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AmePrazol ¢V

Vién nang ciing chifa hat bao tan trong rudt

THANH PHAN: MBi vién chita:

- Hoat chat: ESOMEPrazol...............neruueeres a
(dudi dang vi hat tan trong rudt chita Esomeprazol magnesi dihydrat)

- T4 duge: Bubng trdng, hypromeliose ES, meglumin, (*)methylen clorid, (*)ethanol,
talc, mannitol, methacrylic acid co-polymer dispersion, propylen glycol, natri hydroxid,
polysorbat 80, PEG 6000, titan dioxyd, (*)nuic tinh khiét,

(*)khéng hign dién trong thanh phim

MO TA SAN PHAM: Vién nang cing, cd nang s 1, mau héng nhat, cb in “20 mg" mau den
trén ndp nang, bén trong chiia cdc vi hat hinh c4u mau tring hay tring nga.

DUQC LYC HOC:

Esomeprazol & dang déng phan S- clia omeprazol va Bm gidm syf bai tiét acid da day biing
mit ca ché tc ddng chuyén biét. Thudc 1 chit (e ché dic hidu bom acid & t bao thanh da
day. Ca hai dang ddng phdn R - va S - cla omeprazol déu o6 tic ddng dugc luc hoc tuong ty.
Vi trf v ca ché tdc dong

Esomeprazol 12 mft base y&u, dugc t3p trung va bién ddi thinh dang c6 hoat tinh trong
mai trudng acid cao  tidu quén Sng ché tiét cia t& bao thanh, tai ddy thudic s& (c ché men
H*K*-ATPase (bom acid) va (c ch# cd sy tiét dich co bin Iiin sy tiét dich do kich thich.

DUGC PONG HOC:

Esomeprazol dugc hdp thu nhanh véi ndng d0 dinh trong huy8t tusng dat dugc khodng 1

d&n 2 gitl sau khi udng. Thubic dé bj hiry & mbi mﬁgg\acid trong da day va dugc ulng dubi

dang vi hat tan trong rujt. B sinh kh dung tuyét dbi 12 64% sau khi udng liéu don 40 mg

va tang Ién 89% sau khi dung liéu I3p lai 1 ln/ngay. DGi vdi liu esomeprazol 20 mg, cic

tri s§ nay tuong (ng 12 50% va 68%.

Thifc &n lam cham va gidm sy hép thu clia esomeprazol, nhung didu nay khdng thay ddi

déng k& dén tac ddng clia thubc 18n sy tist acid da day. Khodng 97% esomeprazol lién

k&t voi protein t tuong.

Thudc duge n héa rbng rdi & gan nho h@ thing men P450 isoenzyme CYP2C19, tao

thanh cic chit chuyn hba hydroxyl vd desmethyl, cic chit nay khdng inh huing dén

sy 1iét acid da day. Phdn cdn lai dugc chuyén héa nhi men cytochrome P450 isoenzyme

CYP3A4 tao thanh esomeprazol sulfon. Khi ding lifu Ep lai, c6 sy gidm chuyén hoa & giai

doan ddu va gidm d9 thanh thii todn than, cd I& do sy dc ché men CYP2C19. Tuy nhién,

khdng co khuynh husng tich Ky khi diing thusc mit I4n/ngay. Thai gian ban hity trong huy&t

tuong khodng 1,3 gid. Khoang 80% liéu ulng duge thai tris qua fudc tidu dubi dang chat

chuyén héa, phdn cbn lai thai trir qua phén. t

CHI DINH: AMEPRAZOL duge chi dinh & céc trubing hp:

Bgnh trdo ngugc da day thyc qudn (GERD)

- Diéu tri viem xubc thyc quén do trio ngugc

- Diu tri phong ngira tai phat viém thyc quin da chia lanh

- Diéu tri tridu chimg bénh trao ngugc da day thyc quén (GERD)

Két hap vdi mt phdc d6 khang khudn thich hop dé digt trif xodn khudn Helicobacter pylori

- Chiia Janh vt loét té trang ¢6 nhifm xodn khudn Helicobacter pylori

- Phdng ngita t4i phét loét da day t4 tring c6 nhim xodn khudin Helicobacter pylori

Bgnh nhan cdn diéu tri bdng thubc khdng viém khéng steroid lién tyc

- Lam lanh vét loét da day do dung thudc khdng viém khong Steroid

- Phong ngita loét da day-td trang do ding thuSc khing viém khdng steroid & bénh
nhén co nguy cd.

Diéu tri tiép ndi sau khi ngan ngda t4i xudt huyét da day-t4 trang bing thudc tiém

finh mach.

Biéu trj hi chung Zollinger Ellison.

CACH DUNG - LIEU DUNG: USng nguysn vien thudc véi nudc hodc thic ubng long.

Khong dugc nhai hodc nghién nt cc vi hat. '

Ngudi I6n va tré vi thanh nién & 12 twdi trd 1&n: t

Bénh trao nguge da day-thyc quin (GERD)
iU tri vi : 40 mg x 1 lin/ngay 4 tudn, Nén diéu tri

thém 4 tufin nila cho bénh nhan viém thyc quan chua dugc chita lnh hay vin cbn tridu chiimg.

Diéu tri phong ngifa ti phdt viém thyc quin di chila lnh: 20 mg x 1 Iin/ngay.

20 mg x 1 ln/ngay & bénh nhén khdng bi viém thyc quin. NEu sy kifm sodt trieu
chiing khong dat dugc sau 4 tudn, bénh nhdn nén duge kiém tra ki hon dé xdc dinh
chdn dodn. Khi da hét cdc tridu ching, viec kifm sot triéu chiing sau d6 c6 thé dat
gmc liéu 20 mg x 1 Mn/ngay.
g n'g“m:clgn‘ c6 thé ding phic dé didu tri liu 20 mg x 1 1in/ngdy, khi cdn thiét.
9 :
K&t hop voi mét phdc d6 khang khudn thich hap dé digt trir xodn khudn Helicobacter pylori
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20 mg

i0el da Od d L0 A = L0 ML L. mﬂ
amoxicillin 1 g va clarithromycin 500 mg, tat c& dupc ding 2 in/ngdy trong tir 10 - 14 ngay.
Bénh nhan cén didu trj bdng thudc khdng viém khdng steroid lién tuc

hila lanh loét da day do ding thudc khing viém khéng steroid: Lidu thdng thubng 20 mg,
1 dn/ngay. Thai gian diéu tri 13 4 - 8 tudn.
- 2 loet da day va loet ta trant Junt WOC Ki;
nhan c6 nguy cg 20 mg, 1 ldn/ngdy. .
Digu tri tiép ndi sau khi ngdn nguia t4i xuat huy8t da day-14 trang blng thudt tiém finh mach.
40 mg, 1 ldn/ngdy trong 4 tuln sau khi phong ngla téi xudt huy8t da day-té trang
béng thudc tigm finh mach.
Didu trj hoi ching Zollinger Ellison
Liéu khdi ddu khuyén cdo I esomeprazol 40 mg x 2 Hin/ngay. Sau d6 diéu chinh lidu theo dép
{ing ciia timg bénh nhan. Phdn Kn banh nhan dap ng liéu tir 80 dén 160 mg esomeprazol/ngay.
Khi udng liéu hang ngay 16n hon 80 mg, nén chia liéu ding thanh 2 lin/ngay.
Tréemdzumzu i: Khdng nén ding esomeprazol cho tré em dubi 12 tui vi chua co
dil ligu ddy di.
Ngui tdn thuong chitc nang thdn: Khong cdn phai diéu chinh lidu & bénh nhan tn thuong
chdc nang than nhe va trung binh,
Nouii t8n thuong chitc ndng gan: Khdng c4n phai digu chinh lidu & bénh nhin tdn thuong gan
& mdic 69 tif nhe dén trung binh. O bénh nhan suy gan ndng, khong nén ding qui 20 mg/ngay.
Nguisi cao tubi: Khong cdn didu chinh lidu & ngudi cao tudi.
CHONG CHi DINK:
- Tién sir qui min voi esomeprazol, céc thuSc c6 nhém benzimidazol va thanh phdn

khdc trong cong thic.

- Diing ddng thdi voi atazanavir hodc nelfinavir,

LUU ¥ VA THAN TRONG:

- Khi c6 sy hién dién bat ky mbt triéu ching bo ddng ndo (nhu 1A gidm can déng ké khdng
chid §, ndn téi phat, khé nubt, ndn ra méu hay dai tién phin den) va khi bj hodc nghi ngd
loét da ddy, nén logi trir bgnh 1y &c tinh vi diéu trj bing esomeprazol c6 thé 1am che khudt
céc tribu ching ung thy da day va cham tré vigc chdn dodn ung thy da day.

- Do It kinh nghigm vé viéc dung thubc & bénh nhan suy thdn n3ng, nén thdn trong khi
diéu trj & céc bénh nhan nay.

- Bénh nhan diéu trj thi gian dai (d4c biét nhiing nguti d diéu trj hon 1 nam) nén
dugc theo ddi thudng xuyén.

- Bénh nhan dang difu trj cdn lién hé voi bac sT néu cb céc tridu ching thay ddi. Khi
ke toa thulc esomeprazol, cdn xem xét dén sif tuong tac voi cdc thulc khic do néng
db esomeprazol trong huyét tuong c6 thé thay déi.

- Khi kb toa thudc esomeprazol d€ diét trir Helicobacter pylori, nén xem xét tung téc clia céc
muSceﬂttmgpMcﬁddiﬂuuﬂﬂuﬁc.Mweinﬂhﬁcﬂceh(mMCYP&M.m
nén xem xét ching chi dinh va tuong téc thudc véi clarithromycin khi ding phéc d6 3
cho nhilng bénh nhin dang diing céc thubc khac chuyn héa qua CYP3A4 nhu cisapride.

- Phy nif cé thai: Chua co dii dif liéu 1Am sang vé viéc ding esomeprazol trén phy nit
c6 thai. Nghign ciu trén dong vat, esomeprazol khdng gdy nguy hai tryc tiép hay gidn
1iép 18n sy phét trifn clia phdi thai. Nén thn trong khi k& toa cho phy T ¢6 thai.

- Phy nit cho con bd: Chua biét esomeprazol c6 tiét ra sla mg hay khdng. Chua cb
nghién ciu nao trén phy nil cho con bl dugc thyc hién. Vi vdy, khdng nén diing
esomeprazol trong thdi ky cho con ba.

- Tac dong cla thubc khi 14i xe va vdn hanh mdy méc: Khong dnh hubng dén kha
ndng ldi xe va vin hanh may mdc.

TAC DUNG KHONG MONG MUGN: Nhic diu, dau byng, téo bon, tiéu chdy, ddy byng,
bun ndn hodc ndn.

It gp: Phid ngoai bién, mat ngl, chéng mat, dj cim, ngli g2, chong mit, khd migng, ting
men gan, viém da, ngGa, nbi mdn, mé day.

Hiém gdp: Gidm bach cdu, gidm tiéu cdu, phén (g qui mn (nhu sBt, phil mach, phén ing
phan vé/sic phén v8), gidm natri méu, kich ddng, i Ldn, trdm cam, rdi loan vj gidc, nhin md,
co thit ph& quén, viém migng, nhifm n&m candida dubing tiéu héa, vigm gan c6 hoic khdng
©b vang da, ryng tbc, nhay cdm véi dnh sdng, dau khop, dau cd, mét mdi, ting tist mb hoi.
R4t higm gdp: Mt bach cdu hat, gidm cdc dong t& bao mau, néng ndy, do gidc, suy
gan, bénh ndo & bénh nhin da c6 bénh gan, hdng ban da dang, hdi chiing Stevens-
Johnson, hoai tif biéu bi nhi&m doc, y&u co, viem than mbd k&, vii to & nam gidi.

Thiing béo cho béc sT nhiing téc dyng khdng mong mudn gdp phai khi sir dyng thude.

TUONG TAC THUC:

- Gidm ndng 40 acid da day trong qué trinh diéu trj esomeprazol c6 thé 1am ting hay
gidm sy hdp thu clia cdc thuSc khac néu co ché hdp thu clia c4c thulc ndy bi dnh
huing bdi nbng d0 acid da day. Sy hip thu cla ketoconazol va itraconazol cd thé gidm
trong khi diu trj voi .

- Knhong nén ding ddng thii esomeprazol voi atazanavir vi nd co thé lam gidm déng k& néng

0 atazanavir trong m4u (gidm dién tich dudi dubing cong, nbng d0 16i da va tBi thidu).

0 nguoi tinh nguyén khoe manh, ding d6ng thoi esomeprazol va cisaprid két qua la

1am tang dién tich dudi dubng cong va kéo dai thdi gian ban hily, nhung khdng lam

ting déng k& nbng d¢ dinh trong huyst tuong clia cisapride.

- Khi esomeprazol dugc dung chung véi cic thuSc chuyén hba qua CYP2C19 nhu
diazepam, citalopram, imipramin, clomipramin, phenytoin..., ndng d0 cic thuSc nay
trong huy&t tuong co thé ting va c4n gidm lifu diing cdc thudc nay.

- Esomeprazol dugc chuyén hoa bdi CYP2C19 va CYP3AA. Khi diing d8ng théi esomeprazol
véi thudc c ché CYP3A4 s& lam ting g&p dbi dién tich duti dubing cong clia esomeprazol.
Diing ddng thisi esomeprazol cing vii thuSc (c ché ca hai CYP2C19 v CYP 3Ad cb thé
|am ting hon hai ldn @9 clia esomeprazol. Khdng cdn diéu chinh liéu esomeprazol
thubing xuy&n trong nhiing finh hgng ndy. Tuy nhién, sy difu chinh fifu cdn dugc xem xét
@ nhiing b@nh nhan suy gan nang néu diéu trj 1au dai duge chi dinh.

- Didu trj esomeprazol & bénh nhan dang diing warfarin cho thy thdi gian dong méu trong
mic chdp nhan dugc. Theo ddi dugc yéu céu khi khdi ddu va ket thic didu tri esomeprazol
& b&nh nhin dang diing warfarin hodc cic din xudt coumarin khéc.

QUA LIEU VA XU TRI: Cho dén ;? rét it kinh nghigm v8 qué liéu c6 chii dich. Céc trigu

chiing dugc md ta c6 lién quan dén vigc ding liéu ulng 280 mg la cdc tridu chiing trén

dubing tiéu héa va y&u ngudi. Céc liéu don esomeprazol 80 mg chua gdy nén nhitng bién
cd gl. Khdng c6 thulic gidi ddc dic hifu ndo. Esomeprazol lign k&t manh vGi protein
huy8t tuong va vi vy khing thé thdm tich d¥ dang. Trong truing hop qué liu, nén difu

- trj trigu chiing va diéu trj hd trg ting quat.

TRINH BAY: H0p 5 vi x 6 vién nang ciing chia hat bao tan trong rudt.

Hop 10 vi x 6 vién nang cing chia hat bao tan trong rujt.
BAD QUAN: Béo quin & nhigt d0 dudi 30°C, noi khd rdo, tranh 4nh séng.
HAN DUNG: 24 thing ké tif ngdy sn xut. Khong ding thulc khi qud han sir dyng.
NGAY XET LAI T0 HUGNG DAN SU DYNG: 17/06/2017
DE XA TAM TAY TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHI BINH.
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC SI.
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