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HUONG DAN SU DUNG
Thuéc bt dong kho pha tiém EZOMIT
Thanh phan
# Mot lo thudc bot déng kho pha tiém chita:
Esomeprazol (dudi dang bot dong khé esomeprazol natwi). ...coeveeeeeeene .. 400 112

Trinh bay
Hop 1 lo thude bot dong kho pha tiém, kem hudng dén sir dung thudc.

Chi dinh
Esomeprazol dugc chi dinh tiém va truyén tinh mach nhu mot liéu phdp thay thé khi liéu
phdp dung qua dudng uéng khong thich hop trong cac trudng hop:
— Bénh trao nguoc da day - thuc quan (GORD) & bénh nhén viém thuc quan va/hoac cd
triéu ching trao ngugc nang.
— Phong va diéu tri loét da day — td trang do dung thudc chéng viém khong steroid
(NSAID).

Liéu dung va cach sir dung

Liéu diing

Bénh nhan khong thé ding dudng uéng cé thé ding dudng tiém. truvén véi lidu 20 . 40
rng/lan/ngay.

Bénh trao ngugc da day - thuc quan nang: 40 mg/lan/ngay.

Bénh (rao nguge triéu ching khong ¢ viém thuc quan: 20 mg/lan/ngay.

Dicu tri loét da day do dung cdc NSAID: 20 mg/lan/ngay.

Ngan ngira loét da day hodc té trang do dung cdc NSAID & nhiing bénh nhan cé nguy co: 20
rng/lan/ngay.

Thoi gian diéu tri qua dudng tiém, truyén tinh mach thudng ngin va nén chuyén qua ding
dudng udng ngay khi c6 thé.

Ngudi suy gan nang khong dung qua 20mg/ngay.

Khong cén phai giam liéu & ngudi suy gan nhe dén vira, ngudi suy than hodc ngudi cao tudi.
Khong dung thude cho tré em.

Cdch dung

Dudng tiém

Dung dich tiém finh mach duoc chudn bi bang cich thém 5ml dung dich NaCl 0,9% ding
dudng tinh mach vao lo chita esomeprazol.

Liéu 40 mg: Dung dich pha tiém nén dugc tiém inh mach chdm it nhit trong 3 phiit

Liéu 20 mg: Nira phan dung dich pha tiém nén dugc tiém tinh mach trong thoi gian khoang 3
phit. Bat ky phan dung dich nao khéng dung dén phai dugc loai bo.

Duong tiém truyén

Dung dich truyén tinh mach dugc chudn bi bang cdch hoa tan lugng thudc esomeprazol
trong mot o véi 100ml NaCl 0,9% dung duong tinh mach.

Liéu 40 mg: Dung dich sau pha nén duoc truyén tinh mach trong thoi gian tr 10 dén 30 phut.
Lién 20 mg: Nira phan dung dich sau pha nén dugc truyén tinh mach trong thoi gian tur 10
dén 30 phiit. B4t ky phén dung dich nao khéng ding dén phai dugc loai bo.

Luu y khi s dung dung dich sau pha
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: — Dung dich sau khi pha nén duoc kiém tra bang mat thudng vé cic phan (i la va su
bién mau trudc khi dung. Chi dung khi dung dich trong suét va khéng mau hoic mau
vang nhat.

— Dung dich sau khi pha nén dugc dung trong vong 12 gi¢ va duge bao quan & nhiét do
dudi 30°C.

— Khi ding liéu 20mg, chi sir dung mét nira dung dich sau khi pha. Loai bo phan dung
dich khéng dung dén.

Chong chi dinh

- Qud man véi céc thude dc ché€ bom proton hodc véi bat ky thanh phan nao ciia thude.

- Tré em duéi | tudi.
Than trong
Trudce khi dung esomeprazol cho ngudi bi loét da day, phai loai trir kha nang ung thu da day
vi thudc c6 thé che 14p triéu chiing, 1am cham viéc chan doé4n ung thu.
Than trong khi diing esomeprazol kéo dai vi c6 thé gay viém teo da day.
Thén trong khi ding cho tré em dudi 18 wéi vi do an toan va hiéu qua chua duoc xéc dinh.
Thuoc khong dugce khuyén cdo dung cho tré em.
Sit dung cho phu ni ¢é thai va cho con bii:
Phu nit mang thai: Chua c6 nghién ctiu ddy du khi dung esomeprazol ¢ phu nit mang thai.
(Cac nghién ctiu dung esomeprazol trén dong vat mang thai khong cho thay tdc dung gy hai
lruc ti€p hodc gidn L€p d6i véi ngudi me, su phdt trién clia bao thai, qud trinh sinh nd hodc
su phdt trién cla con sau khi sinh. Tuy nhién chi dung esomeprazol khi that can thiél trong
thoi ky mang thai.
Phu nit cho con bii: Hién chua biét esomeprazol c6 bai tiét qua sita me khong. Chua cé
nghién ctu dugc thuc hién trén phu ni cho con bu. Vi vay khéng nén dung esomeprazol
trong sudt thai ky cho con bu.
Tdc déong ciia thudc khi ldi xe va vdn hanh mdy méc:
Esomeprazol khong giy anh hudng 1én kha nang l4i xe hodc van hanh mdy.

Tuong tac thuoc

Esomeprazol tc ch€ CYP2C19. Khi phoi hop esomeprazol véi céc thudc duge chuyén hoa
bot CYP2C19 (diazepam, citalopram, imipramin, clomipramin, phenytoin,...) néng do trong
Luyét tuong clia nhitng thudc nay c6 thé ting va cd thé can giam liéu. Dung dong thoi 30mg
csomeprazol va diazepam lam giam 45% d6 thanh thai coa diazepam.

Clopidogrel: Khi ph6i hgp esomeprazol (tc ché CYP2C19) véi clopidogrel (chuyén héa
thanh chat cé hoat tinh bdi CYP2C19) c6 thé xay ra tuong tdc duge dong hoc (lam gidm
noéng do trong huyét tuong cha chét chuyén héa cé hoat tinh cta clopidogrel) va tuong téc
duoc luc hoc (Jam giam hiéu qua khang ti€u cdu cua clopidogrel). Nén tranh sir dung dong
thoi clopidogrel v6i omeprazol hodc esomeprazol. Néu viéc ding thudce e ché bom proton la
c¢dn thiét, pantoprazol (thudc cé téc dung tic ch€ CYP2C19 yéu nhat) 1a thich hop hon trong
mot s6 trudng hop lam sang.

Warfarin: C6 thé tang INR va thoi gian prothrombin khi dung déng thoi warfarin véi mot
thudc tUc ché€ bom proton bao gém esomeprazol. Can theo doi chi s6 INR va thai gian
prothrombin khi phoi hop esomeprazol va warfarin. -

Téc dung khong mong muén (ADR)
Thuaong gap, ADR > 11100
Toan than; Pau dau, chéng mat, ban ngoai da.
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Tiéu héa: Bu6n non, nén, dau bung, tiéu chay, tdo bén, ddy hoi, kho miéng.
It gap, 171000 < ADR < 1/100
Toan than: Mét moi, mat ngu, budn ngu, phat ban, ngita.
261 loan thi giac.
Hiém gdp, ADR < 111000
Toan than: S6t, d6 mé hoéi, phil ngoai bién, mén cam véi dnh sdng, phan tng qui min (bao
¢Om may day, phi mach, co thét ph& quan, s6c phin vé).
Than kinh trung vong: Kich dong, trdm cam, ld lan c6 hoi phuc, ao gidc & ngudi bénh nang.
Huyét hoc: Chiing mat bach cu hat, gidam bach cdu, giam tiéu céu.
Gan: Tang enzym gan, viém gan, vang da, suy chiic nang gan.
Tiéu hoa: Roi loan vi gidc.
Co xuong: Dau khop, dau co.
Tiét niéu: Viém than ké.
Da: Ban mong nudc, hoi ching Stevens — Johnson, hoai ti biéu bi nhiém doc, viém da.
Do lam giam do acid cha da day, esomeprazol c6 thé |am tang nguy co nhiém khuan &
duong tiéu hoa.
Thong bdo cho bdc st nhiing tdc dung khong mong mudn gap phdi khi sit dung thudc.

Cac dac tinh duoc dong hoc, dugc luc hoc

Duoc luc hoc

[isomeprazol 1a dang déng phéan S clia omeprazol, dugc ding tuong tu nhu omeprazol trong
diéu tri loét da day — ta trang va bénh trao ngugc da day — thuc quén.

Esomeprazol gan véi H* /K* - ATPase (bom proton) & t€ bao thanh cla da day, trc ché dic
hiGu hé enzym nay, ngan can budc cudi cung cua su bai tiét acid vao long da day. Vi vay
esomeprazol cé téc dung tc ché da day ti€t acid co ban va ca khi bi kich thich do bat ky tac
rthan nao.

Ducoc dong hoc

Thé tich phan b6 khi néng do thuéc 6n dinh & ngudi tinh nguyén khoe manh Ia 16 it
Khoang 97% esomeprazol gan vao protein huyét tuong.

Esomeprazol duge chuyén héa chu yéu & gan nhd CYP2C19, hé enzym CYP450, thanh céc
chat chuyén héa hydroxy va desmethyl khong cdn hoat tinh. Phén cdn lai dugc chuyén héa
qua CYP3A4, thanh esomeprazol sulfon.

Khi dung nhic lai, chuyén héa budc ddu qua gan va dé thanh thai clia thudc giam, ¢ thé do
isoenzym CYP2CI9 bi tc ché. Tuy nhién khéng c6 hién tugng tich ldy thuoc khi dung |
lan/ngay.

Sau khi tiém tinh mach liéu lap lai 40mg, néng do dinh trong huyét tuong khoang [3.6
pumol/l. Néng dé dinh trong huyét tuong sau khi uéng liéu tuong ng khoang 4,6 pmol/l. Co
thé ghi nhan su tang nhe (khoang 30%) gi4 tri AUC sau khi tiém tinh mach so vdi khi uéng.
Khoéng 80% liéu esomeprazol sau khi uéng dugc bai ti€t dusi dang céc chat chuyén héa
trong nudc tiéu, phan con lai duoc bai tiét qua phan. It hon 1% thudc dang khong doi duge
tim thdy trong nuéc tiéu.

Qua liéu va cach xu tri

Chua ¢6 bdo cdo vé qud li€u esomeprazol ¢ ngudi. Hién chua cd thude gidi doc dac hiéu.
Esomeprazol lién két manh v6i protein huyét tuong, vi vay thdm tdch mau khong co tdc
dung. Trong trudng hop qué liéu, chi yéu diéu tri triéu ching va hd trg.

Bao quan: Noi kho, duéi 30°C, tranh dnh séng.
Han dung: 24 thing ké tir ngay san xuét.
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Poc ky huéng dan sir dung truée khi ding.
DE xa tam tay cta tré em. Thudc nay chi sit dung theo don ctia thay thudc.
Néu can thém thong tin, xin hoi y kién cua thdy thudc.
Khong dung khi thudc da hét han sir dung, bién mau...
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