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[Thanh phin]: Mdi vién nén bao tan & ruft c6 chia:

Esomeprazol magnesium twong duong véi esomeprazol 20,0mg
Té dugce W vd 1 vién
(Maize Starch, Microcrystalline cellulase; Crospovidone, Povidone K30, Talc, Sodium

stearyl fumarate, Hydpromellose E15, Polyethylene glycol 6000, Titanium dioxide, Methacrylic
Acid Copolymer type C, 30%, Ferric oxide yellow, Triethyl citrate)
Dugec e hoe:

Esomeprazol la dang ddng phan S cia omeprazol, duge ding twong ty nhu omeprazol
trong diéu tri loét da day - ta trang va bénh trao ngugc da day - thuc quén.

Esomeprazol gan véi H'/ K" - ATPse (con goi la bom proton) & té bao thanh cua da day,
{rc ché dac hiéu hé thong enzyme nay, ngdn can budc cu01 cung cua su bai tiét acid vao trong da
day. Vi vay esomeprazol c6 tac dung trc ché da day tiét acid co ban va ca khi bi kich thich do bat
ky tac nhdn nao.

Dugc dong hoc:

Esomeprazol hép thu nhanh sau khi udng, dat nong do cao nhét trong huyét tuong sau 1
dén 2 gio. Sinh kha dung cia esomeprazol tang lén theo liu ding va khi dung nhic lai, dat
khoang 68% sau khi ding liéu 20 mg va 89% khi ding liéu 40 mg. Thirc dn lam chdm va lam
giam hdp thu esomeprazol, dién tich duéi dudng cong (AUC) sau khi udng 1 liéu duy nhat
esomeprazol 40 mg vao blra @n so véi lic doi giam tir 33% dén 53%. Do d6 phai udng
esomeprazol it nhat 1 gi¢s trudc bira an.

Khoang 97% esomeprazol gén vao protein huyét tuong. Thé tich phan b6 khi nong d6
thudc én dinh & ngudi tinh nguyén khoé manh 1a 16 lit. Thude chuyen hoa chi yéu & gan nho
isoenzym CYP2C19, hé enzyme cytochrom Paso, thanh cac chit chuyén hoa hydroxyl va
desmethyl khoéng con hoat tinh. Phén con lai duge chuyén hoa qua isoenzym CYP3A4 thanh
esomeprazol sulfon. Khi duogc ding nhéc lai, chuyen ho4 bude dau qua gan va do thanh thai cua
thuoc giam, co the do isoenzym CYP2C19 bj uc ché. Tuy nhién, khong c6 hién twgng tich luy -
thude khi dung mdi ngay 1 1an. O 1 s6 nguoi vi thiéu CYP2C19 do di truyén (15 - 20% nguoi
chau A), nén 1am cham chuyén hoa esomeprazol, dan dén gia tri AUC tang cao khoang 2 l&n )
vOi nguoi c6 du enzyme. Nura doi thai trir trong huyet tuong 1 — 1,5 gio. Khoang 80% lidu udng
dugc thai trir dudi dang cac chét chuyen hoa khong c6 hoat tinh trong nudc tiéu, phan con lai
dugc thai trir trong phan. Dudi 1% chat me dugc thai trir trong nude tiéu. O ngudi suy gan ning,
gia tri AUC ¢ tinh trang én dinh cao hon 2 — 3 14n so véi ngudi c6 chirc nang gan binh thuong,
vi vy phai giam liéu esomeprazol ¢ nhitng ngudi bénh nay, liéu ding khéng qua 20 mg mdt
ngay.

[Chi dinh]

Loét da day ta trang lanh tinh.

Hoi chiing Zollinger — Ellison.

Bénh trao ngugce da day - thuc quan ndng (viém thuc quan trot xudce, loét hoac that hep
dugc x4c dinh bang ndi soi).

Phong va diéu tri loét da day — t4 trang do dung thudc chéng viém khéng steroid.

[Lleu dung]
' Uédng it nhit 1 gid trude khi an. Phai nubt ca vién, khong duge nhai hay nghién khi ding
thudc.
Llé‘u diung cho nguwoi lon:
Diéu tri loét da day — ta trang cé Helicobacter pylori:

Esomeprazol 1a mét thanh phan trong phéac dé diéu tri cling véi khang sinh, vi du phac dd

3 thudc (cing v&i amoxicilin va clarithromycin). Ubng esomeprazol mdi 1dn 20 mg, ngay 2 lin
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trong 7 ngay, hodc mbi ngay mét lan 40 mg trong 10 ngay. (Amoxicilin mdi ngdy e
14n va clarithromycin mdi lan 500 mg, ngay 2 lan trong 7 hay 10 ngay) 737/ CONGTY A
Diéu tri benh trao ngugc da day - thuc quan ndng co viém rhz:c quan M o

Q |
/“" WRACHHH L 7

) Ubng mbi ngay 1 1an 20 mg — 40 mg trong 4 — 8 tuin, c6 thé udng thém ,\ S%Pﬁﬁ‘;& !l ‘;;;'
néu van con trigu ching hogc biéu hién ctia viém qua ndi soi. \A\TIEN GW}E@

Diéu tri duy tri sau khi da khoi viém thuc quan: ‘?A: T L) Y

Udng mdi ngay 1 14n 20 mg, c6 thé kéo dai dén 6  thang. SR
Dy phong loét da day & nhitng nguoi co nguy co cao vé bién chitng ¢ da day — td trang, nhung
co yéu cdu phaz ¢6 tiép tuc diéu tri bang thuéc chong viém khong steroid:

Ubng mbi ngay 20 mg.

Diéu tri bénh trao nguoc da day - thic qudn co triéu chu'ng nhtmg khong bi viem thyc quan:

Ubng mdi ngay 1 lan 20 mg trong 4 tuln, co thé uéng thém 4 tudn nira néu cac triéu
chimg khéng khoi hoan toan. ;
Diéu tri loét da day do ding thudc chéng viem kﬁ'&g steroid:

Ubng mdi ngay 1 lan 20 mg trong 4 — 8 fuan.

Diéu tri hdi chieng Zolli linger — Ellison:

Tuy theo ca thé va mirc 46 téng tiét acid cua dich da day, lidu ding mdi ngay cao hon
trong cac truong hop khac, dung 1 lan hodc chia lam 2 lan trong ngay. Khi triéu chimg da klem
soat dugce, c6 thé ding phu thuit @& cat u. Néu khong cat bo u dugc hoan toan, phai dung thubc
lau dai.

Nguoi suy gan ndng:

Khong dung qua 20mg/ngay.
Déi tuong khdc

Khong can phai giam liéu & ngudi suy gan nhe va trung binh, ngudi suy than nhe hoic
ngudi cao tudi.

Khéng dung thude cho tré em.

[Chong chi dinh]

Qua man cam vdi cac thudc do trc ché bom proton hodc qua man cam véi bat ky thanh
phin nao cia thube.
[Than trong]

Trude khi dung thude rc ché bom proton, phai loai trir kha ning ung thu da déy vi thude
¢6 thé che 14p triéu chimg, 1am cham chén do4n ung thu. Than trong khi ding & ngudi mic bénh
gan, phu nit ¢ thai hoac cho con bu.

Phai thén trong khi dung esomeprazol kéo dai vi co thé gy viém teo da day.

Thén trong khi dung cho bénh nhén duéi 18 tudi vi d an toan va hiéu qua chua dwoc xéac
dinh.

Thudc khong duge khuyén cdo ding cho tré em.
Sir dung cho phg; nit ¢ thai va cho con bi:

Chwa c6 nghién ciru ddy ¢ khi ding esomeprazol ¢ nguoi mang thai. Trén dong vit,
chudt cng tréng uong esomeprazol lleu 280 mg/ kg/ ngay (gép 57 lan lidu dung trén nguoi tinh
theo dién tich bé mit co thé) va tho ubng lidu 86 mg/ kg/ ngé&;r (glp 35 lan liéu dung trén nguoi
tinh theo dién tich bé mit co thé) da khong thiy bing chimg vé suy giam kha ning sinh san hogc
d6c dbi vai thai nhi do esomeprazol. Tuy nhién, chi sir dung esomeprazol khi that can thiét trong
thoi ky mang thai.

Chua biét esomeprazol cé bai tiét vao trong sira nguti hay khéng. Tuy nhién da do duoc
ndng d6 cia omeprazol trong sira cuia phu nit sau khi udng 20mg omeprazol. Esomeprazol co
kha ndng gay ra cac tic dung khong mong mudn nghiém trong ¢ tré bu me, vi vy phai quyet
dinh ngu’ng cho con b hoic ngimg thube, tuy theo tdm quan trong cia viéc ding thude déi véi
ngudi me
Tdc dpng cia thudc khi ldi xe va van hanh mdy méc:

Than trong khi ding thubc khi 14i xe va vin hanh may méc vi thube c6 thé giy chong
mit, dau dau.
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[T4c dung phu]

Nhin chung, esomeprazol dung nap tot ca khi sir dung trong thoi gian
thoi gian dai.
Thuong gap, ADR > 1/100

Toan than: Dau dau, chong mit, ban ngoai da.

Tiéu hod: Budn nén, nén, dau bung, tiéu chay, tédo bon, ddy hoi, khd m1eng
It gap, 1/1000 < ADR , 1/100 -

Toan than: Mét méi, mat ngi, budn ngi, phat ban, ngira. r6i loan thi gidc.
Hiém gap, ADR, 1/1 00

Toan than: Sét, d6 md hoi, phu ngoai bién, mén cam v6i 4nh sdng, phan g qua mén
(bao gdm may day, phu mach, co thit phé quan, séc phan vé)

Thén kinh trung wong: kich dong, trdim cam, 14 14n c6 héi phuc, a0 gidc & ngudi mac
bénh ning.

Huyét hoc: chimg mét bach cAu hat, giam bach cau, giam tiéu cau.

Gan: Tang enzym gan, viém gan, vang da, suy chirc ning gan.

Tiéu hoa: Réi loan vi giac.

Cor xuong: dau khép, dau co.

Tiét niéu: viém than ké.

Da: Ban bong nuée, hoi chimg Stevens - Johnson, hoai tir biéu bi nhiém doc, viém da.

Do lam giam do acid cta da day, cac thude trc ché bom proton c6 thé lam ting nguy co
nhiém khuin & dudng tiéu hod.
Huéng dan cdch xir tri ADR

Phai ngimg thudc khi co biéu hién tac dung khéng mong mudn

Thubc nay chi diing theo su ké don ciia bdc si
Thong bdo cho bdc si bét ky tic dung nao gip phdi khi ding thubc
Néu cin théng tin xin héi thém bdc st

[Twong tic thuocl
Do irc ché bai tiét acid, esomeprazol lam ting pI—l da day, anh huong dén sinh kha dung
clia cac thude hap thu phu thudc pH: ketoconazol, mudi sit, digoxin.
Dung dbng thoi esomeprazol, clarithromycin, erythromycin va amoxicilin lam ting nong
do esomeprazol va 14- hydroxyclanthromycm trong mau.
Dung dong thoi esomeprazol va warfarin ¢4 thé lam gia tang thoi gian prothrombin va,
INR gdy nén chay mau bat thuong. N
Esomeprazol twong tic dugc dong hoc véi cac thudc chuyén hod boi hé enzym
cythochrom Pyso isoenzym CYP2C19 & gan. Dung dong thoi 30 mg esomeprazol va diazepam |
lam giam 45% d¢ thanh thai cua diazepam '
[Qua liéu]
Chua c6 bao cdo vé viéc qua lidu esomeprazol & ngudi.
Khoéng c6 thuoc giai doc dac hi¢u cho esomeprazol. Chu yéu diéu tri triéu chimg va B
trg. Thdm tach mau khéng c6 tac dung ting thai trir thude vi thude gan nhiéu vao protein.
[Péng géi]: Hop 3 vi x 10 vién.
[Han diing]: 24 thang ké tir ngay san xuat.
[Bao quan] Bao quan n0'1 khd, mat & nhiét do dudi 30°C, tranh anh sgfig;
[Tiéu chuin]: Nha san xuét

Nha san xuét
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