hay van con tridu
chirng.
zzudﬂdn:
t hop véi mot phac b khang khudn thich hop dé didu tri loétda day -

ta trang c6 nhiém vi khudn Helicobacter pylori: 1 vién Esosunny,
113n/ngay trong 7 ngay (ké&t hop amoxicillin 1 g va clarithromycin 500

m%:ZI n!ngéy ;

Pieu tri hdi chimg Zollinger Ellison: Lidu khéi d&u khuyén cao 1 1 vién

Esosunny, 218n/ngay. Sau @6 didu chinh lidu theo dap (g ciia tirmg

bénh nhan. Phan Iom ::%nh nhan dap (g lidu tir 80 dén 160 mg

esomeprazol/ngay. Khi udng lidu hang ngay Ién hon 80 mg, nén chia

liBu ding thanh 2 1an/ngay.

Tré em dudi 12 tubi: Khdng nén diing esomeprazol cho tré em dudi 12

tudivi chura co dr liéu aly du.

Ngudi tn thuong chire nang thén: Khdng cin phai didu chinh lidu &

bénh qhﬂntbn thurong chirc nang than nhe va trung binh.

Nguoi tén thuong chic nang gan: Khdng cAn ghéi didu chinh lidu &

bénh nhan tdn thirong gan & mirc @4 tir nhe dén trung binh. O bénh

nhan suy gan nang, khéng nén ding qua 20 mg/ngay.

Ngui cao tudi: Khdng cin didu chinh lidu & ngudi cao tudi.

5.Chéng chidinh:

Khdng diing cho bénh nhan cb tién sir qua man v&i esomeprazol, cac

thubc cd nhém benzimidazole va thanh phin khac trong cdng thirc.

Khong diing d8ng théi véi atazanavir hodc nelfinavir.

Tré em dudi 12 tudi

6. Canh bao va thin trong khi ding thubdc:

Khi c6 sir hién dién bit ky mdt triéu chimg béo ddng nao (nhu 12 gidm

can dang ké& khdng chli ¥, ndn tai phét, khé nubt, ndn ra mau hay daitién

phan den) va khi bj hoac nghi ng® loét da day, nén loai trir bénh Iy Ac

tinh vi didu trj bing esomeprazol c6 thé 1am che khu#t cac triéu chimg

ung thur da day va cham tré viéc chan doan ung thur da day.

Do It kinh nghiém v& viéc diing thuéc & bénh nhan suy than nang, nén

than trong khi didu trj & cac bénh nhan nay.

B&nh nhan didu tri thi gian dai (8¢ biét nhimg ngudi da didu trj hon 1

nam) nén dugctheo ddi thudmg xuyén.

Bénh nhan dang didu &@an lin hé véi bac sTnéu cb cAc tridu chirmg

thay ddi. Khi ké toa thubc esomeprazol, cn xem xét dén sy tuong tac

véi cégthuécld\écdonbnngesaneprazoIm\ghuyét tirong cb thé

thay doi.

Khiyke toa thubc esomeprazol dé diét trir Helicobacter guyioﬂ nén xem

xét tuong tac clia cAc thubc cb trong phac @6 didu tri 3 thudc.

Clarithromycin 13 thuéc &rc ché manh CYP3A4, vi vy nén xem xét

chéng chi dinh vatuong téc thubc véi clarithromycin khi ding phéac db 3

thudc cho nhirmg bénh nhan dang diing cac thubc khéac chuyén héa qua

CYP3A4 nhu cisapride.

Thubc nay ¢ chira dudng sucrose. Bénh nhan 6 cac véan dé di truyén

‘hiém gap nhur khéng dung nap fructose, kém hép thu glucose-

galactose ' nén dung thudc nay.
1am ting nhe nguy co

B
én céo diing 3dng theri esomeprazol véi atazanavir. Néu sy
'hop atazanavir vé&i thudc (rc ché bom proton 1a khong thé trénh
in theo doi chat ché trén 1am sang khi téng lidu atazanavir dén

cling nhur cac thubc khang axitkhac, c6 thé 1am giam hap
(cyanc amin) do sy gidm hodc thiéu axit dich vj.
‘duoc cAn nhac & nhimg bénh nhan c6 gidm dy trr

6 yéu 18 nguy co gidm hép thu vitamin Bizkhi didu trj

chat (rc ché CYP2C19. Khi bt aAu hay két thic Gidu
ol, cAn xem xét nguy co tuong tac thube véi cac

a qua CYP2C19. B4 co ghl nhan tuong tac gitra
meprazol. Khong ro méi lién quan 1am sang ciia

' Nhur 1& mét bién phép than trong, khdng khuyén khich
esomeprazol va clopidogrel,

o v& gidm magié mau ndng & nhirng bénh nhan
ubc trc ché bom proton (PPI) nhu esomeprazol trong
va trong da sb cAc trudmg hop 13 trong 1 ném. Bidu
3m magié mau nhir mét moi, co clrng, mé sang, co
'va loan nhip thét c6 thé xdy ra nhung khai phat
g duoc luu tAm. O da sé cac bénh nhan, tinh trang
woc cai thién sau khi sir dung liéu phap magié

! PPL.
bénh | "m‘gduvcdiéu tri kéo dai hodc nhirng bénh nhan
3 thévi PPI va digoxin hodic cac thubc khac co thé gay ha magié

mau (vi dy nhu cac thubc lgi tidu), nhan vién y té nén can nhéc dinh
legng ndng dd magié mau trudre khi bt dAu didu tri PPI va dinh ky theo
ddi trong qué trinh didu trj.

Céc thude e ché bom proton, dac biét khi diing lidu cao va trong thoi
gian dai (> 1 nam), co thé |am tang nhe nguy co gdy xuong hdng,
xuong cb tay va cot séng, dic biét & bénh nhan cao tudi hodic khi co sy
hién dién ctia ybu t& nguy co khac. Céc nghién clru quan sat chira rdng
céc thubc (rc ché bom proton cé thé 1am tang tdng thé nguy co gy
xuong khodng 10-40%. MOt phin trong mirc ting nay c6 thé do cac yéu
t6 nguy co khac. B&nh nhan cb nguy co loding xwrong nén dugc cham
sé¢ theo cac hudng dfin 1am sang hién hanh va nén dugc b sung mot
lwgng vitamin D va calcium thich hgp.

T u&g.g tac véri chc xét nghiém: Sy tan nbn%do Chromogranin A (CgA)
co thé can thiép vao viéc do tim cac khdi u than kinh ndi tiet. Nham tranh
sir can thidp ndy, nén tam théi ngirng didu tri bdng esomeprazol it nhét
nam ngay trrére khi dinh lugng CaA

7. Strdyng thubc cho phy ni¥ cé thai va cho con b

Chua cb da dir lidu 1am sang vé viéc ding esomeprazol trén phy nir cb
thai. Khi diing hén hop ddng phén racemic clia omeprazol, dir liéu trén
s6 lugng lén phy nir c6 thai c6 ding thuéc tir céc nghién clru dich t&
chirmng t6 thubc khdng gay di tat hodc ddc tinh trén bao thai. Céc nghién
clru v% esomeprazol trén dong vat khdng cho thiy thubc cb tic dong cb
hai tryc tiép hay gidn tiép trén sy phét trién cia phéilthai nhi. Céc
nghién ctru trén AOng vét véi hdn hgp racemic cing khong cho thdy c6
tac adng cb hal tryre tiép hay gian tiép trén tinh trang mang thai, sy sinh
né& hoac sy phat tridn sau sinh. Nén than trong khi ké toa cho phy nir cb
thai.

Ngui ta chura biét esomeprazol c6 tiét qua sira me hay khong. Khéng
¢ nghién clru ndo trén phy nir cho con bd duge thyre hign. Vi vay,
khdng nén diing esomeprazol trong khi cho con b,

8. Anh hwéng trén kha nang 14l xe va van hanh méy méc:
Esomeprazole it anh hudng t&i kha ndng van hanh may va lai xe. Thubc
g4y ra tac dyng phu chéng mat (it gap), nhin mé (hiém); do vay, néu bj
nhimg phan (mg phuy nay, bénh nhan khdng nén van hanh may va i xe
9. Twong tac va twong ky cta thube:

Tuong tic thube:
véinhimg thudc hép thu phu thu$c d6 pH

Tinh trang giam d6 axit da day khi diéu trj bang esomeprazol va cac PPl
khac cb thg lam giam hay tang sy hdp thu clia cac thudc khac c6 co ché
hép thu phy thugc pH da day. Giéng nhu céc thubc 1am gidm 40 axit da
day khac, sy hap thu clia cac thudc nhu ketoconazol, itraconazol va
erlotinib c6 thé giam va sy hap thu cia digoxin c6 thé tang Ién trong khi
didu tri voi esomeprazol. Ding ddng théi omeprazol (20mg/ngay) va
digoxin & cac dbi trgng khde manh 1am tang sinh kha dung cla digoxin
khodng 10% (1én dén 30% & 2 trén 10 d6i twong nghién ciru). Hiém co
c4c bao c4o vé doc tinh clia digoxin. Tuy nhién, cin than trong khi ding
esomeprazol lidu cao & bénh nhan cao tudi. Cin tang cuéng theo doi
didu trj bAng digoxin.

P4 c6 bao cao rang omeprazol twong tac véi mdt sb chét (rc ché men
protease. Chura rd tAm quan trong v& 18m sang va co ché tic ddng cia
cac tuong tac da dugc ghi nhan.Téngbdo pH da day trong qué trinh didu
tri véri omeprazol 6 thé din téi thay dbi sir hp thu ctia chét (rc ché men
protease. Co ché twong tac khac b thé xay ra la thdng qua sy (rc ché
enzym CYP2C19. Béi véi atazanavir va nelfinavir, gidm ndng @6 thude
trong huyét thanh d& dugc ghi nhan khi ding chung véi omeprazol, do
a6 khong khuyén c4o diing ddng théi cac thube nay.

O ngurdi tinh nguyén khde manh, sir dyung ddng thdi omeprazol (40mg,
1 1An/ngay) va atazanavir 300mg/ritonavir 100mg lam gidm dang ké
ndng 40 va thdi gian tiép xic atazanavir (gidm AUC, Cmax va Cmin
khodng 75%). Tang lidu atazanavir d&n 400mg @3 khdng bl tnr tac
aong clia omeprazol trén ndng a0 va thei gian tiép xtic atazanavir.

Dung phéi hgp omeprazol (20mg, 1 |&n/ngdy) véi atazanavir
400mg/ritonavir 100mg & ngudi tinh nguyén khde manh 1am giam
khodng 30% ndng a6 va thdi gian tiép xdc atazanavir khi so sanh véi
nbng dd va thoi gian tiép xic ghi nhan trong trudng hop ding
atazanavir 300mg/ritonavir 100mg, 1 lAn/ngdy ma khdng ding
omeprazol 20mg, 1 1An/ngdy. Ding phdi hop voi omeprazol (40mg, 1

iAn/ngdy) lam gidm trj s trung binh AUC, Cmax v Cmin cla cla

nelfinavir khodng 36-39% va giam khodng 75-92% trj s6 trung binh

AUC, Cmax va Cmin cGa chét chuyén héa hoat tinh ¢b tac ddng dugc ly

M8. Dbi véi saquinavir (str dyng ddng théi vi ritonavir), ting ndng 46

thudc trong huyét thanh (80-100%) khi diing ddng thdi véi omeprazol

(40mg, 1 ’!?n.lngé ). Didu tri v&i omeprazol 20mg, 1 18n/ngay, khong anh

huéng aén sy tiép xdc cia darunavir (khi ding 88ng thai véi ritonavir)
va amprenavir (khi ding ddng thai v&i ritonavir). Didu tr véi omeprazole
20mg, 1 1An/ngay, khdng dnh hudng aén sur tiép xtc amprenavir (sir
dung hay khdng sir dung véi ritonavir). Didu tr v&i esomeprazol 20mg,

1 1An/ngay, khdng anh hudmg dén sir tiép xdc clia amprenavir (sir dung

hay khdng sir dung ddng théi voi ritonavir). Didu tri voi omeprazol
40mg, 1 lan/ngdy khdng anh hudng t&i sy tiép xtc cla lopinavir (str
dung ddng thei véi ritonavir). Do tac ddng dugre lre va cac ddc tinh

duge dong hoc tuong ty cla omeprazol va esomeprazol, khong

khuyén céo sir dung esomeprazol ddng thei voi atazanavir va chéng

chi dijnh str dung esomeprazol ddng thei véi nelfinavir.

Nhimg thubc chuyén héa qua CYP2C19

Esomeprazol trc ché CYP2C19, men chinh chuyén héa esomeprazol.

Do vay, khi esomeprazol dugc ding chung véi cac thubc chuyén héa

bang CYP2C19 nhu diazepam, citalopram, imipramin, clomipramin,

phenytoin..., ndng 40 cac thubc ndy trong huyét trong 6 thé tang va

cAn giam lidu ding. Didu nay cAn duoc dic bigt cha X khi ké toa

esomeprazol theo ché d didu trj khi cAn thiét. Ding ddng thoi voi

esomeprazol 30mg lam gidm 45% 60 thanh thai diazepam (mdt co chét

ciia CYP2C19). Khidiing ddng théi véi esomeprazol 40mg lam téng

https://trungtamthuoc.com/



13% ndng 60 day (trough) clia phenytoin trong huyét trong & bénh
nhan 6dng kinh. Nén theo ddi ndng dd phenytoin trong huyét tuong khi
bét ddu hay ngung didu tri voi esomeprazol. Omeprazol (40mg, 1
l&n/ngay) lam ting 15% Cmax va 45% AUC clia voriconazol (mdt co
chétclia CYP2C19).
Khi ding d8ng thdi 40mg esomeprazol & ngudi dang didu trj bing
warfarin trong mdt thir nghiém IAm sang da cho théy théi gian d6ng mau
& trong khoang cb thd chip nhan. Tuy vay, sau mét théi gian luu hanh
thudc aa ghi nhgz c6 mét sb rét hiém trudmg hop tang INR dang ké trén
Iam sauakhi diéu trj ddng théi hai thudc trén. Nén theo ddi bénh nhan
khi bét dau va khi chdm dirt diéu trj ddng thoi esomeprazol véi warfarin
ho#c cac din chatkhéc clia coumarin.
Omeprazol, cling nhur esomeprazol, hoat déng nhur cac chét (rc ché
CYP2C19. Trong mdt nghién ciru chéo, omeprazol sir dyng voi lidu
40mg trén dbi tugng khoe manh G4 1am ting Cmax va AUC cia
cilostazol turong (rng 18% va 26% va Cmax va AUC ctia mdt chét chuyén
héa cb hoattinh ciia né twomg (ng 29% va 63%.
O ngudi tinh nguyén khde manh, khi ding chung véi 40mg
esomeprazol, dién tich dudi dudmg cong bidu didn ndng a6 cisaprid
trong huyét trong theo théri gian (AUC) tang 18n 32% va théi gian ban
thai cisaprid kéo dai thém 31% nhung ndng a0 dinh cisaprid trong huyét
twong tang Ién khdng dang ké. Khodng QTe hoi kéo dai sau khi ding
cisaprid riéng 18, khong bj kéo dai hon nra khi ding ddng thoi cisaprid
v esomeprazol (xem "Canh béo").
Esomeprazol da dugc chimg 6 1a khdng cb tac dong dang ké v& 1am
sang trén dugre ddng hoc cia amoxicillin, quinidin.
Nhirng nghién ctru ngdn han danh gid viéc sir dung ddng thoi
esomeprazol véi naproxen hay rofecoxib chira xac dinh dugc bat cir
turong tac dugc ddng hoc ndo lién quan vé matlam sang.
Két qua tir cac nghién ciru trén dbi twgng khde manh da chira tuong tac
Dugc dong/Dugc lyc (PKIPD) gilra clopidogrel (liéu nap 300 mafiéu
duy tri hang ngay 75mg) va esomeprazol (40mg ubng 1 idn/ngay) din
dén giam n%ng a4 va théi gian tiép xtc véi chat chuyén héa o6 hoat tinh
ctia clopidogrel trung binh 40% va gidm sy (rc ché ti da két tap tidu cAu
(gay ra b&iADP) trung binh 14%.
Trong mdt nghign céru trén ngudi khde manh, khi sir dung ddng thoi
clopidogrel vé&i phéi hop lidu cb dinh esomeprazol 20mg + ASA 81mg,
ndng @ va thai gian tiép xtic ciia chit chuydn héa cb hoat tinh clia
clopidogre! giam gin 40% so véi sir dyng clopidogre! don thuan. Tuy
nhién, mirc d t&i da (rc ché két tap tidu cau (gay boi Aopguen nhirng
ddi trgng ndy la nhur nhau & nhém clopidogrel don thuan va nhém
clopidogrel phdi hgrp véri (esomeprazol + ASA).
S ligéu chura nhét quan vé biéu hién 1am sang clia tvong tac Dugc
ddng/Dugc e cia esomeprazol trén cac bién cb tim mach chinh da
dt;gc bdo cao tir cac nghién clru quan sat va nghién clru 18m sang.
Nham myc dich than trong, viéc ding ddng théi clopidogrel khdng dugc
khuyénkhich.
Chura biét corché
Viéc sir dyng d8ng thoi véi esomeprazol da dugc bao cdo lam tang
ndng dd thanh ciia tacrolimus.
Khi diing ddng theri cac PP, ndng 66 methotrexat duoc bao caola tang
18n & mdt sé bénh nhan.
Khi dung lidu cac methotrexat, nén can nhac dirng tam thoi
esomeprazol.
Anhh v aca ¢ khy ng
Esomeprazol dugc chuyé T
ddng thoi esomeprazol véi mdt chit ire ché CYP3A4, clarithromycin
(500 mg, 214n/ngay) lam tang gép ddi dign tich dudi dudng cong (AUC)
clia esomeprazol. Dung 68ng théri esomeprazol cling véi mot chét (rc
ché ca hai CYP2C19 va CYP3A4 co thé lam taing hon hai lan ndng d va
thn gian tiép xtc clia esomeprazol. Chét (rc ché CYP2C 19 va CYP3A4
voriconazol lam tang AUC clia omeprazol 1én 280%. Khong can didu
chinh liéu esomeprazol thudrng xuyén trong nhirng tinh hubng nay. Tuy
nhién, sy didu chinh lidu cin dugc ltu ¥ & nhirng bénh nhan suy gan
dng hodc didu trjlau dai.
cam (ing CYP2C19 hogc CYP3A4 hogc ca hai (nhu
St. John's) ¢6 thé gy giam néng 30 esomeprazol huyét
-ua thube: Do dtuacbcé,clzhién ciru v& tuong ky clia
tron 1An thuéc ndy véi cacthubc khéc
khéng mong mudn khi ding thudc:
ngoaiy do thubc sau day 43 dugc ghi nhan hay nghi ngdr
wong trinh nghién c(ru 13m sang ca esomeprazol va theo
thubc ra thj tnrdmg. Khéng ¢6 phan (rng nao lién quan dén

RAtthrémg gép > 1/10; thudmg gap = 1/100 8én < 1/10;
: > 1/10.000 @én < 1/1000; rat hiém

‘ '.2"-..\.1.. .?‘,-: S :
Giam bach cAu, gidm tidu cAu

B RO (At bach Bt hat o toan e
Réthlém huyét%éu i)

~ |Pnan tng qua man nhu 12 sét, phu
Hiém gap vmgd&.mn {rng phan vé/sbc phpgn

Phi ngoal bién

mgtp| G nati i

Ha magié guyét. ha W
indng cb the lién quan a canxi
G oava Khong . I, Ha magié huyetclng co he
ddn dén giam kali mau
Tam than itgap  [Méatngo;
Hiém §§E Kich ddng, IU 1an, trdm cam
t hiém [Nong nay, do giac
Ho than kinh I?T;‘;""g Nhire dAu
L Choang vang, di cdm, ngli ga
Hiém gap E&Féani vi giac —
[Mat Hiém gap |[Nhin m&
Taivamé dgo it gép Chong mat
HO hap, novC VA luiam gan |oo thét phé qua
ftrung thét gep t phe quan
Thudng  |Dau bung, tao bon, tidu chdy, day
et 3ap bung, budn ndn/ndn
t gap Khd mié:
Hiém g&p [Viém miéng, nhiém Candida
dudng tidu hoa.
Khong rd__[Viém dai trang vi thé
Gan mat t gdp Tang men gan
Hiém Viém gan c6 hodc khéng vang da
R4t hiém  [Suy gan, b&nh n3o & bénh nhan d2

cé bénh gan
\Viém da, ng(ra, ndi mén, mé day
H6i dau, nhay cam voi 4anh sang

Hong ban da dang, héi chd
Rét hiém  |Stevens-Johnson, hoai t&"l;ri?u bi

Da va md dudi da [it gap
Hiém

lody adc (TEN)
Khong rd_jLupus ban 46 dudi da
Co xuong va md |t g&p Gy xuwong hong, cb tay va cit
[lién két fséng;
Hiém gdp [Pau khép, dau cor
Rat hiem  [Yéu cor
[Than tiét nidu Dﬁém than k&; & mét s bénh ghan
: inh trang suy than di kém da duQc
Rathim. . | o cao.
o0 Snva tuy8n o st hidm  [N@ hoa tuyén vi & nam
:,‘:’39 quatvatal | e lkho &, taing tiét md hoi.

Théng bédo cho bac sy hodc dupe s§ nhimmg tac dyng khéng mong
mudn g&p phai khi ding thubc

11. Qua lidu va xir tri:

Cho dén nay c6 rét it kinh nghiém vé viéc diing qua lidu c6 chi dich. Cac
triéu chirg dugc md ta cb lién quan dén viéc ding liéu 280mg la cac
tridu chirng trén duwdng tidu héa va tinh trang mét mai. Cac lieu don
esomeprazol 80mg van an toan khi diing. Chura c6 chét gidi ddc dac
hiéu. Esomeprazol gan két manh vé&i protein huyét tuong va vi vay
khéng dé& dang thidm phan dugc. Trong trudng hop qua lidu, nén diéu trj
triéu chirng va sir dyng cac bién phap hd trg tong quat.

12. Dac tinh dwoc lwe hoc: Nhom dugcly: Thude tre ché bom proton.
M3ATC:A02B C05

Esomeprazol 1a dang dbng phan S- clla omeprazole va lam giam sy bai
tiét acid da day bing mot co ché tac 6ong chuyén bigt. Thudc 1a chat irc
ché dc hibu bom acid & té bao thanh da ddy. Ca hai dang ddng phan R-
va S- clla omeprazole déu co tac ddng durgc e hoe tuong ty.

V] tri va co ché tac dong: Esomeprazol 1a mot base yéu, duroc tap trung
va bién ddi thanh dang cb hoat tinh trong méi trurdng acid cao & tidu
quan &ng ché tiét clia té bao thanh, tai ddy thubc sé trc ché men H'K -
ATPase (bom acid) va trc ché ca sy tiét dich co ban 13n sy tiét dich do
kich thich.

13. Cac dactinh vé dwgc dong hoc:

Esomeprazol dugc hip thu nhanh v&i ndng 6 dinh trong huyét tuong
dat dugc khoang 1 dén 2 gid sau khi ubng. Thubc d& bj hiy & mdi
trsdmg acid trong da day va dugc ubng dudi dang vi hat tan trong rudt
D9 sinh kha dung tuyt 3bi 1a 64% sau khi ubng lidu dom 40 mg va ting
18n 89 % sau khi dung lidu 13p lai 1 1An/ngdy. D véi lidu esomeprazol 20
mg, céc tri s6 ndy trong irng 12 50% va 68%.

Thirc &n Iam cham va gidm sir hdp thu clia esomeprazol, nhung didu
nay khong thay d8i dang ké dén tac dong clia thubc 1én sy tiét acid da
day. Khoang 97 % esomeprazol Iién két véi protein huyét tuong,

Thubc duoc chuydn hda rong rai & gan nhd hé théng men P450
isoenzyme CYP2C19, tao thanh cac chdt chuyén hda hydroxyl va
desmethyl, cAc chdt ndy khang dnh hudng dén sy tist acid da day.
Phn con lal duge chuydn hda nhd men cytochrome P450 isoenzyme
CYP3A4 tao thanh esomeprazol sulfone. Khi dung liu I3p lai, c6 sy
glam chuySn héa & giai doan dAu va gidm d§ thanh thai todn than, c6 18
do sy (rc ché men CYP2C19. Tuy nhién, khong od khuynh hutng tich
Iy khi dung thube mot IAn/ngay. Thoi gian ban hily frong huyét trong
khodng 1,3 gid. Khodng 80 % lidu udng dugc thai trlr qua nu6c tidu
durdi dang chét chuyén héa, phér: obr(\) laiiéthéi trir qua phan.

14. Quy cach déng géi: Hdp3vix 10vién

15. Didu kién bao quan, Han diing, Tiéu chudn chétlwong
Baoquan: Noikhd, nhiétddkhong quéa 30°C

Handing: 36 thang k& tir ngay san xuét

Tidu chudn chétlweng : Tiéu chudn co s&

16. Tén va dja chi co's& san xult:

Y

. A DT : 1800 8150
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Fax: 84 - 28 - 38368437
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