
ESOMEPRAZOL 40-US 

Vien nang ctfng Esomeprazol 40 mg 

Thanh phiin 

M6i vién nang cting chifa: 

Esomeprazol (dudi dang vi hat Esomeprazol magnesium dihydrat bao tan trang rugt) 40 mg 

(* Thanh phan vi hat Esomeprazol magnesium dihydrat bao tan trong ru$t g6m: Esomeprazol magnesium 

dihydrat, Hypromellose (HPMC ES), Mannitol, Sucrose, Crospovidone, HPMC phthalate, Diethy! phthalate) 

Loai thuéc: ESOMEPRAZOL 40-US 1A thuéc khang tiét acid da diy, thuge nhém thuGc chéng loét da day — 

ruét thea ed ché fe ché bom proton. 

Due hye va ed ché tic dung 

ESOMEPRAZOL 40-US chifa Esomeprazol la dang déng phan S cla omeprazol cé tic dyng lam giam sy tiét 

acid da day theo co ché lién két chon loc cao vA khong héi phyc vio bem proton. Thude cd ai lye dic hi¢u 

vdi men H*/K*-ATPase (bom proton) & té bao vién niém mac da day. Men nay kiém soat giai doan cudi cha 

qua trinh ti€t acid dich vi, vi thé ESOMEPRAZOL 40-US tie ché cd qué trinh tiét acid co ban cing nhu do bat 

k¥ kich thich ndo. 

Duge ding hoc 

Hap thu: Esomeprazol dude hap thu nhanh sau khi uéng, nong d6 dinh trong huyét tudng dat dude sau 1-2 gid. 

Sinh kha dung cia Esomeprazol ting lén theo liéu ding va khi ding nhic lai, dat khodng 68% khi ding liéu 

20 mg va 89% khi ding liéu 40 mg. Thifc an lam ch4m va gidm sv hap thu, dién tich duéi dung cong (AUC) 

sau khi uGng | liéu duy nhdt 40 mg vio bifa An so vdi lic déi gidm tiv 33 — 53%. Vi vay uéng Esomeprazol | 

eid trudge bila dn. 

Phdn bé: Khodng 97% Esomeprazol gin két vdi protein huyét tung. 

Chuyén ha: Esomeprazol dude chuyén héa réng rai & gan nh hé théng cytochrome P450 isoenzyme 
CYP2C19 thanh cdc din chat hydroxy va demethyl khéng hoat tinh. Phin cén lai chuyén héa qua isoenzyme 

CYP3A4 thinh Esomeprazol sulfon. Khi ding nhac lai, chuyén héa bude dau qua gan va d6 thanh thai cla 

thuée gidm ed thé do isoenzym CYP2C19 bi tfc ché. Tuy nhién khong c6 hién tng tich ldy khi ding ngay | 

lin. O mot sO nguéi chau A (15-20%) vi thi€u isoenzyme CYP2C19 do di truyén nén lam chim sy chuyén 

héa Esomeprazol, din dén AUC ting lén 2 lan so vdi nguii cé di enzyme. 

Thai trit. Thi gian bin thdi cia Esomeprazol khodng 1 — 1,5 gid, khodng 80% liéu udéng thai wir dudi dang 

cde chat chuyén héa khéng hoat tinh trong née tiéu, phdn con lai thai trif qua phin. Dui 1% chdt me dude 

thai wir trong nuéc tiéu. O nguii suy gan nang, gid tj AUC é tinh trang 6n dinh cao hon 2-3 lan so vdi ngutti 

ed chife nang gan binh thuting, nén phai gidm liéu cho cdc d6i tugng nay va khéng nén ding qué 20 mg moi 

ngay. 

Duvic dang hoc & ngui dudi 18 wi chua dude nghién cttu. 

Chi dinh 
ESOMEPRAZOL 40-US duc chi dinh trong nhifng tiiing hdp: 

- Héichifng trao neue da day — thyfc quan. 

Bénh loét da day — ta tring. 

Chita loét da day — td trang cé nhiém Helicobacter pylori vi ngdn ngifa nguy co tdi phat 6 bénh nhan 

loét tA wang nhiém Helicobacter pylori. 

Phong ngifa va diéu tri loét da day — td wing gily ra do thuéc khang viém khéng steroid. 

Doc k¥ huting din sit dung trite khi ding. Néu can biét thém théng tin, xin héi § kién bee sj. 

Thudéc nay chi ding theo su ké don cia thay thuéc. 

Liéu lugng va cach ding 
Liéu ding va thai gian ding thuéc cho titng trv@ng hgp cu thé theo chi djnh cia Bac si diéu tri. Liéu ding 

thang thutng nh sau: 

Héi ching trao nguge da day - thie qudn: Liéu khéi dau khuyén ding trong diéu trj bénh trao nguge da day 

— thye quan 1a tir 20 dén 40 mg mOi ngay, cé thé kéo dai wén 4-8 tuan d6i vdi nhifng bénh nhin khéng lanh 

bénh sau 4-8 tudn diéu ti.
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Trong tung hgp duy wi hay bénh khéng cé triéu chifng x6i mon thie quan, cé thé ding liéu 20 mg méi 
ngay. 

Béenh loét dg day - ta trang cé Helicobacter pylori: Trong liéu phap b6 ba két hop véi amoxicillin va 
clarithromycin, liéu thuting diing 1A 20 mg Esomeprazol x 2 lan/ ngay trong 7 ngay hoic Esomeprazol 40 mg x 
1 lin /ngay trong 10 ngay. 
Bénh loét da day — td trang do thuéc khang viém khéng steroid: Liéu yéu ciu 1a 20 mg hodc 40 mg x 1 lan 
/ngay trong 6 thing. 

Bénh nhdn suy gan: khong cin diéu chinh liéu 46i véi bénh nhin suy gan nhe va vita. Liéu Esomeprazol cho 
bénh nhan suy gan nang khéng qué 20 mg/ngay. 
Cach ding 

Udng nguyén vién thuéc, khéng due nhai hay nghién cdc vi hat. U6ng wdc bifa an (t6t nhat JA trvéc bifa An 
saing). 

Thin trong 
Khi co sy hién dién cla cdc triéu chifng cdnh gide nhw: syt cin dang ké khéng chi dich, nén mifa tdi phat, 
khé nudét, nén ra mau, hodc dai tién ra mau den) va khi cd hay nghi ngé bi loét da day, nén loai wi¥ kha nang 
loét da day dc tinh, vi diéu tri véi Esomeprazol cé thé 1am gidm triéu chitng vA Am chim tré viée chin dodn. 
Than trong khi ding thuéc kéo dai vicé thé gay viém teo da day. 
Than trong khi ding cho tré em dui 18 tdi. 
Than trong khi ding cho nguéfi bi bénh gan, phu nif mang thai va cho con bi. 
Pdi vdi ngu’i bi suy than kh6ng c4n phai diéu chinh liéu, nhung phi than trong khi ding cho bénh nhan suy 
thin ning. 

thai va cho con bu 

Thudéc khéng gay anh hudng trén sy phat trién cla bao thai d nguti va stic vat, wy nhién chi nén di ng thudc 
cho phy nif mang thai khi that cin thai. Khéng nén ding thuée cho phy nf trong thiti ky cho con bi. Trong 
tru@ing hdp can ding thuéc thi phai ngung cho con bi. 
Lai xe vi vin hanh may méc 

M6t sé truting hdp xdy ra tinh trang chong mat, nhite dau, chodng vang khi st¥ dung Esomeprazol, do dé né1 
thin trong ding thuéc trong khi dang Idi xe hay van hanh méy moc. 
Tac dung khing mong muén 

Cac tic dung phu thing gap: nhife dau, chong mat, dau bung, tiéu chay, day hoi, téo bon. 
it gp: viém da, ngtta, ndi mé day, chodng vang, khé miéng. 
Hiém gap: sét dé mé héi, phd ngoai bién, min cdm vdi 4nh sing, phan ting qué m&n bao gém: may day, phi 
mach, co that phé quan, séc phan vé. 
Rat hiém gap: mat bach cau hat, gidm bach céu, gidm ti€u cau, tang men gan, viém gan, suy gan, viém thin 
ké, dau cd, khdp. 

Théng bdo cho Bac si nhitng tac dung khéng mong muén gdp phdi khi sit dung thudc. 
Tung tic thudc 
-Esomeprazol tfe ché su tiét acid, lam ting pH da day, vi vay thuéc cé thé anh hudng dén sinh kha dung cla 
mit s6 thuéc hap thu phu thuéc pH nhu: ketoconazole, digoxin, mudi sit. 
-Diing ding théi Esomeprazol, Clarithromycin va Amoxicillin lim ting néng d6 Esomeprazol va 14- 
hydroxyclarithromycin trong miu. 

-Esomeprazol tudng tac duc déng hoc vdi cdc thudc chuyén héa bdi hé enzym cytochrom P450 isoenzym 
CYP2C19 ¢ gan. 
-Diing ding théi 30mg Esomeprazol va Diazepam lim gidm 45% d6 thanh thai cia Diazepam. 
-Esomeprazol cé thé lam tang néng d6 trong mdu cia saquinavir va lam gidm nong d6 cia nelfinavir va 
atazanavir thong qua mt ed ché chufa dude xdc dinh rd rang. Do dé nén xem xét viée gidm liéu saquinavir 
khi ding chung vdi Esomeprazol dé trinh cdc tac dung phy cé thé xdy ra cla saquinavir. 
-Esomeprazol lim gidm hoat déng cia cic enzym chuyén héa Clopidogrel thanh dang cé hoat tinh, do dé lam 
giam hoat tinh cia Clopidogrel, vi vay khuyén céo chi st dung két hgp hai loai thuéc nay khi that can thiét, 
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- ‘Esomeprazol lam tang néng 46 cia cilostazol va cdc chit chuyén héa cia nd. Liéu cilostazol nén duge gidm 

tiy 100 mg hai Lin méi ngay thanh 50 mg hai lan mdi ngay khi duc ding chung véi esomeprazol. 

Qua liéu va cach xi tri 

Chua c6 béo céo vé qué liéu Esomeprazol 6 nguii. Hién chua cé thudc gidi déc dac hiéu, wong tuGng hgp 

qué liéu nén diéu tri wiéu ching va ding cdc bién phap hé tro téng quét. Thim tich mau khéng cé tac dung 

loai trif thuéc. 

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

Tiéu chudin: Tiéu chudn co sd. 

Han ding: 36 thing ké tiv ngay sdn xual. 
Bao quan: 

Bao quan thuée 3 noi khé thodng, nhiét d6 dudi 30°C, tanh anh sang. 

Dé thude xa tim tay tré em. 

Nha san xudt: 

CONG TY TNHH US PHARMA USA 
Bia chi: L6é Bl- 10, Duting D2, KCN Tay Bac Ci Chi, TP.H6é Chi Minh 

Moi thde mde va thing tin chi tét, xin lién hé vé sé dign thogi 08 37908860 — 08 37908861, Fax: 08 

37908856
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