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ESOMEPRAZOL 40-US

Vién nang cing Esomeprazol 40 mg
Thinh phiin
Mbi vién nang ciing chifa:
Esomeprazol (dudi dang vi hat Esomeprazol magnesium dihydrat bao tan trong rugt) 40 mg
(* Thanh phin vi hat Esomeprazol magnesium dihydrat bao tan trong ruft gdm: Esomeprazol magnesium
dihydrat, Hypromellose (HPMC E5), Mannitol, Sucrose, Crospovidone, HPMC phthalate, Diethyl phthalate)
Loai thufic: ESOMEPRAZOL 40-US 1a thudic khéng (i€l acid da diy, thudc nhém thudc chdng loét da day -
rudit theo ed ch& dc ché bom proton.
Duge hye vit ed ché tdc dyng

ESOMEPRAZOL 40-US chita Esomeprazol 12 dang déng phin S clia omeprazol ¢6 tic dyng lam gidm sy i€t
acid da diy theo co ch€ lién k€t chon lpe cao vi khong hii phyc vio bdm proton. Thude c6 4i lvc dic hidu
vdii men H'/K*-ATPase (bodm proton) & 1& bao vién niém mac da day. Men nay ki€m sodt giai doan cufi cla
qué trinh &t acid dich vi, vi th€ ESOMEPRAZOL 40-US ifc ché cd qud trinh i€t acid cd bin cling nhuf do bét
k¥ kich thich nio.
Duge diing hoc
Hidp thu: Esomeprazol duge hip thu nhanh sau khi udng, ndng 46 dinh trong huy€t twdng dat duge sau 1-2 gid.
Sinh khd dyng cia Esomeprazol ting 1én theo liéu ding va khi diing nhic lai, dat khodng 68% khi ding li¢u
20 mg vi 89% khi diing liéu 40 mg. Thife dn lam chim vi gidm sy hip thu, di¢n tich dudi dubing cong (AUC)
sau khi udng 1 liéu duy nhé't 40 mg vao bifa in so vdi lic d6i gidm tir 33 — 53%. Vi viy udng Esomeprazol 1
gidf trude bifa dn.
Phdn bé* Khodng 97% Esomeprazol gdn k&1 vdi protein huy&t nidng.
Chuvén hia: Esomeprazol dudc chuyén héa rfng rdi ¢ gan nhd hé théng cytochrome P450 isoenzyme
CYP2C19 thinh cic din chdl hydroxy vi demethyl khong hoat tinh. Phin con lai chuyén héa qua isoenzyme
CYP3A4 thinh Esomeprazol sulfon. Khi diing nhic lai, chuyén héa budc diu qua gan vi d§ thanh thii cia
thufic gidm c6 thé do isoenzym CYP2C19 bi tfc ch&. Tuy nhién khéing cé hién wigng tich 1y khi ding ngay 1
lin. 0 mot 56 ngudti chiu A (15-20%) vi thi€u isoenzyme CYP2C19 do di truyén nén lim chim sy chuyén
héa Esomeprazol, din dén AUC ting 1én 2 lin so vdi ngudi cé dil enzyme.
Thdi trir. Thii gian bdn thdi clia Esomeprazol khodng 1 — 1,5 giif, khodng 80% li€u udng thai wrir dudi dang
cée chit chuyén héa khéng hoat tinh trong nudc ti€u, phin cdn lai thdi trir qua phiin. Dudi 1% chit me dudc
thdi trif trong nudc ti€u. O ngudi suy gan ning, gid tri AUC d tinh trang &n dinh cao hon 2-3 lin so vdi nguisi
¢6 chifc niing gan binh thudng, nén phii gidm lidu cho cdc dfi wigng nay vi khong nén ding qud 20 mg mbi
ngay.
Duge ddng hoe & ngudti dudi 18 wdi chua duge nghién cifu,
Chi dinh
ESOMEPRAZOL 40-US duge chi dinh trong nhifng trutfng hop:
- Hi chitng trio nguge da diy — thuc quan.
- Bénh loét da diy - td ring.

Chira loét da diy - td tring c6 nhiém Helicobacter pylori v ngin ngifa nguy cd tdi phdt & bénh nhiin

loét t4 tring nhiém Helicobacter pylori.

Phodng ngira va didu tri loét da diy - 14 triing gdy ra do thudc khdng viém khong steroid.
Hp-: ki hitdng din sit dung tride khi diing. Néu cdn biét thém thing tin, xin hoi § kién bdc s§.
Thudc nay chi diing theo sy ké don cia thdy thudc.
Liéu lwgng va cdch diing
Lidu diing va thifi gian diing thufic cho timg trudng hgp cu thé theo chi dinh ciia Béc si diéu trj. Lifu ding
théng thuling nhu sau:
Hii chitng tréio nguge da dity - thite qudn: Li¢u khdi ddu khuyén ding trong diéu tri bénh trio nguie da day
— thyc quin 1 tir 20 d€n 40 mg mbi ngay, ¢6 thé kéo dii trén 4-8 tuin d6i vdi nhitng bénh nhin khing linh
bé&nh sau 4-8 tudn diéu tri.
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Trong truiing hgp duy i hay bénh khong ¢6 triéu ching x6i mon thic quin, c6 thé diing liéu 20 mg mdi
ngay.
Bénh loét dg day - td trang ¢6 Helicobacter pylori: Trong liéu phdp bd ba k&t hdp vdi amoxicillin va
clarithromycin, li¢u thuing ding 13 20 mg Esomeprazol x 2 1in/ ngdy trong 7 ngdy hodic Esomeprazol 40 mg x
1 lin /ngiy trong 10 ngay.
Bénh loét dg day - td trang do thudc khdng viém khiéng steroid: Liéu y&u cdu 1 20 mg hodc 40 mg x 1 1dn
Mmgay trong 6 thing.
Bénh nhén suy gan: khong cin di€u chinh liéu d8i vdi bénh nhin suy gan nhe vi vira. Lidu Esomeprazol cho
bénh nhin suy gan niing khéng qud 20 mg/ngiy.
Cdch ding
Ubng nguyén vién thudc, khéng duge nhai hay nghién cdc vi hat. Ulng trude bita dn (161 nhit 14 rude bita in
sdng).
Thiin trong
Khi ¢6 sy hién dign clia cdc trigu chiing cinh gidc nhar: syt ciin ddng k€ khong chii dich, ndn mia tdi phét,
khé nudt, ndn ra mdu, hodc dai tién ra mdu den) va khi cé hay nghi ngdf bi loét da day, nén loai trir khd ning
loét da day dc tinh, vi diéu trj vdi Esomeprazol cé thé 1am gidm triéu chitng va lam chim tré viée chin dodn.
Thén trong khi ding thufic kéo dai vi ¢6 thé giy viém teo da day.
Thin rong khi ding cho tré em dudi 18 wdi.
Thiin trong khi ding cho nguti bi bé&nh gan, phu nif mang thai va cho con bi.
Ddi vdi ngudti bi suy thin khong cdn phdi diéu chinh liéu, nhung phédi thin trong khi diin g cho bénh nhin suy
thiin ning.

thai va cho con i

Thudc khing gdy dnh hung trén sy phit trién clia bio thai & ngudi vi sic vit, y nhién chi nén di ng thufc
cho phy nif mang thai khi thit ciin thai. Khong nén ding thufc cho phy nif trong thisi k¥ cho con ba. Trong
truting hgp cin diing thuic thi phdi ngung cho con bi.
Ldi xe va viin hiinh mdy méc
Mgt s8 truiing hgp xdy ra tinh trang chéng mét, nhife diu, chodng vang khi sif dung Esomeprazol, do d6 né
thin trong diing thudc trong khi dang lii xe hay vin hinh mdy méc.
Tic dung khiing mong muiin
Cic tic dyng phu thuding gip: nhifc ddu, chéng mit, dau bung, tiéu chdy, diy hdi, tio bon.
ft giip: viem da, ngita, ndi mé day, chodng ving, khé miéng.
Hi€m gip: s6t 46 md hoi, phil ngoai bién, min cim vdi 4nh sdng, phin dng qud min bao gdm: miy day, phi
mach, co thit phé quin, sdc phdn vé,
Rt hifm gip: mit bach ciu hat, gidm bach cdu, gidm tiéu cdu, ting men gan, viém gan, suy gan, viém thin
k&, dau cd, khdp.
Thing bdo cho Bie st nhitng tdc dung khing mong muén gdp phdi khi si dung thuéc.
Tudng tic thudc
-Esomeprazol ifc ch€ sy ti€t acid, lam ting pH da day, vi viy thufc c6 thé inh hudng d&n sinh khi dung clia
mit s8 thudc hip thu phy thudc pH nhir: ketoconazole, digoxin, mudi sit.
-Diing ddng thifi Esomeprazol, Clarithromycin vd Amoxicillin lim ting ndng d§ Esomeprazol vad 14-
hydroxyclarithromycin trong médu.
-Esomeprazol nfdng tic duge djng hoc vdi cdc thude chuyén hda bdi hé enzym cytochrom P450 isoenzym
CYP2C19 @ gan.
-Ditng ding thifi 30mg Esomeprazol vi Diazepam lim gidm 45% d0 thanh thii ciia Diazepam.
-Esomeprazol c6 thé lam ting ndng dé trong mdu cia saquinavir v IAm gidm ndng 4§ cla nelfinavir v
atazanavir thong qua mdt cd ché chua duge xdc dinh rd ring. Do d6 nén xem xét viée gidm liéu saquinavir
khi diing chung vdi Esomeprazol d€ trdnh cdc tdc dung phy ¢6 thé xdy ra clia saquinavir.
-Esomeprazol lim gidm hoat d{ng cla cdc enzym chuyén héa Clopidogrel thinh dang ¢6 hoat tinh, do d6 lim
giam hoat tinh cia Clopidogrel, vi viy khuy€n cdo chi sit dung k&€ hdp hai loai thufc ndy khi thit cdn thi&t,
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* Esomeprazol lam ting ndng d¢ cla cilostazol vi cdc chil chuy€n héa clia nd. Liéu cilostazol nén duge gidm
tir 100 mg hai lAn mdi ngay thanh 50 mg hai lin mdi ngay khi duge diing chung vdi esomeprazol.

Qui liu vi cdch xid tri

Chifa ¢6 bdo cdo vé qud liéu Esomeprazol & ngudi. Hi¢n chua cé thude gidi dc dic higu, wong wuling hgp
qud liéu nén didu trj wriéu chifng va dung cdc bién phip hd g tdng quét. Thim wich mdu khing cé tdc dung
loai trir thudc.

Dang trinh bay: Hip 03 vi x 10 vién nang cifng.

Tiéu chufin: Ti¢u chuiin od sd.

Han diing: 36 thang k& tir ngdy sin xudl.

Bao quan:

Bio quin thude & ndi khd thodng, nhiét 4§ dudi 30°C, wdnh dnh sdng.

Dé thubc xa tdm tay tré em.

Nhi sdn xuft:

CONG TY TNHH US PHARMA USA

Bija chi : L& Bl- 10, Buding D2, KCN Tiy Bdc Ci Chi, TP.H3 Chi Minh

Mai thde mde va thing tin chi tié, xin lién h¢ vé sd dign thogi 08 37908860 — 08 37908861, Fax: 08
FT908856



