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Storage: Store below 30°C in a cool and dry place, away from direct sunlight.
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Thanh phin: M3 vidn bao tan trong rudlt o chira:

Esomeprazol magnesium twong duong vivi esomeprazol 40,0mg
Chi djnh, ligu ding, chéng chi dinh va leu y:

Xin xem Wiy herimg diin siv dyng

Dang bao ché: Vién nén bac tan trong rudt.
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Bio quin: Bdo quén noi khé, mét & nhiét 69 duei 30°C, trénh dnh séng.
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Doc ky huing dan sir dung trwée khi dung
D¢ xa tam tay tré em

SYPOM 40

[Thanh phin|: Mdi vién bao tan trong rudt co chua:

Esomeprazol magnesi dihydrat twong duong vt esomeprazol 40.0 mg

T4 duoc vd 1 vién

(Mannitol, microcrystallin cellulose, sodium starch glycolat, hypromellose (I:5). talc.
sodium stearyl fumarat, hypromellose (E15), polycthylen glycol 6000, titanium dioxid,
mcthacrylic ccid copolymer type C-30%, ferric oxide yellow, triethyl citrat)

Duoe lue hoe:

l'someprazol la dang dong phan $ cua omeprazol, duoce dung twong tw nhu omeprazol
trong diéu tri loét da day ta lrc‘m& va bénh trao nguoc da day - thue quan.

Lsomeprazol gan véi H'/ K - ATPse (con goi la bom proton) o té bao thanh cua da day,
te ché dac hi¢u hé thong enzym nay, ngan can budc cudi cling cua su bai tiét acid vao long da
day. Vi vay esomeprazol ¢o tac dung tre ché da day tiét acid co ban va ca khi bi kich thich do bat
ky tac nhan nao.

Dwge dong hoc:

I:someprazol hip thu nhanh sau khi uéng, dat néng do cao nhit trong huyét tuong sau |
den 2 gio. Sinh kha dung cua esomeprazol tang 1én theo lidu dung va khi dung nhéc lai. dat
khoang 68% sau khi dung licu 40 mg va dat 90 % khi ding licu nhac lai 40 mg. Thae an lam
cham va lam giam hap thu esomeprazol, dién tich dudi duong cong (AUC) sau khi udng 1 li¢u

duy nhat esomeprazol 40 mg vao bita dn so voi lic doi giam tir 33% dén 53%. Do do phai uéng
esomeprazol it nhat 1 gio trude bira an.

Khoang 97% csomeprazol gan vao protein huyét tuong. 1hé tich phan bd khi nong do
thude 6n dinh ¢ nguoi tinh nguyén khoe manh 1a 16 lit. Thube chuyén hoa chu yéu ¢ gan nho
isoenzym CYP2C19. hé cnzym cylochrom Pyso. thanh cac chét chuyén hod hydroxyl va
desmethyl khong con hoat tinh. Phan con lai duoc chuyén hod qua isoenzym CYP3A4 thanh
csomeprazol sulfon. Khi duge dung nhic lai, chuyén hoa budc dau qua gan va do thanh thai cua
thube giam, ¢o lhc do lsouvym CYP2C19 by e ché. Tuy nhién, khéng cé hién tugng tich luy
thude khi ding mdi ngay 1 1an. O 1 s6 nguoi vi thiéu CYP2C19 do di truyén (15 20% nguoi
chau A). nén lam cham chuyén hoa esomeprazol, dan dén gia tri AUC tang cao khoang 2 lan so
voi nguoi ¢ du enzym. Nua doi thai trir trong huyét tuong 1 1,5 it Khoang 80% liéu udng
duoce thai trir dudi dang cac chit chuyén hoa khéng ¢6 hoat tinh trong nudce g, phan con lai
duoce that trir trong phan. Dudi 1% chit me duge thai trir trong nuoc li(‘i&) Uo1 suy gan nang.
gia iri AUC o tinh trang 6n dinh cao hon 2 3 1an so v&i nguoi ¢o chud nang gan binh thuong.
vi vay phai giam liéu esomeprazol ¢ nhimg ngudi bénh nay. liéu dung khong qua 20 mg mat
ngay.

[Chi dinh]

L.o¢t da day ta trang lanh tinh.

61 chung Zollinger  Ellison. D T P
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Diéu tri loét da day — ta trang c¢o Helicobacter pylori: ===
lisomeprazol 1a mot thanh phan trong phac do diéu trj cung véi khang sinh, vi du phac do
3 thude (cung voi amoxicilin va clarithromycin). Udng esomeprazol mdi lan 20 mg. ngay 2 lan

2 -zl

f <i/:



trong 7 ngay, hoic méi ngdy mdt lan 40 m;, trong 10 ngay. (Amoxicilin mai ngay 1,0 g. ngay 2
lan va clarithromycin méi lan 500 mg, ngay 2 lan trong 7 hay 10 ngay).
Diéu tri bénh 1rao nguroc da day - thuc quan ngng co viém thuc quan:

Udng mdi ngay 1 1an 20 40 mg trong 4 8 tudn, ¢6 thé ubng thém 4 8 tuin nira néu
vfm con tri¢u chung hoac biéu hién cua viém qua ndi soi.
Diéu tri duy tri sau khi da khoi viém thuc quan:

Udng mdi ngay 1 1an 20 mg, ¢o thé kéo dai dén 6 thang.

Due phong loél da day o nhitng nguai ¢o nguy co cuo vé bién chimg o da day — 1d trang, nhung
€O yéu cau phai co liép tuc diéu tri bang thuéc chong viem khéng steroid:

l'on}: moi ngay 20 mg.

Diéu tri bénh r ao nguoc da day - thie quan 6 (riéu ching nhung khong bi viém thue quan:

Udng mdi ngay 1 lan 20 mg trong 4 tuan, ¢o thé uéng thém 4 tuan nita néu cac tri¢u
chung khong khot hoan toan.

Dicu iri loét da day do ding thuoe chong viém khing steroid:

Udng mdi ngay 1 1an 20 mg trong 4 ~ 8 tudn.

Diéu tri hoi chitng Zollinger — Ellison:

Tuy theo ca thé va mue do tang tiét acid cua dich da day. lidu dung mdi ngay cao hon
trong cac truong hop khac. dung | lan hodc chia lam 2 lan trong ngay. Khi triéu ching da kiém
soat duge, ¢o thé dung phiu thudt dé cat u. Néu khong cat bo u duoc hoan toan, phai dung thude
lau dai.

Nguoi suy gan nang:

Khong dung qua 20 mg/ngay. Khong cin phai giam liéu ¢ nguoi suy gan nhe va trung
binh. nguoi suy than nhe hodce nguoi cao tudi.

Khéng dung thude cho tré em.
|Chong chi dinh|

Qua man cam voi cac thube do e ché bom proton hodc qua man cam véi bt ky thanh
phan nao cua thuoc.
| Than trong|

Trude khi dung thude (e ché bom proton, phai loai trir kha nang ung thu da day vi thude
¢6 thé che l4p triéu chimg, lam cham chan doan ung thu. Théan trong khi ding o ngudi mac bénh
gan. phu nir ¢é thai hoac cho con bu.

Phai than trong khi ding esomeprazol kéo dai vi co thé gay viém teo da day.

Thén trong khi dung cho bénh nhdn dudi 18 tu6i vi do an toan va hiéu qua chua dugce xac
dinh.

Thude khong duge khuyén cdo ding cho tré em.

S dung cho phu niv co thai va cho con bu:

Chua ¢o nghién ctu day du khi dung Lsomcprazol O ngudi nwnb/{’hai. I'rén dong vat,
chudt ¢cong uan;: udng esomeprazol I:cu 280 mg/ kg/ ngay (gap 57 1§R\lidd ding trén ngudi tinh
theo dién tich bé mat co thé) va tho udng liéu 86 mg/ kg/ ngay (ap >¥Yan liéu dung trén nguoi
tinh theo dién tich bé mat co thé) da khong thiy bing ching vé suy giam kha ning sinh san hoac
ddc dbi voi thai nhi do esomeprazol. Tuy nhién. chi sir dung esomeprazol khi that ¢an thiét trong
thot ky mang that.

Chura biét esomeprazol co bai tiét vao trong sita nguoi hay khong. Tuy nhién di do duoc
nong do cua omeprazol trong sita cua phu nir sau khi udng 20 mg omeprazol. Esomeprazol €0
kha nang gay ra cac tac dung khong mong mubn nghiém trong ¢ tre bu me, vi vy phai quycl
dinh ngimg cho con bt hodc ngimg thude. tuy theo 1dm quan trong cua viée dung thube déi voi
nguoi me
[Tac dung phuj e
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Toan than: Dau dau, chong mat. ban ngoai da.
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Tiéu hod: Bubn ndn, non, dau bung, tiéu chay, tao bon. ddy hoi, kho miéng.
It gap. 171000 < ADR . 17100
Toan [han: M@t moi, mat ngu, budn ngu, phat ban, ngira. réi loan thi giac.
Hiém gap, ADR . 17100
Toan than: Sot, d6 md hoi. phu ngoai bién, man cam véi anh sang, phan ung qua man
(bao pom may day. pha mach, co that phé quan, séc phan vé).
Than kinh trung wong: kich dong, trdm cam, i 13n ¢6 hdi phuc, a0 gidc o ngudi mac
bénh nang.
Huyét hoc: chimg mat bach cdu hat, giam bach cau, giam tiéu cau.
Gan: Tang enzym gan, viém gan, vang da, suy chuc nang gan.
Tiéu hoa: Réi loan vi gidc.
Co xuong: dau khop, dau co.
Tiét niéu: viém than ké.
Da: Ban bong nudc, hoi ching Stevens - Johnson, hoai tir biéu bi nhiém doc. viém da.
Do lam giam do acid cua da day, cac thube e ché bom proton ¢o thé lam tang nguy co
nhiém khuan o dudng tiéu hoa.
! wong dan cdch xuw tri ADR
Phai ngimg thudc khi co biéu hién tac dung khéng mong mubn
Thudéc nay chi diing theo su ké don ciia bdc st
Thing bio cho bdc s7 bit ky tic dung nao gap phéi khi ding thuéc
Néu cin thong tin xin hoi thém bdac st
[ Twong tac thul"'ul
Do tre ché bai tiét acid, esomeprazol lam tang pll da day, anh huong dén sinh kha dung
cua cac thude hdp thu phu thudc plH: ketoconazol, mudi sat, digoxin.
Ding dong thoi esomeprazol. clarithromycin va amoxicilin lam tang néng do
csomeprazol va 14- hydroxyclarithromycin trong mau.
lisomeprazol tuong tic dugc dong hoc véi cac thube chuyén hoa boi hé enzym
cythochrom Pysy isoenzym CYP2C10 ¢ gan. Dung déng thoi 30 mg esomeprazol va diazepam
lam giam 45% d¢ thanh thai cua diazepam

[Qua licu] //
Chua ¢6 bao cao ve viée qua licu esomeprazol o nguon.
Khong co thube giai doc dic hiéu cho esomeprazol. Chu yu tri triéu chung va ho

trg. Tham tach mau khéng ¢6 tac dung tang thai trir thudc vi thude g E.dh\)hl(_u vao protein.
|Dong goi]: 110p 3 vi x 10 vién.

|Han dung]: 36 thang ké& tir ngay san xuat.

[Bao quan|: Bao quan noi khd, mat o nhiét dé duoi 30°C, tranh anh sang.

['Tiéu chuiin|: Nha san xut

Nha sian xuit
HYRIO LABORATORIES PVT. LLTD.
C /40. G 2oor. Subhlaxmi. Chani Jakat Naka, New Sama Road. VADODARA. An Do
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