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Rx Thugc nay chi diing theo don thudc

ESOMEPRAZOL 20-US

Vién nang ciing Esomeprazol 20 mg
Dé thudc xa tim tay tré em.
Boc ky hudng din si dung trudc khi dung.

i
Lhinh phiin;
hi‘l’ -
“rvien nang cimge chirn

Hoat chat: Esomeprazol (dud dang vi hat esomeprazol magnesi

dihydrat bao tan trong rudt) 20 my

L 1 H
(* Thanh phin vi hat Esomeprazol magnesi dihydrat bao tan trong rugt
gom: Esomeprazol magnesi dihydrat, Hypromellose (HPMC ES),

Mannitol, Sucrose, Crospovidone, HPMC phthalate, Dicthy! phthalate).

Dang bio ché: Vién nang cimg
Ehin logi: ESOMEPRAZOL 20-US 14 thube khang tiét acid da day,

thuje nhom thude ching loét da day — rudt theo cor ché tre ché bom
proton
Dic tinh duoe luc hoc:
ESOMEPRAZOL 20-US chira esomeprazol 1a dang dong phan S cua
omeprazol ¢o tac dung lam giam sy uét acid da day theo co ché lién két
chon loc cao va khang hoi phye vio bom proton. Thude ¢o i lye dic
héu vor men HY/ K™~ ATPase (bom proton) ¢ 1¢ bao vién niém mac da
day. Men nay kiém sodt gai doan cudi cua qua trinh tict acid dich vi, vi
the ESOMEPRAZOL 20- US irc ché ca qua trinh tiét acid co ban cing
nhu do bat ky kich thich niao.

tinh on
Hap thu: Esomeprazol duge hip thu nhanh sau khi uéng, nong do dinh
trong hLl}l..E" trong dat duge sau 1-2 gio. Sinh kha dung cua esomeprazol
tang I¢én theo licu dung va khi dung nhic lai, dat khoang 68% khi diung
liéu 20 mg va 89% khi dang hiéu 40 mg. Thire an lam chim va giam s
hap thu, dién tich dudi dudng cong (AUC) sau khi uong 1 héu duy nhat
40 mg viao bura an so von lae doi giam tr 33 - 53%. Vi vdy uong
esomeprazol 1 gio trude bia dn
Phdn bo: Khoing 97% esomeprazol gin két von protein huyét romg
Chuyvén hoa: Esomeprazol duge chuyén hoa rng rii ¢ gan nho hé
thong cytochrom P450 1soenzym CYP2C19  thinh cic din chit
hydroxy va demethyl khong hoat tinh. Phin con Iy chuyén hoa qua
isoenzym CYP3A4 thinh esomeprazol sulfon. Khi dung nhic I,

chuyen hoa bude dau qua gan va dg thanh than cua thuoe giam co the do
1isoenzym CYP2C19 by tre ché. Tuy nhién khong ¢6 hién turgng tich lay
khi ding ngdy | lan. O mét so nguar chiu A (15-20%) vi thicu
isoenzym CYP2CI19 do di truyén nén lam chim sy chuyén hoa
esomeprazol, dan dén AUC ting lén 2 lan so von ngudn co du enzym.
Thai trir: Thén gian ban thai cua esomeprazol khoang 1 - 1.5 go,
khoang 80% licu uong duge thar trir dudi dang cac chat chuyen hoa
khéng hoat tinh trong nudc ticu, phin con lai thii tnr qua phin. Du
1% chat me duge thai trir trong nude tiéu. O ngua suy gan nang. gia tn
AUC & tinh trang 6n dinh cao hom 2-3 lan so v&1 nguan co chuc ning
gan binh thuong, nén phar giam licu cho cac d61 twgng nay va khong
nén dung qua 20 mg moi ngay.

Dugc ddng hoc & ngudn dud 18 tud chua duge nghién curu

Chidinh:

ESOMEPRAZOL 20-US dugc chi dinh trong nhimg truong hop

- Hé1 chung trao ngugce da day - thuc quan

- Bénh loet da day - ta trang.

- Chira loét da day - ta trang ¢6 nhi¢m Helicobacter pylori va ngin ngira
nguy co tai phat @ bénh nhin loét da day - ta trang nhiém Helicobacter
pylori

- Phong ngira va dicu tn loét da day enzym — ta trang gy ra do thuoc
khang viém khong steroid.

Li¢u lwong va cich dung:

Li¢u dung va thin gian dung thuoe cho timg trromg hop cu thé theo chi
dinh cua bac si didu tn. Liéu dung thong thuomg nhu sau:

Hoi chimg trao nguwye da day — thiee quan: Licu Khon dau Khuyen
dung trong diéu tr bénh trao nguge da day - thyc quan 1a tr 20 dén 40
mg moi ngay, ¢o thé kéo dai trén 4-8 tuan dor von nhimg benh nhan
khong lanh bé¢nh sau 4-8 tuin dicu try.

Trong truomg hop duy tri hay bé¢nh khong co tng¢u chumg x01 mon thyc
quan, co the dang héu 20 mg mor ngdy.

Bénh loét da day — ta trang co Helicobacter pylori: Trong li¢u phap bo



ba két hgp véi amoxicillin va clarithromycin, liéu thuémg ding 12 20 mg
esomeprazol x 2 lan/ngdy trong 7 ngdy hodc esomeprazol 40 mg x |
lan/ngdy trong 10 ngay.

Bénh loét da day — td trang do thuéc khdng viém khéng steroid: Liéu
yéu cau la 20 mg hodic 40 mg x 1 lin/ngdy trong 6 thing.

Bénh nhén suy gan: Khong can diéu chinh liéu ddi véi bénh nhén suy
gan nhe va vira. Liéu esomeprazol cho bénh nhin suy gan ning khéng
quéa 20 mg/ngay.

Cach dung;

Udng nguyén vién thuoc, khdng duge nhai hay nghién céc vi hat. Udng
trude bira dn (tét nhit 14 truée biva dn sing).

Khi ¢6 sy hi¢n di¢n cia céc tri¢u chimg canh gidc nhu: syt cin déng ké
khong chu dich, nén mira tai phat, khé nuédt, non ra maéu, hodc dai tién ra
méu den va khi c6 hay nghi ngo bj loét da diy, nén loai trir kha ning ung
thu da day, vi diéu trj véi esomeprazol c6 thé 1am giam tri¢u chimg va lam
cham tré viéc chan doan.

Thén trong khi ding thude kéo dai vi ¢6 thé gay viém teo da day.

Than trong khi ding cho tré em dudi 18 tudi.

Than trong khi ding cho nguoi bj bénh gan, phy nir mang thai va cho
con bi.

Doi voi ngudi bj suy than khong ciin phai diéu chinh liéu, nhung phai
than trong khi ding cho bénh nhan suy than ning.

Thudc khong giy anh hudmg trén sy phat trién cia bdo thai & ngudi va
ddng vat, tuy nhién chi nén dung thudc cho phu nit mang thai khi that
can thiét. Khéng nén ding thudc cho phu nir trong thai k¥ cho con bi.
Trong truémg hgp can ding thude thi phai ngung cho con bi.

£

khi sir dung esomeprazol, do d6 nén than trong ding thudc trong khi
dang 14i xe hay van hanh may moc.

Tic dung khong mong muon (ADR):

Céc tac dung khong mong muén thuémg gip: Nhirc dau, chong mit, dau
bung, tiéu chay, diy hoi, tdo bon.

it gap: Viém da, ngira, ndi mé day, chodng vang, kho miéng.

Hiém gip: S6t 46 md héi, phi ngoai bién, min cim véi 4nh sang, phan

{mg qua man bao gom: may day, phii mach, co thit phé quan, soc phin vé.

Rt hiém gap: Mit bach cau hat, giam bach cau, giam tiéu cau, ting men

gan, viém gan, suy gan, viém thin k&, dau co, khép.

Théng bio cho bic si nhimg tdc dung khong mong mudn gip phii
khi sir dung thuic.

Tuong tic thube:

- Esomeprazol (rc ché su tiét acid, lam tang pH da day, vi vay thubc c6
thé anh huéng dén sinh kha dung ctia mdt s6 thude hap thu phy thuge
pH nhu: ketoconazol, digoxin, mudi sit,

- Diing dong thési esomeprazol, clarithromycin va amoxicillin lim ting
nong do esomeprazol va 14-hydroxyclarithromycin trong mau.

- Esomeprazol tuong tic duge dong hoc véi cac thube chuyén héa bai
h¢ enzym cytochrom P450 isoenzym CYP2C19 & gan.

- Diing déng théri 30 mg esomeprazol va diazepam lam giam 45% d
thanh thai cua diazepam.

- Esomeprazol ¢6 thé 1am ting ndng dj trong mau ciia saquinavir va lam
giam ndng d¢ cua nelfinavir va atazanavir thong qua mét co ché chua
dugce xic dinh rd ring. Do d6 nén xem xét viéc giam liéu saquinavir khi
diing chung véi esomeprazol dé tranh céc tic dyng khéng mong mudn cé thé
Xay ra cua saquinavir.

- Esomeprazol 1am giam hoat ddng ciia cic enzym chuyén héa clopidogrel
thanh dang c6 hoat tinh, do d6 lam giam hoat tinh cta clopidogrel, vi viy
khuyén céo chi sir dung két hop hai loai thudc ndy khi thit can thiét.

- Esomeprazol lim ting nong d¢ cua cilostazol va cic chit chuyén hoa
cia né. Liéu cilostazol nén duge giam tir 100 mg hai lan mdi ngay thanh
50 mg hai lan mdi ngay khi dugc ding chung v&i esomeprazol.

Qui l.:. 3 chch xir tri ;

Chua ¢6 bdo céo vé qua liéu esomeprazol & ngudi. Hién chua c6 thude
gidi djc diic hiéu, trong truomg hgp qua liéu nén diéu tr trig¢u chimg va
diing céc bién phép hd trg tong quat. Tham tach méau khéng cé tic dung
loai trir thude.

Tiéu chudn: Tiéu chuin co sd.

Quy cich: Hop 3 vi x 10 vién, chai 100 vién.

Han dung: 36 thing ké tr ngay san xuat.

Bio quin: Bio quan thubc & noi kho thodng, nhiét 4 dudi 30°C, tranh
dnh sang.

Nhi Sin Xuit: CONG TY CO PHAN US PHARMA USA

Pija chi: L6 B1-10, Puong D2, Khu céng nghiép Tay Bic Cu Chi, Ap
Bau Tre 2, Xi Tan An Héi, Huyén Cu Chi, Tp. H6 Chi Minh, Viét Nam.
Moi thic méc va thong tin chi tiét, xin lién hé so dién thoai (028) 3790 8860.




