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CAPESTO 20
Vién nang cting Esomeprazol 20 mg
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Faiinié "’ dmfh dang vi hat esomeprazol magnesium dihydrat bao tan trong ruft) 20 mg

* Thhnh phin vi hat Esomeprazol magnesium dihydrat bao tan trong rujt gém: Esomeprazol
magnesium  dihydrat, Hypromellose (HPMC ES), Mannitol, Sucrose, Crospovidone, HPMC
phihalate, Diethyl phthalate)}

Logi thude: CAPESTO 20 12 thude khéng tiét acid da day, thuge nhém thudc chfng loét da diy —
rudt theo ¢d ¢hé e ché bom proton,

Dugge Iyfe vi ed ché tde dyng

CAPESTO 20 chita esomeprazol 13 dyng ddng phéin S ciia omeprazol ¢6 téc dung lam gidm sy 1€t
acid da day theo co ché lién két chon loe cao vi khong hdi phuc vio bom proton. Thudc ¢6 4i lye
ddc hiéu vdéi men H'/K*-ATPase (bom proton) & 1 bio vién niém mac da diy. Men ndy kiém sodt
giai doan cui clia qud trinh GEt acid dich vi, vi thé CAPESTO 20 ifc ché ¢i qud trinh tiét acid co
bén eling nhyt do bit k¥ kich thich nio.

Dugie djng hoc

Hdp thu: Esomeprazol duge h.Tp thu nhanh sau khi udng, ndng 40 dinh trong huy&t widing dat duge
sau 1-2 gids. Sinh khi dung ciia esomeprazol ting lén theo liéu ding va khi ding nhic lai,
khodng 68% khi ding liéu 20 mg va 89% khi ding liéu 40 mg. Thic dn lim chim v gidm sy .F
thu, dién tich dusi duding cong (AUC) sau khi udng 1 liéu duy nhit 40 mg vio bita &n so vdi lic A&i C"‘""'
gidm tir 33 - 53%. Vi vily udng Esomeprazol 1 gidf trude bifa fin, ;\USFHM
Phdn bé*: Khodng 97% esomeprazol gin kél véi protein huy€t wiong. O"fc.
Chuyén héa: esomeprazol duge chuy€n héa réng rdi & gan nhd hé thng cytochrom P450 isoenzym L e
CYP2C19 thinh cic diin chit hydroxy vi demethyl khing hoat tinh. Phdn con lai chuyén héa qua
isoenzym CYP3A4 thiinh esomeprazol sulfon. Khi diing nhic lai, chuyén héa bude diu qua gan va
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d6 thanh thii cla thufc gidm ¢6 thé do isoenzym CYP2CI9 bi e ch€. Tuy nhién khdng ¢6 hién “
wigng tich lily khi ding ngay 1 1dn. G mot 6 ngudsi chdu A (15-20%) vi thi€u isoenzym CYP2C19do <
di truyén nén lam chiim sy chuyén héa Esomeprazol, din d&én AUC ting 1én 2 lin so véi ngudi c6 .
di enzym. L2
Thai tric: Thii gian bdn thii cda esomeprazol khodng | - 1,5 gid, khodng 80% lidu uGng duge thdi
trif dudi dang cdc chit chuyén héa khing hoat tinh trong nude tiéu, phin con lai thii wrir qua phén. {L

Dudi 1% chilt me duge thii trif trong nude tiéu. & ngudi suy gan ning, gid i AUC & tinh trang &n
dinh cao hon 2-3 Kin so v6i ngudi ¢6 chife niing gan binh thuing, nén phai glém liéu cho cdc doi
wigng ndy vi khong nén ding qud 20 mg mdi ngay. [ |PD
Dutge dong hoc 3 ngurdsi dudi 18 Wwbi chira duge nghién ctu. J
Chi dinh
CAPESTO 20 duge chi dinh trong nhifng truding hop:
- Hoi ehifng trio ngufe da diy - thye gudn.
- Bénh loét da day - td rng.
- Chira loét da diy - td trdng c6 nhiém Helicobacter pylori vi ngiin ngifa nguy cd tdi phdt &
bénh nhiin loét da day - 14 tring nhiém Helicobacter pylori.
- Phong ngita vi diéu tri loét da diy enzym — 1d tring gily ra do thude khdng viém khong
steroid.
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Poc k§ Iudéng déin sit dung tridde khi ditng. Néw can biéi thém théng tin, xin hai § kién bdc sy.
Thudec niry chi ditng theo sy ké don ciia thdy thude.
-Liéu lugng v cich ding

Liéu ding vi thifi gian diing thudic cho titmg truding hep cy thé theo chi dinh cla Bic 51 diéu tr. Liéu
dong thing thuifng nhy sau:

Hi chutng trée ngige dg day — thite quan: Lidu khdi ddu khuyén ding trong di¢u tri bénh trdo
nguge da diy — thire quin [ tir 20 d€n 40 mg m3i ngdy, c6 thé kéo dai rén 4-8 tuiin ddi vdi nhitng
bénh nhdn khong linh bénh sau 4-8 win diéu i,

Trong tredng hgp duy tei hay bénh khong 6 tri¢u chifng x6i mon thyc quén, ¢6 thé dong liéu 20 mg
méi ngdy.

Bénh loét dg day - td tring e6 Helicobacter pylori: Trong ligu phip bg ba két hyp vdi amoxicillin va
clarithromycin, lidu thuéng ding 13 20 mg esomeprazol x 2 lin/ ngity trong 7 ngay hodc esomeprazol
40 mg x 1 lin /ngdy trong 10 ngiy.

Bénh loét da déy — td trang do thuée khdng vidm khéng steroid: Lidu yéu cu 1a 20 mg hojc 40 mg
x 1 lin /nghy trong 6 thdng.

Binh nhan suy gan: kKhong cén diéu chinh liéu d¢5i véi bénh nhin suy gan nhe va vifa. Ligu
esomeprazol cho bénh nhin suy gan ndng khong qud 20 mg/ngdy.

Cidch ding

Udng nguyén vién thudie, khing duge nhai hay nghién cde vi hat, Udng trude bita &n (15t nhit 12
trudc bita dn sdng).

=
Thin trong =2
Khi ¢6 sif hién dién ciia cdc triéu chifng cinh gidc nhw: sut ¢éin ddng k€ khong chii dich, ndn mifa tdi 3 1)
phdt, khé nudt, ndn ra mdu, hode dai tién ra mdu den) vi khi ¢6 hay nghi ngd bi loét da diy, nén AL
logi trit khd niing ung thy da ddy, vi diéu ti véi esomeprazol ¢6 thé 1Am gidm tigu ching va lam 1AL
chim tré viée chin dodn. =
Thén trong khi diing thudc kéo dii vi ¢6 thé gy viém teo da diy. [
Thén trong khi diing cho tré em dudi 18 waéi.

Thin trong khi diing cho nguisi bi bénh gan, phu nif mang thai vi cho con bi.

B3 v6i ngui bi suy thin khong cdn phdi diéu chinh lidu, nlamg phii thin wong khi ding cho bénh

nhdn suy thin ning. ’\".1/
Phy nit ¢6 thai v cho con bi | —_—
Thudc khong giy dnh hudng trén sy phat wrién cia bao thai & ngudi va sic vit, tuy nhién chi néh 4
ditng thudc cho phu ni¥ mang thai khi thit ¢dn thigt. Khng nén diing thue cho phy nlf ong thifi kj ‘;$
cho con bii, Trong truisng hgp cin ditng thude th phdi ngung cho con bi. T

L4i xe vii viin hiinh mdy méc

M0t 56 truding hgp xdy ra tinh trang chéng mit, nhife diu, chodng vdng khi sit dung esomeprazol, do
A6 nén thin trong diing thude trong khi dang 14i xe hay vin hinh mdy méc. -

Tdc dung khing mong mudn

Cic tdc dyng phu thusng gip: nhie ddu, chéng mit, dau bung, tiéu chiy, ddy hdi, 140 bén.

it giip: viém da, ngita, ndi mé day, chodng ving, khd miéng.

Hi€m giip: s6t 46 md hoi, phit ngogi bién, min cdm vdi dnh sdng, phin tng qui min bao gom: may
day, phit mach, co thiit ph& qudn, s8¢ phin v,

Rat hidm gip: mét bach cdu hat, gidm bach cdu, gidm tidu cdu, ting men gan, viém gan, suy gan,
viém thin k&, dau cd, Khdp.

Théng béio cho Bde si nhitng tde dyng khong mong mudn gdp phdi khi st dung thudc.
Tugng tic thudc
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-Esomeprazol ife ch& sif ti€l acid, 1am ting pH da day, vi viy thudic ¢6 thé dnh hudng dén sinh khd
dung clia mdt s6 thude hitp thu phu thude pH nhut ketoconazol, digoxin, mudi sir.

-Ding déng thisi esomeprazol, clarithromycin vA amoxicillin 1Am ting ndng d6 esomeprazol v 14-
hydroxyelarithromyein trong midu.

-Esomeprazol wiong tdc dude déng hoc véi cic thude chug,:én héa bdi hé enzym cytochrom P450
isoenzym CYP2C19 & gan.

-Diing ddng thisi 30mg esomeprazol vii dinzepam 1dm gidm 45% d6 thanh thdi cla diazepam.
-Esomeprazol ¢é thé lam ting nﬁng d0 trong mdu clia saguinavir v 1am gidm ndng dd cia
nelfinavir vi atazanavir thong qua mdt o ché chua duge xde dinh 1 ring. Do d6 nén xem xét viée
gidam liéu saquinavir khi ding chung vdi esomeprazol € trinh cic tic dung phy ¢6 thé xdy ra cla
saquinavir.

-Esomeprazol lam gidm hoat déng clia cdc enzym chuyén héa clopidogrel thinh dang ¢é hoat tinh,
do d6 lam gidm hoat tinh ctia clopidogrel, vi viy khuy&n cdo chi sit dung k&t hgp hai loai thudc nay
khi thit cin thiét.

-Esomeprazol lim ting ndng 49 cla cilostazol vii ede chal chuyén héa clia né. Lidu cilostazol nén
duge gidm tr 100 mg hai 1in mdi ngdy thinh 50 mg hai 1in mdi ngdy khi duge ding chung vdi
esomeprazol.

Quii lidu v edeh xif tri

Chua ¢6 biio cdo v& qud liéu esomeprazol & ngudi. Hién chwa ¢6 thufc gidi déc dic hiu, trong
trudng hop qud lidu nén didu tri wiéu chifng v diing cdc bién phdp hd wg 1dng quét. Thim tich m4
khdng ¢6 tdc dung loai trif thudc. >
Dang trinh biy: \
Hop 03 vi x 10 vién nang citng

Tiéu chudn: Tiéu chudn cd sd

Han diing: 36 thing k& tif ngdly sdn xuit.

Bdo quin:

Bio quin thuGe & ndi khé thodng, nhiét d§ dudi 30°C, trinh dnh sdng.

DE thudc xa tdm tay tré em. )

Nha sin xufit: NV
CONG TY TNHH US PHARMA USA J

Bia chi : L6 Bl- 10, Budig D2, KCN Tiy Bic Ci Chi, TP.HA Chi Minh
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