" MEPILORI®

Thudc ndy chi ding theo don thufc. DE xa tdm tay tré em

Boc kj hudng ddn sit dyng trvdc khi diing

THANH PHAN CONG THUC THUGC:

Mepilori 20: M3i vién nang cing chifa hat bao tan trong rudt chifa:

Thanh phdn hoat chdi: Esomeprazole 20 mg (dudi dang vi hat tan trong rudt chira esomeprazole magnesium
dihydrate (8,5% esomeprazole)).

Thanh phdn 1 duge trong vi hat tan trong rudt: Sugar spheres, natri carbonal, povidon K30, sucrose,
manitol, dinatri hydro ortho phosphat, natri lauryl sulphat, hypromellose Scps, titan dioxid, talc, methacrylic
acid co-polymer dispersion (L-30D), natri hydroxyd, polyethylen glycol 6000, polysorbat 80,

Mepilori 40: Mdi vién nang cing chifa hat bao tan trong rudt chita:

Thanh phén hoat cht: Esomeprazole 40 mg (dudi dang vi hat tan trong rudt chita esomeprazole magnesium
dihydrate (8,5% esomeprazole)).

Thanh phén ti dugc trong vi hat tan trong rudt: Sugar spheres, natri carbonat, povidon K30, sucrose,
manitol, dinatri hydro ortho phosphat, natri lauryl sulphat, hypromeliose Scps, titan dioxid, talc, methacrylic
acid co-polymer dispersion (L-300), natri hydroxyd, polyethylen glycol 6000, polysorbat 80.

DANG BAD CHE:

Mepilori 20: Vién nang ciing mau tim, cd nang s& 1, c6 in s 20" mau tring trén nang, bén trong chia
cdc vi hat hinh cdu mau trdng hay trdng nga.

Mepilori 40: Vién nang ciing, cd nang s& 0, ndp va than mau hing nhat, cb in *40mg™ mau den trén thin nang,
bén trong chda céc vi hat hinh cdu mau tring hay tring nga.

CHI DINH: Mepilori duge chi dinh:

Nouii 1én; Bénh trdo nguge da day thyc quin (GERD)

- Diéu trj viém trgt thyc quén do trio ngupc. Difu trj dai han cho bénh nhdn viém thyc qun da chila lanh
aé ngan ngisa tai phat

- Diéu trj trigu ching bénh trio nguge da day thyc quin (GERD)

K&t hop voi cdc phac A6 khang khudin thich hgp 08 tigt trir Helicobacter pylori va

- Chila lanh vét loét ta trang co nhilm Helicobacter pylori va

- Ngan ngia tai phit loét da day ta trang & bénh nhan loét co nhilm Helicobacter pylori

Bénh nhan cdn diéu tri bing thuic khing viém khong steroid lién tyc

- Chila lanh vt loét da day do ding thulc khdng viem khong steroid

- Ngén ngia loét da day - té trdng do ding thuSc khang viém khong steroid & bénh nhin cd nguy co.

Diéu trj kéo dai sau khi 03 diéu tri ngdn ngifa tai xust huyél do loét dg day-ta trang bing dwng tinh
mach. Diéu trj hoi chiing Zollinger Ellison.

Tré em tif 12 tufi trd 1én: Bénh trdo nguge da day thyc quin (GERD)

- Diéu tri viém trot thyc quén do trao ngugc. Didu tri dai han cho bénh nhin viém thyc quin d3 chia lanh
dé ngan nglta tai phat

- Difu tri trigu ching bénh trio nguoe da day thyc quin (GERD)

K&t hgp vdi cdc khing sinh trong @iéu tri loét 14 trang do Helicobacter pylori

CACH DUNG, LIEU DDNG:

Cdch ding: Nén nudt todn bd vién thuSic cing voi nubc. Khong dugc nhai hay nghin vién thusc.

Lidu ding:

Nguiii_Idn: Bénh trao nguge dg day-thyc quan (GERD)

: 40 mg x 1 ldn/ngiy
tudn nda cho bénh nhdn viém thyc quin chua dupc cha lanh hay

4 tudn. Khuyén céo diéu trj them 4
n cb triéu ching dai ding.

§ ngdn ngila dt: 20 mg x 1 Wn/ngay.
Didu tri triy chy pc da ddy- quén RD): 20 mg x 1 ln/ngdy & bénh nhan khdng bi
viém thyc quén. Néu sy kiém sodt triéu ching khong dat dugc sau 4 tudn, bénh nhan nén dupc kham chuyén
sdu hon. Khi trigu ching dugc gidi quyst, kifm sodt tridu ching sau d6 co thé dat dugc voi vic sif dyng 20
mgAdn/ngay. C6 thé ding ché b diéu tri theo nhu cdu vii liéu 20 mgAdn/ngay. O banh nhan dusc dibu tri
NSAID co nguy co phat trién loét da day va t4 tring, khong khuyén cdo ding ché 09 diéu tri theo nhu cu
o6 kifm sodt triu ching sau db.

KBt hop v cac phac a6 khang khudin thich hop 08 tigt trir Helicobacter pylori vi

mg vii amaoxicillin 1 g v clarithromycin 500 mg, t&t cd dupc ding 2 dn/ngdy trong 7 ngdy.

Bénh nhdn cdn diéu tri bing thulic khing viém khong steroid lién tyc: Chila lanh vt loét da day do
ding thuSic khing viém khéng steroid: Lifu thing thubng 20 mg, 1 In/ngdy. Thoi gian diéu trj 14 4-8 tudn.
Ngin ngia loét da day va loét td trdng do ding thulc khing vidm khdng steroid & b&nh nhdn ct nguy ca:
20 mg, 1 dn/ngay.

Didu trj dai han sau khi ngan ngira 141 xudt huy8t da day-ta trang bing duding finh mach: 40 mg, 1 n/
ngdy trong 4 tuln sau khi ngan ngifa ti xudt huy8t da day-t4 tring bing duing finh mach.

Diéu tri hoi ching Zollinger Ellison: Lifu khoi ddu khuy@n cdo 13 esomeprazole 40 mg x 2 ldn/ngay.
Sau 06 didu chinh liéu theo ddp dng cla timg bénh nhan va 1i€p tyc diéu trj khi con chi dinh vé mat idm
sing. DI liéu 1Am sing cho thdy phdn 1n bénh nhin co thé dupc kiém sodt voi lidu tir 80 dén 160 mg
esomeprazole/ngdy. Khi lifu hang ngiy ln hon B0 mg, nén chia lifu ding thanh 2 Idn/ngay.

Bénh nhdn suy thin: Khong cdn phdi difu chinh liéu & bénh nhdn suy thin. Do kinh nghiém con han ché
@ bénh nhdn suy thin ndng, nén than trong khi difu trj & b&nh nhin nay.
Bénh nhdn suy gan: Khong cdn phdi diéu chinh liéu & bénh nhan suy gan tit nhe dén trung binh. & banh
nhan suy gan ning, khong nén ding qud 20 mg/ngay.
Bénh nhdn cao tudi: Khdng cdn diéu chinh lifu & ngubi cao tudi.
Tré_em tir 12 wdi trd |€n: Bénh trao nguyc dg day-thyc quin (GERD)
- iy tri viém trot thic quin do trdo nguuc: 40 mg x 1 Kn/ngdy trong 4 tudn. Khuyén cdo diéu trj thém 4
tudn nla cho bénh nhan viém thyc quin chua dugc chila lanh hay vn cé trigu ching dai déng.

di han cho bént iBm thus | € ngdn ngifa 14i phat: 20 mg x 1 En/ngay.
i tri tridy chimg bénh trio nguoc da day-thuc quan RD): 20 mg x 1 n/ngay & bénh nhin khdng bj viém
thic quén. Néu sy kiém sodt trifu chiing khong dat dupc sau 4 tudn, bénh nhan nén dupc kham chuyén sdu hon.
Khi triéu chiing dugc gidi quyBt, kifm sodt trigu ching sau d6 cb thé dat dugc vii vidc sl dung 20 mg/ldn/ngay.
mnwunnummmmmmwwﬂmmmdnmmmuln
chinh thilc clia quiic gia, khu vyc va dia phugng vé sy dé khang vi khudn, thdi gian diéu tri (thubng 1a 7 ngay nhung
i khi In dén 14 ngay), va viéc sil dyng hop Iy tic nhan khing kiudn. Viéc didu tr cdn dugc gidm sét bdi bac si.
Céc khuyén cio v liéu ding la:
- Bénh nhan can ndng 30 - 40 kg: K&t hgp vii 2 khang sinh: Ding dfng thdi esomeprazole 20 mg.
amoxicillin 750 mg va clarithromycin 7,5 mg/kg can ning; 2 Mn/ngdy trong 1 tuln.
- Bénh nhin cn ndng > 40 kg: KEt hgp vdi 2 khing sinh: Diing ddng théi esomeprazole 20 mg, amaxicilin 1 g va
clarithromycin 500 mg; 2 n/ngay trong 1 tudn. )
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- N&u bénh nhan quén ding thubc, hdy diing nd ngay khi nhd. Tuy nhién, néu thi gian

uﬁneoiﬁéuk&'ﬂi’nmlr:’:egrMmmmﬁn_mmnanﬂpdﬂiﬂumuﬁunl1lliliﬂm]di
bis cho liéu bi quén. ‘
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Khang nén sif dung esomeprazole ding thai vi nelfinavir.

CANH BAD VA THAN TRONG KHI DUNG THUBC: Kni c6 sy nign dign bt kj mdt triu ching cinh béo ndo
(nhy 12 gidm can ding k& khong chil §, ndn tai phat, khd nuSt, ndn ra mau hay phan den) va khi bj holc
nghi ngd loét da day, nén loai tril bénh Iy dc tinh vi diéu trj bing esomeprazole co thé 1am gidm céc triéu
ching va lam cham tré vigc chdn dodn.
Didy tri thoi gian dai: Benh nhdn diéu tri thi gian dai (dac biét 12 nhing ngudi d3 diéu trj han 1 nim)
nén dugc theo dbi thubng xuyén,

iy tri : Bénh nhin diéu tri theo nhu cdu cdn lién g vii bic sT ndu oo cic trigu chdng thay
i vé dac tinh.

Tiét trir Helicobacter pylori: Khi k& toa thudc esomeprazole 08 tigt trir Helicobacter pylori, nén xem xét cic
tuong téc thudc co thé xdy ra trong phéc d6 diéu tri 3 thulic. Clarithromycin 13 thulc dc ch manh CYP3A4,
vi vy nén xem xét ching chi dinh va tuong tic thulc voi clarithromycin khi ding phdc d6 3 thudc cho
nhilng bénh nhin dang ding cc thulc khic chuyén hoa qua CYP3A4 nhu cisapride.
Nhigm khudn duding tiéu hda: Bidu tri biing thulic Gc ché bom proton c6 thé ddn dén ting nhe nguy co nhilm
khudn dubng tiéu hba nhu Salmonella vi Campylobacter.
Hdp thy vitamin B12- Nt tit ci cdc thubc dc ché acid, esomeprazole co thé lam gidm sy hdp thu vitamin
B12 (cyanocobalamin) do gidm hogc thifu acid dich vi. Difu ndy cdn dupc xem xét § nhiing bé&nh nhan dy
tril vitamin B12 & co thé gidm hodc co yéu t6 nguy co lAm gidm hdp thu vitamin B12 khi difu tri l3u dai.
Gidm magnesi hyyét- Gidm magnesi huyét nghiém trong dd duge bdo cdo & nhilng bnh nhin dugc didu tr
bdng thudc dc ché bom proton (PPI) nhu esomeprazole trong it nhdt 3 thang, va & hdu hét cic trudng hop
12 1 nam. Cc biéu hign nghiém trong cila gidm magnesi huyt nhu mét méi, co cling co, mé sdng, co gidt,
chong mat va réi loan nhip that co thé xiy ra nhung ching co thé khdi phat 4m thdm va khong dugc quan
tdm. Gidm magnesi huy8t dupc cai thién sau khi ding ligu phap magnesi thay thé va ngung ding PPl & hdu
hét bénh nhdn bj nh hubng. DEi voi bénh nhin cdn dugc dibu tri kéo dai hoic nhing bénh nhdn ding PPI
vii digoxin hodic cic thufic co thé gy gidm magnesi huyt (vi dy, thulic igi tiéu), nhin vién y t& nén xem xét
do ndng d0 magnesi trudc khi bdt ddu didu tri PPI vA dinh ky trong qud trinh diéu trj.
Nouy cg gdy xutgng: Cac thubc dc chi bom proton, d3c bigt khi ding liéu cao va trong thoi gian dai (> 1
ndm), c6 thé lam ting nhe nguy co gly xuong hdng, cf tay va ct sing, chil y&u & ngubi cao twli hodc khi
6 cic yéu 16 nguy cd khic d3 dupc cdng nhn. Cic nghién cilu quan sat cho thdy ring thuic dc ché bom
proton c6 thé IAm tang nguy co chung clia gdy xuong khodng 10-40%. Mt trong s8 @6 co thé do cdc yéu
15 nguy co khac. Nén chdm sbc bénh nhdn co nguy co lodng xuong theo hudng din IAm sang hién hinh
va ho nén sif dyng vitamin D va calci ddy di.
Sit dung ddng thoi vdi cic thudt khic: Khdng khuyén cdo ding ddng thdi esomeprazole vii atazanavir. Néu
viéc kBt hop atazanavir vii mt thudc dc ché bam proton 1 khong thé tranh thi khuyén cdo theo ddi m
sang chdt ché, kL hop voi vidc tang lidu atazanavir dfn 400 mg voi 100 mg ritonavir; khdng vugt qua 20 mg
esomeprazole. Esomeprazole 12 mdt chit dc ché CYP2C19. Khi bit ddu hodc két thic difu trj voi esomeprazole,
khd ndng tuong tic voi cic thubc dugc chuyén hoa qua CYP2C19 nén dugc xem xét. MOt tuang tic dugc ghi
nhdn gida clopidogrel va omeprazole. Sy lién quan lAm sang clla tuong tc ndy 1A khong chic chin. D& ngin
ngila, khdng khuyén kich ding ddng thdi esomeprazole vi clopidogrel. Khi k& toa esomeprazole cho lifu phip
diéu trj theo nhu cdu, sy tic dong dén cic tuong tic voi cic thudc khic do dao ddng nbng d9 esomeprazole
trong huyt tuing cdn dugc xem xét.

: Tang néng d9 Chromogranin A (CgA) c6 thé anh huling d&n vic tdm sodt
cdc khGi u thén kinh ndi ti#t. D& trénh sy dnh huling ndy, cdn tam ngung diéu tri esomeprazole trong it nhat
5 npdy trudc khi do CgA. NEu nding d0 CgA va gastrin khOng trd vé gi6i han tham chifu sau khi do ln ddu
thi nén 3p lai cdc phép do 14 ngdy sau khi nging didu trj thulc dc ché bom proton.

Lupus ban dd da bdn cdp (SCLE): Céc thufic (c ch¥ bam proton cd lién quan rdt hifm dén céc triing hop SCLE.
NEu t6n thuong xdy ra, d3c biet 12 & ving da bi phai ndng, va néu kém theo dau khop, benh nhan nén tim kiém
sy trg gilip y 1 nhanh ching va bac sT nén cdn nhic ngimg esomeprazole. SCLE sau 1n diflu trj trudc 06 voi mdt
thulic (c ch& bom proton ¢6 thé 1am ting nguy co SCLE vii cdc thuSc Gc ché bom proton khic.
Thudc ndy ¢d chua: Sucrose. Bénh nhan co van aé vé di truyén hifm gap khdng dung nap fructose, kém
hip thu glucose-galactose hodc thifu hut sucrase-isomaltase khdng nén ding thuc ndy.

sU DUNG THUGC CHO PHY NO €O THAI VA CHO CON BU:

Si dyng thuic cho phy ni c6 thai: Chua cb dil d lidu 1Am sang vé vidc diing esomeprazole trong thiil ki mang
thai. DI liu trén s& lugng J3n phy ndl mang thai cd ding thubc tif cic nghién ciiu dich t& hoc, khi ding hin hap
ddng phan racemic clia omeprazole cho thdy khdng cb tic dung gdy qudi thai hay ddc bao thai. Cic nghién clu
trén dong vat, esomeprazole khOng gy nguy hai tryc tiép hay gidn tiép lén sy phat trién ciia phoi thai hay thai
nhi. Cic nghién cilu trén ddng vt voi hbn hop déng phin racemic khdng gdy nguy hai tryc ti€p hay gidn tifp
dén thai ky, sy sinh nd hodc phét trién sau khi sinh. N&n than trong khi k& toa cho phu nil c6 thai. DO liéu trung
binh & phy n mang thai (tir 300-1000 k#t qua thai ky) cho thiy esomeprazole khong gdy dj tat hodc ddc tinh
18n thai nhiftré so sinh. Cdc nghién cdu trén ddng vat khong cho thily thulc cd tic ddng co hai truc tiép hay
gidn tip d0i voi ddc tinh sinh sdn.

$if dyng thuic cho phy nil cho con bii: Chua biét lifu esomeprazole co tiét ra sila me hay khdng. Khong
cb dii thdng tin vé tic dyng clia esomeprazole & tré sd sinh/tré nhd. Do d6, khbng nén ding esomeprazole
trong thdi ky cho con bd.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC: Esomeprazole c6 dnh huding nhd dén
kha nang 14i xe hodc vin hanh mdy méc. Cdc tic dung khong mong mulin nhu chéng mat (it gdp), md mét, I
tin, trdm cAm (hifm gap) va do gidc (rdt hifm g3p) dd dupc bdo cdo. N€u bénh nhan bj dnh hubng thi khing
nén i xe hodc vdn hanh mdy moc.

TUONG TAC, TUONG KY CUA THUGC: Twong téc thubic:

khi diing ciing v0i omeprazole vA ding d6ng thdi khong dupc khuyén cdo. Diing déng thdi
mg mbi ngay mot I4n) voi atazanavir 300 mg/ritonavir 100 mg & finh nguyén vién khbe manh
03 1am gidm dang ké ndng 00 atazanavir (gidm khodng 75% trong AUC, Co vA C.). Tang liéu atazanavir dén
400 mg d3 khding bi) trif cho tic ddng cila omeprazole 1én sy phal nhim atazanavir. Ding d6ng thdi omeprazole
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vii esomeprazole 20 mg i ngay mot 14n khong co 4nh hudng lén néng 0 cia amprenavir (c6 va khng cb
riimavirdimudﬁngM},Di&umMmmmiﬂwnﬁm‘ywﬁnmmimmunnﬂmw
ciia lopinavir (diing dfng thii vai ritonavir). .
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Tacrolimus: D3 ct bdo cé viéc st dyng ddng thdi voi esomeprazole [am ting nbng _
clia tacrolimus. Nén g;m suét tang cubing ndng 49 tacrolimus ciing nhu chitc ning thin (80 thanh thai
creatinin), vi nén diéu chinh liéu tacrolimus néu cdn thigt. _
Cic thufic hip thy phu thudc pH: Sy ic ché acid da day trong qué trinh diéu trj vwacmmc
obmélamunqmyuamsurﬁpunu‘ammﬂcoﬁwrﬁpwpmmpunaday.nmwicacm c




1am gidm acid trong da day, sy hdp thu ciia céc thulc nhu ketoconazole, itraconazole va erfotinib co thé gidm va
sy hp thu cila digoxin cb thé ting trong khi diéu trj voi esomeprazole. Ding ddng thii omeprazole (20 mg mdi
ngdy) va digaxin & ngubi khde manh m ting sinh khd dyng ciia digaxin 10% (1én dén 30% G 2 trong 10 d6i
mnn}.Mdoq:diunﬁndimhaomnllmrﬂmnan,TwnMn,annmmldimmﬂu
a0 0 bénh nhin cao tudi. Nén ting cubng gidm sét tic dyng diu tri clia digaxin.

Thudc duge chuyén hda bdi CYP2C1g Esomeprazole dc ché CYP2C19, enzym chinh chuyén héa
esomeprazole. Vi vy, khi esomeprazole dugc ding ket hgp wbi cdc thubc dugc chuyén héa bdi CYP2C19
nhy diazepam, citalopram, imipramine, clomipramine, phenytoin.., nng d0 trong huyét tuong ciia cic thufc
ndy cb thé ting va cb thé cdn gidm lidu. D3c bidt, didu ndy cdn dugc xem xét khi ké esomeprazole cho ligu
phdp diéu tri theo ché df. _
Diazepam: Diing d6ng thdi 30 mg esomeprazole lam gidm 45% 49 thanh théi diazepam (mt chdt nén clia
CYP2C19).

Phenytoin; Diing d6ng thaii 40 mg esomeprazole lAm tang 13% ndng 80 ddy ca phenytoin trong huyét tuong
& bénh nhan dgng kinh. Khuyén cdo theo ddi nfing 49 trong huyét tuong clia phenytoin khi bit ddu hojc ngung
diéu trj voi esomeprazole.

Voriconazole: Omeprazole (40 mg mbi ngdy mot 1n) 1am ting C... vd AUC clia voriconazole (mt chat nén
clia CYP2C19) twong dng 15% va 41%.

Cilostazol: Omeprazole ciing nhu esomeprazole (c ché CYP2C19. Diing 40 mg omeprazole cho cdc d6i tugng
khbe manh trong mt nghién ciiu cét ngang, C.., va AUC cilostazol ting tudng dng 18% va 26%, va mit
trong nhiing chét chuyin hda co hoat tinh ting tuong dng 29% va 69%.

Cisapride: O ngubi tinh nguyBn khde manh, ding d8ng thi 40 mg esomeprazole IAm tang AUC 32% va kéo dai thal
gian bién thai (1) 31% nhung khong co sy gia tang ding ké ndng 60 dinh trong huyét tung clia cisapride. Khodng
OTe hal kéo ddi sau khi chi ding cisapride, khdng kéo dai hon khi cisapride dupc ding ciing voi esomeprazole.
Warfagin; Ding d8ng thdi 40 mg esomeprazole cho bénh nhin dugc diéu trj warfarin trong mdt thil nghi¢m
1am sang cho thiy ring thi gian ddng méu ndm trong pham vi chdp nhdn. Tuy nhién, sau khi lw hanh,
mdt val trubng hop rigng 18 INR tang cao cd ¥ nghla IAm sing 43 dugc bdo cdo trong qué trinh diéu trj d6ng
thai. Khuyén cdo theo doi khi b4t ddu vi ket thic didu trj esomeprazole trong qud trinh diéu tri ddng thdi vi
warfarin hodc cac ddn xudlt coumarin khdc.
Clopidogrel: K&t qua tir cdc nghién cilu trén d6i tupng khbe manh 3 chi ra tuong tac duge dong/dugc e (PK/
PD) gila clopidogrel (liéu tn cong 300 mg/iéu duy trl hang ngdy 75mg) va esomeprazole (40 mg uling 1 Mn/
ngy) din d&n gidm phai nhim véi chat chuyn héa cb hoat tinh cla clopidogrel trung binh 40% vé gidm sy Uc
ché 15i da sy két t3p tifu cdu (gdy ra bdi ADP) trung binh 14%. Trong mdt nghién cdu trén ngudi khie manh,
khi sif dyng ddng thi clopidogrel voi phdi hop liéu cf dinh esomeprazole 20 mg + acid acetylsalicylic (ASA) 81
mg, gidm phal nhim voi chét chuyén hda co hoat tinh clia clopidogrel gdn 40% so voi sif dyng clopidogrel don
thudn. Tuy nhién, mdc 60 (c ché 16 da sy ket t3p tifu cdu (gay ra bdi ADP) trén nhiing ddi tugng ndy 14 nhy
nhau & nhom clopidogrel don thudn va nhom clopidogrel phdi hgp voi (esomeprazole + ASA). S8 lidu chua nhat
quin vé bifu hign 1Am sing cila tung tic duge d0ng/dupc e cila esomeprazole trén cic bién cf tim mach
chinh d dugc bdo cdo tir cic nghién clu quan st va nghién clu Idm sang. Nhdm myc dich thin trong, viéc
ding ddng thdi clopidogrel khdng dugc khuyéin khich,

CO hen gu

Amaxicillin vd quinidine: Esomeprazole khdng cb cic tic ddng co lidn guan ldm sing Ién dugc ddng hoc
cla amoxicillin hodc quinidine.

Naproxen hodc rofecoxib: Nhilng nghién ciu ngdn han dénh gid viéc sif dyng dfng thoi esomeprazole voi
naproxen hay rofecoxib chua xdc dinh dugc bat cif tuong tic dugc ddng hoc ndc lign quan vé mit lAm sang.

AN NUONG CUd Cac NUOC KN 80 duoc dong NOC cua eSOMEeprazo

Gic thuc dc chE CYP2C1 vithadc CYP3Ad: Esomeprazole dc chuyén hod bdi CYP2C1S va CYPIAA. Ding
déng thoi esomeprazole va m{t chdt dc ché CYP3A4, clarithromycin (500 mg 2 n/ngdy), 1am ting gdp ddi AUC
esomeprazole. Diing déng thdi esomeprazole va mot chat dc ché cd hal CYP2C19 va CYP3A4 cb thé din dén
ting phai nhilm voi esomeprazole hon gdp doi. Chdt dc ché CYP3A4 vi CYP2C19 voriconazol Im ting AUCt
omeprazole 280%. Khang cdn diéu chinh lifu esomeprazole thuing xuyén trong nhiing trudng hop nay. Tuy nhién,
nén xem xét diéu chinh lifu & nhing bénh nhan suy gan ndng va néu difu trj lAu dai dugc chi dinh,

Gde thudc cdm dng CYP2C19 vihodc CYP3A4: Céc thulc cim ing CYP2C19 hojc CYP3A4 hojc ci hai
(nhu rifampicin v& St. John's wort) cb thé din 0fn gidm néng 40 esomeprazole trong huyét thanh do ting
chuyén hoa esomeprazole.

Tré em: Céc nghién ciu tuong tac chi dugc thyc hign & ngudi Ion.

Tuwang ky thulic: Khong 4p dung.

TAC DUNG KHONG MONG MuGN clA THUGC:

Tom tdt di liéu an todn: Nhic ddu, dau byng, tiu chiy va buSn ndn [ mot trong cdc tic dyng khdng mong
mun d3 dugc bio cdo thubng gdp nhit trong cic thil nghiém m sing (va cling tir sau khi luu hanh). Ngodi
ra, dif liu an todn k& tuong ty voi céc cdng thiic, chi dinh difu tri, nhom tudi va quin thé bénh nhin khic nhau.
Chua xdc dinh duge cdc tic dyng khdng mong muln lign quan dén lifu,

Cdg tac dung khdng mong mudin: Céc téc dyng khong mong mudin sau ddy dd dugc xdc dinh hodc nghi ngd trong
chuong trinh thit nghiém 1dm sdng dGi voi esomeprazole va sau khi lu hanh. Chua théy co lign quan dfn lifu.
Céc phin (ng dugc phin loai theo tén sf: RAL thubng gdp (21/10), thubng gap (217100 dn <1/10), it gip
(21/1000 dén <1/100), hifm gap (21/10000 dén <1/1000), rdt hifm gdp (<1/10000), chua rd (khong thé wic
tinh duge tir oT ligu cb sdin).

Thudong gdp: Hé thin kinh: Nhic ddu. Titu hoa: Bau byng, tio bon, tiéu chiy, ddy hai, bubn ndn/ndn, polyp
tuy€in ddy vi (14nh tinh),

It gdip: Chuyén hda va dinh dudng: phi ngoai vi. TAm thin: Mt ngi.. HE thin kinh: Chong mat, di cim, bubn
ngl. Tai va tai trong: Chéng mat. Tidu hda: Khd miéng. Gan mit: Tang enzym gan. Da vd md dudi da: Viem
da, ngia, phat ban, néi mé day

Ca xuong, md lién két vA xuong: Gay xuong hdng, cf tay hodc cot séng.

Hiém gdp: Miu v h# bach huyét Gidm bach cdu, gidm tifu cdu HE mifn dich: Phin (ng qud min nhy sét,
phil mach va phdn dng/sfic phan vé&. Chuyfn hoa va dinh dubng: Ha natri huyét. TAm thdn: Kich ddng, ki n,
trdm cdm. HY thdn kinh: RGi loan vi gidc. MAt: Nhin md. HO hdp, Kng ngyc va trung tht: Co thdt phé quin.
Tiéu hoa: Viem miéng, ndm Candida dubng tibu héa. Gan m3t: Viém gan cd hojc khong cb ving da. Da va
md dudi da: Rung téc. nhay cim dnh séng. Co xuong, mé lién két vi xuong: Dau khdp, dau co. Todn than: Kho
chiu, ting tiét mé hai

Rt hiéim gdp: Mau vi- i bach huysit mat bach cu hgt, gidm toan thé huyét cdu. Tam thin: Hung hang, o gic.
He thén kinh: RGi loan vi gidc. Gan mat: Suy gan, bénh ndo & bénh nhan ct binh gan til trubc. Da va dubi da md:
Héng ban da dang. hoi ching Stevens-Johnson, hogi tif biéu bi nhifm ddc (TEN). Ca xuong, md lién két va xumng:
Swyl‘umeMnﬂﬂlmmwﬂ,mmﬂnnhﬂnw&:mmhdm

Chua ro: Chuyén hoa va dinh dubing: Gidm magnesi huy8t, gidm magnesi huy&t nghiém trong co thé n
véi ha calci huy#t. Tibu hoa: Vigm dal tring vi thé. e s
Da va dubi da md: Lupus ban dd da bén cdp.

Ngimg diing esomeprazole va gdp bic si ngay I§p tic néu: Dt nght thd khd khe, méi, i va cf
nucunman.mm.mmmnMM(andimqmmMJ.Dmmindomm
T0p va bong trbc. Cling cb thé cb phlng rip ndng va xult huyét & mdi, mat, miéng, mii va by phan sinh duc.
&mﬁ;mmw;ﬂm;rmmhnﬂmnoc{ltur.vannumu&udmmw

céc 5 | i
thé anh hubng dén 1 trén 1000 ngubi. g e
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QuA LIEu VA CACH xiIf TRI:
Trigu ching: Cho dén nay ct rfit Rt kinh nghiém vé visc qud iy o chil dich. Cc trigu chilng duyc md 13 6 lién
quan dén viéc ding lidu 280 mg A cic tridy trén tigu hba va 3 i
ik gl e chiing trén dubing suy nhupe. Cac liéu don esomeprazole 80

| mﬂwmmmmnmmmnuumemmmmannmpmeinnwn v vi v
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DUC LUC HOC:

Nhom duge Iy: Thulic e ché bam proton. M3 ATC: A02BCO5
Emmuumdampmns-dnmmuumuumwwmmauymmmmcﬂmc

d0ng chuyén bigt. Thuc 12 chit dc ché dic hidu bom acid ; :
£: ol on naemucmmm".'ﬂlm.,_"““"”“""“'“"'“’“"“‘“""‘""“"“"*
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A e Exomopricte E&.{Jmm _
trudng acid cao & tiéu quin Bng tiét clia t8 bao thinh, tai ddy thufic sE Uc chi enzym H-K*-ATPase (bom
va (c ché cd sy tiét dich co bin n sy tigt dich do kich thich. .

Sau ki diing liéu uling esomeprazole 20 mg va 40 mg, thulc kndi phat tic ddng trong ving
tﬂ.hﬁﬁmuhlﬁummmm1Wmsm.suﬂlmﬁdamhlnhm‘m
kich thich bng pentagastrin giam 90% khi do & théi diém 6-7 gib sau khi ding thubc & ngly thir 5. Sau 5 ngdy ding
#iéu ung esomeprazole 20 mg va 40 mg, pH trong da dy > 4 03 dusc duy 1rl trong thei gian trung binh tung ing
14 13 v 17 gi trong vong 24 gid & bénh nhin trdo nguoc da day thyc guin cb trigu ching. Ty 1@ bénh nhan duy
trl pH trong da day > 4 t5i thidu trong 8, 12 vA 16 gib tuong dng 14 76%,/54% va 24% dfi véi esomeprazole 20 mg
va 97%, 92% va 56% ddi vii esomeprazole 40 mg. Khi diing AUC nhu i mdt tham s& dai dign cho ndng 60 thubc
trong huy8t tuong, mdi lién hé gita sy Oc ch¥ tigt acid vdi ning 60 va thoi gian ti€p xtic d3 dugc ching minh.
Khi ding esomeprazole 40 mg, khodng 78% bgnh nhan viém thyc do trao ngupc dupc chila lnh sau 4 tudn
v kholng 93% dugc chila anh sau 8 tudn. Difu tri bing 20 mg, 2 ln/ngdy va khing sinh thich
hop trong 1 tudn dA tigt trlr Helicobacter pyiori thanh cdng & khodng 90% binh nhan. Sau khi didu tri tigt trir
trong 1 tudn, khdng cdn ding thém thulic khing tiét acid don trj lidu|dé chla lanh loét va gidm trigu chiing &
bénh nhan ioét t4 trang khdng bién ching. Trong mdt nghién clu ldm sang ngdu nhién, mi ddi, d6i ching v gid
dugc, binh nhan 83 duge chdn dodn xic dinh xullt huyét tiéu héa qua nbi soi theo phin logi Forrest la, Ib, lla hay

1ib (chi€m ti 1§ tuong (ng 1 9%, 43%, 38% vA 10%) duyc diéu tri nhﬂnﬂmwmd.l_\ndiﬂlﬂm
truyén (n=375) hodic gid duc (n=389). Sau khi diéu tri ndi soi 0 cdm|mau, bénh nhan duyc cho dung gid duoc
hodc dugc truyén finh mach 80 mg esomeprazole trong 30 phist va ti€p theo truyén finh mach lign tyc 8 mg/git
trong 72 gid. Sau 72 git ddu diéu tri, 14t cd bénh nhan dugc tiEp tuc tri khdng tiét acid bing esomeprazole
40 mg dang ulng, nhdn md trong 27 ngdy. Ty 1 tAi xut huyét xdy ral trong ving 3 ngay Ia 5,9% 0 nhom duic
didu trj bAng esomeprazole so vi nhom gid dupc B 10,3%. Vo ngay thi 30 sau khi difu tri, ty 18 tai xudt huyét
& nhom dugc didu trj bAng esomeprazole 13 7,7% so vdi nhém gid 1A 13,6%.

08 dép (ng voi sy gidm 18t acid.
6 thé can thigp vao sy tm sodt khdi u
didu trj céc thufc (c chif bom proton
cho phép néng d0 CgA (cd thé dupc tang
80 gastrin huyét thanh

Trong qué trinh diu tri bing thusic khang tiét, ndng 40 gastrin huyét
Néng 60 CgA ciing tang do sy gidm acid dich vi. Sy ting ndng &0
thdn kinh ndi tiét. Cac bling ching dugc cdng b cho thdy rang nén
trong khodng 5 ngay dén 2 tudn trudc khi do ndng 00 CgA. Didu nay
sau khi diéu tri PPI) trd vé pham vi tham chi€u. Tang 8 t bao ECL
@3 dugc ghi nhdn & cd tré em v ngudi In khi didu tri déi han voi
§ nghifa 1dm sang. Sau thdi gian dai diéu tri bing thullc khing tiét
nang tuyén da day. Nhiing thay d6i nay 13 he qud sinh Iy clia vide (c

ting s§ lugng vi khudn thubng tril trong dubng tiéu héa. Diéu tri bing thubic dc ch
nhe nguy co nhifm khudn dubng tiéu hoa do Salmoneila va Campylobacter, va cb thé @ Clostrigium difficile trén
bénh nhan diéu tri ndi tri.

Hiéu oud Wm sing: Trong hai nghién cliu ding ranitidine nhy 1 thufic so sdnh, esomeprazole c higu qué 15t
hon trong viéc [Am Wnh cdc vét loét da day & bénh nhan dang diing NSAID, k€ cé thudc NSAID chon lc trén
COX-2. Trong hai nghién cihu c6 81 ching vdi gid duge, esomeprazole c6 higu qui 16t hon trong viéc ngdn nglia
utmmﬂﬁmwaunnnnanuimquuﬁcusaln(odoowliowmwmm,udm
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NSAID chon loc trén COX-2.

Tré em: Trong mdt nghién cdu trén bénh nhi bj trao nguoc da day
tri bing PPI ddi han, 61% s8 tré co ting sdn nhe té bao ECL khing
viém teo niém mac da day hay khdi u dang ung thy.

DUC DONG HOC: .

Hdp thu Esomeprazole d& bi hily & mbi trubng acid va dugc uling dydi dang vi hat tan trong rudt. In vivo sy
chuyén d6i sang dang déng phan R thi khong ding ké. Esomep dugc hdp thu nhanh voi néng d9 dinh
trong huy#t tuong dat dugc khodng 1 dén 2 gid sau khi uling. Sinh khél dung tuyét dGi 12 64% sau khi ulng liéu
don 40 mg va ting I8n 89% sau khi ding liéu lp lai 1 n/ngay. DYi voi liu esomeprazole 20 mg, céc trj s&
ndy tuong (ing 14 50% vA 68%. Thic an lAm chdm va gidm sy hip thy ciia esomeprazole, nhung diéu nay khng
1am thay ddi ddng ké dén tic dung clia thubc dén A0 acid trong da day.

Phan bé: Thé tich phan b & trang thai 8n dinh & ngudi khde manh 1
esomeprazole gdn kEt voi protein huy8t twong.

Chuyéin hoa: Esomeprazole dugc chuyén héa hoan todn qua h@ rome P450 (CYP). Phdn chinh ciia qud
trinh chuyén héa esomeprazole phy thudc vao CYP2C19 da hinh, chip trich nhiém cho sy hinh thinh cla cdc
chdt chuyén hba hydroxy vd desmethyl clla esomeprazole. Phdn cod lai phy thudc vao mit chdt déng dang
d3c hidu khdc, CYP3A4, chiu trdch nhigm cho sy hinh thanh sutfon, cht chuyén hba chinh trong
huy#t tuong.
Thdi trir: Céc thdng s dudi ddy chil y8u phin dnh duse ddng hoc cli nhiing ¢4 nhdn ¢ enzym CYP2C19 héa
tinh manh. BY thanh thii huyét tung todn phdn khodng 17 Ligid sag khi diing liéu don va khodng 9 Ligid sau
khi dimg liéu l3p lai. Thoi gian bdn thii trong huyét tuong khodng 1,3 gid sau khi ding i 13p lai mot 14n mbi
ngédy. Esomeprazole dugc thai trir hodn todn khi huyét tuong gilla c4d liéu ma khding cb xu hudng tich Iy trong
qud trinh dng thuSc mot 1n mbi ngdy. Cc chét chuyéin hoa chinh cila esomeprazole khong cd tic dyng trén sy
1iét acid dg day. Gdn 80% liéu uing esomeprazole dupc bai tiét dudi dang cdc chit chuyfn hoa trong nubc tidu,
phdn con lai trong phan. Dudi 1% thulic dang khang a8i dugc tim thdy trong nudc tiéu.

quin (< 1 tudi d&n 17 tudi) dusc didu

ieﬁnanhlamsimvlkwnophﬂﬂn

0,22 Likg trong kiong ¢ thé. 97%

thubic thi gian va fiéu 1 do gidm d9 thanh thii todn than va chuyén
chit chuyéin hoa sulfon clsa esomeprazole Uc ché enzym CYP2C19.

Nhém 601 tugng d3c bigt

mm:ln.ni&um;mmz.sn.sxmsawmc 2019 hoat tinh y&u va dugc goi 14 ngudi
chuyén hoa kém. U nhiing ngudi nay, sy chuyén hoa cila esomeprazole co 1 dugc xikc tic chil yEu bdi CYP3A4.
Sau khi diing ip lai ngdy mdt 14n 40 mg esomeprazole, AUC binh & ngudi chuyén hoa kém cao hon
khodng 100% so vii ngudi c6 enzym CYP2C19 hoat tinh manh. @ dinh trung binh trong huy#t tuong
tang khodng 60%. Nhiing ghi nhdn ndy khdng dnh hudng dén liu ding cla esomeprazole.

Gidi tinh: Sau mét liéu duy nhit 40 mg esomeprazole, AUC trung binh & phy nil cao han khodng 30% so vii nam gidi.
Khding cb sy khic biét vé gidi tinh sau khi diing ip lai mdt I4n mdi Nhilng phét hién ndy khang cd dnh huing
dén lifu ding clia esomeprazole.

Suy gan: C6 thé gidm sy chuyén hoa ciia esomeprazole & bénh nhan c ri loan chilc ndng gan nhe dén vita.
Gidm tdc 4 chuyéin hoa & bdnh nhan r6i loan chiic nang gan nang dlin dén ting gdp dbi AUC clia esomeprazole.
Vi vy, khong nén ding qud 20 mg & bdnh nhdn rGi logn chilc nang gan ndng. Esomeprazole hodc cic chdt
chuyén héa chinh clia n6 khong co bt ky xu hudng tich Iy voi liéu mdi ngay mot in.

Suy thin: Chua cb nghién cdu & nhiing bénh nhdn cb suy gidm chic ning thin. Do thdn chiu trdch nhigm cho
viéc bai tiét cic chdt chuyén hoa ciia esomeprazole nhung khdng chid trach nhigm cho viéc thi trif thuSc dang
khdng 6i, sy chuyén ha ciia esomeprazole c6 thé s& khdng thay ddi B bénh nhin cé chic ning thin suy gidm.

Ngubi cao tudi: Chuyén hoa ciia esomeprazole khing thay d6i ddng k & ngubi cao tui (71-80 tudi).

Iré em (thanh thi€u nién 12-18 tufi): Sau khi ding 1ap lai liéu 20 mg v 40 mg, AUC va thai gian
0 dat ning 63 15i da (t.,,) trong huy8t tusng & thanh thifu nién tir 12 dén 18 ti tuing ty nhu & ngudi n cho
¢d hai liéu esomeprazole.

QUY CACH DONG GOI: Mepilori 20: Hap 5 vi x 6 vién. Hop 10 vi x § vién.

Mepilori 40: HOp 5 vi x 6 vién. HOp 10 vi x 6 vién. HOp 2 vi x 7 vién. Hop 4 vi x 7 vién.

BIEU KIEN BAD QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC:

Bo quan: 0 nhiét 0 dudi 30°C. noi khd rdo, trdnh 4nh sdng.

Han diing: 24 thang ké til ngdy sdn xullt. Khdng ding thudic khi qué

Ti#u chufin chdt lwgng ciia thufe: TCCS

TEN, DJA CHi CUA 0 30 SAN XUAT THUGC: ,
CONG Ty c8 PHAN DUGC PHAM OPV

54 27, Budng 3A, Khu Cang Nghiép Bién Hoa II, Phung An Binh, Tp. Bién Hoa, Tinh Béng Nai.
BT: (0251) 3992999 - Fax: (0251) kagz.m

n ding.



