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CAPESTO 40

Esomeprazol 40mg

3 blisters x 10 capsules

Keonp out of reach of childran.

Compaosition: Storage: Anad the package insert carsfully bafors use

Each capsule contains In @ dry and cool place, below 30°C, protect from

enteric peliats) 40mg  Specification: __u‘, i_ ‘

Esomeprazol (As Esomeprazol magnesium ditydrat  direct sunlight

Excipients q s 1capsule  In house Manufachurer

Indications, contra-indications, dosage, US PHARMA USA COMPANY LIMITED
| administration: Lot Bi-10, DZ Street, Tay Bac Cu Chi
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S PHARMA USA 3 Vi x 10 vién nang cing

D4 xa thm tay tré =m

Thanh phin: Bao quin: B i hutdng din st dyng truad eyl
M vién nang cirng chira Noi khé thodng, nhidt 48 dudi 30°C, trénh anh

‘ Esomeprazel (dudl dang wvi hal Esomeprazel adng
magnesium dihydrat bac tan trang rudt) 40mg Tiéu chudn:

Té dirge vd 1 vién  Tidu chudn co sé
Chi ginh, chéng chi djnh. lidu ding, cach ding:
Hem v hudng diin bén rong hip

Vi Capesto 40: 135 x 78 mm
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TRACH HHI‘HdUUhuH Vién nang ciing Esomeprazol 40 mg

(i Thanh phan vi hat Esomeprazol magnesium dihydrat bao tan trong rudt gdm: Esomeprazol magnesium
dihydrat, Hypromellose (HPMC E5), Mannitol, Sucrose, Crospovidone, HPMC phthalate, Diethyl phthalate)
Loai thudc: CAPESTO 40 1a thudc khing tiét acid da day, thuoc nhém thuGe chong loét da day — rudt theo
cd ché ttc ch&€ bom proton.

Dugc lyc va cd ché tdc dung

CAPESTO 40 chita Esomeprazol 1a dang dong phan S ctia omeprazol c6 tdc dung lam gidm sy ti€t acid da
day theo cd ch& lién k&t chon loc cao va khong hdi phuc vao bom proton. Thudc ¢6 4i luc dic higu véi men
H'/K*-ATPase (bom proton) & t& bao vién niém mac da day. Men nay ki€m sodt giai doan cudi clia qué trinh
ti&t acid dich vi, vi th€ CAPESTO 40 tfc ch& ¢ qud trinh ti€t acid cd bdn cling nhuv do bat ky kich thich nao.
Dugc dong hoc

Hdp thu: Esomeprazol dugc hdp thu nhanh sau khi u6ng, ndng do dinh trong huy€t tuong dat dudc sau 1-2 gid.
Sinh khi dung ctia Esomeprazol ting lén theo liéu ding va khi ding nhic lai, dat khodng 68% khi ding liéu
20 mg va 89% khi diing liéu 40 mg. Thitc &n 1am chdm va gidm sy hdp thu, dién tich dudi dudng cong (AUC)
sau khi uéng 1 lidu duy nhit 40 mg vao bita in so véi lic d6i gidm tir 33 — 53%. Vi vay udng Esomeprazol 1
gi¥ trudc bita dn.

Phdn b6 Khodng 97% Esomeprazol gin két vé6i protein huy€t twong.

Chuyén héa: Esomeprazol dude chuyén héa rong rdi § gan nhd hé théng cytochrome P450 isoenzyme
CYP2C19 thanh cdc din chit hydroxy va demethyl khong hoat tinh. Phan con lai chuy€n héa qua isoenzymg
CYP3A4 thanh Esomeprazol sulfon. Khi diing nhic lai, chuyén héa budc dau qua gan va d¢ thanh thdi ci
thudc gidm c6 thé do isoenzym CYP2C19 bi ¢ ch€ . Tuy nhién khong c6 hién tugng tich liiy khi diing ngay
1in. G mot s& ngudi chau A (15-20%) vi thi€u isoenzyme CYP2C19 do di truyén nén 1am chdm sy chuyén
héa Esomeprazol, din d€n AUC ting 1én 2 1in so v4i ngudi ¢6 di enzyme.

Thdi triv: Thdi gian bén thii clia Esomeprazol khodng 1 — 1,5 gi¥, khodng 80% li€u udng thai trlf dui dang
cdc chi't chuyén héa khong hoat tinh trong nudc ti€u, phin con lai thdi trir qua phan. Duéi 1% chi't me dudc
thai trif trong nudc tiéu. o) ngudi suy gan ning, gid tri AUC & tinh trang 6n dinh cao hon 2-3 1an so vdi ngudi
¢6 chitc ning gan binh thudng, nén phii gidm liéu cho cdc d6i twgng nay va khong nén ding quéd 20 mg mdi
ngay.

Dudc dong hoc & ngudsi dudi 18 tudi chua dugc nghién ciu.

Chi dinh

CAPESTO 40 dudc chi dinh trong nhitng trung hdp:

- Hoi chifng trao ngude da day — thuc quin.

- Bénhloétda day — td trang.

- Chira loét da day — t4 trang c6 nhiém Helicobacter pylori vd ngdn ngita nguy cd tdi phdt § bénh nhin

loét t4 trang nhi€m Helicobacter pylori.

- Phong ngiva va diéu tri loét da day — td traing gy ra do thudc khdng viém khong steroid. ¥
Poc ky hudng dén sit dung tridc khi ding. Néu cdn biét thém thong tin, xin héi ¥ kién bdc sy. VZ/
Thuée nay chi ding theo sy ké don ciia thdy thudc. |
Liéu lugng va cdch dung /
Liéu ding va thdi gian ding thudc cho tirng trudng hop cu thé theo chi dinh clia Béc si diéu tri. Liéu ding
théng thudng nhu sau:

Héi chitng trao ngugce da day - thuc qudn: Liéu khdi ddu khuyén diing trong diu tri bénh trdo nguge da day
— thyc quén 1a tir 20 d&€n 40 mg mdi ngay, c6 thé kéo dai trén 4-8 tudn dGi v4i nhitng bénh nhan khong 1anh
bénh sau 4-8 tuin diéu tri.




Trong trudng hgp duy tri hay bénh khong c6 triéu ching x6i mdn thuc quin, ¢6 thé ding liéu 20 mg mdi
ngay.

Bénh loét da day - td trang c6 Helicobacter pylori: Trong liéu phip bd ba k&t hop v6i amoxicillin va
clarithromycin, liéu thudng ding 12 20 mg Esomeprazol x 2 14n/ ngay trong 7 ngay hodc Esomeprazol 40 mg x
1 1dn /ngay trong 10 ngay.

Bénh loét da day - td trang do thudc khdng viém khong steroid: Liéu yéu ciu la 20 mg hodc 40 mg x 1 ldn
/ngay trong 6 thing.

Bénh nhén suy gan: khong cin di€u chinh liéu ddi véi bénh nhan suy gan nhe va vira. Liéu Esomeprazol cho
bénh nhin suy gan ning khdng qud 20 mg/ngay.

Cich diung

Udng nguyén vién thudc, khong duge nhai hay nghién cdc vi hat. USng trudc bita dn (15t nhat 1a trudc bita in
sdng).

Thén trong

Khi ¢6 sy hién dién ciia cdc triéu chitng cinh gidc nhu: sut cin ddng ké khong chi dich, ndn mia t4i phét,
kh6 nudt, nén ra mdu, hodc dai tién ra mdu den) va khi c¢6 hay nghi ngd bi loét da day, nén loai trir khd nang
loét da day dc tinh, vi di€u trj véi Esomeprazol ¢6 thé 1am gidm triéu ching va 1am chdm tré viéc chin dodn.
Than trong khi ding thudc kéo dai vi ¢6 thé giy viém teo da day.

Thén trong khi ding cho tré em du6i 18 tudi.

Thén trong khi diing cho ngudi bi bénh gan, phu nit mang thai va cho con bu.

DGi v6i ngudi bi suy thdn khong cin phdi diéu chinh liéu, nhung phai thin trong khi diing cho bénh nhan suy
than ning.

Phu nif ¢6 thai va cho con bd

Thudc khong gdy dnh hudng trén sy phit trién clia bao thai § ngudi va stic vat, tuy nhién chi nén ding thudc
cho phu nit mang thai khi that cdn thai. Khong nén diing thudc cho phu nif trong thdi k¥ cho con bd. Trong
trudng hgp can dung thudc thi phdi ngung cho con bi.

Lai xe va vin hanh mdy méc

MOt s8 trudng hop xdy ra tinh trang chéng mit, nhifc ddu, chodng vang khi si dung Esomeprazol, do d6 nén
thdn trong dung thuc trong khi dang 14i xe hay vin hanh mdy méc.

Téc dung khéng mong mudn

Céc tdc dung phu thudng gdp: nhitc dau, chéng mit, dau bung, tiéu chiy, diy hdi, tio bon.

ft gip: viém da, ngta, n3i mé day, chodng viang, kho miéng.

Hi€m gip: s6t d6 md hoi, phd ngoai bién, min cdm vdi 4nh sdng, phin ng qus min bao gdm: may day, phd
mach, co thidt ph&€ quéan, sdc phdn vé.

R4t hi€m gidp: mit bach ciu hat, gidm bach cdu, gidm ti€u ciu, ting men gan, viém gan, suy gan, viém thin
k€&, dau cd, khdp.

Thong bdo cho Bdc st nhitng tdc dung khéng mong mudén gdp phdi khi sit dung thuéc.

Tudng téc thudc

-Esomeprazol ifc ch€ sy tiét acid, 1am ting pH da day, vi vy thudc c6 thé 4nh hudng dén sinh kha dung ciia
mot s8 thudc hap thu phu thudc pH nhu: ketoconazole, digoxin, mudi sit.

-Dung dbng thdi Esomeprazol, Clarithromycin va Amoxicillin 1dam ting ndng d9 Esomeprazol va 14-
hydroxyclarithromycin trong méu.

-Esomeprazol tudng tic dugc dong hoc véi cdc thude chuyén héa bdi hé enzym cytochrom P450 isoenzym
CYP2C19 g gan.

-Diing ddng thdi 30mg Esomeprazol va Diazepam lam gidm 45% do thanh thai clia Diazepam.

-Esomeprazol ¢6 thé lam ting ndng do trong mdu cla saquinavir va 1Am gidm ndng do cta nelfinavir va
atazanavir thong qua mot cd ch€ chua duge xdc dinh rd rang. Do d6 nén xem xét viéc gidm li€u saquinavir
khi ding chung v6i Esomeprazol d€ tranh céc tic dung phu c6 thé x4y ra clia saquinavir.

-Esomeprazol 1am gidm hoat dong clia cic enzym chuyén héa Clopidogrel thinh dang c¢6 hoat tinh, do d6 1am
gidm hoat tinh ctia Clopidogrel, vi viy khuy&n céo chi sit dung k&t hgp hai loai thudc nay khi thit cAn thiét.




--Esomeprazol 1am ting néng dd cla cilostazol va cdc chi't chuyén héa clia né. Liéu cilostazol nén duge gidm
tir 100 mg hai 14n m&i ngay thanh 50 mg hai lin mdi ngay khi dugc ding chung véi esomeprazol.

Quia liéu va cdch xif tri

Chua ¢6 bdo cdo vé qud liéu Esomeprazol & ngudi. Hién chua ¢6 thudc gidi doc dic hiéu, trong trudng hdp
qud liéu nén diéu tri triéu chitng va diing cdc bién phép hd trg tdng quat. ThAim tich mdu khong c¢6 tic dung
loai trit thudc.

Dang trinh bay:

Hop 03 vi x 10 vién nang ciing.

Tiéu chuéin: Tiéu chuin cd s&

Han dung: 36 thing k€ tr ngay sin xudt.

Bdo quan:

Bédo quin thudc & ndi kho thodng, nhiét dd dudi 30°C, tranh 4nh sdng.

Dé thuéc xa tdm tay tré em.

Nha san xuat:

CONG TY TNHH US PHARMA USA

Dia ch1 L6 B1- 10, Budng D2, KCN Tiy Bdc¢ Ci Chi, TP.H6 Chi Minh
' mac va théng tin chi tiét, xin lién h¢ vé sé dién thoai 08 37908860 — 08 37908861, Fax: 08
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