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SOTIG-20
Poe ki neimg diin st dung triede khi
w;}:gm rim tay iré em e
Théng bao cha bedc si néu co phen img phy xdy ra khi dimg thude

Thanh phiin: o e
M3 vién nén bao tan & rudt cd chira: 3
Esomeprazole magnesium dihyydrate twong duong vii esomeprazole - 20mg
Ta duge vd 1 vién
(Light magnesium oxide, mannitol, providone, microcrystallin cellulose, colloidal anhydrous silica, cross carmellose sedium, magne
;1'{1.::1 étg:m ified tale, colourcoat SC48 (seal coat), ready enteric coating while powder, iron oxid red supra colour)
Vién nén bao tan & rudt, Vién hinh trdn, hai mit 16i, nhin, mau 46 gach.
Dhrge lye hoe:

Esomeprazole i dang dong phin S clia omeprazol, duge ding twomg ty ahu omeprazol trong didu i loét da diy — t triing va bénh
trio ngwoc da ddy - thye quén, - y
Esomzpmzolegﬁnvc’riﬂff!{‘-ATPsc{cbngoi!ﬁbumpmmn)Mfbﬁnmhﬂucﬂadad&y,ﬁcchédaehien:ilhéngmymﬂn&%ngﬂn
cin bu&ccuéieiu;gcﬁa sir bai tiét acid vao trong da diy. Vi vily esomeprazole télﬁcd@mgﬁcelu*.da diy tiét acid co ban vi ci khi
bj kich thich do bat ky tic nhén nao. : =
Dwge dgng hoc: - ; : 3
E.-.omepnmlehﬁpmunhmbsnuklﬁugng.damuugﬂécaunhltmghnyétmgm1dén23iﬁ.$inhkhad§mgcﬂncsmmmlc
ting Ién theo liéu ding vi khi ding nhic lai, gt khodng 68% sau Khi dung liéu 20 mg vi 89% khi diing liéu 40 mg. Thirc in [im
chim vi lam giam hip thu esomeprazole, dién tich dud duimg cong (AUC) sau khi udng 1 liéu duy nhit esomeprazole 40 mg vio
bixa &in so véi loc doi giam tir 33% dén 53%. Do 6 phai udng esomeprazole it nhit 1 gier trusdc bira in. g
Khoing 97% esomeprazole giin vio protein huyét twong. Thé tich phin bd khi néng d thubc én dinh & nguds tinh ngayén khoé
mgnh I 16 lit. Thudc chuyén hod chit yéu & gan nhir isoenzym CYP2C19, hé enzyme cytochrom P, thinh céc chit chuyén hod
hydroxyl va desmethyl khang con hoat tinh. Phiin con lai dirge chuyén hod qua isoenzym CYP3A4 thinh esomeprazole sulfon. Khi
duge ding nhic lai, chuyén hod budc diu qua gan v 43 thanh thi ctia thudc giam, c6 thé do isoenzym CYP2C19 bj irc ché, Tuy.
nhién. khéng cé hién tugng tich luy thude khi ding méi ngiy 1 1an. O 1 56 ngudi vi thié CYP2C19 do di trayen (15 — 20% ngudi
chiu A}, nén lim chim chuyén hod esomeprazol, din dén gid tri AUC tang cao khoing 2 lin so véi ngwi cd di enzyme. Nira dé
thii trir huyét tuomg 1 ~ 1,5 gitr. Khoang 80% lidu udng duec thii tnir dudi dang céc chit o hod khang éa hogt tinh
trong nude tiéu, phén con lai duge thai tnir trong phén. Dudi 1% cht me dwor thii tri trong nude tidu. © ngugi suy gan niing, gid
1rj AUC & tinh trang 6n djnh cao hon 2 - 3 lan so véi nguéi 6 chire nang gan binh thwéng, vi vy phdi giam liéu esomeprazole &
nhimg nigudi bénh ndy, liéu ding khéng qué 20 mg mét ngdy.
Chi djnh:
Tréo ngirge da ddy- thue quan:
- Diu tr vé viém thye quén trio nguge,
- Diéu trj duy tri viém loét thge quin trio nguge nglin ngira 1 phit,
- Diéu tr tri¢u chimg bénh triko nguroe da dity- thyc quan,
Diéu tri va dy phong loét dg day 14 trang do H. Pylori.
Phéng va diéu trj loét da day - @ wing do ding thude chéng viém khéng steraid.
Hé1 chimg Zollinger — Ellison.

diing va cich diing:
* Ubng it nhit | giér truwdc khi ah. Phii niidt cd vién, khéng duge nhai hay nghién khi ding thude.
Liéu ding cho ngeti lim: é :
Diéu trf bénh trao ngege da diy - tiee quan ndng co viem the quan; T s y }
Udng mi ngay | 1in 20 mg — 40 mg trong 4 — 8 tudin, ¢ thé udng thém 4 — 8 twin nia néu vin con triéu chimg holic biéu hién ciia
viém qua ndi soi. : :
Biéu trj duy tri sau khi da khoi viém thuc guan:
Ubng mi ngdy 1 lin 20 mg, c6 thé kéo dai dén 6 thing,
Bieu tri bénh trao ngiege da day - thiee guan e trign chimg nhimg bj viém thye qudrn: X
Udng mi ngdy 1 lin 20 mg trong 4 tudn, c6 thé thém 4 tudin nira néu céc tridu chimg khing khoi hodn toin.
BDiéu tri loét da day — td trdng 6 Helicobacter pylori:
Esomeprazole li mgt thanh phiin trong phac 6 diéu trj ciing véi khing sinh, vi du phic db 3 thudc (cling véi amoxicilin v clarith
romycin). Udng esomeprazole mBi lin 20 mg, ngay 2 ldn trong 7 ngdy, holic méi ngay mit lin 40 mg trong 10 ngdy. (Amoxicilin
mbi ngdy 1,0 g, ngay 2 lin vé clarithromycin m0i ldn 500 mg, ngdy 2 1in trong 7 hay 10 ngdy). ST e
Dy phang loét da diy i nhimg ngwei 6 nguy cor cao vé bid chimg & da day — td tring, nhumg c6 yéu cdu phdi ¢d tiép we didu rj
bing thudc ching viém khong steroid:
Udng mdi ngdy 20 mg.
Diéu tri lnét da diy do dimg thuoe chong viem khingsteroid:
Ubng mi ngdy 1 Iin 20 mg rong 4 - & tudn.
Biéu rr} hii chimig Zollinger — Ellison:
Tuy theo ¢4 thé vi mire 46 tang tilt acid cia dich da day, lidu ding mdi ngdy cao hon trong cde tnuomg hop khic, ding 1 1in hodc
c:hinlimzIéntmngng&y.l(hiIﬂéuch&ngdikiémsoﬁtﬁuve,cﬂﬂlédlhngphluthuﬁtdécﬂmNéukbﬂngmhbudmhm
toin, phéi diing thudc liu dai.

Khang Ehiigiimliéubnwmmnh;vim;hlnh.ﬂnﬁrmnﬁngeﬂ&édnnhﬁndﬁnstgmﬂngiy
Negwdi suy than ’

Khéng can phii giam lieu & ngudi suy thiin nhung thiin trong & ngudi suy thin ning vi kinh nghiém sit dung & nhitng bénh nhan
u;g:obuhmché‘ -

i negng khic ‘

Khéng can phai giam I_iéu O N cao woi.
Tré em > 12 toi e6 the ding liéu nhu ngwdi Lén. B
Bﬁmlniﬂvihiéuquicﬁamﬂ_emledthgdu&nguéngd!difumnginﬂnbénhn‘ionguwdadiy-zhutquénblréduﬁImﬁi
hojc ding trong cic trudmg hop khic chua duge xéc lip. . -

ehl -

dinh; | :
mmvﬁdﬂmwﬂéMWmmﬂnm véi bit k¥ thanh phin nao ciia thude.
Khéng dwge sir dung chung véi nelfinavir. .

Cinh bio vi thin trong khi ding thude: ; - :

Trude khi ding thudc irc ché bom proton, phii loai trir kha ning ung thir da diy vi thube c6 thé che Idp trigu chimg, lim chim chin
dodn ung thue. Than trong khi ding & ngudi mac bénh gan, phy al co thai hoje cho can ba, 45%: % -
Diing esomeprazole kéo dii ¢ the gy viém teo da ddy hojc tang nguy cu_nhie'm khuan (nhtr viém phoi mac phdi tai cdng dong).

Nhiem triing diremg tiéu hod: Didu tr bang thude ie ché bom proton cd thé lm ting nguy co nhiém tring diimg tidu hod nhr
Salmonella va Campylobacter, ting nguy co tiéu chay do Clastridium difficile.

Giam hip thu vitamin B12: Esoneprazole c6 thé lam giam hip thu vitamin B12 (cyanocobalamin) do giam tiét acid dich vi. Cin

xem xét trén bénh nhin didu trj 140 dii véi esomeprazole.

Esomeprazole trong the dirge ding hoe véi cic thube chuyén hoa bai h§ enzym cytochrom P450, isoenzym CYP2C19 & gan (xin

xem tuong the } v : :
Khi dcﬂm&#ﬁtc!ihnmwnn.d&hiet khi ding lieu cao va kéo dai (> 1 nam), ¢6 the lim mg;iuywslyxmschﬂu.
Xuomng uyhﬂ&:cmn&ngdniohgxmg.Cachémhhihmgrﬁychuadmgiﬁthiah.nhumgc& do giam hdp thu calei

e



https://trungtamkmgcmmmé pH da diy. Khuyén céo diing lidu thip nhit cé tic dung trong thési gian ngén nhit c6 thé, phii hgp véi tinh trang
lim séng. Nhimg bénh nhén c6 nguy co giy xuong do loing xuong nén ding dii calei va vitamin D, dénh gi4 tinh trang xuong va

quan ly theo haréng diin. o - . : -
Ha magnesi huyét (c6 hofic khang c6 trigu chimg) hiém khi gip & ngwiri bénh ding thube e ché bom proton kéo dai (it nhit 3 thing
hoéc trong hiu hét céc ding kéo dai trén | nim).

Sucrose: Bénh nhén cb céc vé di truyén hiém gip nhu khing dung nap fructose, giam hip thu glucose-galactose hode thiéu hyt
sucrase-isomaltase khéng nén dimng thudc ndy.

Anh huémg két qua xét nghiém; Tang mirc Chromogranin A (CgA) c6 thé gly tré ngai cho vide phit hién cic khéi u thin kinh. D
rinh sy can thigp nay, nén ngimg diéu i esomeprazole it nhit 5 ngdy trwoc khi do CgA.

Lupus'ban d6 ban cip da- Lupus ban do d4 dige bio cdo trén cic bénh nhin sir dung thubc irc ché bom proton bao ghm ¢ esomepr
azole, Su khn phit thuémg xay ra trong vong vii ngay sau khi bit du diéu trj & ca bénh nhén tir tré dén ngudni gia. Trigu chimg hay
ghp 1 phat ban, tuy nhién dau khp va giim té bio méu cilng di duge bio cio.

Phy nir ¢d thai va cho con ba: ? :
Chura c6 nghién i day dii khi diing esomeprazole & ngudi mang thai. Trén dong vit, chudt céng tring udng esc le liu 280
my/ kg/ ngay (ghp 57 lin liéu ding trén ngudni tinh theo dign tich bé mét co the) va thd udng liéu 86 mg/ ke/ ngiy (gap 35 ln lidu
diing trén nguen tinh theo dién tich bé miit co thé) d2 khéng thiy bing chimg ve suy gidm khi néng sinh sin hodc ddc dbi voi thai nhi
do esomeprazole. Tuy nhién, chi sir dyng esomeprazol khi thit ciin thiét trong théi ki mang thai.
Chirlbiét:!gm:pnmlecébﬁﬁétvhmngsﬂan@:bihnykhﬁngtmynhiéndidodkmnﬁngdﬁm‘mumpmmlhmgsﬂacﬁnphlj
uﬁmkhiuﬁhgzmgomepmnl,ﬁwmmlmmmg@i?mmwkwgmgmn&nghimmgﬂﬂéwm,ﬁﬁy
phii quyét dinh ngimg cho con bi helic ngimg thude, tuy theo tim quan trong cia viée ding thube 4di voi nguoi me

Tic djng vﬁihilhgliiuvivinhiniu:inm::

Ding dwroc khi i xe vi vin hinh may moc nhung cin lwu ¥ vi thudc ¢6 thé giy chéng mat, dau du.

Tuomg tic thuoe: . -

Do ttc ché bi tiét acid, esomeprazole lim tling pH da ddy, anh hiémg dén sinh kha dyng ciia cée thube hip thu phu thage pH: ketoco
nazol, mudi sit, digoxin.

Esomeprazole trong tc duge ddng hoc voi cc thude chuyén hoa bin hé enzym cytochrom P450, isoenzym CYP2C19 ¢ gan.

Dimg ddng thén esomeprazole véi cilostazol 1am tang ning d¢ cilostazol va chit chuyén héa co hoat tinh ciia no, xem xét giam liéu

cilostazol. ;

Diing ddng thiv esomeprazole véi voriconazol c6 thé lam ting tiép xite véi esomeprazole hon gip 2 lin, xem xét & nhimg bénh nhin

diing lidu cao esomeprazole (240 mg/ngiy) nhr khi diéu trj hoi ching Zollinger - Ellison.

mwevﬁmmﬁmmmcmcmvicwauuhuﬁrmpmmmgﬁmnéngaeesomcmzolc,uinhﬁng
M- -

C6 thé tang nguy co ha magnesi huyét khi diing esomeprazole cing cic thude ciing gly ha magnesi huyét nhu thude loi tiéu thiazid

hﬂehiﬁwquﬁ._ﬁémmnﬁpgdémsimkhih&:diudimsthuﬁcl‘l:chébmplﬂmﬁ&inhlsjrsaudb. :

Atazanavir: C6-thé lim thay dbi sw hip thu khi udng atazanavir, im gidm néng 43 thudc ndy trong huyét wong, ¢4 thé lim gidm tic

dung khéng virus. Khong nén ding dong thir thude ire ché bom proton va atazanavir. -

Clopidogrel: Diing cing thude irc ché bom proton lim giam ndng df trong huyét twong ciia chit chuyén hoa cé hoat tinh ciia clopido

grel, lim gidm tic dung khing tidu ciu. -

Digoxin: Hg magnesi huyét do diing kéo dai thube Ge ché bom proton lam co tim ting nhay cdm voi digoxin, c6 thé Fim ting nguy

co ddc véi tim cia digoxin. O ngwei bénh dang diing digoxin, kiém tra néng d6 magnesi trwoc khi bit ddu dung thude ire ché bom

proton va dinh ky sau d6. .

Sucralfat: {ic ché hip thu vi lam giam sinh kha dung clia thube irc ché bom proton. Ding cdc thube ire ché bom proton it nhdt 30 phiit

trrdre khi dimg sucralfat. :

Tacrolimus: Tang néng 43 trong huyét thanh ciia tacrolimus.

Warfarin: Tang INR vé thési gian prothrombin khi ding warfarin dong théi voi thude ire ché bom proton, ¢6 thé giy chiy méu bat

thudng va tir vong. Theo dai INR va thii gian prothrombin khi diing ddng thoi esomeprazole vi warfarin.

Diing dbng thri esomeprazole va clarithromyein lim tang nong 4 esomeprazole vil 14-hydroxyclarithromycin trong midu.

Diing ding thivi esomeprazol vi diazepam 1am giam chuyén hoa diazepam vA ting ndng 49 diazepam trong huyét nrong.

Chit ire ché - Esomeprazole di dirge bio cdo tuomg the véi mt s chilt Ge ché protease, Tang pH da day trong didu trj esome

prazol ¢6 thé Jam thay d6i sy hip thu cila chit (re ché protease. Cdc co ché nrong tic khdc ¢6 thé xdy ra 14 do e ché CYP 2C19. Déi

vﬁamvirv-&mtﬁmvir.nﬁugdﬁhuyélmmhﬁmdimbhdnnidﬁngphﬂihvpvdjﬁmnepmmle.!)ndbkhﬂyéndnkhdng

nén ding phéi hop. % 2

Dii véi saquinavir (két hap ciing véi ritonavir), i c6 bdo cdo vé sy gia ting ndng A9 huyét thanh (80-100%) trong théi gian didu trj

clng vin esomeprazole (40 mg / ngay). x

Methotrexat: Khi dimg ciing véi PPI, nfing ) methotrexat da duge ghi nhan ting & mt s bénh nhan. Trong diéu trj bing methotrex

at liéu can, nén tam thoi ngimg sir dung esomeprazole.

Phenytoin: Diing déng thoi esomeprazole 40 mg lim ting nong dj phenytoin trong huyét twong lén 13% & bénh nhin dgag kinh. Cin

theo ddi ning ¢3 phenytoin trong huyét tuomg khi diéu trj véi esomeprazole.

Cisaprid: Ding dong thii esomeprazol 40 mg lim ting 32% dign tich dudi dudmg cong (AUC) v kéo dai thisi gian bin thai nhumg

khéng lam ting déng ké ndng dé dinh plasma cua cisaprid. Khodng QTe kéo dii mét it néu ding cisapride rigng 16, khang kéo dii

thém khi diing cisaprid phéi hop vii esomeprazole.

Tée dyng khéng mong m ; ,

Nhin chung, esomeprazol dung nap t0t ca khi sit dung trong thiri gian ngn hojic trong thin gian dai.

Thwdmg 2dp, ADR > 1/100

Toin than: Pau diu, chong mjt, ban ngodi da. s

Tiéu hod: Buén ndn, nén, dau bung, tiéu chéy, tio bon, diy hoi, khd miéng

It gap. 11000 < ADR , /100

Todn than: Mét moi, mét ngiy, bubn ngd, phat ban, ngira. rdi loan thi gide.

Hiém gap, ADR , 1/100 : , :

Todn than: S6t, 46 md héi, phi ngoai bién, min cdm véi dnh sing, phin img qui mén (bao gbm may day, phit mach, co thit phé quan,

dn vg).
1 kir w&?ﬁﬁm trm cam, 16 [in 6 héi phuc, do gidc & nguei mic bénh nang.

Huyét boc: chimg mat bach hat, giam bach chu, gidm tiéu cu.

Gan: Ting enzym gan, viém gan, ving da, suy chirc ning gan.

Tiéu hod: R&i loan vi gide. -

Co xuong: dau khop, dau co.

Tiét nidu: viém thin k2.

,Dn:Btnbongmét.béi:thwms-Johmc&hmin}hiéubinﬁiﬁmﬂc,viﬂmdl. : !

Do lam gidm 85 acid cua da diy, cic thude irc ché bom proton ¢ thé 1im ting nguy co nhiém khudn & duémg tiéu hod.

Hidmg den cdch xii i ADR

Phai thude khi c6 biéu hién tac dung khing mong mudn

Qud lidn va chch xir tri:

Chura e béo cdo vé vige qua liéu esomeprazole & nguiri. -

thmuécgiﬁdéc’dachiéuchawznk_Chﬂyﬁa&éuujui@u:hhgvﬁhﬁhv.%ﬁnh%:éﬁcduugm

thai trir thude vi thubc gin nhiéu vio protein. - 3

Quy cach dong goi: Hop 3 vi x 10 vién,

Bio quan:

Béo quan noi khé, mat & nhi¢t 4 dudi 30°C, trinh anh sdng.

Han ding: - : 3

36 thing ké tir ngity san xudt,

mlchlin:Nhgignmﬁl

Nha san xudt: .
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