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THUOC NAY CHI DUNG THEO DON THUOC.

DEXA TAM TAY TRE EM.
DOC KY HUONG DAN SUDUNG TRUOC KHI DUNG.

THANH PHAN: Cho 1 vién
=Thanh phdin hoat chit: Esomeprazol magnes (esomeprarol magnesi

trihydrat) 44,4 mg (tuong duang vai Esomeprazol 40,0 mg)l.
- Thanh phdn té dugc: Dudng tring, cellulose Wi tinh th&101, povidon

K30, polysorbat 80, crospovidon, magnesi stearat, tale, hydroxypropyl
methylcellulose 6¢Ps, acid methacryfic - ethyl acrylat copolymer (1:1),
propylen glycol, titan dioxyd, mau erythrosin lake, sit oxyd 6 va sdt
oxyd denviadu.

DANG BAO CHE: Vién nén bao phim tan trong rugt (vién bao phim,
hinh biu dic, miu héng).

CHIDINHPIEUTRI:

Thudcduge diing cho ngudi Idn trong didu tri:
-B'Iéutrivitmthljcquém:_&mbndotraonguwd;diyﬂmcqum

- Difu tr| 4l han sau khi dung dang thudc tiém tinh mach & ngin
nguatal xudthuyétdo loétdaday.

- Diéu tr| hdi chiing Zollinges Ellison. g
nwﬁcdwcdﬁngmothanhuﬂéunihwutuﬁiu&unmdﬁu tri:

-Biéuuiviémthucquinmimbndotrwngwcdadhthwqum
LIEU LUONG VA CACH DUNG:
Liéu lwong:

Ngui lén;

- Diéu trl viém thic quin x6i mdn do trdo ngugk da day thyc quan:
Dﬂng%mg,m@tﬂnm&ingayumdtuh
Cﬁthédfangthmﬂu&ndmdcbtnhnhlnviémﬂmwmhnh
hodcnhing ngudi cé cac triéu ching daiding.

- Didu tri dbi han sau khi ding dang thudc tiém tinh mach dé ngdn
ngisa tai xudt huyét do loét da diy: Ding 40 mg, mot in mdi ngdy
trong 4 tudn.
-Bil!-uniMicht?ngZoﬂingerE]ﬁmn:Uéukhﬁdﬁul“ﬂmg:Zl&nﬂﬂ
ng&y,huaécéthéﬁiéudﬂnhIiéutimg!m&ughqpvﬁdléutﬂﬂlpm
toy theo ﬂnhtrqngbenhtrénl&nsang.ﬂcd‘ﬁh&uchomﬁ,du&bw
nhan c6 thé duge kiém sodt véiliéu tir 80dén 160 mg mdingdy. Vol liéu
trén&ﬂmm&ngéy,nénchhﬁéuﬂm!lhu&ng

Suy thin

Khong cin diéu chinh liéu & bénh nhan suy thin, Do chua co nhiéu kinh
nghlem.dndﬁngthu&ﬂsanmg:hocécbénhnhhswlh;nnmg.
Suygan

Khéng cn diéu chinh liéu & bénh nhan suy gan nhe dén trung binh.
D6ivéi bénh nhin suy gan ndng. khdng nén vuat qua lifutéida 20 mg.
Ngudicaotudi

Khong cén chinh liéu dngudi cao tudl,

el

Tréem:

Thanh thi€u nién tir12 tudl trélén

Diéu trj viém thiic quan x6l mon do trao ngugc dg day thiic qudn: Diing
nhuliéungudi ion.

Tré em dudl 12 tubi

Khong ding thudc ndy cho tré em dud 12 tudl, nén chon diing dang

bao ché khac thich hgp hon.
Cdch ding: Thudc dung qua duting ubng, vio budiséng trude khi n.

NSt ¢ vidn thudc vl mét luong nude. Khdng nén nhal holc nghién ndt,

khang nén ding thudc vdi cic chitking khac vi vidn baa tan trong it c6
thé bi hoa tan.
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CHONG CHIDINH: & s\

- Qué min cm voi esomeprazol, cic chit ben: N* b
bt cit thinh phdin ndo cda thube. . .

- Két hop chung voi nelfinavir, |
CANHBAOVATHANTRONG KHISUDUNG: = &
Khi c6 ce trigu chiing bio dong (nhu syt cdn ding ke “#oe vt Gy nan
mdr til phat, khé nudt, xudt huydt hode tidu phin den) va khinghingd
hodc ¢b loét dy diy thl nén logi trif khi ndng bénh dc tinh vi didu tr|
m thubc ndy cd thé lam gidm tridu chiing va 1am cham teé vige chén

sudungdalhan .
~Bénh nhan didu tri dbi han (dic bigt 14 nhimg ngudi duge diéu tri hon
mot ndm) cdn dugc theo ddi thudmg xuyén,
e
nhdn diéu tri theo yeu ciu cin ducc hudng din phal lién véi
bac siciaho néucac tri¢u chmwm«ﬁmumph "
Tietu Helicobecrer pylori
Khi ke don esomeprazol d& tiét tris Helicobacter pylor, nén xem xét dén
Cac tuang tic thudc cb thé xdy ra d6i vl tit ci cac thanh phin trong
li¢u phip bd ba. Clarithromycin 1A méat chit e ché manh CYP3A4 va do
46 cic chdng chi djnh va tuong téc thubc véi clarithromycin cin duge
xem xét & cdc bénh nhan diing lidu phép bd ba déng thai céc thude
khéc cling chuyén héa qua CYP3A4 nhucisaprid.
Nhiém khudn duding tidu hoa
E:‘Gg r:wﬂkf?;\ ;ﬁt Uc ché bom proton ¢ thé 1am ting nhe nguy <o
u tidu héa nhu Salmonella va Campylobacter,
Hipthuvitamin 812 ’
Esomeprazol, cGng nhy tit c3 cac loal thudc dc ché acid khic, ¢ thé
lam gidm hip thu vitamin B12 (cyanocobalamin) do dm gibm hodc
thidu toan dich vi. Bifu ndy cén dugc xem xét & nhitng bénh nhin glam
dyf trir vitamin B12 trong o thé hodc ¢6 nguy ca gidm hap thu vitamin
B12 khi diéu tr daihan. ;
Hamagnesi huyét :
- Gidm magnesi huyét nghiém trong di duge béo cdo & nhitng bénh
nhan dugc diéu trj bing thudc tc ché bom proton nhu esomeprazol
kéo dal trong 1 nam hay it nhit 13 3 thing. Biéu hi¢n cia gidm magnesi
huyét nghiém trong gém mét mél, co cling co, mé séng, co gift, chong
matva loan nhip thit c6 thé xdy ra nhung thudng xdy ra &m thim va dé
bi bé qua. Cac tribu chiing ndy da s6 dugc <l thién khi cho b sung
magnesiva ngung sirdyng thudc G ché bom proton. e U
- Noi cée bénh nhan cin didu trf u dbi thudc dc ché bom proton hay st
dung két hop véi digoxin hodc cic thubc c6 thé gdy gldm magnesi
huy#ét (nhu thudc lgi tiéu), cln kifm tra mUc magnesi huy#t truéc khi
diéu trj v kiém tra dinh ky trong qud trinh difutrl,
Nguy g gdy xuang
“Thudc tc ché bom proton, djc biét khi diing liéu cao kéo dil (trén 1
ném) <6 thé 1hm tang nhe nguy cd gy xuang & xuang hing, xuang ¢
tay hay cft séng, nhitla & ngudl cao tubi hode ¢ sy hign dign cla cic
yéu t6 nguy <0 khac. Céc nghién E_ﬁu cho thiy 'C‘Cd'l‘llk d‘m
proton ¢ thé1am tang nguy co gy xuang Ién 10:-40% MOt sGco thé b
do céc yéu t6 nguy ca khsc. Cic benh nhdn bilodng xuiong cén dupc.
quan tam cham soc theo cac hudng din hign hanh va cha diing thém
vitamin Dya calcivéiliéu lugng thich hop.

Cac chat tic ché bom proton <6 lién quan dén mot 6
lupus ban do da ban cip. Néu ¢ t6n thilang,

i< v6i nh néng mit trol, va néu di kém

hanh chéng tim dén bacsivh bacsic

[upus d6 da ban cdp saukhi

6 co thé1am tang nguy OBk

m.a'-i}: Y
dviing d




bam proton khic.

Kthap vl thube khide

Khéng khuyén khich sif dyng clng loc esomeprazal vil atazanavis,

Néu vide ding két hop atazansvir véi thube de ché bom proton 1s that

;if‘a:ou Uhidit th:gn theo d6i chit ché trén Ldm shng, ting lidu stazanayic

Mgl k€t hop vél 100 mq ritonavie va |

gw:mu ot q Ity esomeprazol khong
someprazol 1 mét chit ic ché CYP2C19, Khi bt dbi kit thic

dibu trf véd esomeprazol, cin xem zét khi ndng mung':::kvﬁ thudic

chuyén héa qua CYP2C19,D4 thily ¢ sy tuong tic gila clopldogre va

Esomeprazol. Sylitn quan lm 3ang clia sy Wong tAc ndy 13 chus chie

-thln.DE::bngngtm. nén trdnh 3 dung déng thél esomeprazol va

clopidagr

Khi ké don esomeprazol dé diu tr theo yéu ciu, cin xem xét tic

CUa cic tuong tic voi clc duge phim khic do sy bién dong ndnﬁ
esomeprazol trong huyét tuong.

Do sén phim ndy c6 chira ta dugc sucrose, khdng nén dingthubccho
nhing bénh nhidn miccicrbilogn ditruyén vé dungnap fructose, réi

loan hip thuglucose-galactose hodc thidu hut enzym sucrose-
isomaltase. ]

EAEVER VUSRI € g Xp s Al S Sang
Do thutic gidm acid d dby c6 thé Iam ting mic Chromogranin A (CgA)
kam anh huding dén cic xét nghiém kiém tra céc khi u thin kinh noi
tiét. DE trinh iy ndy cin ngung diu tr bing esomeprazol it nhit 5
ngdy trudc khido mic CgA.

Néu ndng dd CgA va gastrin khong trd Lai mic tham chidu sau 14n do
ban ddu, cn phdi do 13i sau khi ngitng difu trj bing thudc (¢ ché bam
proton 14 nghy.

TRUONG HOP COTHAIVA CHO CONBU:

Phyun{'mang thak:

Chufa cb dy a0 ddliéu lim shng khi dding thudc cho phu n mang thal,
Cécdiribu cho thy hdn hgp d8ng phan omeprazol khong gly di dang
hay gy ddc tinh trén thai nhi. Cic nghién ciu trén ddng vit ding
- esomeprazol khang thiy cd tac hal tnic tidp hodc gidn tiép d6i véi sy
phét trién cia phdi thai hodc bdo that, Coe nghidn cdu trén ddng vit véi
hdn hgp 86ng phan khdng thiy c6 téc hal truc tiép hodk gidn tiép lidn
quan dén viéc mang thal, sinh d& hodc phat trién sau khi sinh. Can phdi
thin trong khi diing thudc ¢ha phy nifmang thai.

Mot 56 cc dir ligu khigm tén trén phy nd mang thai (tir 300-1000
trusding hap) cho thiy esomeprazol khiing gdy di dang hodc cd ddc tinh
trén bio thai/thainhi, _
Cie nghién cu trén ddng vit cho thiy thudc khdng gdy ddc tinh tryc
ti6p hode gléniép trén hé sinh sin. |

Phyn(rcho con b _

Chisa blét rd esomeprazol c6 bal tiét qua sGa me hay khdng. Chwa c6 60
thong tin vé tic dung cla thudc & tré sa sinh hode tré em. Khdng nén
diing esomeprazol trong thai ky cho con by,

ANH HUONG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY
MOC: : :
Thudic it gdy dnh hudng trén khd niing i xe, vin hanh méy méc. Cactic

R AL L

 hudng thi khdng nén kil xehofevdn

gt Neg,,
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Ly A
A
Omeprazol d dupc bao cho 1 cb tong the véln | i
protease. Tém quan trong trén lam sing vh ca el [ ]
ndy chua dugc bl 16.Tang pHda day trong didu il /
thé 1am thay d6i sy hdp thu cda cac chit Uc ché plo‘*% ‘_f
tuong the cb thé khde b do sy e ché CYP2C19. - Ckangp ot

DOl voi atazanavic va nelfinavir, di ¢6 bo cdo 1ym gidm ndng 4 trong
huyét thanh khi diing kit hop véi omeprazol vh khéng khuyén khich
dung kit hop. D& vil esomeprazol, do 6 dugc ke hoc va duge 8dng
hoc tiong ty omeprazol nén vide két hop esomeprazol vai atazanavis
<ling khéng duge khuydn khich va chding ol dinh két hap vt netlinavir,
Déi vii saquinavir (két hop vél ritonavir), @4 <6 bio cho th 1sm ting
néng a4 trong huyét thanh Ken (20-100%) teong khi ding cling lac véi
omeprazol (40 mg/ngdy). Diku tri bing omeprazol 20 malnady khing
€6 dnh hudng dén ndng db darunavic (két hop véi ritonavit) v
amprenavic (két hop v ritonavir) cing nhu amprenavir (¢6 hodc
khong kit hop ritonavie). Di€u trf bing omeprazol 40 mg/nghy khdng
&nh hudng dén ndng d6 lopinavir (két hop v ritonavir).

Methotrexat

Khi ding cling loc thudic (c ché bom proton véi methotrexat di co bio
cho lym ting ndng db methotreat nad mdt 56 bénh nhin. Do dd Khitr
Bu bing methotrexat lifu cao, cin xem x4 1am thad ngung ding
elomepazol

Tocrofimus

S dung 86ng thid esomeprazol 44 ¢6 bao cio 1s 1am ting néng dd
tacrolimus trong huyét thanh. Cin ting cubing theo ddi néng dd
tacrolimus cing nhu chic ndng thin (dd thanh thii creatinin) va néu
<dn phdi chinh liéu tacrolimus.

Cdcthudccd suhdp phy phythugdc ot
Esomeprazol (c ché sy tiét acd, lam ting pH da diy, vi viy cd thé dnh
hudng dén sinh khi dyng cia mdt s& thudc dugc hip thu phu thude
vao pH da diy. Sy hdp thu mat <6 thube nhu ketoconazol, itraconazol
v erlotinib b thé gihm: trong khi 46 su hdp thu mt s thudc lai ting
nhu b digoxin. Sirdung déng thoi vai omeprazol (20 mg mdi ngay) vdi
digoxin & ngudi khée manh Idm tdng sinh khd dung cla digoxin 10%
(én 30% & 02 trong $6 10 461 tugng). Tuy vide ngd ddc digoxin hiém
khi dugc bdo cao nhung phdi thin trong khi ding esomeprazol liéu
cao & bénh nhiin cao tudi. Ting cutmg theo déi khi diéu tri bing thubc
digoxin,

Cdethudc chuyén héa qualYPaCi9

Esomeprazol c ché enzym CYP2C19, enzym chuyén hda chinh cla
esomeprozol. Do d6, khi esomeprazol dugc két hop vl cae thube duge
chuyén hda bdi enzym CYP2C19 nhus diazepam, dtalopram, imipramin,
clomipeamin, phenytoin viv thi ndng 46 trong huyét tuong cla cic thudc
ndy <6 thé tiing vi ¢d thit cin gidm Béu cic thusc niy. Diéu ny cin duck
e %6t Ac bidt khi ké don esomeprazol cho liéu phap theo ybu chu.

Digzepam :
'Ding cling lic esomeprazol 30 mg ldm gidm 45% a6 thanh thal clia co
<h8tCYP2C19diazepam.

Bhenytoin 3

Diing déng thit esomeprazal 40 mg m ting ndng 64 ddy ala phemytoin
trong huyét tuong 13% & binh nhin 4ng kinh, Cin phil theo ddinbng do
phenytoin trong huyi tuong khi bit dfu diéu tri holc ngung thusc

}e

1 lfn/oghy) l4m téng C.. vb AUC cla voriconazol
2C19)1anlugt1a 15% va41%.

‘esomeprazol ¢4 tac dung Uc ché CYP2C19.
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mét nghién cdu chéo, lam tdng C__ vi AUC ciia cilostazol 1in lugt thanh do ting chuyén hda esomeprazol. " N * ' |
khodng 18% va 269, vd mét trong nhing chit chuyén hod cé hoat tinh Tréem 4
cland 1in lugt 13 29% v 69%. Céc nghidn cuu tuong tic thude mdi chi duge thiie o, ,ﬁf-.
gmm chua duge nghién cdu & trd em. ) X v

nhing nguix tinh nguyin khde manh, ding 36ng thit 40 mg esomeprazol TACDUNG KHONG MONG MUON:

lam ting AUC 32% vi kéo dai théi glan ban thii 31% nhung khdng lim
tdng ddng ké ndng dé cisaprid tra-lsg huyét tuong. M::gw glanQT E:cn;“; ::uﬂg phy sdp x&p theo phan loal va tin sult dugc ligt ke trong
hal kéo dal mét chit khi ding cisaprid don chit, khong bj kéo dai thém : e DA .
khidung cisaprid két hop véi esomeprazol. Phinloiel | Toamgole | kolp | Mémolp | RithMmoly | Thawit |
Warfarin topn | @maes-< | (2UN008. | (21110000-< | (<inoeoey | Demrd |
Trong mdt thi nghiém 13m sang, diing két hop esomeprazol 40mg cho =S e OS2 I LR S M AN FE G 07
cic bénh nhan dang difu tri bdng warfarin cho thdy thoi gian ddng :‘"*“'*N', , [ Gl bach chia, | Mt buch che b, |
méu ndm trong giéi han cho phép. Tuy nhién, sau khi luu hanh thudk, ' R prin ot { or oo
€6 mdt vai trudng hap riéng I ting chi s6 INR ¢ ¥ nghia ldm sing da PR 1 T o e o= e
duge bio cdo trong qud trinh diéu trf két hop. Cin theo doi khi bit ddu | : i Inbad o, g |
va két thic diéu tri bing esomeprazol cling i< vt warfarin hodc cic . ! apasipmioat
d3n xudt coumarin khac. et : : — 4

- ;lifll | T g | g i buplt. '::,::::‘
Cac két qud nghién ciu & nhing ngudi khde manh cho thiy sy tuong | | | et b |
tac duge ddng hoc/ duge lyc hoc gidia clopidogrel (liéu nap 300 mg / . e
liéu duy tri 75 mg / ngay) va esomeprazol (40 mg mdi ngdy) din dén Jhmh:*n |
Iam gidm néng dd tiép xtc voi chit chuyén héa ¢6 hoat tinh cla o : : ' ]
clopidogrel trung binh 13 40% va két qua 13 gidm t&i da sy dc ché két tip ey, ' Mt ﬁmmuh oo b |
tiéu cSu (gdy bdi ADP) vai mic trung binh 13 14%. ; i : =
Trong mmmmammmwmmnmmngdmm [wiaen [Omelu | Gty | Mo | |
cling véi thubc kit hop liéu 6 dinh esomeprazol 20 mg + aspirin 81mg so | g | |
véi ding dopidogrel mt minh c6 sy gidm néng 80 tiép xix gin Bén 40% | | Ehs l
chit chuyéin héa o hoat tinh cila dopidogrel Tuy nhién, néng 0t da x| M i o] e
ché tidu chu (gdy bl ADP) & nhiing bénh nhdn ndy ciing tuong ty v nhom | Tavamtdso g mi | : |
ding dopidogrel va nhom ding clopidogrel 6 kit hop (esomepezol + o thias v =TT |
aspifin). P g i st ] ]
D lidu khdng nhit qudn vé tic ddng ldm sing:ﬁanmﬁcdﬂw Dutegtiduhds | Daubug o | Kamiteg. | Vidm midng, | Ve dlvisg v |
déng hoc/dugc Iic hoc clia esomeprazol d&i véi cic bién c6 tim mach :::: m“mm od
chinh 83 dugc bio cdo ti c3 viéc quan sit va nghién ciu lm sang. D¢ ook e
phong ngtia viéc st dung két hop voi clopidogrel s khéng duge  F-mr g | Wmom |y o biet|
khuyén khich.. el oot Pt r] EE

Cécsdn phdm a3 nghlén ciu khéng cé tuong ticlim sang
someprazol d3 dugc ching minh 13 khong <6 dnh hudng 1m sing

¥ 86ng hocca amoxicilin hode quinidin.

bk gan




X tri: Khong <6 thudc gidl doc dic hidu. Esomeprazol gén két nhidu
vai protein huyét tuong do d6 khdng thé dung phuang php thim
tich. Cén p dung cée bidn phip diéu tr] tridu ching va didy trl hé trg
nhiumol trudng hap ding thude qud léu khic

DACTINH DUQC LYC HOC: M§ ATC: AD28 COS. Nhdm thube: Thude
uc ché bom proton.

Esomeprazol 13 dang ddng phidn S cla omeprarzol va 1m gldm tiét acid
da diy thong qua mdt ca ché tdc dyng chuyén bidt. Thubc L mdt chit
e ché d3c hitu bom proton trong té bio thinh da diy. C3 hai déng
phdn Rva S cia omeprazol déu cd hoat tinh dugc lyc hoc tuong ty.

Cao ché téc dyng: Esomeprazol Ly mét baza yéu dugce tip trung va bién
d6i thanh dang ¢d hogt tinh trong mdl trudng ¢6 tinh add cao trong
e tiéu quan bai tiét cha té bdo thinh dg diy, nol 36 n6 Gc ché enzym
H'* K-ATPase (bom proton) v ¢ ché sy bai tiét acid ca bdn va ¢ khi bi
kich thich do bit ki tdc nhin nao.

DACTINH DUGC DONGHOC:

Hdpthy

Esomeprazol khdng n dinh trong mdi trubng acid va phdi dugc ubng
& dang vién bao tan trong rudt. Trong In vivo sy bién d&i thanh dang
qﬁngwnnhm&ngﬂ.&mwwd\mh&lhunm
chéng, ndng dd dinh trong huyét tuong dat dugc khodng 1-2 gidr sau
 khi u6ng. Sinh khd dyng tuyét 361 1 64% sau khi dliing liéu don 40 mg
V3 t3ng l&n 89% sau khi diing liéulip lal mét in mSingady.

Thitc &n 13m chim va gidm su hdp thu cda esomeprazol mic di didu
ndy khéng 6 $nh huding ding ké dén hidu qud cla esomeprazol 4l
vaitinhacid trong daday.

Phdnbl

Thé tich phan bé bi€u ki€n & trang thai &n dinh & nhing ngudl khoe
manh 13 khodng 0,22 lit/kg thé trong. Thuds gin két véi protein huyét
tuong khodng 97%.

Chuyénhda

‘Esomeprazol duge chuyén hoa hodn todn bdi hé cytochrom P450.Ba
phan chit chuyén hoa ctia esomeprozol 13 phy thudc vao tinh da hinh
cba CYP2C19, d€ tao thanh cac chit chuyén héa hydroxy va demethyl
esomeprazol. Phin cdn 3] phy thudc vio mot isoenzym @ic bidt khic
13 CYP3A4 tgo thinh esomeprazol sulphon 18 chit chuyén héa chinh
Thaitnr

- Céc thdng $8 dudi ddy ch yéu phin dnh dugc ddng hoc el nhing
gudt ¢ chilc ndng enzym CYP2C19 chuyén hda manh.

Téng 56 thanh thai huyét thanh 14 khodng 17 1it/gid khi diing liéu don
vd khodng 91it/gids khi ding iéu i 1ai. Thas gian bin thii trong huyt

- twong 13 khodng 1,3 gldr sau khi diing iéu 13p lai mot 1n mdi ngdy.

 Esomeprazol dugc thii tr hodn todn khdl huyét tuong, khdng <o

chuynh hudng tich y khi sirdyng motiin mingdy,

- CcchStchuyén hoa chinh cda esomeprazol khong cotdc dung trén sy

 thétacid da ddy. Khodng 80% liéu udng dugc thal trirqua nudc tiéu dudi
dang chit chuyén héa va phin ey tiét qua phan. [t hon 1%

.'.-I-- 3

Nguth chuyén héakém L\ &
Khobng 2.9 £ 1,5% dan 55 thiéu enzym CP2C19v Ao, ..

vy 1 i the b4 CYP3AR, Sau ki ding s ip il esomer =" Sy g
mmmmeMMmhmMngtmamm
chuyén hoa kiém 50 véi nhiing ngued cd dl enzym CYP2C19 (chuyén héa
manh). Nong 64 dinh trong huyét tuong trung binh ting khodng 60%.
mgﬂwmmmgmd&mmmmmw
Sau khi ding liéu don 40 mg esomeprazol, AUC trung binh cao hon
khuinq!ﬂ%&ﬂgﬂwﬁmgiﬁ.%cbwkh&bﬂﬂgﬁﬁl{nh
Guige tim thdy sau khi ding Bp 1ai mdt Lin mdi ngdy. Nhimg két qui ndy
khéng cby nghia a6 véi liéu dling cla esomeprazol.

ygen

Sy chuyén hoa cla esomeprazol & cic bénh nhin suy gan nhe dén
trung binh ¢6 thé bi suy gidm. Ty I chuyén hoa & bénh nhin suy gan
ndng bi gidm dua &én ting gdp B8 AUC cla esomeprazol. Do @6,
khdng dugc dlng vug qud liéu 1l da 20 mg mdi ngliy cho cic binh
nhdn bi suy gan ndng. Esomeprazol hodc cic chit chuyén héa chinh
cia nd khdng cb xu hudng tich Iy khi diing lifu mét lin mdingdy.
Suythdn

Chua ¢ nghién clu duge thuc hign & nhing bénh nhan suy thdn.BAivi
than ¢6 tic dung thil trircde chit chuyén héa cia esomeprazol nhung
khdng b tac dung thii tris thudc me, sif chuyén héa esomeprazol Bugc
cho 13 khéng thay d&i & nhing ngudi suy thin ndng.

Noudicoo tudi

Sy chuyén hoa cia esomeprazol khdng thay déi ding ké & nhilng
mﬂmtu&{lﬁl?‘l_—ﬂﬁgu&).

Tré em (thanh thify nign tif 12-18 tud)

Sau khi ding liéu 13p 1ai 20 mg va 40 mg esomeprazol, téng higng
thudc trong méu va thol glan ¢€ dat dugc ndng 4 dinh trong huyit
tuong (t.) & tré em tir 12 3én 18 tudi 13 tuong ty nhu & ngudi In khi
ding cd hai liéundy.

QUI CACH DONG GOI: Hop 3 vix 10 vién hodc hop 2vix 7 vién (vinhdm
~nhém).

BAO QUAN: Noi nhiét ddkhdng qué 30°C.
HAN DUNG: 30 thing ké tis ngy sin xust.
TIEU CHUAN: TCCS



