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Rx Thuge nay chi ding theo don thudc

ESOMEPRAZOL 20-US

Vién nang ciing Esomeprazol 20 mg
Bé thude xa tam tay tré em,
Boc ky hudng din s dung trudc khi dung.

b
Thinh phin:
M1 vig
MEVIEn nang cume chim

Hoat chit: Esomeprazol (dun dang vi hat esomeprazol magnesi

dihydrat bao tan trong rugt) 20 me

* T A :

(* Thanh phan vi hat Esomeprazol magnesi dihydrat bao tan trong rudt
gom: Esomeprazol magnest dihydrat, Hypromellose (HPMC ES),

Mannitol, Sucrose, Crospovidone, HPMC phthalate, Dicthyl phthalate),

Dang biao ché: Vién nang cung
Phin loai: ESOMEPRAZOL 20-US 13 thube khang tiét acid da day,

thugc nhom thuoe chong loét da day — rudt theo co ché trc ché bom
proton

Dic tinh duroe lue hoc:

ESOMEPRAZOL 20-US chira esomeprazol 13 dang dong phan S cua
omeprazol ¢o tac dung lam giam sy tét acid da day theo co ché lién két
chon loc cao va khong hoi phyc vao bom proton. Thuoc co a1 lye dic
hicu vér men H™/ K™~ ATPase (bom proton) ¢ té bao vién niém mac da
day. Men nay kiem sodt giai doan cudn cua qua trinh tiét acid dich vi, vi
thé¢ ESOMEPRAZOL 20- US trc ché ca qua trinh tiét acid co ban ciing
nhu do bat ky kich thich nao

Diic tinh duge ding hoc:

Hap thu: Esomeprazol duge hap thu nhanh sau khi uong, nong do dinh
trong huyéi twong dat duge sau 1-2 @i, Sinh kha dung cua esomeprazol
tang 1¢n theo licu dung va khi dang nhic lai, dat khoang 68% khi dung
hiéu 20 mg va 89% khi dang licu 40 mg. Thic an lam chim va giam sy
hap thu, di¢n tich dud dudmg cong (AUC) sau khi u-ﬁng I iéu duy nhat
40 mg vao bira an so v lac dor giam tr 33 - 53%. Vi vy uong
¢someprazol | gio trwoc bira dn

Phdn bo- Khoang 97% esomeprazol gin két von protein huyét trong
Chuyvén hoa: Esomeprazol duge chuyén hoa rong rii & gan nho hé
thong cytochrom P450 1soenzym CYP2C19  thinh cac din chat
hydroxy va demethyl khong hoat tinh. Phin con lai chuyén hoa qua
isoenzym CYP3A4 thanh esomeprazol sulfon Khi dung nhic I,

chuyen hoa budce dau qua gan va 4o thanh than cua thuoce giam co theé do
isoenzym CYP2C19 by tre che. Tuy nhién khong ¢o hién tuong tich 1oy
khi dung ngay | lan. O mét so nguon chiu A (15-20%) vi thicu
isoenzym CYP2CI19 do di truyén nén lam chim sy chuyen hoa
esomeprazol, din dén AUC tang 1én 2 lin so van ngudn co du enzym.
Thai trie- Thon gian ban thai cua esomeprazol khoang | - 1.5 g0,
khoang 80% licu uong dugc thai tnr dud dang cac chat chuyén hoa
khong hoat tinh trong nuoc tiéu, phin con lai tha trir qua phan. Dud
1% chat me dugc thai tnr trong nudce tiéu. O nguot suy gan nang, gia tn
AUC ¢ tinh trang 6n dinh cao hon 2-3 lan so vai ngudi co chire ning
gan binh thuong, nén phai gram héu cho cac d6i trong nay va khong
nén dung qua 20 mg moi ngay.

Dugc ddng hoc & ngudi dudm 18 tud chua duge nghicn cuu

Chi dinh:

ESOMEPRAZOL 20-US dugce chi dinh trong nhimg truomg hep

- Ho1 chung trio nguge da day - thuc quan

- Bénh loet da day - ta trang.

- Chira loét da day - ta trang co nhiém Helicobacter pyvlori va ngan ngira
nguy co tai phat @ bénh nhin loét da day - ta trang nhiem Helicobacter
pylor

- Phong ngira va dicu tri loét da day enzym — ta trang gay ra do thuoe
khang viém khong steroid.

Li¢u lugng v cich dung:

Liéu dung va thin gian ding thuoe cho timg truomg hop cu thé theo chi
dinh cua béc si di¢u tn. Licu dung thong thudmg nhu sau:

Hpi chimg trao nguygce da day - thue quan: Licu khon dau khuyen
ding trong diéu tr bénh trao nguge da day - thye quan 1a tr 20 dén 40
mg moi ngay, ¢o thé kéo dai trén 4-8 tuin do1 van nhimg bénh nhin
khong lanh bénh sau 4-8 tudn didu tr).

Trong trudmg hop duy tri hay bénh khong ¢o tnigu chung x01 mon thare
quan, ¢o the dang liéu 20 mg moi ngay.

Bénh loét da day — ta trang co Helicobacter pylori: Trong hicu phap bo
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ba két hgp véi amoxicillin va clarithromycin, liéu thuémg ding 14 20 mg
esomeprazol x 2 lan/ngdy trong 7 ngdy hodc esomeprazol 40 mg x |
lan/ngay trong 10 ngay.

Bénh loét da day — td trang do thude khing viém khong steroid: Liéu
yéu ciu la 20 mg hodc 40 mg x | li‘im’ng&y trong 6 thing.

Bénh nhéan suy gan: Khong can diéu chinh li¢u déi vai bénh nhin suy
gan nhe va vira. Liéu esomeprazol cho bénh nhan suy gan ning khong
qua 20 mg/ngay.

Cich dung:

Udng nguyén vién thudc, khdéng dugc nhai hay nghién cac vi hat. Udng
truGe bira an (16t nhat 14 truée bira in sang).

Cinh bdo va thén trong:

Khi c6 sy hién di¢n cla cdc trigu chimg canh gidc nhu: sut cin ding ké
khong chu dich, nén mira téi phat, khé nuét, nén ra mau, hodc dai tién ra
méu den va khi ¢6 hay nghi ngor bj loét da diy, nén loai trir kha ning ung
thu da day, vi diéu trj véi esomeprazol c6 thé lam giam triéu chimg va lam
cham tré viéc chan dodn.

Thin trong khi ding thude kéo dai vi c6 thé gay viém teo da day.

Than trong khi ding cho tré em dudi 18 tudi.

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

Péi v6i ngudi b suy than khong cin phai diéu chinh lidu, nhung phai
than trong khi ding cho bénh nhan suy than ning.

Thudc khéng giy anh huéng trén sy phét trién cta bdo thai & ngudi va
dong vit, tuy nhién chi nén ding thude cho phuy nit mang thai khi that
cdn thiét. Khong nén ding thube cho phu nir trong thai ky cho con b,
Trong truémg hogp can ding thuée thi phai ngumg cho con bi.

£

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

I! I l I & £ [ ! u B]'

Cac tac dung khong mong mudn thudmg gip: Nhirc diu, chéng mit, dau
bung, tiéu chay, diy hoi, tio bon.

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

Hiém gap: Sét 46 mo héi, phu ngoai bién, man cim v&i anh sang, phan

img qua man bao gém: may day, phii mach, co thit phé quan, séc phan vé,

Rét hiém gdp: Mét bach cau hat, gidm bach cau, giam tiéu cau, ting men

gan, viém gan, suy gan, vIEm than ke, dau co, khop.

Théng bdo cho béc si nhimg tdéc dung khong mong muon gip phai
khi sir dung thubc.

Tuwong tic thube:

- Esomeprazol irc ché su tiét acid, 1am tang pH da day, vi vay thudc c6
thé anh hudng dén sinh kha dung ctia mot 50 thudc hap thu phu thuge
pH nhu: ketoconazol, digoxin, muobi sit.

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

- Esomeprazol tuong tac duge ddng hoc vai cac thuoe chuyén hoa bai
hé¢ enzym cytochrom P450 isoenzym CYP2C19 & gan.

- Diing @dng théi 30 mg esomeprazol va diazepam lam giam 45% do
thanh thai cua diazepam.

- Esomeprazol c6 thé 1am ting nong do trong mau cua saquinavir va lam
giam néng d¢ cua nelfinavir va atazanavir thong qua mgt co ché chua
duge xac dinh rd rang. Do d6 nén xem xét viéc giam liéu saquinavir khi
diing chung véi esomeprazol dé tranh céc tic dung khong mong mudn co thé
Xay ra cua saquinavir.

- Esomeprazol lam giam hoat dgng cua cic enzym chuyén hoa clopidogrel
thanh dang c6 hoat tinh, do d6 lam giam hoat tinh cia clopidogrel, vi vay
khuyén c4o chi sir dung két hgp hai loai thuoc nay khi that cin thiét.

- Esomeprazol 1am ting nong dd cua cilostazol va cac chat chuyén hoa
cia nd. Liéu cilostazol nén dugc gidm tir 100 mg hai lan méi ngay thanh
50 mg hai lan mdi ngay khi dugc dung chung véi esomeprazol.
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Chua c6 bao cao vé qué liu esomeprazol & ngudi. Hién chua ¢ thude
giai ddc dic hidu, trong trudng hop qua liéu nén diéu trj triéu chimg va
diing céc bién phap hé trg tong quat. Tham tach mau khéng c6 tic dung
loai trir thudc.

Tiéu chuin: Tiéu chuin co so.

Quy céch; Hop 3 vi x 10 vién, chai 100 vién.

Han ding; 36 thang ké tir ngay san xuat.

Bio quin: Bio quan thude & noi khé thoang, nhiét do dudi 30°C, tranh
anh sang.

Nhi San Xuft: CONG TY CO PHAN US PHARMA USA

Dia chi: Lé B1-10, Puémg D2, Khu cong nghiép Tay Bic Cu Chi, Ap
Bau Tre 2, X4 Tan An Héi, Huyén Ci Chi, Tp. Ho Chi Minh, Viét Nam.
Moi thic méc va thong tin chi tiét, xin lién h¢ so dién thoai (028) 3790 8860.




