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Té hwéng dan sie dung b
R

EMANERA 20 MG GASTRO-RESISTANT CAPSULES
EMAN ERA 40 MG GASTRO-RESISTANT CAPSULES

Estmeprazole

Dé xa tam tay tré em.
Doc ki hwéng dan sir dung trwée khi ding.
Thudc nay chi ding theo don thuéc.

Thanh phén:
Duoe chét : Esomeprazole
Emanera 20 mg gastro-resistant capsules: Mdi vién nang khang acid da day chiva
esomeprazole magnesium dihydrat twong dwong véi 20 mg esomeprazole.
Emanera 40 mg gastro-resistant capsules: Mdi vién nang khéng acid da day chira :
esomeprazole magnesium dihydrat trong duong véi 40mg esomeprazole.
Tadwoc:
Sugar spheres, Povidone K30, Natri lauryl sulphate, Opadry || White, Magie carbonate,
Methacrylic acid - ethyl acrylate copolymer, Talc, Macrogol 6000, Titan dioxide,
Polysorbate 80.
Dang bao ché:Vién nang khang acid da day.
Chi dinh:
Tré vi thanh nién trén 12 tubi
Bénh trdo ngwroc da day thwe quan (GERD)
+ Didu tri viém loét thuc quan do trao nguor.
+ Phong ngra siy tai phat viém thuc quan.
+ Didu tri triéu chirng clia bénh trao nguroc da day thic quén
Két hop v6i cac khang sinh trong viéc diét trir Helicobacter pylori
Ngudi l6n:

Chaéng chi dinh:

« Man céglc voi esomeprazole, phan nhom benzimidazol hay bét cir thanh phén nao
ctia thuoc.

+ Khong nén st dung esomeprazole déng thoi véi nelfinavir, atazanavir.

Canh bao va than trgng

Khi ¢6 st hién dién bat ky mét triéu ching bao déng no (nhur gidm cén dang ké khong

¢ chu ¥, ndn t&i phat, kho nuét, ndn ra méu hay dai tién phan den) va khi nghi ngé bi

loét da day hodc thirc té bj loét da day, nén loai triy bénh Iy &c tinh vi diéu tri bdng

Emanera co thé lam gidm nhe triéu chimg va Ilam cham tré viéc chan doan.

Bénh nhan diéu tri thor gian dai (d&c biét nhitng ngurdi da diéu trj hon 1 ndm) nén dugc

theo déi thudng xuyén.

Bénh nhan diu tri khi cAn thiét (on-demand treatment) lién hé véi bac sj néu ¢d cac

thay dbi vé tinh chat cla triéu chirng. Khi ké don esomeprazol trong ché do diéu tri khi

can thiét, nén xem xét dén mdi lién quan vé twong téc véi cac thudc khac do ndng dd

esomeprazol trong huyét trong cd thé thay ddi.

Khi ké toa esomeprazol dé diét trix Helicobacter pylori, nén xem xét cc tuong tac

thuéc ¢ thé xdy ra trong phéc dd didu trj 3 thubc. Clarithromycin 13 chéte ché manh

CYP3A4 va vi thé nén xem xét chéng chi dinh va twong tac doi véi clarithromycin khi

dung phéc do 3 thudc cho bénh nhén dang diing c4c thuc khac chuyén héa qua

CYP3A4 nhu cisaprid.

Thubc nay c6 chira dudng sucrose. Bénh nhan cb cac vén dé di truyén hiém gép nhw

khdng dung nap fructose, kém hp thu glucose-galactose hodc thiéu sucrase-

isomaltase khong nén diing thuéc nay.

Diéu trj bang thude (e ché bom proton c6 thé Iam tang nhe nguy co' nhiém khuan

dudng tiéu hoa do Salmonella va Campylobacter.

Khéng khuyén céo diing dong thoi esomeprazole voi atazanavir. Néu sy phéihop

atazanavir voi thubc tre ché bom proton 14 khong thé tranh khéi, can theo ddi chat ché

trén lam sang khi tang liéu atazanavir dén 400mg két hop véi 100mg ritonavir; khong

nén st dung quéa 20mg esomeprazole.

Esomeprazole, cling nhur céc thudc khang axit khac, c6 thé Iam gidm hap thu vitamin
B,,(cyanocobalamin) do sy gidm hoac thiéu axit dich vi. Diéu nay nén dwgc can nhéc &

Bénh trao ngurgc da day thirc quan (GERD)

+ Dibu trj viém loét thire quan do trae nguore.

+ Phong ngira sir (8 phat viém thuc quan. i

+ Diu i riéu chimg cia bénh tréo ngwoc da day thrc quén,

K&t hop v6i céc khang sinh trong vigc digt trir Helicobacter pylort:
« Lam [anh vét loét da day vé t4 trang do Helicobacter pylori,

* Phong ngira t4i pht lot da day & nhimg bénh nhan bj nhidm Helicobacter pytor.

& nhiimg bénh nhan dang diing NSAID

* Phéng chéng loét & nhimg bénh nhan dang st dung NSAID hodc nhimg bénh nhén
0 nguy co.

+ Biéu ] kéo dai sau khi da dibu tr phong ngira ti xut huyt do loét da day t4 Irang
béng dutmg tinh mach.
Cach dung, liéu ding

Céch ding:

Ubng thube vao thai gian bt ky trong ngay.

C6 thé ubng trudrc hodc sau khi an,

N_u&c_é vién thubc véi nudre, khdng nhai hodc nghién trudre khi udng.

Liéu ding:

Nguroi 16m va tré em trén 12 tudi

Bénh tréo ngugr da dy thyre quén

+ Dibu trj viém thuc quan do trao nguc: 40 mg méi ngay trong vang 4 tuln. C6 thé
ding thém 4 tudn nra 881 véi nhing bénh nhan vin con vim,

+ Didu trj duy tri sau khi d& khdi viém thuc quan: 20mg mdi ngay.
+ Dibu tr triéu chimg clia bénh trao nguroc da day - thire quan: 20ma mdi ngdy (néu
bénh nhan khdng bj viém thirc quan do tréo nguoc) khodng 4 tudn.

Diéu trf két hop vén khang sinh tiéu digt Helicobacter pylor:

20 mg Emanera két hop vii 1 g amoxicillin va 500 mg clarithramycin, ngay 2 3n trong

wﬂ;nm

NSAID:

+ Hgji chirg Zallinger - Ellison va céc trudmg hgp khic oo kem theo tang tiét axit da day.

nhiing bénh nhan ¢4 gidm dy e vitamin B,, hodc 6 yéu 13 nguy co gidm hép thu
vitamin B, khld@dmdé.lhan

Esomeprazole ks chét irc ché CYP2C19. Khi bt ddu hay két thic diéu b voi
esomeprazole, can xem xét nguy co twong tac thubc véi cac thude chuyén hoa qua
CYP2C19. B3 o6 ghi nhan tong tc giika clopidogrel va omeprazol. Khdng 1o mbi i
quan [m sang cia trong tac ndy. Nén than trong, khang nén ding dong thei
esomeprazol vé clopidogrel.
Bawmbmmvégammagémnang&nm:ﬁmmgéummm&:&c
ché bom proton (PPI) nhu esomeprazole trong it nhAt 3 thang, va trong da 4 cac
trrémg hop 1 trong 1 ném, Biéu hién nang cia gidm magié mau nhu mét mdi, con
{élani, mé séing, co giét, chodng vang va loan nhip thét oo thé xay ra nhung khdi pht
am tham va khoing durge luu tam, € da sb cac bénh nhén, tinh trang gidm magié mau
durgc cai thién sau khi str dung lidu phap magié thay thé va ngimg st dung PPI.
Bii véri c4c bénh nhan cAn durre didu i kéo dai hodc nhimg bénh nhén dung dong thr
PPI va digoxin hodc cac thubc khdc o6 thé gdy ha magié méu (vi dy nhir cac thube loi
tidu), nhén vién y 1 nén cin nhic dinh lgng ndng 40 magié méu treée khi bat dhu
diéu trj PP| va dinh ky theo déi trong qua trinh didu trj.

Céc thubc (re ché bam proton, dac biét khi ding i cao va trong theri gian dai (> 1
nam), oo thé Jam tang nhe nguy cor gy cb xuong dii, xuong cd tay va cbt song, dic
biét & bénh nhén cao tudi hode khi b sy hidn dién cia yéu 1o nguy co khac. Céc
nghién ciru quan s&t chi ra rng cAc thube (rc ché bom proton c6 thé am tang thng thé
nguy co gay xwong khodng 10-40%. Mét phén rong mirc tang nay cd thé do cde yéu 6
nguy oo khac. Bénh nhan cb nguy co lodng xwrong nén dugc cham soc theo cac
hurdng dan 1am séng hién hanh va nén duoc b sung mdt lrgng vitamin D va canxi
thich hop.

Gay sai lgch cdc xét nghiém
Esomeprasol gay Ling ndng a9 Chromogranin A (CgA). Nbng d6 Chromageanin A (CgA)
tang c6 thé gay sai léch dbi voi vigc tham do tim céc khéi u than kinh ndi tiét. D& trénh
s sal léch ndy, mmmmmwmummmunhammym
khi dinh | A do
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 Biéu i loét da day do dng thubc k 'ngay, trong yong 4
@én 8 tudn. '

+ Dy phong loét da day & nhing ngudi c6 nguy co cao vé bién ching & da day - ta
trang, nhung c6 yéu cAu phai tiép tuc didu tri bing thubc chéng viém khdng steroid:
Udng méi ngay 20 mg.

Diéu trj hoi chimg Zollinger Ellison |

Lidu khéi dAu khuyén c4o la Emanera 40 mg, hai lAn/ngay. Sau do diéu chinh theo dép

(g clia tirng bénh nhan va tiép tuc diéu tri khi con chi dinh vé mét 1am sang.

Nguai tén thirong chirc nang thén

Khéng can phai diéu chinh liéu & bénh nhén tin thirong chire nang than. Do kinh

nghiém vé viéc sir dung ¢ ﬂm&cé bénh nhéin bi tén thuong cBucn&ng than con han ché

nén phai than trong. e

Ngusi tén thuong chic nang gan

Khéng cén gidm liéu & nguéi ton thurong chire nang gan & mie d9 nhe dén trung binh.

& bénh nhan suy gan néng, khdng nén ding qud liéu 16i da 20 mg esomeprazol.

Ngudi cao tudi

Khang can diéu chinh lidu & ngusi cao tudi.

Tré em dudi 12 tudi

Chira 06 di liéu nghién ciru khi ding Emanera cho tré em dudi 12 tudi.

ng viem NSAID: 20 mg md

Bdwémm}ngtnuéchép muphuthuécdt}pH

Tinh trang giam 66 axit da day khi didu trj bing esomeprazol va cac PPl khéc c6 thé
lam gidm hay tang sw hap thu cla cac thudc khéac cd co ché hép thu phu thudc pH da
day. Giéng nhu céc thube Iam gidm 66 axit da day khac, sy I?ép thu clia c4c thuée nhu
ketoconazol, itraconazol v erlotinib co thé giam va sy hép thu ctia digoxin c thé tang
1én trong khi diéu tri véri esomeprazol. Diing déng thii omeprazol (20mgingay) va
digoxin & cac dbi tvong khde manh lam tang sinh kha dung ca digoxin khoang 10%
(I&n dén 30% & 2 trén 10 ddi twong nghién ciru). Hiém co cac bao cdo vé doc tinh cla

digoxin. Tuy nhién, cAn than trong khi diing esomeprazol liéu cao & bénh nhén cao tudi.

Can tang cudng theo ddi diéu tri bang digoxin.
D4 c6 bao cao rang omeprazol trong tac véi mot s chét (re ché men protease. Chua
16 tAm quan trong vé 1am sang va co ché tac dong clia cac trong tac da dwgc ghi

Phuy ni# ¢6 thai va cho con bi 2

Mky . N
Chuaobdudl}ﬁéulémséngvéwécdungEmanaa"atrénmunDcOM Khi diing hén
hop ddng phén racemic clia omeprazol, d igu trén s6 lwong lon phu nit cd thai cd
diing thude tir c4c nghién ciru dich & chirng 1 thubc khong gay di tat hodc doc tinh
trén bao thai. Cac nghién clru vé esomeprazol trén ddng vét khdng cho thay thude cé
tac dong ¢ hai truc tiép hay gian tiép trén sy phét trién cla phailthai nhi. Cac nghién
clru trén ddng vt véi hon hop racemic ciing khong cho théy co tac dong co hai truc
tiép hay gian tiép trén tinh trang mang thai, sy sinh né hodc sy phat trién sau sinh. Nén
than trong khi ké toa cho phu niF c6 thai.

Thoi ky cho con bi:

Ngudi ta chira biét esomeprazol co tiét qua sira me hay khong. Khéng co nghién clru
nao trén phuy nir cho con bii dwge thire hign. Vi vay, khong nén dung Emanera trong khi
cho con b,

Anh hurong cuia thuéc 1én kha nang Iai xe va van hanh may méc

Emanera khong anh hudng dén 14 xe va van hanh méay moc.

Tuong tac thudc:

C4c nghién ciu vé tuong tac thude moi chi durgc thyc hién & ngudi on.

cla chét chuyén hoa co hoat tinh cla clopidogrel gidm g&n 40% so véri str dung
clopidogre! don thuan. Tuy nhién, mirc g ti da (r ché két t4p tiéu cAu (gay ra bdi
ADP) trén nhirng di twong nay I3 nhu nhau & nhém clopidogrel don thuan va nhom
clopidogrel phéi hop vdi (esomeprazol + ASA).

S6 liéu chua nhat quan vé biéu hién 1am sang cla twong tac Droc dong/Duoe lyc cla
esomeprazol trén cac bién cd tim mach chinh da dugc béo cao tir céc nghién clru quan
s4t va nghién ciru [4m sang. Nh&m myc dich than trong, viée ding abng thoi
clopidogrel khong dugc khuyén khich. S

Chura biét cor ché

Vige stz dung dong ther voi esomeprazol da duoc bdo c4o 1am tang ndng 9 huyét
thanh cla tacrolimus.

Khi diing déng thei cac PPI, nbng 86 methotrexat duoc bio céo I4 tang 1én & mdt s
?;nh nhan, Khi dung lidu cao mettm!rexat, nén can nrﬁc dung tam Ihm esomeprazole
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nhéan. Tang d6 pH da day trong qua trinh diéu trj véi omeprazol ¢ thé dén toi thay dbi
s hép thu clia chét Grc ché men protease. Co ché twrong tac khac c6 thé xy ra la
théing qua sy (rc ché enzym CYP2C19. Déi véi atazanavir va nelfinavir, giam néng d6
thudc trong huyét thanh d4 duorc ghi nhan khi dung chung véi omeprazol, do d6 khéng
khuyén céo dung ddng thei céc thudc nay.
O ngudi tinh nguyén khée manh, sir dung ddng thai omeprazol (40mg, 1 lAn/ngay) va
atazanavir 300mg/ritonavir 100mg Iam gidm dang k& ndng do va thoi gian tiép xtic
atazanavir (gidmAUC, C__ va C_, khoang 75%). Tang liéu atazanavir Gén 400mg da
khong bu trir tac dong cla omeprazol trén nbng d¢ va thei gian tiép xtc atazanavir.
Duing phdi hop omeprazol (20mg, 1 An/ngay) véi atazanavir 400mg/ritonavir 100mg &
ngui tinh nguyén khoe manh 1am gidm khodng 30% ndng dé va thai gian tiép xdc
atazanavir khi so sénh véi ndng do va thdi gian tiép xtic ghi nhan trong trudmg hop
dung atazanavir 300mglritonavir 100mg, 1 IAn/ngay ma khéng diing omeprazol 20mg, 1
fan/ngay. Diing phéi hop véi omeprazol (40mg, 1 Iém’ngéy) [am gidm tri sb trung binh
AUC, C_, vaC_, cta nelfinavir khodng 36-39% va gidm khoang 75-92% tri s6 trung
binh AUC, C.. VA C._. ciia chét chuyén héa hoat tinh o6 tac dang dugc Iy M8, D6 véi
saquinavir (su dyng l%ﬂg thoi véri ritonavir), tng ndng dd thube trong huyét thanh
(80-100%) kni diing ddng thoi v6i omeprazol (40mg, 1 lanngay). Diéu tri v6i omeprazol
20mg, 1 taningay, khong anh huding dén sy tiep xic cha darunavir (khi ding dong thdi
- v6i ritonavir) va amprenavir (khi diing déng thor véi ritonavir). Didu tri véi omeprazol
20mg, 1 lan/ngay, khong anh huég dén sy tiép xtic amprenavir (st dung hay khong
st dung v&i ritenavir). Didu trj véri esomeprazol 20mg, 1 lAn/ingay, khong anh hudng
dén s tiép xuc cla amprenavir (sC dung hay khong sir dung dong thér v ritonavir).
Diéu tri vai omeprazol 40mg, 1 lan/ngay khdng &nh huéing t¢i sy tiép xtc cla lopinavir
(st dyng ddng thi véi ritonavir). Dobécdﬁngduqclucvéécdactinh duoc dong hoc
turong tir ciia omeprazol va esomeprazol, khting khuyén cao st dung esomeprazol
- dbng thei véi atazanavir va chng chi dinh sir dung esomeprazol dbng thoi voi
nelfinavir.
Nhimmg thutc chuyén héa qua CYP2C19
Esomeprazol (rc ché CYP2C19, men chinh chuyén héa esomeprazol. Do vay, khi
esomeprazol dugc diing chung véi cc thude chuyén hoa bing CYP2C19 nh
diazepam, citalopram, imipramin, clomipramin, phenytoin..., nong 66 cac thubc nay
trong huyét tuong co thé tang va can giam lidu dung. Diéu ndy can dwoc déc biét chu y
khi ké toa esonmprazol theo ché ao créu tr khi cén tmét Dung d&ng thoi voi

esomeprazol voi rnqt d'|§.l e ché CYP3A4, danthromyan {500 mg, 2 lénfngéy} lam
tang gép doi dién tich duei dwomg cong (AUC) clia esomeprazol. Ding déng thoi
esomeprazol ciing v&i mdt chat (rc ché ca hai CYP2C19 va CYP3Ad c6 thé 1am téng
hon hai t4n néng 66 va thivi gian tiép xiic cia esomeprazol. Chét trc ché CYP2C19 va
CYP3A4 voriconazol [am tang AUC clia omeprazol 1én 280%. Khong can diéu chinh liu
esomeprazol thuang xuyén trong nhieng tinh hudng nay. Tuy nhién, st diéu chinh liéu
cén dugc luu ¥ & nhirng bénh nhén suy gan nang hoac diéu trj lau dai.

Cac thubc cam img CYP2C19 hodc CYP3A4 hodc ¢4 hai (nhu rifampicin va ¢3 St.

John's) c6 thé gay gidm ndng do esomeprazol huyét thanh do tang chuyén héa

esomeprazol,

Téc dung khéng mong muén:
Cac phan (rng ngoai y do thudc sau day da dugc ghi nhén hay nghi ngé trong cac

churong trinh nghién ciru 1Am sang clia esomeprazol vé theo doi sau khi thude ra thi
tredmg. Khéng c6 phan ing nao lién quan dén liéu dung.
Cac phan (g ndy duoc xép theo thn sult xay ra: Rét thudng gap > 1/110; thuong
gép 2 1/100 dén < 1/10; it gap 2 1/1000 dén < 1/100; hiém gap 2 1/10.000 dén <

1/1.000; rét hiém gap <1/10.000; chuwa biét (khdng thé dr doan tir cac dir liéu dang co).

Caccoquan | Thwong |Khong |Hiémgap Réthiém gap | Khong
bj rdi loan gap thwémg hiét dén
gdp

Réi loan mau Giambach | Mét bach cau
va hé bach cu, gidm tiéu | hat, gidm toan
huyét clu, thé huyét cau.
Réiloan hé Phdningqua |
mién dich (AN nhur 13

s6t, phi mach,

phén ing

phan vé/lsbc

phan vé.
R6i loan Phii ngoai | Gidm natri | Gidm magié
chuyén hoa va bién. méu. mau; giam
dinh duéing magié mau

néing co thé
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Khi diing dong thor voi esomeprazol 40mg lam tang 13% nong d6 day (trough) clia
phenytoin trong huyét tuong & bénh nhan dong kinh. Nén theo ddi néng d6 phenytoin
trong huyét trong khi bat dau hay ngung diéu tri voi esomeprazol. Omeprazol (40mg, 1
laningay) lam tang 15% C_, va 45% AUC ciia voriconazol (mot co chét clia CYP2C19).
Khi dung déng thoii 40mg esomeprazol & nguoi dang didu tri béng warfarin trong mat
thir nghiém Iam sang da cho thay thési gian ddng méu & trong khodng cé thé chap nhan,
Tuy vay, sau mdt thori gian luu hanh thudc 8 ghi nhan cd mot s6 rét hiém trueng hop
tang INR dang ké trén 1am sang khi diéu trj dong thoi hai thudc trén. Nén theo doi bénh
nhan khi bt dAu va khi chAm dirt diu trj ddng tho esomeprazol v&i warfarin hogc cac
dan chét khac clia coumarin.

Omeprazol, ciing nhu esomeprazo;. hoat dong nhu c4c chét (rc ché CYP2C19. Trong
mdt nghién clru chéo, omeprazol st dung véi liéu 40mg trén d6i trong khée manh da
lamtang G va AUC cla cilostazol twong (g 18% va 26% va C__ va AUC cua mét
chét chuyén hoa o6 hoat tinh ciia né tirong (g 29% va 69%.

@ ngudi tinh nguyén khde manh, khi ding chung véi 40mg esomeprazol, dién tich dwéi
duding cong biéu dién ndng do cisaprid trong huyét tuong theo thoi gian (AUC) tang 1&n
32% va thari gian ban thai cisaprid kéo dai thém 31% nhung ndng dd dinh cisaprid trong
huyét twong tang 1én khong dang ké. Khodng QTc hoi kéo dai sau khi dung cisaprid
riéng 18, khong bj kéo dai hon niva khi ding déng thov cisaprid véi esomeprazol.
Esomeprazol d dugrc chirng 16 1a khong o6 tac dong dang k& vé 1am sang trén duoc
dong hoc clia amoxicillin, quinidin.

Nhi¥ng nghién ctru ngn han danh gia viéc si dung ddng thoi esomeprazol véi
naproxen hay rofecoxib chwa xac dinh dugc bét cr tuong tac duge dong hoc nao lién
quan vé mat lam sang.

K&t qua tir cAc nghién ciru trén dbi twong khde manh da chi ra tuong téc Dwoc dong!/
Dugc lyc (PK/PD) gira clopidogrel (liéu nap 300 mgfliéu duy tri hang ngay 75mg) va
esomeprazol (40mg udng 1 13n/ngay) dan dén giam nong 66 va thoi gian tiép xdc voi

| chét chuyén héa c6 hoat tinh cia clopidogrel trung binh 40% va giam sy e ché téi da
két tap tidu cAu (gy ra bdi ADP) trung binh 14%.

Trong mdt nghién ciru trén ngudi khoe manh, khi sir dung déng thei clopidogrel véi
phdi hop lidu ¢b dinh esomeprazole 20mg + ASA 81mg, nong do va ther gian tiép xdc

Réi loan gan

Tangmen | Viémganco | Suy gan, bénh

lién quan téi
giam canxi
méau. Gidm
magié mau
cling c6 thé
dén dén giam
| kali mau.
Réi loan tam Matngl. | Kichddng, 10 | Nong ndy, 4o
than 14n, trAm cam. | gi4c.
Réi loan hé Nhc | Choang |RGiloan v
than kinh dau. vang, di | giac.
cam, ngu
ga.
Rdi loan mat Nhin mo.
Réii loan tai va Chdng mat.
mé dao.
Réi loan hd Co thét phé
hép, nguc va quan.
trung thét
Réiloan tiéu | Dau Kho “Viém miéng, Viém dai
héa bung, tho | migng. | nhiém trang vi
bén, tiéu Candida thé.
chay, day dudng tiéu
w:- sl r mlmﬁ
bubn nén
| nbn.

d6 dinh trung binh trong huyét twomg ting khodng 60%. St khéc biét twong tw ciing
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Rdi loan gan - | Tang men | Vigmganco | Suy gan, bénh
mat gan. hoac khong | ndo & bénh
vang da. nhén da co
lliaénh gan.
R loan da va Viém ﬁéi nhay | Hong ban da
mo dudi da ngira, noi anh dang, hdi
1 man, mé sang chirng
day. Stevens-
Johnson, hoai
ﬁ.r thugng bi
nm&n doc
(TEN).
R6i foan cor Gaycd |Daukhop, dau | Yéu co.
Xuong va md xwong | co.
lién két. i, 6 tay
vacht-
song.
Réi loan than Viém than ke;
va tiét niéu & mét sb bénh
nhén tinh
trang suy than
di kém da
dugc bao céo.
Roi loan hé NG hoa tuyén
sinh sdn va Vi,
tuyén vii.
Céc i loan | Kho &, tang
tiét mb hoi.

tng quat va tai
chd

@ dinh trung binh trong huyét twong tang khoang 60%. Sy khéc biét twong ty ciing
duge ghi nhan déi voi esomeprazol tiém tinh mach. Chuyén hoa clia esomeprazol
khdng thay ddi dang k& & bénh nhan cao tudi (71 - 80 tudi).

Sau khi ding lidu dom esomeprazol 40mg, mirc tiép xtc theo nbng 6 va thoi gian &
phu ni¥ cao hon nam giéi khodng 30%. Khéng ghi nhan c6 sy khac biét vé mirc tiép xic
theo ndng d0 va thoi gian gitra cac gidi tinh sau khi ding liéu 13p lai 1 1An/ngay.

Sur chuyén hoa cua esomeprazol ¢d thé bi suy giam & bénh nhan réi loan chiic nang
gan tir nhe dén trung binh. Téc @ chuyén héa gidm & bénh nhan rdi loan chirc néng
gan nang, dan dén lam tang gAp ddi mirc tiép xuc theo néng dd voi thoi gian cla
esomeprazol. Vi vay, khong dung qué liéu 6 da 20mg & bénh nhan réi loan chire nang
gan nang. Esomeprazol hodc cac chét chuyén hoa chinh khong cé khuynh huéng tich
Iy khi diing 1 14n/ngay. Nhirng ghi nhan ndy khdng &nh hutng dén liu lugng
mmeprazol

Sl.r chuyén héa clia emmspa‘azol cﬁ thé hl suy giam & bénh nhan réi loan chire nang
gan tir nhe dén trung binh. Téc d6 chuyén héa gidm & bénh nhan rbi loan chirc nang
gan nang, dan dén lam téng g4p doi AUC cla esomeprazol. Vi vay, khdng ding qua liéu
t6i da 20 mg & bénh nhan rdi loan chirc néng gan n;ng Esomeprazol tp{pgaccrél
chuyén hoa chinh khong ¢ khuynh huéng tich Iy khi ding 1 An/ngay.

Chura cd nghién ctru ndo dugre thirc hién trén bénh nhan gidm chirc nang than. Vi than
chiu trach nhiém trong viéc bai tit cac chit chuyén héa cla esomeprazol nhung khong
chiu trach nhigm cho sy déo thai thubc dwdi dang khong dbi, ngudi ta cho 1a sir chuyén
hoa cla esomeprazol khong thay ddi & bénh nhan suy gidm chirc nang than.

Tréem:

Tré vi thanh nién 12-18 tudi: Sau khi s& dung ligu Iap lai 20mg va 40mg esomeprazol,
tdng ndng do va thoi gian tiép xtc (AUC) va thi gian dat nong d¢t61 da trong huyét
twong (t ) & tré 12-18 tudi twong tw nhu & nguei I ddi vdi ¢4 hai liéu esomeprazole.
Quy cach dong goi:

Hop 4 vix 7 vién nang.

Bao quan:

Bdo quan trong bao bi, naikhbmét.trénhénh sang, nhiét do duGi 30°C.
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. Sirdyng qua liéu va diéu trj:
Cho dén nay cd rét it kinh nghiém vé viéc diing qua liéu c6 chi dich. CAc triéu chirng
duoc mo ta co lién quan dén viéc ding liéu 280mg 1a cac triéu chimg trén duong tiéu
hoa va tinh trang mét méi. Céc liéu don esomeprazol 80mg van an toan khi dung. Chua
oo chét giai doc dac hiéu. Esomeprazol gén két manh véi protein huyét twong va vi vay
khéng dé dang tham phan dugc. Trong trrong hop qué liéu, nén diéu trj tridu chimg va
st dung c4c bién phap hd tr tng quét.
Dwore Ie hoc:
Esomeprazole la dang dong phén S cla omeprazole trong diéu tri loét da day-14 trang,
bénh tréo ngurac da day-thirc quan va hdi chiing Zollinger-Ellison. Esomeprazol gan
Vi H' [K*-ATPase (con goi 1 bom proton) & té bao thanh clia da day, lam bat hoat hé
théng enzym nay, ngan can budrc cudi cling clia sy bai tiét acid hydrocloric vao Iong da
day. Vi vay esomeprazol cd tac dung (rc ché da day tiét leong acid co' ban va ca khi b
kich thich do bét ky tac nhan nao. Thubc tac dyng manh, kéo dai.
Cac thudc (e ché bom proton c6 tac dung (e ché nhung khong tiét tri dugc
Helicobacter pylori, nén phai phdi hop véi cic khang sinh (nhu amoxicilin, tetracyclin va
clarithromycin) méi cb thé tigt trir 6 hidu qua vi khuéin ny.
Dwore dong hoc:
Hép thu
Esomeprazol hap thu nhanh sau khi udng, dat ndng d cao nhét trong huyét trong sau
1-2 gior. Sinh kha dung clia esomeprazol tang Ién theo liéu ding va khi ding nhéc lai,
dat khodng 68% khi dung liu 20mg va 89% khi dung liéu 40mg. Thirc &n I3m cham kha
nang hép thu esomeprazol, nhung khong lam thay ddi co ¥ nghia tac dung ctia thude
dén 66 acid trong da day. Dién tich dwéi dudng cong (AUC) sau khi ubng mot liéu duy
nhét esomeprazol 40mg vao bira dn so véi lic doi gidm tir 43% dén 53%. Do d6
esomeprazol nén udng it nhat 1 giér trucre bira &n.
Phén bd:
Khoéng 97% esomeprazol gn vao protein huyét tuong.
Chuyén héa:
Thube bi chuyén hoa cht yéu & gan nhér hé enzym cytachrom P, isoenzym CYP2C19
thanh cc chét chuyén héa hydroxy va desmethyl khéing con hoat tinh, phan con lai
duoc chuyén hoa qua isoenzym CYP3A4 thanh esomeprazol sulfon. Khi ding nhéc lai,
chuyén hoa bwdc dAu qua gan va a6 thanh thai clia thudc giam, co thé do i
CYP2C19 bj trc ché. Tuy nhién, khang c6 hién luo'nlg tich Iﬁmthuéc khi diing mdi nga1y 1
CYP2C19 bi trc ché. Tuy nhién, Knong 6 hién twong fich Iy thudc khi dung mai ngay
an. &' mdt s6 ngudi vi thiéu CYP2C19 do di truyén (15-20% ngudi chau A) nén [am
chuyén hoa esomeprazol bi cham lai. O trang théi én dinh, gia tri AUC & nguoi bi thiu
enzym CYP2C19 tang khodng 2 &n so véi ngudi ¢ 60 enzym.
Thai trir:
| Théi gian bén thai khodng 1,3 gi¢r. Khodng 80% lidu udng dugre thai trir dwéi dang céc
chat chuyén héa khong c6 hoat tinh trong nwére tiéu, phin con lai dugrc thai triy trong
phan, Dudi 1 % thubc duwgc thai trir trong nurde tiéu,
O ngudi sty gan ndng, gia tri AUC' tinh trang dn dinh cao hom 2-3 Ian so véi ngudi co
chiic néng gan binh thudng, vi vay ¢6 thé phai xem xét gidm lidu esomeprazol & nhirng
b&nh nhan nay.
Cac nhém bénh nhén déc biét
Khodng 2,9 + 1,5% dan s6 khdng c6 enzym CYP2C19 va dugc goi 1a nhoém ngudi
chuyén hoa kém. O' nhirng ca nhan ndy, sy chuyén hoa clia esomeprazol duoc xic tac
boi CYP3A4. Sau khi diing liéu I3p lai esomeprazol 40mg, 1 an/ngay, mic tiép xic
theo nbng dd va thvi gian trung binh & ngudsi chuyén héa kém cao hon khoang 100%
$0 v6i bénh nhan co men chirc nang CYP2C19 (nhém ngudi chuyén héa manh). Nong
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Han dung: 2 nam ké tir ngay san xuét.
Tiéu chuan: TCCS.
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Package leaflet
R, - Prescription drug

EMANERA 20 MG GASTRO-RESISTANT CAPSULES

EMANERA 40 MG GASTRO-RESISTANT CAPSULES
Esomeprozole

Keep out of reach of children.
Read the instructions carefully before using.

Compositions:

Active :

Emanera 20 mg gastro-resistant capsules: Each gastro-resistant capsule contains
esomeprazole magnesium dihydrate equivalent 20 mg esomeprazole.

Emanera 40 mg gastro-resistant capsules: Each gastro-resistant capsule contains
esomeprazole magnesium dihydrate equivalent 40 mg esomeprazole.

Sugar spheres, Povidone K30, Sodium lauryl sulphate, Opadry Il White, Magnesium
carbonate, Methacrylic acid - ethyl acrylate copolymer, Talc, Macrogol 6000, Titanium
dioxide, Polysorbate 80.
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Dosage form: Gastro-resistant capsule.
Indication:

Adolescents from the age of 12 years:
Gastro-Oesophageal Reflux Disease (GERD)

« Treatment of erosive reflux oesophagitis

+ Long-term management of patients with healed oesophagitis to prevent relapse

+ Symptomatic treatment of gastro-oesophageal reflux disease (GERD)

In combination with antibiotics in treatment of duodenal ulcer caused by Helicobacterpylori

Adults
Gastroesophageal Reflux Disease (GERD)

+ Treatment of erosive reflux oesophagitis
+ Long-term management of patients with healed oesophagitis to prevent relapse
+ Symptomatic treatment of gastroesophageal reflux disease (GERD)




