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indication, dosage, contra-indication & preca : ERCH
Piease see inaert paper

| Spacification: In house mmm
{ Storage: ) ) NSXAig Daie
| Store below 30°C in a cool and dry place, away from direct sunlight. HEW Exp. Date-
Rx Prescription Drug 3 x 10 Tablets
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[Thanh phén]: M3i vién nén bao tan & rudt c6 chira: "
Esomeprazol magnesium dihydrat trong duong véi esomeprazol 20,0mg
Ta dugc vd 1 vién

(Crospovidone, Microcrystallin cellulose, Copovidone, Magnesium stearate, Sodium
Stearyl Fumarate, Methacrylic Acid Copolymer type C, 30%, Talc, Titanium dioxide, Ferric
oxide yellow, Triethyl Citrate)

Duwogec lwe hoc:

Esomeprazol 1a dang dbng phan S cua omeprazol, duge ding twong tur nhu omeprazol
trong diéu trj loét da day — ta trang va bénh trdo nguoc da day - thuc quan.

Esomeprazol gan véi H/ K" - ATPse (con goi la bom proton) & té bao thanh cta da day,
trc ché dac hiéu hé thong enzyme nay, ng?:’m can budc cuon cling caa sy bai tiét acid vio trong da
day. Vi vay esomeprazol c6 tac dung trc ché da day tiét acid co ban va ca khi bi kich thich do bt
ky tac nhan nao.

Dwgc dong hoe:

Esomeprazol hép thu nhanh sau khi ubng, dat ndng d6 cao nhit trong huyét tuong sau 1
dén 2 gio. Sinh kha dung ciia esomeprazol ting 1én theo lidu ding va khi dung nhic lai, dat
khoang 68% sau khi dung lidu 20 mg va 89% khi ding liéu 40 mg. Thirc an lam cham va lam
giam hép thu esomeprazol, dién tich dudi dwdng cong (AUC) sau khi ubng 1 liéu duy nhat
esomeprazol 40 mg vao bita 3n so v6i lic doi giam tir 33% dén 53%. Do d6 phai ubng
esomeprazol it nhét 1 gi& trudce bira an.

Khoang 97% esomeprazol gin vao protein huyét tuong. Thé tich phan bo khi ndng do
thubc 6n dinh & nguoi tinh nguyén khoé manh 14 16 lit. Thubc chuyén hoa chil yéu & gan nhd
isoenzym CYP2C19, hé enzyme cytochrom Psso, thanh cdc chat chuyén hoé hydroxyl va
desmethyl khong con hoat tinh. Phdn con lai duge chuyén hod qua isoenzym CYP3A4 thanh
esomeprazol sulfon. Khi duge dung nhic lai, chuyén hoa budc diu qua gan va do thanh thai cia
thude giam, co the do isoenzym CYP2C19 bi trc che Tuy nhién, khéng ¢6 hién tugng tich Iuy
thu6e khi ding mdi ngay 1 lan O 1 s6 ngudi vi thiéu CYP2C19 do di truyén (15 — 20% nguorl
chdu A), nén lam cham chuyen hoa esomeprazol, din dén gia tri AUC tang cao khoang 2 lan SO
voéi ngudi ¢6 dit enzyme. Nira doi thai trir trong huyét tuong 1 — 1,5 gio. KhOang 80% liéu ubng
duoc thai trir dudi dang cdc chét chuyen hod khong c6 hoat tinh trong nude ti€u, phan con lai
duoc thai trir trong phén. Duorl 1% chat me duoc thai trir trong nudce tiéu. O ngudi suy gan ning,
gia tri AUC & tinh trang én dinh cao hon 2 — 3 14n so voi ngudi c6 chirc ning gan binh thuong,
vi vy phai giam liéu esomeprazol & nhimg ngudi bénh nay, liéu ding khdng quéa 20 mg mét
ngay.

[Chi dinh]

Loét da day ta trang lanh tinh.

Hoi chimg Zollinger — Ellison.

Bénh trao nguoc da day - thuc quan ning (viém thuc quan trot xude, 108&hogc thit hep
duoce xac dinh bing ndi soi).

Phong va diéu trj loét da day — t4 trang do dung thude chdng viém khéng steroid.

[Li¢u ditn g]

Ubng it nhét 1 gior trude khi an. Phai nudt ca vién, khong dugc nhai hay nghién khi ding

thudc.
Liéu diing cho nguoi lon:
Diéu tri loét da day — td trang cé Helicobacter pylorl

Esomeprazol 14 mgt thanh phin trong phac dd diéu tri ciing véi khang sinh, vi du phac d6
3 thudc (cung v&i amoxicilin va clarithromycin). Udng esomeprazol mdi 14n 20 mg, ngay 2 lan
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trong 7 ngay, hodc mdi ngay mdt 1an 40 mg trong 10 ngay. (Amoxicilin mdi nga f @/g\, ngamﬁ

lan va clarithromycin m&i 14n 500 mg, ngay 2 lan trong 7 hay 10 ngay). |+ ( DugC PHAM | T
Diéu tri bénh !rao nguoc da day - thuc quan ndng cé viém thuc quan \2\ TIE ?f GUL'\' /. : /

Uong mdi ngay 1 14n 20 -mg — 40 mg trong 4 — 8 tudn, c6 thé ubng thém 4 \8\&@1 nira; \b 7
néu van con triéu chirng hodc biéu hién cua viém qua ndi soi. 'n_ Hs ."_,E“ 3

Diéu tri dyy tri sau khi da ffhm viém thuc guan ]

Udng mdi ngay 1 1an 20 mg, c6 thé kéo dai dén 6  thang,

Du phong loét da day & nhitng ngudi ¢6 nguy co cao vé bién chimg ¢ da day — td trang, nhung
€0 yéu cdu phaz co tiép tuc diéu tri bang thuoc chong viém khong steroid:

Ubng mdi ngay 20 mg.

Diéu tri bénh trao nguoc dq day - thuc quan co rr:eu chitng nhung khong bi v:em rh;rc quan:

Ubng mbi ngay 1 1in 20 mg trong 4 tuln, c6 thé ubng thém 4 tuin nira néu céc triéu
chimg khéng khoi hoan toan.

Diéu tri loét da day do diung thudc chong viém khong steroid:

Ubng mdi ngay 1 14n 20 mg trong 4 — 8 tuan.

Diéu tri hoi chung Zolli linger — Ellison:

Tuy theo ca thé va mirc @9 téng tiét acid coa dich da day, liéu ding mdi ngay cao hon
trong cac truong hop khéc, dung 1 lan hodc chia lam 2 lan trong ngay. Khi triéu chimg da kiém
soat dugc, c6 thé dung phiu thuat dé cit u. Néu khong cat bo u duge hoan toan, phai dung thude
lau dai.

Nguoi suy gan nang:

Khéng dung qua 20mg/ngay.
Déi tuwgng khdc

Khéng can phai giam lidu & ngudi suy gan nhe va trung binh, ngudi suy than nhe hodc
ngudi cao tudi.

Khéng dang thude cho tré em.

[Chéng chi d;nh]

Qua man cam véi cac thude do e ché bom proton hogc qué man cam véi bat ky thanh
phin nao cia thubc.
[Thén trong]

Truée khi ding thude trc ché bom proton, phai loai trir kha nang ung thu da day vi thudc
¢6 thé che lap tridu chimg, 1am chim chin dodn ung thu. Than trong khi diing & ngudi méc bénh
gan, phu nit o thai hoéc cho con bu.

Phai thén trong khi dung esomeprazol kéo dai vi c6 thé gay viém teo da day.

Thén trong khi diing cho bénh nhén dudi 18 tudi vi dd an toan va higu qua chua dugc xéc
dinh.,

Thubc khong duoc khuyén cdo dung cho tré em.

St dung cho phgt nit cé thai va cho con bu:

Chua c6 nghién ciu day du khi dung esomeprazol & ngudi mang thai. Trén dong vat,
chudt cong trc’mg uong esomeprazol heu 280 mg/ kg/ ngay (gap 57 lan liéu dung trén ngudi tinh
theo dién tich bé mit co thé) va tho ubng lleu 86 mg/ kg/ ngay (gp 35 1an lidu dung trén ngudi
tinh theo dién tich bé mit co thé) da khong thdy bing chimg vé suy giam kha nang s]fnh san hodc
d6c dbi voi thai nhi do esomeprazol. Tuy nhién, chi sir dung esomeprazol kkm}@\qﬁn thiét trong
thoi ky mang thai.

Chura biét esomeprazol c6 bai tiét vao trong sira ngudi hay khong. Tuy nhién da do dugc
ndng d6 ciia omeprazol trong sira clia phu nit sau khi uong 20mg omeprazol. Esomeprazol co
kha nang gay ra cac tac dung khong mong mudn nghiém trong & tré bi me, vi vay phai quyet
dinh ngimg cho con bu hodc ngimg thudc, tuy theo tdm quan trong cia viéc dung thuée doi voi
ngudi me
Tdc dpng ciia thuéc khi ldi xe va vin hanh mdy méc:

Thén trong khi dung thude khi 141 xe va van hanh méay méc vi thudc c6 thé gay chong
mat, dau dau.
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[Tac dung phy]

Nhin chung, esomeprazol dung nap t6t ca khi sir dung trong thoi gian ngar{
thoi gian dai.
Thuong gdp, ADR > 1/100

Toan than; Dau du, chc’mg mat, ban ngoai da.

Tiéu hoa: Budn ndn, ndn, dau bung, tiéu chay, tao bon, day hoi, khd miéng.
It gép, 1/1000 < ADR, 1/100

Toan than: Mét méi, mét ngu, budn ngi, phét ban, ngira. rdi loan thi giac.
Hiém gap, ADR , 1/100

Toan than: Sét, @b md hai, phu ngoai bién, man cam v6&i 4nh sing, phan tng qué mén
(bao gbém may day, phu mach, co that phé quan soc phan v¢)

Than kinh trung wong: kich dong, trim cam, Ii 14n c6 hdi phuc, a0 gidc & ngudi méc
bénh ning.

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

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

Tiéu hoa: Réi loan vi giac.

Cor xuong: dau khop, dau co.

Tiét niéu: viém thén k.

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

Do lam giam db acid ctia da day, cac thubc irc ché bom proton c¢6 thé 1am ting nguy co
nhiém khuin & dudng tidu hod.
Huomg ddn cdch xir tri ADR

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

Thuéc nay chi ding theo sy ké don ciia bdc si
Théong bdo cho bac st bit ky tac d{mg nao gdp phai khi ding thuéc
Néu cin théng tin xin héi thém bdc st

[Twong tac thuoc]

Do irc ché bai tiét acid, esomeprazol 1am téng pH da day, anh huéng dén sinh kha dung
cta cac thude hap thu phu thudc pH: ketoconazol, mudi sét, digoxin.

Diing ddng thdi esomeprazol, clarithromycin, erythromycin va amoxicilin 1am tang ndng
do esomeprazol va 14- hydroxyclarithromycin trong mau.

Dung dbng thoi esomeprazol va warfarin c6 thé lam gia tang thoi gian prothrombin va
INR gy nén chay mau bat thuong. )

Esomeprazol twong tdc dwoc dong hoc voi cac thudc chuyén hod boéi hé enzym
cythochrom Paso isoenzym CYP2C10 & gan. Ding ddng thoi 30 mg esomeprazol va diazepam
lam glam 45% d0 thanh thai cta diazepam
[Qua lidu]

Chua c6 bao cdo v& viéc qua lidu esomeprazol & ngudi.

Khong c6 thube giai doc dic hiéu cho esomeprazol Chu yeu dié riéy chimg va hd
tro. Thim tach mau khéng c6 tac dung tang thai trir thude vi thude gin nhiu&\J rotein.
[Pong goi]: Hop 3 vi x 10 vién.
[Han dung]: 24 thang ké tir ngdy san xuét.
[Béo quan]: Bao quan noi khd, mat & nhiét do duéi 30°C, tranh
[Tiéu chuin]: Nha san xuét

Nha san xuit
FARMA GLOW



