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ESOMEPRAZOL 40 - HV 
Vien nang cung esomeprazol 40 mg 

Dé xa tam tay tré em 

Doc kj huéng dan sir dung truéc khi ding 

Thanh phan 
Mai vién nang cimg chira: 
Hoat chat: Esomeprazol (didi dang vi hat esomeprazol magnesium dihydrat bao tan trong rugt) 40 mg 
(* Thanh phan vi hat esomeprazol magnesium dihydrat bao tan trong ruét gom: Esomeprazol 
magnesium dihydrat, Hypromellose (HPMC E5), Mannitol, Sucrose, Crospovidone, HPMC 
phthalate, Diethyl phthalate) 
Dang bao ché: Vién nang ctmg chita vi hat bao tan trong rudt. 
Phan loai: ESOMEPRAZOL 40-HV la thudc khang tiét acid da day, thuéc nhém thudc chong 
loét da day — rudt theo co ché tre che bom proton. 
Dc tinh duge le hoc va co’ ché tac dung 
ESOMEPRAZOL 40-HV chita esomeprazol la dang dong phan $ cia omeprazol, duoc ding 
tuong ty nh omeprazol trong diéu trj loét da day —ta trang, bénh trao ngugc da day - thyre quan 
va hoi chimg Zollinger ~ Ellison. Esomeprazol gan voi H’/K*-ATPase (con g0i la bom proton) 
a te bao thanh cua da day, lam bat hoat hé théng enzym nay, ngan can bude cudi cin g cua sur bai 
tiét acid hydroclorid vao long da day. Vi vay esomeprazol co tac dung tc ché da day tiét luong 
acid co ban va ca khi bj kich thich do bat ky tac nhan nao. Thudc tac dung manh, kéo dai. 
Cac thude tre ché bom proton co tac dung tre ché nhung khong diét trir duge Helicobacter pylori, 
nén phai phoi hop véi cdc khan ig sinh (nhu amoxicilin, tetracyclin va clarithromycin) mdi cé thé 
diet trir co hiéu qua vi khuan nay. 

Trong hai nghién ctru so sanh hoat tinh voi ranitidin, esomeprazol cho thay tac ding tot trong 
chira bénh loét da day o nhimg bénh nhan str dung NSAIDs, bao gom ca NSAIDs cé chon loc 
tren COX-2. 
Trong hai nghién ciru véi gia duoc, esomeprazol cho thay tac dung tot trong viéc phong chong 
viém loet da day va ta trang & bénh nhan str dung NSAIDs (trén 60 tudi va/hoae cé tien sit loét), 
bao gom ca NSAIDs cé chon loc trén COX-2. 
Dac tinh dug dong hoc 
Hap thu: Esomeprazol duge hap thu nhanh sau khi uéng, néng d6 dinh trong huyet trong dat 
durge sau 1-2 gid. Sinh kha dung cua esomeprazol tang lén theo liéu ding va khi ding nhac lai, 
dat khoang 68% khi ding ligu 20 mg va 89% khi ding liéu 40 img. Thire an lam cham va giam 
sy hap thu, dién tich didi duong cong (AUC) sau khi udng | liéu duy nhat 40 mg vao bita dn so 
vai lic doi giam tir 43% — 53%. Vi vay uong esomeprazol | gic truce bira an. 
Phan bé: Khoang 97% esomeprazol gan két véi protein huyét tong. 
Chuyén héa: Esomeprazol duge chuyen héa réng rai & gan nhé hé thong cytochrome P450 
isoenzym CYP2C19 thanh cdc dan chat hydroxy va desmethyl khéng hoat tinh. Phan con lai 
chuyén héa qua isoenzym CYP3A4 thanh _esomeprazol sulfon. Khi ding nhac lai, chuyén héa 
budéc dau qua gan va d6 thanh thai cia thude gidm cé the do isoenzym CYP2C19 bj tte ché. Tuy 
nhién khéng cé hién tugng tich lily khi ding ngay 1 lan. O mot so nguéi chau A (15-20%) vi 
thiéu i isoenzym CYP2C19 do di truyén nén lam cham sy chuyén hoa esomeprazol, den AUC 
tang lén 2-4an-so voi ngudi-cé dt enzym.——— ——— 
Thai tre: Thoi gian ban thai cua esomeprazol khoang 1,3 gid, khoang 80% liéu uong thai trir 
duéi dang cac chat chuyén héa khong hoat tinh trong nude ticu, phan con lai thai tri qua phan. 
Dudi 1% chat me durge thai tri trong nude tiéu. 
Bénh nhan suy gan: O ngudi suy gan nang, gia tr] AUC ¢ tinh trang 6n dinh cao hon 2-3 lan so 
voi ngudi cé chite nang gan binh thuéng, nén phai giam lieu cho cdc doi tugng nay va khéng nén 
ding qua 20 mg mdi ngay. 
Benh nhan suy than: Chua co nghién ctru duge thye hién 6 nhing bénh nhan suy thin. Do than 
chiu trach nhi¢m cho su bai tiet cac chat chuyén hoa cla esomeprazol nhung khéng chiu trach 
nhiém cho viéc loai bé chat me nén sur chuyén héa cla esomeprazol dy kien sé khéng thay déi 6 
bénh nhan suy than. 
Newai cao tuoi: Chuyén héa eta esomeprazol khong thay doi dang ké & ngwdi cao tudi (71-80 tudi). 
Tre em (12- I$ tuoi): Sau khi tiem liéu lap lai 20 mg va 40 mg esomeprazol, tong AUC va théi 
gian dé dat nong dé thude trong huyeét trong toi da (tmax) déi véi tré ty 12-18 tudi la tuong ty 
nhu o ngurai lon, tong img voi ca hai liu esomeprazol, 
Duge déng hoc & ngudi dudi 18 tudi chia due nghién ciru. 
Chi dinh 
ESOMEPRAZOL 40-HV duge chi dinh trong nhitng trudng hop: 
- HOi chime trao nguoe da day —thye quan. 
- Bénh loét da day — ta trang. 
- Phi hgp vi cac thuéc khang sinh phu hgp khée dé diéu tri hodc du phong tai phat loét da day, 
ta trang gay ra do Helicobacter pylori. 
- Phong ngira va dieu tri loét da day — té trang gay ra do thuéc khang viém khong steroid. 
- Tang tiét acid da day, bao gém héi chimg Zollin ger-Ellison. 
Chong chi dinh: 
Man cam véi esomeprazol, cdc benimidazol hoac bat ky thanh phan nao cia thuéc. 
Khéng phoi hop véi nelfinavir, atazanavir. 
Liéu long va cach ding 
Liéu ding va théi gian ding thuéc cho timg trong hop cu thé theo chi dinh ciia bac si diéu tri. 
Liéu ding théng thuéng nhu sau: 
H@i chitng trao ngwee da day — thre quan: Liéu Khoi dau khuyén ding trong die iéu tri bénh trao 
nguoc da day — thye quan 1a tir 20 dén 40 mg mdi ngay, co thé kéo dai trén 4-8 tuan doi vii 
nhimg bénh nhan khéng lanh bénh sau 4-8 tuan diéu tr. 

| Trong | tnrong hgp duy tri hay bénh khéng cé triéu chimg x6i mén thy quan, c6 thé dung liéu 20 
mg moi ngay. 
Bénh loét da day — ta trang co Helicobacter pylori: Trong liéu phap bo ba ket hop véi 
amoxicillin va clarithromycin, liéu thong ding la 20 mg esomeprazol x 2 lan/ ngay trong 7 
ngay hoac esomeprazol 40 mg x | lan /ngay trong 10 ngay. 
Bénh loét da day — té trang do thuac khang viém khéng steroid: Lieu yéu cau 1a 20 meg hoac 
40 mg x | lan /ngay trong 6 thang. 
Bénh nhan tang tiét acid da day, bao gom héi ching Zollinger-Ellison: Liéu ban dau duge 
khuyén cao 14 40 mg esomeprazol x 2 lan/ngay. Sau dé liéu lueng nén direc diéu chinh theo 
co dia cua timg bénh nhan va tiep, tuc diéu tri theo chi dinh lam sang. Dia trén cac dif liéu 
lam sang da duoc nghién ctru, da so bénh nhan cé thé duoc kiém soat triéu chimg bénh & mirc 
liéu tir 80-160 mg esomeprazol hang ngay. Vdi lieu trén 80 mg mdi ngay, liéu ding nén duge 
chia lam 2 lan/ ngay.
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Bénh nhdn suy thén: Khong can dieu chinh liéu d6i voi bénh nhan suy than nhe va vira. Do 
kinh nghiém diéu tri & bénh nhan suy than nang con han ché, nén can than trong theo doi trén 
déi trong nay (xem phan duoc dong hoe & bénh nhan suy than). 
Bénh nhan suy gan: Khong can diéu chinh liéu doi véi bénh nhan suy gan nhe va vita. Liéu 
esomeprazol cho bénh nhan suy gan nang khéng qua 20 mg/ngay. 
Nguoi cao tuoi. Khong can diéu chinh liéu doi voi ngudi cao tuoi. 
Tré em trén 12 tuéi: Dieu trj hdi chimg trao nguge da day — thc quan: 40 mg esomeprazol x | 
lan/ngay, trong 4 tuan. Ligu trinh dicu tri thém 4 tuan nita duge khuyén cao cho cac bénh nhan 
viem thye quan chua duge chita lanh hodc nhimng bénh nhan co triéu chimg kéo dai dai dang. 
Tre em dwoi 12 tudi: Esomeprazol khong nén duge sir dung 6 tré em dudi 12 tudi do khéng 
co dir ligu lam sang. 

Uong nguyén vién thudc, khéng duge nhai hay nghién cae vi hat. Uéng truréc bita an (t6t nhat 
la truée bira dn sang). 

Trude khi ding thuoc tre che bom proton, phai loai trir kha nang ung thu da day vi thuéc cé 
thé che lap trigu chimg, lam chém chan doan ung thu. 
Than trong khi ding & ngudi bj bénh gan, nguéi mang thai hofc cho con bi. 
Dung esomeprazol kéo dai cé the gay viém teo da day hodc tang nguy co nhiém khuan (nhu 
viem phoi mac phai tai c6ng dong). 
Co the tang nguy co tiéu chay do Clostridium difficile khi ding cac thudc tre ché bom proton. 
Khi ding cdc thudc tte che bom proton, diac biét khi ding lieu cao va kéo dai (trén 1 nam), 
co the lam tang nguy co gay xuong chau, xuong co tay hoc cét song do loing xuong. Co 
ché cua hign tugng nay chua duge giai thich, nhung cé thé do giam hap thu calci khong hoa 
tan do tang pH da day. Khuyeén cdo ding liéu thap nhat c6 tac dun g trong thdi gian ngan nhat 
co the, phu hgp voi tinh trang lam sang. Nhitng bénh nhan cé nguy co gay xuong do loang 
xuong nén ding du calci va vitamin D, danh gia tinh trang xwong va quan ly theo hung dan. 
Ha magnesi huyet (co hofe khong co triéu chimg) hiém khi gap & nguéi bénh ding thude tre ché 
bom proton kéo dai (it nhat 3 thang hoc trong hau hét cc trudng hop dung kéo dai trén | nam). 
Do thanh phan vi hat c6 chira sucrose nén cdc bénh nhan véi cdc bénh ly di truyén hiém gap 
ve dung nap galactose, hodc thu kém hap thu glucose-galactose khéng nén ding thuoc nay. 
Than trong khi sit dung cho bénh nhan bi bénh tiéu dudng. 

¥ 

Thuoc khong gay anh huong trén sy phat trién cia bao thai @ nguéi va déng vat, tuy nhién 
chi nén ding thudc cho phy nit mang thai khi that can thiét. Khong nén ding thudc cho phy 
nir trong thoi ky cho con bu. Trong truéng hgp can ding thudc thi phai ngung cho con bi. 
Anh huwéng cia thudc lé a nang lai xe vA vin hanh may m¢ 
Mot so truéng hop xay ra tinh trang chong mit, nhire dau, choéng vang khi sir dung 
esomeprazol, do dé nén than trong dung thuoc trong khi dang l4i xe hay van hanh may méc. 
Tac dung khong mong muon (ADR) _ 
Thuong gap, ADR > 1/100 
Toan than; Dau dau, chéng mat, ban ngoai da. 
Tiéu hoa: Buon non, non, dau bung, tiéu chay, tao bén, day hoi, khé miéng. 
It gap, 1/1000 < ADR < 1/100 
Toan than: Mét moi, mat ng, buon ngu, phat ban, ngtra, di cam. 
Roi loan thi giac. 
Hiem gap, ADR < 1/1000 
Toan than: Sot, toat mo héi, phi ngoai bién, man cam véi anh sang, rung téc, phan img qua 
man (bao gom may day, phi mach, co that phe quan, soc phan vé). 
Than kinh trung wong: Kich d6ng, tram cam, li lan, ao gidc. 
H6 hap: Nhiém khuan hé hap. ’ ae 
Huyet hoc: Giam toan thé huyet cau, tang bach cau, giam bach cau, giam tiéu cau. 
Gan: Tang enzym gan, viém gan, vang da, suy chire nang gan. 
Tiéu héa: Roi loan vj gidc, viém miéng. 
Chuyen hoa: Ha magnesi huyét, ha natri huyét, rai loan chuyén héa porphyrin. 
Co xuong: Dau khdp, dau co, lodng xuong, gay xuong. 
Tiét niéu: Viém than ké. 
Noi tiet: Chimg vu to 6 nam. : 
Da: Ban bong nusc, hgi chimg Stevens-Johnson, hoai tir biéu bi nhiém déc, viémda. | 
Do lam giam d@ acid cua da day, cac thuoc tre ché bom proton cé the lam tang nguy co nhiém 
khuan & duong tiéu hda. 
Hwéng dan cach xi tri ADR: 
Phai ngimg thuoc khi cé biéu hién ADR nang. 
Thong bao cho bac si nhitng tac dung khéng mong muén gap phdai khi sit dung thudc. 

~Esomeprazol tre che sy tict acid, lam tang pH da day, vi vay thudc cé thé anh hwéng dén sinh 
kha dung cia m6t so thudc hap thu phy thuéc pH nhu: ketoconazol, digoxin, mudi sat. 
-Diing dong thoi esomeprazol, clarithromycin va amoxicillin lam tang néng dé esomeprazol 
va 14-hydroxyclarithromycin trong mau. 
-Esomeprazol tuong tac dugc dong hoc voi cac thudc chuyén héa boi hé enzym cytochrom 
P450 isoenzym CYP2C19 & gan. 
-Dung dong thoi 30 mg esomeprazol va diazepam lam giam 45% d6 thanh thai cla diazepam. 
-Esomeprazol cé thé lam tang nong d6 trong mau cia saquinavir va lam giam nong 46 cua 
nelfinavir va atazanavir thong qua m6t co ché chua duge xéc dinh rd rang. Do dé nén xem 
xét viéc giam liéu saquinavir khi ding chung voi esomeprazol dé tranh cac tac dung khéng 
mong muon co the xay ra cla saquinavir. | 
-Esomeprazol lam giam hoat dong cua cdc enzym chuyén héa clopidogrel thanh dang cé hoat 
tinh, do d6 lam giam hoat tinh cua clopidogrel, vi vay khuyén cao chi str dung két hop hai 
logi thuoe nay khi that can thiet. : 
-Esomeprazol lam tang nong d6 cua cilostazol va cdc chat chuyén hda cia no. Liéu cilostazol 
nén duge gidm tir 100 mg hai lan méi ngay thanh SO mg hai lan mdi ngay khi duoc ding 
chung voi esomeprazol. 

’ tri 

Chua cé bdo cao ve qua liéu esomeprazol 6 nguéi. Hién chua cé thudc giai déc dac hiéu, 
trong truéng hop qua lieu nén diéu tri triéu chimg va ding cdc bién phap hé tro tong quat. 
Tham tach mau khéng cé tac dung loai trir thuoc. 
Tiéu chuan: Tiéu chuan co sé. 
Han dung: 36 thang ke tir ngay san xuat. 
Bao quan; Bao quan thuoc & noi khé thoang, nhiét dé dudi 30°C, tranh anh sang. 
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