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Each capsule contains 41.290mg esomeprazole magnesium equivalent to
esomeprazole 40mg.

For Indication, Contraindication, Precaution and Recommended dosage see enclosed package insert.
Keep out of the reach and sight of children.

Read carefully the package leaflet insert before use.

Do not use after the expiry date stated on the packaging.

Store in cool dry place, protect from light, at temperature below 30°C.

Store in the original package in order to protect from moisture.

Manufactured by: KRKA, d.d, Novo mesto,
Smarjeska cesta 6, 8501 Novo mesto, Slovenia
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Emanera 40 mg

Gastro-resistant capsules, hard
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Emanera| 40 mg

Gastro-resistant capsules, hard

@ Prescription drug

Emanera 40 mg
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Esomeprazole

2 8gastro-resistant capsules, hard
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EMANERA 20 MG GASTRO-RESISTANT CAPS
EMANERA 40 MG GASTRO-RESISTANT CAPr
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Dworc chét : Esomeprazole . *

Emanera 20 mg gastro-resistant capsules: Mdi vién nang khang acid da day chira
20,645mg esomeprazole magnesium dihydrat twong dwong véi 20 mg esomeprazole.
Emanera 40 mg gastro-resistant capsules: Moéi vién nang khang acid da day chwa :

(- 43,376 mg esomeprazole magnesium dihydrat twong dwong véi 40mg esomeprazole.

Tadwoc:

Sugar spheres, Povidone K30, Natri lauryl sulphate, Opadry Il White, Magie carbonate,

Methacrylic acid - ethyl acrylate copolymer, Talc, Macrogol 6000, Titan dioxide, Polysorbate

80.

Dang bao ché: Vién nang khang acid da day.

Chidinh:

Tré vithanh nién trén 12 tubi:

Bénh trao ngwoc da day thie quan (GERD)

-Diéu tri viém loét thuwc quan do trao nguoc.

-Phong nglra sy tai phatwem thwe quan.

-Diéutritriéu chung clia bénh trao nguwoc da day thyc quan.

Két hop véi cackhang sinh trong viéc diét triv Helicobacter pylori

Nguwoilén:

Bénh trao ngwoc da day thic quan (GERD)

-Diéu triviém loét thirc quan do trao nguoc

- Phong ngtra su tai phat viém thwe quan

- Qiéu tri triéu chirng cta bénh trao nguoc daday thic quan.

Két hop voi cac khang sinh trong viéc diét trir Helicobacter pylori

-Lamlanh vétloétdaday vata trang do Helicobacter pylori.

- Phong ngira téi phat loét da day & nhirng bénh nhéan bi nhiém Helicobacter pylori.

O nhirng bénh nhan dang dung NSAID

- Phong chéng loét & nhirng bénh nhan dang st dung NSAID hoac nhirng bénh nhan cé6

nguy co.

-Héichirng Zollinger - Ellison va cac trwong hop khac co kem theo tang tiét acid da day.

- Diéu tri kéo dai sau khi da diéu tri phong nglra tai xuat huyét do loét da day ta trang bang

dwong tinh mach.

Cachdung, lieudung

Cachdung: .

Uong thuoc vao thoi gian batky trong ngay. i

Cothé uongtrwcrc hoac sau khian. \>

Nuot ca vién thubc véinwdc, khong nhai hoéc nghién trude khn&‘g.
Liéu dung: N 3 v

Nguweilén va tré em trén 12 tudi

Bénh trao nguocda day thuc quan

-Didia i vidm thve gudn do trae ngw e 40 mg, maingay trong vong 4 tudn. Céthd dung thém

4 tuan nira dbivoinhirng bénh nhan van con viém.

-Diéu tri duy tri sau khi da khai viém thirc quan: 20mg méi ngay

-Piéu tri triéu chirng cta bénh trao nguoc da day - thwe quéan: 20mg m&i ngay néu bénh nhan

khong bj viém thic quan do trao nguockhoang 4 tuan.

Diéu tri két hop véi khéng sinh tiéu diét Helicobacter pylori:

20 mg Emanera két hop véi 1 g amoxicillin va 500 mg clarithromycin, ngay 2 1&n trong vong 7

ngay.

D6i véi nhiing bénh nhan dang st dung NSAID:

- Diéu tri loét da day do dung thudc khang viém NSAID: 20 mg méi ngay, trong vong 4 dén 8

tuan.

- Dy phong loét da day & nhirng ngudi cd nguy co’ cao vé bién chirng & da day - ta trang,

nhung cé yéu cau phai tiép tuc diéu tri bang thudc chéng viém khéng steroid: Uéng méi ngay

20mg.

Diéu trihi chiing Zollinger Ellison

Liéu kh&i dau khuyén cao la Emanera 40 mg, hai Ian/ngay Sau dé diéu chinh theo dap trng

cla tung bénh nhan va tiép tuc diéu tri khi con chi dinh vé mat lam sang.

Nguoi ton thuong chirc nang than

Khéng can phai diéu chinh liéu & bénh nhan tén thwong chire néng than. Do itkinh nghiém vé

viécdung thudc & bénh nhan.

Nguoi ton thwong chuc nang gan

Khong can giam liéu & ngudi ton thwong chire nang gan & mirc d6 nhe dén trung binh. O

bénh nhan suy gan nang, khéng nén dung qua liéu tbi da 20 mg esomeprazol.

Nguoicao tudi

Khéng can diéu chlnh liéu & ngueicao tudi.

Tré em dwéi 12 tubi

Chua co dir liéu nghién ciru khidung Emanera cho tré em duéi 12 tudi.

Chong chidinh:

- Ma&n cam véi esomeprazole, phan nhém benzimidazol hay bat ci thanh phan nao cla

thuéc.

- Khéng nén slr dung esomeprazole ddng thoi véi nelfinavir, atazanavir.

Canh baovathantrong

Khicé sw hién dién bat ky mét trieu chirng bao dong nao (nhuw la giam can dang ké khéng chu

y, non tai phat, khé nudt, nén ra mau hay dai tién phan den) va khi ngh| ng® hoac bi loét da

day nén loai trlr bénh ly &c tinh vi diéu tri bAng Emanera cé thé lam giam triéu chirng va lam

cham tré viéc chan doan.

Bénh nhan diéu tri thoi gian dai (d&c biét nhirng nguwoi da diéu tri hon 1 ndm) nén dugc theo

déithuong xuyén.

Bénh nhan diéu tri theo ché do khi can thiét nén lién hé véi bac sy néu co cactriéu chirng thay

doive dac tinh. Khiké toa esomeprazol theo che do diéu tri khi can thiét, nén xem xét dén moi

lién quan vé twong tac voi cac thude khac do ndng do esomeprazol trong huyét twong co thé

thay déi.

Khi ké toa esomeprazole dé diét triv Helicobacter pylori, nén xem xét cac twong tac thubc cé

thé xay ra trong phac dbd diéu tri 3 thubc. Clanthromycm la chét e ché manh CYP3A4 va vi

thé nén xem xét chéng chi dinh va twong tac déivei clarithromycin khi dung phac dé 3 thuée

cho bénh nhan dang dung céac thubc khac chuyen hoa qua CYP3A4 nhuw cisaprid.

Thubc nay cé chira dwéng sucrose. Bénh nhan cé cac van dé di truyén hiém g&p nhw khéng

dung nap fructose, kém hép thu glucose-galactose hoac thiéu sucrase-isomaltase khéng

néndung thubc nay.

Diéu tri bang thudc (rc ché bom proton cé thé lam ting nhe nguy co nhiém khuan dwéng tiéu

héa doSalmonella va Campylobacter .

Khéng khuyén cao dung dong thoi esomeprazole voi atazanavir. Néu sw phdi hop

atazanavir v&i thubc e ché bdm proton la khong thé tranh kh0| can theo ddi chat ché trén

oy
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lam sang khi tang liéu atazanavir dén 400mg két hop véi 100mg ritonavir; khéng nén s

dung qua 20mg esomeprazole.

Esomeprazole, ciing nhu cac thudc khang axit khac, céd thé lam glam hép thu vitamin
B,,(cyanocobalamin) do sw gidm hoac thiéu axit dICh vi. Diéu nay nén duoc can nhic &

nhung bénh nhan c6 giam du trr vitamin B,, hoac cé yéu té nguy co gidm hap thu vitamin B,

khi diéu tri dai han.

Esomeprazole la chat (e ché CYP2C19. Khi bt dau hay két thic diéu tri voi esomeprazole,

can xem xét nguy co twong tac thubc véi cac thubc chuyen héa qua CYP2C19. Ba cé ghi

nhan twong tac gitra clopidogrel va omeprazol. Khéng rd méi lién quan lam sang cla twong

tac nay. Nhw 1a mot bién phap than trong, khéng khuyén khich ding déng théi esomeprazol

va clopldogrel

D4 c6 cac bao céo vé gidm magié mau néng & nhirng bénh nhan diéu tri bang thubc trc ché

bom proton (PPI) nhw esomeprazole trong it nhét 3 thang, va trong da sb cac trwcmg hop 13

trong 1 nam. Biéu hién nang cla giam magié mau nhw mét méi, co clrng, mé sang, co giat,

choang vang va loan nhip that cé thé xay ra nhwng kh&i phat am tham va khong duoc lwy

tam. O da sd cac bénh nhan, tinh trang gidm magié mau dwoc cai thién sau khi st dung liéy

phap magié thay théva ngung strdung PPI.

Déi véi cac bénh nhan can duoc dleu tri keéo dai hoac nhirng bénh nhan dung dong thoi PPI

va digoxin hoac cac thudc khac co the gay ha magié mau (vi du nhw cac thube lgi tiéu), nhan

vién y t& nén can nhac dinh lwong néng dd magié mau trwdc khi bat dau diéu tri PPI va dinh

ky theo doi trong quatrinh diéu tri.

Cac thubc (rc ché bom proton, dac biét khi dung ligu cao va trong thoi gian dai (> 1 nam), co

thé lam tang nhe nguy co géy Au’o’ng héng, xwong cb tay va cot séng, dic biét & bénh nhan

cao tudi hoac khi cé si hién dién cla yeéu t6 nguy co khac. Cac nghién ctru quan sat chira

réng céac thubc trc ché'bom proton c6 thé 1am tang tong thé nguy co gay xwong khoang 10-
40%. M6t phan trong murc tdng nay co thé do cac yéu té nguy co khac. Bénh nhan co nguy co

loéng xwong nén dwoc cham séc theo cac huéng dan 1am sang hién hanh va nén dwoc b

sung mét Iuong vitamin D va calcium thich hop.

Twong tac voi cac xétnghiém

Svtang nong dd Chromogranin A (CgA) cé thé can thiép vao viéc dé tim cac khdi u than kinh

ndi tiét. Nham tranh sy can thiép nay, nén tam thoi ngirng diéu tri bé&ng esomeprazol it nhat

nam ngay truéc khidinh lwong CgA.

Phu nircé thaivachoconbu

Tho&i ky mang thai:

Chwa c6 di dir liéu lam sang vé viéc dung Emanera trén phu ni¥ cé thai. Khi ding hén hop

dbdng phan racemic ctia omeprazol, di liéu trén sé lwong I&n phu nir cé thai cd dung thuéc tiy

cac nghién ctru dich té chirng t6 thubc khéng gay di tat hoac ddc tinh trén bao thai. Céc

nghién clru vé esomeprazole trén dong vat khéng cho thay thubc cé tac ddng cé hai trirc tiép

hay gian tiép trén sy phat trién clia phdi/thai nhi. Cac nghlen clru trén déng vat véi hén hop

racemic cling khong cho thdy co tac déng co hai trye tiep hay gian tiép trén tinh trang mang

thai, sw sinh n& hodc s phat trién sau sinh. Nén than trong khi ké toa cho phu ni co thai,

Théiky cho con bu: )

Ngu¢&i ta chwa biét esomeprazole co tiét qua stra me hay khdng. Khong cé nghién ciru nao

trén phu nir cho con bu dwoc thwe hién. Vi vay, khéng nén dung Emanera trong khi cho con

ba.

Anh hwéng caa thube 1én kha nang lai xe va van hanh may méc

Emanera khdng &nh hwéng dén lai xe va van hanh may méc.

Twong tac thuoc‘.

Cac nghién clru vé twong tac thube méi chi dwoc thire hién & ngudri Ion.

Téac dong ctia esomeprazole trén dwoc ddng hoc clia cac thube khac

01 VOl nhing thudc hap thu phy thuoc do pH

Tinh trang giam d6 axit da day khi diéu tri bang esomeprazole va cac PPI khac co thé lam
giam hay tang sw héap thu clia cac thubc khac cé co ché héap thu phu thuéc pH da day. Giéng
nhw céac thubc lam gidm dé axit da day khac, sw hap thu cla cac thuéc nhuw ketoconazol
itraconazol va erlotinib cé thé gidm va sw hép thu clia digoxin cé thé tang Ién trong khi diéu tri
v&i esomeprazole. Dung ddng thdi omeprazol (20mg/ngay) va digoxin & cac déi twong khoe
manh 1am téng sinh kha dung cta digoxin khoang 10% (lén dén 30% ¢ 2trén 10 dbitwong
nghién ctru). Hiém c6 cac bao céo vé ddc tinh clia digoxin. Tuy nhién, canthan trong khidung
esomeprazol Ileu cao & bénh nhan cao tudi. Can tang cwong theo doi diéu tri bang digoxin.
Pa cb bao cao rang omeprazole twong tac voi mot so chét (rc ché men protease. Chwa ro
tam quan trong vé 1am sangvaco ché tac dong clia cac twong tac da dwoc ghinhén. Tang dé
pH da day trong qua trinh diéu tri voi omeprazol cé thé dan téi thay déi sy hap thu clia chat rc
ché men protease. Co ché twong tac khac co the xay ra la thong qua si trc ché enzym
CYP2C19. Déi voi atazanavir va nelfinavir, giam ndng do thubc trong huyet thanh da dwoc
ghi nhan khi dung chung v&i omeprazol, do d6 khéng khuyén céo dung dong thoi cac thuéc
nay.

O nguoi tinh nguyén khée manh, st dung dong thai omeprazol (40mg, 1 Ian/ngay) va
atazanavir 300mg/ritonavir 100mg lam giam dang ké ndéng dd va thoi gian tiep xuc
atazanavir (giam AUC, C,va C_,, khoang 75%) Tang liéu atazanavir dén 400mg da khong
bu trlr tdc dong cla omeprazol trén néng do va thoi gian tiép xuc atazanawr
Dung phédi hop omeprazol (20mg, 1 Ian/ngay) voi atazanavir 400mg/ritonavir 100mg o]
ngudi tinh nguyén khoe manh lam glam khoang 30% néng dé va th&i gian tiép xuc
atazanavir khi so sanh véi ndng dé va théi gian tiep xuc ghi nhan trong tredng hop dung
atazanavir 300mg/ritonavir 100mg, 1 Ian/ngay ma khong dung omeprazol 20mg, 1 Ian/ngay
Dung phéi hop vé&i omeprazol (40mg 1 1an/ngay) lam giam tn sb trung binhAUC, C,,, va Cm.,.
cta nelfinavir khoang 36-39% va gidm khoang 75-92% tri s6 trung binh AUC, Crax V@ C..Cla
chét chuyén héa hoattinh c6 tac dong duwoc ly M8. Déi véi saquinavir (su dung ddng thoi voi
ritonavir), tang néng do thuoctrong huyét thanh (80- 100%) khidung dong thoi véi omeprazol
(40mg, 1 lan/ngay). Diéu tri VoI omeprazol 20mg, 1 lan/ngay, khéng anh hwéng dén s tiép
xuc clia darunavir (kh| dung déng thoi voi ritonavir) va amprenavir (khi dun déng thm Vi
ritonavir). Diéu tri voi omeprazole 20mg, 1 lan/ngay, khéng @nh hwéng dén sy tiép xac
amprenavir (st dung hay khong st dung voi ntonawr) Diéu trj véi esomeprazole 20mg 1
Ian/ngay khong anh huéng dén sy tiép xuc cla amprenavir (str dung hay khong st dung
ddng thai véi ritonavir). Didu tri véi omeprazol 40mg, 11an/ngay khéng anh huong t&i su tiép
xuc cua lopinavir (st dung dong thoi vai ritonavir). Do tac dong dugc lwc va cac dac tinh
dwoc déng hoc twong ty cuia omeprazol va esomeprazol khong khuyén cao str dung
esomeprazole ddng thoi véi atazanavir va chéng chi dinh sir dung esomeprazole dbéng thoi
v&inelfinavir.

Nhiing thube chuyén héa qua CYP2C19

Esomeprazol ¢ ché CYP2C19, men chinh chuyen héa esomeprazole. Do vay, khi
esomeprazole dwoc dung chung véi cac thube chuyen héa bdng CYP2C19 nhw diazepam,
citalopram, |m|pram|n clomipramin, phenytoin..., nong dé cac thudc nay trong huyét twong
co thé tang va can giam Ileu dung. Dieu nay can dwoc dac biét chu y khi ké toa esomeprazole
theo ché do diéu tri khi can thiét. Dung ddng thoi véi esomeprazole 30mg lam giam 45% do
thanh thai diazepam (mot co chét cua CYP2C19) Khi dung déng théi véi esomeprazole
40mg lam tang 13% nong do day (trough) ctia phenytoin trong huyet twong & b&nh nhan
dong kinh. Nén theo déi nong d6 phenytoin trong huyét twong khi bét dau hay ngung diéu tri
v&i esomeprazole. Omeprazol (40mg, 1 lan/ngay) lam tang 15% C,, va 45% AUC cla
voriconazol (mét co chatclia CYP2C19).

Khi dung dong th&i 40mg esomeprazole & nguoi dang diéu tri bang warfarin trong mét thr
nghiém lam sang da cho thay thei gian dong mau & trong khoang cé thé chap nhan. Tuy vay,
sau mot thoi gian lu hanh thube da ghi nhan cé moét sé rét hiém treéeng hop tang |INR dang
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ke trén lam sang khi diéu tri dbng thoi hai thudc trén. Nén theo déi bénh nhan khi bét dau va
khi cham dwt dieu tri dong thoi esomeprazole véi warfarin hodc cac dan chéat khac cla
coumarin.

Omeprazol, cling nhuw esomeprazole, hoat ddng nhuw cac chat trc ché CYP2C19. Trong mét
nghién ctru chéo, omeprazol siv dung v&i liéu 40mg trén dbi twong khde manh da lam tang
C.... vaAUC cua cilostazol twong trng 18% va 26% va C,, va AUC clia mot chat chuyén héa
cd hoat tinh cta né twong trng 29% va 69%.

O nguwoi tinh nguyén khée manh, khi dung chung vé&i 40mg esomeprazole, dién tich dui
dudng cong bieu dién nong do cisaprid trong huyét twong theo thoi gian (AUC) tanglén 32%
va thoi gian ban thai cisaprid kéo dai thém 31% nhwng néng dé dinh cisaprid trong huyét
twong tang I1én khong dang ké. Khoang QTc hoi kéo dai sau khi dung cisaprid riéng 18, khéng
bikéo dai hon nira khi dung déng thoi cisaprid voi esomeprazol.

Esomeprazole da duoc chirng té 1a khéng cé tac ddng dang ké vé lam sang trén dwoc dong
hoc ctia amoxicillin, quinidin.

Nhirng nghién ctru ngan han danh gia viéc slr dung ddéng thoi esomeprazole voi naproxen
hay rofecoxib chwa xac dinh dwoc bat cir twong tac duoc déng hoc nao lién quan vé mat lam
sang.

Két qua tir cac nghién ciru trén déi twong khée manh da chi ra twong tac Dwoc dong/Duoc
lwe (PK/PD) gira clopidogrel (lieu nap 300 mg/liéu duy tri hang ngay 75mg) va esomeprazol
(40mg udng 1 lan/ngay) dan dén giam néng dé va thoi gian tiép xac voi chat chuyen héa cé
hoat tinh cuia clopidogrel trung binh 40% va giam sy trc ché téi da két tap tiéu cau (gay ra boi
ADP) trung binh 14%. )
Trong mét nghién ciru trén nguoi khde manh, khi st dung doi'g thoi clopidogrel v&i phoi hgp
lieu co dinh esomeprazole 20mg + ASA 81mg, néng dd va thoi gian tiép xuc cua chat (:huyén
hda co hoat tinh cla clopidogrel giam géan 40% so vé&i st dung clopidogrel don thuan. Tuy
nhién, mirc d6 toi da (rc ché két tap tiéu cau (gay bdi ADP) trén nhirng doi twong nay la nhu
nhau & nhém clopidogrel don thuan va nhém clopidogrel phdi hop voi (esomeprazole +
ASA).

S6 liéu chwa nhat quan vé biéu hién lam sang clia twong tac Dwoc dong/Duoc luc cla
esomeprazole trén cac bién c tim mach chinh da dwoc bao céo tir cac nghién ctru quan sat

va nghién ctru 1am sang. Nh&m muc dich than trong, viéc dung déng thei clopidogrel khéng\\Q
duwockhuyén khich. =

Chua biét coché =
Viéc slr dung dong thoi véi esomeprazole da dwoc bao cao lam tang ndng dé huyét thanh
cla tacrolimus. )

Khi dung déng thoi cac PPI, ndng dé methotrexat dwoc bao céo la tang 1én & mot sO bénh
nhan. Khidung lieu cao methotrexat, nén can nhéac dirng tam théi esomeprazole.

Anh huédng cua cac thudc khac trén dwoc ddng hoc clia esomeprazole: .
Esomeprazole dwoc chuyén héa bdi CYP2C19 va CYP3A4. Khi ~dung dong thoi
esomeprazole v&i mét chéat (rc ché CYP3A4, clarithromycin (500 mg, 2 lan/ngay) lam téng
gap déidién tich duoi duong cong (AUC) clia esomeprazole. Dung dong th&i esomeprazole
cung v&i mot chat tre ché ca hai CYP2C19 va CYP3A4 cé thé lam tang hon hai lan ndng do
va thoi gian tiép xuc clia esomeprazole. Chat (rc ché CYP2C19 va CYP3A4 voriconazol lam
tang AUC cua omeprazol Ién 280%. Khong can diéu chinh liéu esomeprazole thudng xuyén
trong nhirng tinh huéng nay. Tuy nhién, sy diéu chinh liéu can dwoc lwu y & nhivng bénh nhan
suy gan nang hoac diéu tri lau dai.

Cac thudc cam irng CYP2C19 hoac CYP3A4 hoac ca hai (nhu rifampicin va co St. John's) cé
thé gay giam nong dé esomeprazole huyét thanh do tang chuyén héa esomeprazole.

Tac dung khéng mong muén:

Cac phan trng ngoai y do thudc sau day da dwoc ghi nhan hay nghi ngo trong cac chuong
trinh nghign ey lam sang cia esomeprazol va theo ddi sau ki thubc ra thitrudng. Khéng cd
phan (rng nao lién quan dén liéu dung. ) )

Céc phan trng nay dugc xép theo gén suat xay ra: Rat thwong géap > 1/10; thwong gap 2
1/100 @én < 1/10; it gap 2 1/1000 dén < 1/100; hiém g&p = 1/10.000 dén < 1/1000; rat hiém
gép < 1/10.000; chwa biét (khéng thé dy doan tir cac dir liéu dang cd).

R&i loan ca xuong Gay xuong | Pau khép, Yéu co.
va mo lién két. héng, c8 dau co.
tay va cot
séng .
Réi loan than va Viém than ké;
tiét niéu 3 mot s
bénh nhan
tinh trang suy
than di kem
da dudc bao
cao.
R&i loan hé sinh N{r héa tuyén
san va tuyén vu. vi.
Céc réi loan téng Khé &, tang
quat va tai chd tiét md héi.

Strdung qua liéu va diéu tri:
Cho d@én nay c6 rét it kinh nghiém vé viéc dung qua liéu cé chi dich. Cac triéu chirng duoc
mo ta co lién quan dén viéc dung liéu 280mg la cac triéu chirng trén dwéng tiéu hoa va tinh
trang mét méi. Cac liéu don esomeprazol 80mg van an toan khi dung. Chua cé chét giai doc
dac hiéu. Esomeprazol gan két manh véi protein huyét twong va vi vay khong dé dang tham
phan dugc. Trong treong hop qua liéu, nén diéu tri triéu chirng va sir dung cac bién phap hd
tro téng quat.
Dworc Iwe hoc: .
Esomeprazole la dang dong phan S clia omeprazole trong diéu tri loét da day-ta trang, bénh
trao ngwoc da day-thwe quan va hoi chirng Zollinger-Ellison. Esomeprazol gan voi H /K-
ATPase ( con goi la bom proton) & té bao thanh clia da day, lam bat hoat hé thong enzym né‘y.
ngdn can buwéc cudi cung cua sw bai tiet acid hydrocloric vao long da day. Vi vay
esomeprazol cé tac dung trc ché da day tiét lwong acid co ban va ca khi bi kich thich do bat ky
tac nhan nao. Thuébc tac dung manh, kéo dai.
Cac thubc tre ché bom proton c6 tac dung trc ché nhwng khong tiét trir dwoc Helicobacter
pylori, nén phai phéi hop véi cac khang sinh ( nhw amoxicilin, tetracyclin va clarithromycin)
m&i cé thé tiét trir cé hiéu qua vikhuan nay.
Dwoc dong hoc:

ap thu
Esomeprazol hap thu nhanh sau khi ubng, dat néng d6 cao nhét trong huyét twong sau 1-2

—
\g+9 Sinh kha dung clia esomeprazol tang Ién theo lieu dung va khi ding nhéc lai, dat khoang

68% khi dung liéu 20mg va 89% khi dung liéu 40mg. Thére &n lam cham kha nang hép thu

esomeprazol, nhung khéng lam thay déi c6 y nghia tac dung clia thuéc dén d6 acid trong da

day. Dién tich dwdi dwdng cong (AUC) sau khi uong mét liéu duy nhat esomeprazol 4‘Om9

vao blra an so v&i lic doi giam tir 43% dén 53%. Do dé esomeprazol nén uéng it nhat 1h

trwdcbira an.

Phan bé: )

Khoang 97% esomeprazol gan vao protein huyét twong.

Chuyén héa:

Thudc bi chuyén héa chd yéu & gan nhé hé enzym cytochrom P, isoenzym CYP2C19
thanh cac chét chuyén hoa hydroxy va desmethyl khong con hoat tinh, phan con lai dugc
chuyén hoa qua isoenzym CYP3A4 thanh esomeprazol sulfon. Khi dung nhac lai, chuy{en
héa bwéc dau qua gan va dé thanh thai cla thudc giam, cé thé~do isoenzym CYP2C19 bi &rC
ché. Tuy nhién, khéng cé hién twong tich Idy thudc khi dung moingay 1 lan. O’ mét s6 nguol
vi thiéu CYP2C19 do di truyén (15-20% nguwdi chau A) nén lam chuyén hoa esomeprazol bi
cham lai. O trang thai 6n dinh, gia tri AUC & nguéi b thiéu enzym CYP2C19 tang khoang 2
l&n so v&i ngudi co di enzym.

Thai tre: )
Nira doi trong huyét trong khoang 1,3 gio. Khodng 80% liéu ubng duworc thai trir dwéi dang
cac chat chuyén hoa khéng cé hoat tinh trong nudc tiéu, phan con lai duoc thai trey trong
phan. Dwéi 1 % thude dwoc thai trir trong nwée tieu.

O ngudi suy gan nang, gia triAUC 6 tinh trang 6n dinh cao hon 2-3 1&n so v&i ngudi cé chic

Cac co quan bi Thudng Khéng Hiém gip Rat hiém gap | Khéng nang gan binh thudng, vi vay c6 thé phai xem xét giam liéu esomeprazol & nhirng bénh nhan
rdi loan gap thudng biét nay.
) gip dén Céac nhém bénh nhan dac biét
R6i loan mau va Giam bach Mat bach cau Khoang 2,9+1,5% dan s6 khéng co enzym CYP2C19 va duwoc goi la nhom ngudi chuyén
hé bach huyét cau, giam hat, giam toan hoa kém. O nhitng ca nhan nay, s chuyén hoa cua esomeprazole duoc xdc tac bgi
tiéu cau. thé huyét cau. CYP3A4. Sau khi dung liéu I3p lai esomeprazole 40mg, 1 1an/ngay, mic tiép xtc theo néng
Réi loan hé mién Phan (ing dé va thi gian trung binh & ngudi chuyén héa kém cao hon khoang 100% so véi bénh nhan
dich qua man nhu c6 men chirc nang CYP2C19 (nhém ngudi chuyén héa manh). Néng d6 dinh trung binh
'r::é’r:' g:gn trong huyet twvong tang khoang 60%. S khac biét twong tw ciing duoc ghi nhan déi véi
(ng phan esomeprazole tiém tinh mach. Chuyén hoa cla esomeprazole khéng thay doi dang ké ¢
vé/séc phan bénh nhan cao tudi (71 - 80 tudi). ) .
Va. Sau khi dung lieu don esomeprazole 40mg, mirc tiép xdc theo ndng dd va thei gian & phu ni
RGi loan chuyén Phi ngoai | Gidm natri Giam magié cao hon nam gici khoang 30%. Khong ghinhan cé su khac biét vé mirc tiép xtic theo néng dg
héa va dinh bién. mau. mau; giam va thoi gian gilra cac gi¢i tinh sau khi dunglieulaplai1 lan/ngay.
dudng magié mau_ S chuyén héa clia esomeprazole cé thé bj suy gidm & bénh nhan réi loan chirc nang gan tu
néng c6 thé nhe dén trung binh. Téc d6 chuyén héa gidm & bénh nhan réiloan chirc ning gan nang, dan
lién quan toi dén lam tang gép déi murc tiép xtic theo ndng do véi thoi gian cla esomeprazole. Vi vay,
it khong dung qua liéu t6i da 20mg & bénh nhan réi loan chirc nang gan nang. Esomeprazole
mau. Giam < . X 2 P . a . . . ~ s g A 2 -
magié mau hOf’;lC cac chat crjuyep hoa cpmh lghong cd khuynh hwéng tich Gy khidung 1 lan/ngay. Nhirng
ciing c6 thé ghinhan nay khéng anh hudng dén lieu lvong esomeprazole.
dan dén gidm Bénh nhan suy giam chirc néng cacco quan )
kali mau. S chuyén héa cliia esomeprazole c6 the bi suy giam & bénh nhéan réiloan chirc nang gan tiy
R6i loan tam than Mat ngu. Kich dong, It | Néng nay, ao nhe dén trung binh. Téc dd chuyén héa gidm & bénh nhan réi loan chirc nang gan nang, dan
lan, tram giac. dén lam tang gép ddi AUC clia esomeprazole. Vi vay, khéng dung qua liéu tbi da 20 mg &
i cam. bénh nhan réi loan chirc ndng gan néng. Esomeprazole hodc cac chéat chuyén hoa chinh
Réi loan hé than Nhic dau. | Choang Réi loan vi khéng cé khuynh hwéng tich Iy khi dung 1 1an/ngay.
kinh vang, di A, Chua c6 nghién ctru nao dugc thyc hién trén bénh nhan gidm chirc nang than. Vi than chiy
sz’ e trach nhiém trong viéc bai tiét cac chat chuyén hoa clia esomeprazole nhung khéng chiu
o - g s trach nhiém cho sy dao thai thubc dui dang khéng ddi, ngudi ta cho Ia sw chuyén hoa cia
6i loan mat Nhin mad. A S N e ; & &
R logn tal va mé Chéng mat, _?fg?rﬁprazole khdng thay doi & bénh nhan suy gidm chirc nang than.
5 ey Co & phE Tré vi thanh nién 12-18 tudi: Sau khi sir dung liéu Iap lai 20mg va 40mg esomeprazole, téng
nguc va trung that quan. nong dd va Ehm gian tiep xuc (AUC) va th&i gian dat nong d6 toi da trong huyét twong (t,,) &
RGiloan tiéuhéa | Paubung, | Kho Viém miéng, Viém tré 12-18 tudi twong tw nhw & nguwéi lén di véi ca hailiéu esomeprazole.
téo bin” miéng. g“‘ég‘d fai Quy cach déng géi: ZOANAR
tiéu chay, andida rang vi A 7 ia =)
déy buqé, dudng tiéu thé. ggg:x;ﬂ viennang. \;0/- N ;\\
:g;’" non/ hea, B&o quan trong bao bi, noikhd mat, tranh anh sang, nhiét do du¢i 30°C ngpsf(;:(, \‘ ol
R&i loan gan mat Tang men | Viém gan cb Suy gan, bénh ‘;‘-,\\ Bexa t.am Fay t[e S s X s TAI rp H,Z; NOI/ O 1/’
gan. hoac khong ndo & bénh — f“;:xv%Hﬁn dung. 2 nam k? tw ngay san xuat. = ' /A }
vang da. nhan da cé A RN T.:!eu chuan: Nha san xuét. : /Qj\\/
bénh gan. / 4 \ S ~ N {“\//
R6i loan da va mé Viém da, Héi dau, nhay | Héng ban da X L -
dudi da ngita, néi cam vdi anh dang, hoi San xuat bai: Dang ky bédi:
man, mé sang. chiing KRKA, D.D., NOVO MESTO - D
day. Stevens- TUQ.CUC ’§ o ’
Johnson, hoai AR mafjeska cesta 6, S.LA (TENAMYD CANADA) INC
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