TO HUGNG DAN SU DUNG THUOC

% BOT BONG KHO PHA TIEM
A.T ESOMEPRAZOL 20 inj

“Thuoe ndy chi dimg theo don thude”
“BXé xa tim tay iré em”
“Poe ki hiedng dan sie dung triede khi dimg "

THANH PHAN

Lo biit thuic:

Hogt chiit: Esomeprazole .. SR me
{Dudi dang LE'EI-J"['IE'I'.II"JE['}]L :.mlmm}

Té dwgre: Viea da 1 o (manitol, disodium EIXTA, sodium hydroxide).

Ong dung méi: Natri clorid 0,9%...........oooooeeeeeen,..5 ml

DANG BAO CHE: Bijt dong kho pha tiém.
M@ té san pham: Bt dong khi mau tring hofic gin nha triing.
CHI BDINH
Exsomeprazole tiém va tiém Irnr}@n direre ohif dink & ngredi lim
- Diéu trj khdng tiét acid da day khi liéu phip duimg ut‘l-ng khing thich hgp, nhar:
+ Trao nguge da day (GERD) & bénh nhiin viém thyre quan vivhodic ¢d tri¢u chimg tréo nguge
ning.
+ Didu tr loét da day do sir dung thude khang viém khing steroid (NSAID),
+ Dr phong viém loét dy day - 14 tring do sir dung thude NSAID & bénh nhin c6 nguy co,
- Phong ngira tai xudt huyét sau khi didu trj ni soi xudit huyét do loét da day - 14 tring cdp tinh,
Esomeprazole tidm vi tiém fruyén duegre chi dinh & tré em va thanh thidu nién tie 1- 18 fuoi
- Diéu trj khang tiét acid da day khi liéu phip dwimg ubng khéng thich hop, nhur:

+ Trivo nguge da day (GERD) & bénh nhin trdo nguge dn mon thye quin vihodic ob trigu chimg
trio nguoc ndng.

LIEU DUNG YA CACH DUNG
Liéu diing
Ngedi lem
Diéw tri khdng tiér acid dg déy khi lidu phdp dicimg wdng khéng thich hap

- Bénh nhin khing thé ding thude qua dwimg udng cd thé didu bing dang tiém vai lidu 20 -
40 mg x 1 lin/ngdy.

- Bénh nhin bj trao nguge thue quan nén duge diéu trj vai lidu 40 mg x 1 Hn/ngiy,
- D& diéu trj trigu chimg bénh tro nguge, bénh nhin nén dge didu trj vai lidu 20 mg x 1 ln/ngay.

- Chira linh loét dg dy do ding thudic NSAID: Lidu thing thuémg 20 mg x 1 Hn/ngay. Thixi gian
didu trj la 4 - 8 tudn.

Phong ngira loét da day vi loét 14 tring do ding thude NSAID & bénh nhén co nguy co 1a 20 mg
% 1 laningay,
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Thévi gian diéu trj qua dudmg finh mach thdmg ngin v nén chuyén sang ditng thude duémg ubng
ngay khi co thé due.

Phing ngira tdi xudt hovés sau khi dicu o npi soi xudr huyét do loét da day - d trimg edp tink

- Sau khi diéu tri bing ndi soi xudt huyd cip tinh do loét da day hay loét 14 tring nén truyén lidu
cao 80 mg trong khoang 30 phit, tiép theo truyén finh mach lién tue 8 mg/gicr trong 3 ngay (72
gidr).

- Sau giai dogn dicu trj biing duémg truyén tinh mach, bénh nhin nén duoc lif*;p tue didu tri khing
1iét acid bing dang ufmg.

Tré em vi thanl thiéu nién tic I - 18 tuii

Nhimg bénh nhin khing thé diing thude dirlmg uﬁng ch thé didu trj bing dang tiém mdi ngiy
mit ldin, liéu nhir bang dudi diy:

. : . Pidu trj triéu chimg
il j‘um Dicu tri trio ngwye dn mon thye quén GERD
.. | Cén njng <20 kg: 10 1 lin/
L=11 tudi s S o ngay 10 mg x 1 lin/ngay
_ Can nfing > 20 kg: 10 mg hode 20 mg x 1 lin/ngay
12- 18 wdi | 40 mg x | Kin/ngdy 20 mg x 1 Hin/ngay

Thin gian diéu_ui gua dudmg tinh mach thuimg ngﬁn vii nén chuyén sang ding thube duimg uﬁng
ngay khi cd thé duge,

Ngardri suy thin

Khéng cin diéu chinh liéu & bénh nhin suy chirc ning thin. Do kinh nghigm diéu trj cho bénh
nhiin suy thiin nfing vin con han ché, nén thin trong khi ddng thube trén cie bénh nhin nay,
Ngwari suy gan

- GERD: Khéng chn didu chinh lidu ¢ bénh nhin suy chire niing gan tir nhe dén trung binh. D
viri bénh nhin suy gan ndng, khéng nén ding qué litu 1di da 20 mg méi ngdy.

- Loét xudt huyét: Khing cén diéu chinh lifu & bénh nhin suy chirc nang gan tir nhe dén trung
binh. D&i véi bénh nhin suy gan ning, khéi ddu nén truyén lidu cao 80 mg, tiép theo truyén tinh
mach lién e liéu 4 mg/gidr trong 71,5 gidrcd thé di dé dat hidu qui.

Nguiri cao tubi: Khing cin diéu chinh lidu & ngiréi cao i,

Ciich diimg

Dung dich da pha nén duge kiém tra bing mét thuimg dé phat hién phin tir la va sy bién mau
trure khi ding. Chi sir dung dung dich trong sudt.

Tiém

- Dung dich tiém duge pha ché bang cdch thém 5 ml dung dich NaCl 0,9% dimg duémg tinh mach

v lo thuoe chita esomeprazole. Dung dich tiém sau khi pha trong St va khéng mau hojc hoi
ving nhat.

- Dung dich da pha nén duge kiém tra }'.nfmg miit thuémg xem c6 phén tir la va bién mau trnée khi
ding. Chi st dung dung dich trong sudt,

- Thuéc nén duge ding ngay sau khi pha, hofic chdm nhét 1 trong vong 12 gidr sau khi pha.
Khing bio quan & nhigt d§ lém hon 30°C.

- Dung dich d4 duge pha nén duge tiém tinh mach trong khodng thd gian thi thiéu 14 3 phat.
Tidm truyén

Dung dich tiém truyen duge pha ché bing cich hoa tan thude esomeprazole chira trong 1 lg vii
mét thé tich 1én dén 100 ml dung dich NaCl 0,9% diing dwrémg truvén tinh mach. Dung dich tiém
sau khi pha trong sudt va khdng méau hojc hoi véng nhat.

Tiem Ii'ﬂ]le’rr liéu 80 mg




- Dung djch tiém l.ruyén dirgre pha ché bﬁng ciich hoa tan thute chira trong 4 Io esomeprazole 20
mg vai dung dich NaCl 0,9%% (ding tiém inh mach) vira 40 100 ml.

- Dung dich thude sau khi pha nén duge ding ngay hofic sir dung trong vong 12 gidr & nhiét o
ldm hem 30°C.
- Dung dich di pha nén duge tiém truyén tinh mach trong khoang thivi gian tir 10 - 30 phit.
CHONG CHI BINH
Qué miin cim vdi cde thude e ché bom proton hode cde benzimidazole hodic bt ki thanh phén
néo coa thuoc.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Trueére khi ding thube (e ehé bom proton, phai loai trir kha ning ung thir da day vi thude c6 thé

che lip tri¢u chimg, lam chim chin dodn ung thu. Thin trong khi ding & nguin b bénh pan,
ngudri mang thai hofic cho con bi.

Phai thin trgng khi ding esomeprazole kéo dai vi cd thé gly viém teo da day.

Swr hién dign cua cde trigu clnmg bdo ding

- Sir hién dién cia bit k¥ trigu chimg bdo déng (vi dy gidm cin ding kit khing chi ¥, nin téi
phit, khi nudt, ndn ra méu, thifu médu) va khi dang hofic nghi ngér bi loét da day, cac bénh 4c

tinh nén dugc logi trir. Diéu tri véi esomeprazole ¢6 thé lam gidm triéu chimg vé lam chim chén
dodn,

- Tiép tuc kiém tra nén duge xem xét néu trigu chimg khéng giam khi d3 diéu tri thich hop.

St lung ding théi vii atazanavir: Dimg ddng thivi atazanavir voi thube tre ché bom proton khing

duge khuyén cdo. Néu bit buge phii ket hop cua atazanavir vai mit thudc rc ché bom proton,
theo doi 1dm sang duge khuyén cho véi s ting lidu atazanavir dén 400 mg véi 100 mg ritonavir.
Licu esomeprazole khing vurgt qua 20 mg mdi ngiy,

Anh huedng dén sy hdp thu vicamin B12: O nhitng bénh nhin ¢b hii chimg Zollinger-Ellison va
ciic bénh 1y khic doi hoi phai didu trj 1du dai esomeprazole, nhir tht ¢a cde loai thude e ché tidt
acid khdc, cf the lam gidm sir hap thu vitamin B12 (cyanocobalamine) do ha didmg huyét ho
achlorhydria. Biéu nay can duge xem xét & nhimg bénh nhin bj gidm legng di trir hojc cde yéu
16 nguy co lam gidm hip thu vitamin 312 véi didu trj 1u dai holic néu quan st thily trigu chimg
lam sdng.

Neuy co gy xieomg: Thudc (re ché bam proton, djc biét 13 pEu dimg liu cao vi khodng thin gian
dii (> 1 nimy), co Ih_rf* lam ting nguy co gly xuwong hong, cd tay va cdt séng, chi yéu & ngudi cao
Wi hofic o cic yeu 1o nguy co khic. Nghién cim quan s8t cho th:i}- riing thuée irc ché bom
proton 6 the lam ting nguy co gy xwong 10 - 40%. Bénh nhén cd nguy co bj lodng xwong nén
durge chiim sbc va phai bo sung mit lugmg vitamin D vi calei day da.

Nhiém trimg dieimg tién héa: Fsomeprazole, gidng nhur tit ci cac thude ire ché bom proton (PPI),
cé thé ting nguy eo nhidm trimg dudmg tiéu hoa trén. Didu tri véi esomeprazole ¢6 thé din dén
ting nguy co nhiém tring duimg tiéu hia do vi khuén nhir Safmonella va Camylobacter,

Ha magnesi huyéi

- Ha magnesi huyét nghiém trong da duge bdo cdo & nhimg bénh nhén dige didu h-éng thudie
PPl nhur esomeprazole trong it nhét ba thing va trong nhiéu triemg hop trong mot nim. Biéu hién
cua hg magnesi nhur mgt moi, tetany, mé sing, co gifit, chong mit va 16 loan nhip thit nhmg nd
et thé xdy ra &m thém va co thé bj bé qua. Ha magnesi huyét duge cii thién sau khi bd sung
magnesi va ngung PPI.

- Dii vasi bénh nhin diéu tri kéo dai PP1 véi digoxin hoge cie loai thuiic c6 thé gy ra hg magnesi
huyét (vi dy thude lgi tiéu), nén xem xét do nong 4 magnesi trurdre khi bat déu didu tr PPI va
dinh k¥ trong qua trinh diéu i,
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Lupus ban dé béin cdp: Thude e ché bom proton co lién quan dén lupus ban dd bén cip. Néu
tdn thuong xiy ra, dic bigt 1a & cde khu vie tiép xac dnh néng cia da, va néu di kém voi dau
khip, bénh nhiin nén xem xét dimg esomeprazole,

Esomeprazole la mdt thudc (e ché CYP2C19. Khi bit diu hojic két thic diéu tri véi
esomeprazole, khi ning twomg téc voi cde thube chuyén héa qua CYP2C19 nén durgre xem xét,
Co nrong tac giira clopidogrel vt esomeprazole, tuy nhién trén lim sing khing chic chan. Dé di
phong, trdnh ding dong thii esomeprazole va clopidogrel.
Tang nong d§ Chromogranin A (CGA) trong cée xét nghigm khi u thin kinh ndi tiée. Diéu 1
esomeprazole nén ngumg it nhit § ngdy tradc khi do CGA.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai

Chura ¢ nghién ciru ddy a0 khi dimg esomeprazole & ngudi mang thai. Tuy nhién, chi sir dung
esomeprazole khi thit cin thidt trong thid k¥ mang thai.

PPhy nir cho con bi

Chura biét esomeprazole co bai tiét vao sita me hay khéng, Tuy nhién 83 do duge ndng dd clia
esomeprazole trong sira cia phy nir sau khi tiém 20 mg esomeprazole. Esomeprazole ¢6 kha
ning gdy ra cdc e dyng khong mong muon nghiém trong ¢ tré bl me, vi vily phai quyet dinh
ngimg cho con b hofic ngimg thude, ty theo tm quan trong cla viée ding thude d&i vii nguin
mg.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thuiic khing piy buon ngi, wy nhién cd thé giy ra tde dung khing mong muon nhwr nhire diu,
choang véng, 4o gide, nhin mé va bubn ndn nén 16t nhit khing ding esomeprazele khi dang
tham gia chc hoat ddng nay.

TUONG TAC, TUONG KY CUA THUOC
Twong the thube
Anh huedng ciia esomeprazole trén diege ding hpe ciia cdc thude kide

Ciic chdt s chié protease: Giam nong dd trong huydt thanh chia atazanavir va nelfinavir di durpe
bio cao khi sir dung ddng thévi vii omeprazole, do do khing khuyén cao ding dbng thii. Sir dung
dong thii omeprazole (40 mg mdi ngay mit lin) véi atazanavir 300 mg/ritonavir 100 mg & ngudi
tinh nguyén khoe manh lim gidm ddng ké nong 46 va théd gian tiép xic atazanavir (gigm AUC,
Crnax Vit Crin khoding 75%). Tang liéu atazanavir dén 400 mg da khong b trir tic ding cia
omeprazole trén ndng dd vi théd gian tiép xie atazanavir, Sir dyng dong thii omeprazole (20 mg
ngdy 1 lin) véi atazanavir 400 mg/ritonavir 100 mg & ngudi tinh nguyén khée manh lam gidm
khodng 30% trong tiép xiic atanazavir so voi atazanavir 300 mg/ritonavir 100 mg ngay 1 lin ma
khéng dimg omeprazole 20 mg mdi ngay | lin. Ding ddng thiri omeprazole (40 mg mdi ngdy 1
ldn ) giam trung binh 36 - 39% AUC, Ciax vl Crin. Do cde e dyng duge lye va duge dgng hoe
cia omeprazole va esomeprazole twong ty nhau, ding dong thii esomeprazole va atazanavir
khing duge khuyén cédo va chéng chi dinh diing d6ng théi esomeprazale vi nelfinavir,

Methotrexate: Khi dimg dong thiri véi PPL, nong d6 methotrexate dige bdo cdo 18 ting & mot sd
bénh nhin. Trong khi dang lidu cao methotrexat, nén xem xét ngumg tam thin esomeprazole.

Tacrolimus: Ding ddng thid v esomeprazole di duge bao cio lam ting ndng dd huyé thanh
ciia tacrolimus. Theo dbi chiit ch& ning dl:r lnqru]imus ciing nhur chire néng thin {43 thanh thai
creatinine) va didu chinh lidu tacrolimus néu ciin thiét,

Thute ed swe hdp thi phy thuge pH: Tinh trang giam 45 acid da day khi diéu tri biing esomeprazole
¢ thé lam giam hay tang s hip thu cia cdc thude khéc néu co ché hip thu ciia cdc thudc nay bi
anh hudmg béi df acid da désl’. Giidng nhr cée thube tre ché tiét acid dich vi khic hay thude khing
acid, sy hip thu cia cic thube nhu ketoconazole, itraconazole ¢6 the giam trong khi didu trj voi
esomeprazole. Sy hap thu cia digoxin c6 thé ting trong khi difu trj v&i esomeprazole, Ding
dong thii omeprazole (20 mpngiy) va digoxin o nguéd khoe manh ting 109 sinh kha dyng cia
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digoxin. Ngd doc digoxin van rat hiem khi duge bdo cio. Tuy nhién, cin thin trong khi
esomeprazole dirge ding lidu cao & bénh nhin cao i,

Thuéc chuyén hia bai enzyme CYP2CTY: Esomeprazole e ché enzyme CYP2C19. Vi vy, khi
esomeprazole dirge két hop v cée thube c!uuyn.'!n héa b CYP2C19 nhir diszepam, citalopram,
imipramine, cllnmipr&mine, phenytoin..., ndng 44 cée thude niy trong huyét tuong ¢d the tang
v cin giam liéu. Khdng c6 nghidn ciru twomg tac lim sang in vitro ndo duge the hién trén licu
cao (80 mg + B mg/gid) dung duimg tinh mach. Anh hudng clia esomeprazole trén thude chuyén
hoa qua enzyme CYP2C19 co thé rd rét hem khi sir dung liéu cao nay va bénh nhén cén duge
theo ddi chit ch nhimg phéan (mg cd hai coa thude trong sudt 3 ngay ddu didu tr bing dudmg
tinh mach.

.’:I'fm?mm: Udng ddng thai 30 mg esomeprazole din dén giam 45% d thanh thai cia diazepam,
4 chiit nén cia CYP2C19.

Phenytoin: Udng dong thiri esomeprazole 40 mg va phenytoin din dén ting 13% ning dd
phenytoin trong huyét thanh & bgnh nhin déng kinh. Nén theo dai ndng 46 phenytoin trong huyét
wromg khi bt ddw hay ngung diéu trj véi esomeprazole.

Voriconazele: Omeprazole (40 mg, | Iﬁru'hg&y]n lam ting Cmax va ALC cha voriconazole (mit cor
chit cha CYP2C19) ln Iugt 14 15% va 41%.

Cilostazol: Omeprazole ciing nhu esomeprazole 1a chét ire ché CYP2C19. Omeprazole, diing v
lidu 40 mg cho edc doi tugng khie manh trong mdt nghién cinu cross-over, ting Cum v AUC
cilostazol lin hegt 14 18% va 26%.

Cisapride: O ngudi tinh nguyén khoe manh, khi ding chung v&i 40 mg esomeprazole dang udng
vii cisapride, dién tich dudi duimg cong biéu dién nﬂng di cisapride trong hu:.fél twomg theo thi
gian (AUC) ting 1én 32% va théi gian ban thai (1) cisapride kéo dai thém 31% nhumg néng di
dinh cisapride trong huyét tromg ting 18n khéng déng ké. Khoang QTe kéo dii mot chirt sau khi
ding cisapride riéng lé, khing bj kéo dai hom nira khi ding dénng thiri cisapride v&i esomeprazole.
Warfarin: Khi ding dﬁng thri 40 mg esomeprazole & nguiri dang dicu trj bing warfarin trong
mdt thir nghiém lim sing da chimg t6 ring thivi gian déng mdu & trong khodng ¢6 thé chiip nhén.
Tuy vily, sau khi dua thude ra ngodi thj tnrémg da ghi nhin cé mdt so rét hiém trudmg hop ting
INR dang ké trén lim sing khi diéu trj ddng thivi hai thude wén. Nén theo doi bénh nhiin khi bit
diu vi khi chim din diéu trj dbng thr esomeprazole trong qud trinh didu trj véi warfarin hodc
nhimg din xuit khic clia coumarin.

Clopidogrel

Két qua tir cac nghién ciru & ngudi khie manh cho thily twong tic duge luc/duge ding gitra
clopidogrel (liéu nap 300 mg/licu duy tri 75 mg mdi ngay) va esomeprazole (40 mg udng mdi
ngdy) diin dén giam 'li:f:p xtie chat chuyén héa cé hoat tinh cia clopidogrel trung binh 40% va din
dén giam sy ire ché két tip tiéu cdu trung binh 14%. Dif ligu khiing thing nhat vé tac dong lim
sing cia wong tae duge ddng/duge lye esomeprazole vé bién cd tim mach tir ca hai nghién cim
quan sat va lim sang. B¢ dé phing nén trinh sir dyung dong thir clopidogrel va esomeprazole.
Esomeprazole da duge chimg minh 14 khing anh huémg déng ké vé lim sing trén duoe dong hoo
cia amoxicilin hay quinidine.

Nghién cire dénh gid ding déng thiv esomeprazole vi/hodic naproxen hoiic rofiecoxib dii khing
xéc dinh bt kv sir tuomg tdc duge 1am sang lién quan trong qué trinh nghién ciru ngin han,
Anh heing ciia cde sdn phim thuic kivde trén duge ding hoe ciia esomeprazole
Esomeprazole duge chuyén hoa boi CYP2C19 v CYP3IA4, Khi ding d:frng théi esomeprazole
dang udng véi mt chit e ché CYPIA4, clarithromyein (500 mg, 2 lan/ngiy) lam ting gip doi
dign tich dudri dudmg cong (AUC) cha esomeprazole.

Ding ddng thi esomeprazole cimg véi chit e ché ca hai CYP2C19 v CYP3IA4 ¢6 thé lam thng

hem 2 lin nong 4§ vi thoi gian tiép xic esomeprazole. Chit irc ché CYP2C19 va CYP3IA4
voriconazole lam ting AUC cia omeprazole 1én 280%. Khéng cdn chinh lidu esomeprazole
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thwimg xuyén & nhimg treémg hep nay. Tuy nhién, viée didu chinh lidu cin duge xem xét &
nhimg bénh nhin bj suy gan niing hodic ¢é chi dinh dicu trj dai han.

Twong ky: Do khing cé cac nghién cir vé tinh tremg ky cia thude, khang trdn 1dn thude nay
viri cic thude khie.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Mhin chung, esomeprazole dung nap tt ca khi sir dung trong thisi gian ngdin vivhodc thivi gian
dai. Cdc phan img khéng mong muén duge sip xép theo tin sudt XAy ra.

Thieimg gap, 1100 < ADR < 1710

- Réi logn hé thiin kinh: Nhirc déu.

- Rii logn tiéu héa: Dau byung, téo bén, tidu chiy, diiy hoi, bubn ndn, ndn.
It gdp, 1/1.000 < ADR < 1/100

- Réi logn chuyén hod v dinh dutmg: Phi ngoai bién.

- Réi logn tém thin: Mt ngi.

- Réi logn h¢ thiin kinh: Chodng ving, ngi ga,

- Réi loan tiéu hoa: Khd migng.

- Réi logn gan mdt: Tang men gan.

- Réi loan da v md dudi da: Viém da, ngira, ndi mén, may day.

Hiém gdp, 1/10.000 < ADR < 11,000

- Rii loan méu va h§ bach huyét: Giam bach cdu, gidm tidu ciu,

- R loan hé mién djch: Phin img qué mién (sbn, phtt mach, phén img phan v&sde phan vi&),
- Réi loan chuyén hod vi dinh dudmg: Gidm natei méy.

- Roi loan tim thén: Kich dong, 14 1&n cé hoi phuec, trlim cam.

- Roi logn hé thin kinh: R&i loan v giae,

- Roi loan méat: Nhin mé,

- Réi logn hd hip, ngue va trung thit: Co thit phé quén.

- Réi loan tiéu hoa: Viém miéng, nhim candida duémg tiéu hod.

- Roi logn gan mdt: Viém gan co hofic khing vang da,

- Réi loan da va md dudi da: Hoi di, nhay cam vdi dnh séng.

- Rii loan co xuong, mé lién két vi xuromg: Pau khép, dau co.

- Céc rdi logn thng quat vi tai chd: Khé &, tang tidt md hii.

Rdt hiém gdp. ADR < 1/10.000

- Rbi logn mau vé hé bach huyét: Mét bach ciu hat, giam toan thé huyét céu,
- Roi loan tim thin: Néng nay, 4o gidc.

- Réi logn gan mit: Suy gan, bénh nfio & bénh nhin 43 cd bénh pan.

- Roi loan co xwong, mi lign két va xwong: Yéu co.

- Réi loan da va mé dudi da: Ilif'mg ban da dang, hji chimg Stevens-Johnson, hoai tir bigu bi
nhiém dée.

- Réi loan thin va Hét nidu: Viém thin md ke,

- Réi loan hé sinh san v tuyén vi: Nir hod tu:.rén vii.

Thang bdo ngay che bic st hodc diege sTnhitng phan smg cd hai gip phai khi sie dung thuie
QUA LIEU VA CACH XU TRI

Chura ¢6 bdo cdo vé qué licu esomeprazole & ngurdi,
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Khéng ct thude giai doe dic hiéu cho esomeprazole. Chi j'“.diéu tri trigu chimg va hi tr.
Tham tiach mau khing ¢6 tac dung ting thai trir thude vi thug:gﬁn nhiéu vao protein,

CAC DAC TINH DUGIC LY
Drgre Tyre hoe
Nhdm dheere 19 Thube ire ché bai tiét acid da day thude nhdm e ché bom proton.
Ma ATC: AD2ZBCOS
Esomeprazole li dang dong phén - S cia omeprazole, duge ding tueng wr nhur omeprazole trong
didu try loét da day - 14 trang, binh trao ngwoe da day - thure quan, hdi chimg Zollinger-Ellison,
Esomeprazole Jgfln vin HHK+ - ATPase (con goi iﬁ. bom pmtun]l i 1 bim thinh cia da day, ldm
bdt hoat hi théng enzyme ndy, ngin can bude cudi clng cia su bii tiét acid hydrochloric vio
léng da dity. Vi vily esomeprazole ¢d tée dyung e ché da diy tiét lugng acid co ban vi cd khi bj
kich thich do bét ki téc nhin ndo Thude tic dung manh, kéo dai.
Dawrgre digng hoe
Thé tich phin bé biéu kién & trang tha héing dinh trén ngm:n khoé manh khodng 0,22 Likg thé
trong. Esomeprazole sodium g.’ln két 97% v prodein hu}'cl hromg.

L:-m:rmepra.ml!& sodium du{:'n: chuyén héa hodn todn qua hé théng cytochrom Pasp (CYP). Phin
chinh cia qué trinh chu:.ren héa phy l.th}c viio enzyme CYP2C19 da hinh thii, tgo thanh cic chit
L|'ILI}"LI'E hoa hydroxy vi desmethyl. Phin con lai cia qud trinh ::hu_',rﬁn hoa phy thuje vao mét
chiit dung dang dic higu khic, CYP3A4, tao thanh esomeprazole sulphone, chit ::hu;,-n:n hida
chinh trong huyét tromg,

Tong 46 thanh thii huyiét hrcmg khoang 17 L/giér sau khi ding ligu dom va khodng 9 L/giér sau
khi ding licu Lap lai. Thir gian bén thii trong huyét twomg khoang 1,3 gitr sau khi ding lidu lip
lan 1 lun.-"nguy MNong d6 va dién tich dudi durbmg cong (AUC) tang 1én sau khi ding lip ]EH
esomeprazole sodium. Esomeprazole sodium thai trir hoan toan khai huyé: twemg gitra cac lidu
ding ma khong cé khuynh hm:'fmg tich iy khi dang 1 iﬁlﬂﬂgﬂy Cd thé ghi nhin mjt 4 1§ ting
:nh.-,;- (khodng 30%) vé mire tiép xuc theo ngng dé va thén gian sau khi tiém tinh mach so vii dang
udng.

Céc chit chuyén hoa chinh cla esomeprazole sodium khéng anh harimg dén sy tiét acid da day.
Khoing 8% esomeprazole sodium duq:rc bai tiét qua nude tidu durdi dgng céc chit ::hu:.-'ﬂn hia,
phiin con lgi qua phén. it hom 1% thube dang khing @81 duge tim thily trong nude tidu,

QUY CACH BPONG GOIL:

Hop | 1o bt dong khd pha tiém + 1 ong dung moi 5 ml

Hap 3 1o bit déng khé pha tiém + 3 6ng dung méi 5 ml

Hop 5 lo bit ddng khd pha tiém + 5 dng dung méi 5 ml
BAO QUAN: Noi khi rdo, nhiét 46 khong qué 30°C, trinh énh séng.
HAN DUNG: 24 thing ké tir ngdy san xuét.
TIEU CHUAN: TCCS

San xust tyi nha mdy:
CONG TY CO PHAN DUGC PHAM AN THIEN
Lé Cl6, Duimg S6 9, KON Hiép Phude, Huvén Nhi Be, TP, HS Chi Minl

DU PIIAM :
AN THIEN {;. 8 —
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