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Tong do thanh thai huyét tuong khoang 17 L/gio sau khi dung liéu don va
khoang 9 L/git sau khi dung liéu lap lai. Thai gian ban thai trong huyét tuong
khoang 1.3 gio sau khi dung liéu lap lai 1 lan/ngay. Dugc dong hoc clia
_esomeprazole da dugc nghién ciru voi liéu lén dén 40 mg, 2 Ian/ ngay. Dién
"tich ving dudi duong cong biéu dién ndng do trong huyét tuong theo thoi
gian (AUQ) tang Ién sau khi dung lap lai esomeprazole. Su tang nay phu thudc
theo liéu va ty lé gia tang AUC nhiéu hon ty |é tang liéu sau khi dung liéu lap
lai. Su phu thudc vao thai gian va liéu dung nay la do su giam chuyén hoa &
giai doan dau qua gan va giam do thanh thai toan than c6 1é do su trc ché
men CYP2(19 cua esomeprazole va/hodc chat chuyén hoéa sulphone.
Esomeprazole thai trir hoan toan khoi huyét tuong gitra cac liéu dung ma
khéng c6 khuynh huong tich lay khi dung 1 Ian/ngay.

(ac chat chuyén héa chinh ctia esomeprazole khong anh hudng dén su tiét
axit da day. Khoang 80% esomeprazole liéu uéng dugc bai tiét qua nudc tiéu
dudi dang cac chdt chuyén hoa, phéan con lai qua phan. ft hon 1% thudc dang
khong déi dugc tim thdy trong nuoc tiéu.

Cac nhom bénh nhan dac biét

Khoang 2,9 + 1,5% bénh nhan khong c6 men chirc nang (YP2(19 va dugc goi
ld nhém ngudi chuyén héa kém. 0 cac ca nhan nay, su chuyén hoa cla
esomeprazole dugc xuc tac chu yéu boi (YP3A4. Sau khi dung liéu lap lai
esomeprazole 40 mg, 1 lan/ngay. AUC trung binh & ngudi chuyén hoéa kém
cao hon khoang 100% so vai bénh nhan c6 men chiic nang (YP2C19 (nhém
ngudi chuyén hda manh). Néng do dinh trung binh trong huyét tuong tang

khoang 60%. Nhimg ghi nhan nay khong anh hudng liéu dung esomeprazole.

Su chuyén héa cua esomeprazole khong thay déi dang ké & bénh nhan cao
tudi (71-80 tudi).

Sau khi dung liéu don esomeprazole 40 mg, AUC trung binh & phu nir cao hon
nam gioi khoang 30%. Khong ghi nhan c6 su khac biét vé AUC gira cac gidi
tinh sau khi dung liéu lap lai 1 lan/ngay. Nhing ghi nhan nay khéng anh
huong dén liéu lugng esomeprazole.

Bénh nhan suy giam chirc nang cac co quan

Su chuyén hoa cua esomeprazole co thé bi suy giam ¢ bénh nhan réi loan
chtrc néng gan tir nhe dén trung binh. T6c do chuyén hoa ems o bénh nhan
r6i loan chic nang gan nang. dan dén lam tang gdp doi >rcm cia

esomeprazole. Vi vay, khong duing qua liéu t6i da 20 mg 0 bénh nhan roi loan
chirc ndng gan nang. Esomeprazole hoac cac chat chuyén hoéa chinh khong c6
khuynh huéng tich Ity khi dung 1 1an/ngay.
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DUQC LY HOC

Chua c6 nghién ctru nao dugc thyuc hién trén bénh nhan giam chic nang than.
Vi than chiju trach nhiém trong viéc bai tiét cac chat chuyén héa cua
mmoamoaNo_m nhung khong chiu trach nhiém cho su'dao thai thuéc dudi am:a
khong déi, nguoi ta cho la su chuyén hoa clia esomeprazole khong thay déi &
bénh nhan suy giam chuc nang than.

Tré em
Tré vi thanh nién 12-18 tudi
Sau khi st dung liéu 1ap lai 20 mg va 40 mg esomeprazole, tdng ndng do va

thoi gian tiép xuc (AUC) va thai gian dat ndng do t6i da trong huyét tuong (tm.)
& tré 12-18 tudi tuong tu nhu & ngudi [6n d6i vai ca hai liéu esomeprazole.

DU LIEU AN TOAN TIEN LAM SANG

Cac nghién ctu tién lam sang, dua trén cac nghién cu quy udc vé doc tinh khi
dung liéu lap lai. doc tinh trén gen va doc tinh trén su sinh san cho thay thudc
khong nguy hai cho nguoi. Cac nghién ctru vé kha nang gay ung thu trén chuot
khi dung hén hgp déng phan dudng udng da chiing minh c6 su tan sinh té bao
ECL va hach ung thu. Cac tac dong nay trén da day chuot la két qua cla su tang
gastrin mau thir phat ro rét va kéo dai dé giam tiét axit dich vi va da dugc ghi
nhan khi cho chudt dung dai han thudc tc ché tiét axit dich vi.

TA DUQC

Glycerol monostearat 40-55, hydroxypropyl cellulose, :Sua_ﬁm__am~ oxid sat
(vién nén 20 mg va 40 mg: oxid sat nau do, vién nén 20 mg: oxid sat vang) (E
, magnesi stearat, methacrylic acid ethyl acrylate copolymer (1:1) dich
an tan 30%, cellulose vi tinh thé paraffin tdng hop, macrogol 6000,
polysorbat 80, crospovidon, natri stearyl fumarat, sugar spheres (sucrose va
tinh bot ngo), talc, titan dioxid (E 171), triethyl citrat.

TUONG KY

Chua duoc biét.

HAN DUNG

24 thang ké tir ngay san xuat.

THAN TRONG DAC BIET KHI BAO QUAN

Khéng bao quan & nhiét do trén 30°C. Gir thudc trong bao bi gbc (trong vi
thuéc) dé tranh am.
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