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ESOMEPRAZOL 20mg

OF THUGC XA TAM TAY Tné £
DOO KY HUONG DAN 8U DUNG TRUGE KiHI DUNG
THONG BAO NGAY CHO DAC 8Y HOAC DUGE 8¢ NHONG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI 8U DUNG THUGC
THUOC NAY CHI DUNG THEO DON CUA BAC §Y
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC §F

THANH PHAN CONG THUC THUOC 1 vidn nang cung
Thanh phiin duge cht: Esomeprazole. ... ‘ 20mg
[Dudi dang esomeprazole magnesium pellets (dudl dang Esomeprazole
magnesium trihydrate) 22,5%)

Thanh phin ta duge gém: mannitol, magnesium carbonate, disodium hydrogen
ortho phosphate, starch, sugar, sugar spheres, hydroxy propyl methyl
cellulose, methacrylic acid copolymer, sodium hydroxide, diethyl phthalate,
titanium dioxide, tale, polysorbate-80) cé trong thanh phdn esomeprazole
magnesium peliets 22,5%, talc Looviadu .. 1viénnang clng
DANG BAO CHE; vien nang ciing

MO TA SAN PHAM: Vién nang ciing, nang s 4, mau tim-tim, bén trong chia
céc hat hinh ciu mau trdng hode triing nga.

CHIBINH:

Ngudi 16n:

Bénh trao nguge da day - thue quan (GERD)

- Didu trj vidm xude thye quan do trio nguge

- Biéu trj dal han cho bénh nhan viém thyc quan dé chia lanh dé phong nauia tai
phat

- Bidu tri trigu chiing bénh trao ngugc da day - thic quan (GERD).

K&t hgp voi mot phac db khang khudn thich hap dé tigt tris Helicobacter pyloriva
«Chira lanh loét ta trang c6 nhidm Helicobacter pyloriva

- Phong ngua 1ai phat loél dg day-ta trang O bénh nhén loét ¢é nhidm
Helicobacter pylori.

Bonh nhan cén diéu tri bling thudc khang viém khéng steroid (NSAID) lién tyc:

- Chiia lanh loét da day do dung thude NSAID

- Phong ngua loét da day-1a trang do dung thudc NSAID & bénh nhan c6 nguy cd
Diéu tri kéo dai sau khi da didu tri phong ngua tai xusit huyét do loét da day ta
trang duong tinh mach.

Bibu tri hol chung Zollinger - Ellison.

Tré vithanh nién ti 12 tuditrd 1&n:

Bénh trao nguge da day - thyc quan (GERD)

- Dibu tr| vibm xudce thyc quan do trao nguge

- Diéu tri dai han cho bénh nhan viém thiic quan da chia lanh d8 phong ngiia tai
phat

- Bidu trjtridu ching bénh trao ngugc da day - thyc quan (GERD).

K61 hgp véi khang sinh trong didu tr| loét ta trang do Helicobacter pylori.

CACH DUNG VA LIEUDUNG:

- Céach ding: Thude ké don, dung theo chi dinh cla thdy thube, dung dudng
uéng.

Nén nubttoan bb vién cung véi nude. Khoéng nén nhai hay nghién natvién.

D61 v6i bénh nhan khé nudt, ¢ thé md vién nang va phan tan cac vi hat trong
nita ly nudc khong chita carbonat. Khéng dung céc chét léng khdc vi 16p bao tan
trong rudt cé thé bi hoa tan. Khudy va uéng dich phan tan chia vi hat nay ngay
1ap tc holic trong véng 30 phut. Trang ly lai bang nira ly nude va udng. Khéng
dugc nhai hofic nghién nét cac vi hat nay.

D6i vdi bénh nhan khéng thé nudt dugc, cé thé phan tan cac vi hat trong nudc
khéng chua carbonat va dung qua 6ng théng da day. Quan trong Ia phai kiém
tra cén than sy thich hgp claloai bdm tiém va 6ng théng chon lya.

- Li6u dung:

*Ngudi 160 va tré vi thanh nién 1 12 téitrd 1&n:

Bénh trao ngudc da day-thyc quan (GERD)

- Dibu trf viém xudc thyc quan do trao ngugc: 40 mg, 1 ldn/ngay trong 4 tuén.
Nén diéu tr| thém 4 tuln nua cho bénh nhan viém thyc quan chua duge chiia
lanh hay viin ¢6 trigu chung dai d&ng.

- Diéu tr dai han cho bénh nhan viém thyc quan da chia lanh dé phong ngua tai
phat: 20 mg, 1 14n/ngay.

- Bibu tr| tribu ching bénh trao ngugc da day-thyc quan (GERD): 20 mg, 1
1n/ngay & bénh nhan khong bj viém thyc quan. Néu khong kiém soét dugc
triéu ching sau 4 tuéin, bénh nhan nén dugc tham do cdn 1am sang ky hon dé
xéc dinh chén doén. Khi da hét trigu chung, co thé duy tri sy kiém soat triéu
ching véi liéu 20 mg, 1 14n/ ngay. O ngudi 1dn c6 thé s dung ché dé diéu tri khi
chn thiét vl liéu 20 mg, 1 14n/ngay. & nhiing bénh nhan trao ngugc da day thuc
quén (GERD) dang st dung NSAID ¢6 nguy cd phat trién loét da day ta trang,
khéng khuy@n céo kiém sodt céc tridu ching bAng ché d6 dibu trj khi can thiét.
Nguaiion:

Kéthgp vai mot phac d6 khang khudn thich hgp dé tigt tru Helicobacter pyloriva
- Chitalanh loétta trang c6 nhibm Helicobacter pylori va

- Phong ngua tal phat loét da day-ta trang & bénh nhan loét c6 nhidm
Helicobacter pylori. ’
Esomeprazole 20 mg, amoxicillin 1 g va clarithromycin 500 mg, 1at cd dung 2
lAn/ngay trong 7 ngay

B6nhnhan cén didu tr] bAng thudc khang viém khong steroid (NSAID) lién tuc:

- Chita lanh loét da day do ding thue NSAID: lidu thong thudng 20 mg, 1
Ién/nghy. Théi gian didu trilh 4-8 tulin,

- Phong ngua loét da day va loétté trang do ding thue NSAID d bgnh nhéan cé
nguy cd: 20 mg, 1 14n/ngay.

Bibu ir] kéo dal sau khi 08 didu tr phong ngua 14l xust huyé1 do loét da day ta
tring dudng finh mach: 40 mg x 1 18n/ ngay, trong 4 tulin,

ibutr hol chimg Zollinger Ellison:

Libu khisi dfu khuy6n ctp 1a psomoprazole 40 mg, 2 16n/ngay. Sau d6 diéu
chinh li6u theo dip Ung cha ting bonh nhan va tigp tye diéu tri khi con chi dinh
v matihm sang

Cde dd Wy Wm shng oho thly phin idn bénh nhén duge ki sobt v
esomeprazote lidu 11 BO-160 mg/nghy. Khi idu hang nghy 190 han B0 Mg, nérn
ohia lidu dung thanh 2 n/ngay

*Ted vithanh nidn tir 12 1w ird 1en

Dibu ir} loat 14 trang do Helicobacter pylor!

Khi lva chon lidu phap phéi hop thich hgp, cn xem 1t hudng dhn chinh e
oln quéc gia, ving vi dia phudng vé sy 88 khang ola v khudin, thés gian Gidu 1
(théng thuding Ia 7 nghy nhung d6i khi co thé 16n 101 14 nghy), vk chch ding che
thubc khang khuin thich hop. Qué trinh didu 1r) cln duge theo dbi béi chuysn
viény 18

Lidu dung khuyén cao 1

30 - 40 kg: két hgp 2 khang sinh: ding dbng thai esomeprazole 20 mg
amoxicillin 750 mg va clarithromycin 7,5 mg/kg can néing, 18t c& dung 2 hn/
ngay, trong 1 wén

> 40 kg: két hop vdi 2 khdng sinh: ding déng thdi esomeprazole 20 mg
amoxicillin 1 g va clarithromycin 500 mg, t4t ¢ ding 2 in/ ngay, trong 1 tufin.
Khong cén phai diéu chinh liéu & bénh nhan 18n thuong chic ndng than. Do i
kinh nghiém vé viéc dang thude & bénh nhan suy than ndng, nén thén trong khi
di8u trj & clc bénh nhan nay.

*Nguditén thuong chic nang gan

Khéng cén phdi diéu chinh liéu & bénh nhan t8n thuong gan & mdc 46 1 nhe
dén trung binh. G bénh nhan suy gan nang, khéng nén ding qué liéu I15i da 1a
esomeprazole 20 mg.

*Ngusi cao tudi: Khong cén diu chinh liéu & ngusi cao tudi.

*Tré em dudi 12 tubi: dang bao ché& khéng phis hop cho d6i tugng nay

Khong cé yéu cdu dac biétvé xii Iy thubc sau khi sir dung.

CHONG CHIBINH:

Qué mén véi esomeprazole hoic céc thubic e ché bom proton khéc, hodc qué
mAn véi bat ky thanh phin nao cda thude

Khong nén si dung esomeprazole déng théi véi neffinavir

CANH BAO VA THAN TRONG KHI DUNG THUSC:

Thudc cé chita mannitol nén bénh nhan bj réi loan di truyén hiém gip nhu
khéng dung nap fructose khdng nén ding thudc nay.

Khi co b&t ky mét triéu ching bao ddng nao (nhu I2 gidm c&n déng k& khéng
chii y, nén téi phat, khé nuét, ndn ra mau hay dai tién phan den) va khi nghi ngd
hoac bj loét da day nén loai trif bénh Iy 4c tinh vi diéu tri bang esomeprazole 6
thé Iam gidm triéu chung va lam cham tré viéc chdn doan

Bénh nhan diéu trj thai gian dai (dac biét nhiing nguéi da diéu tri han 1 nam)
nén dugc theo doi thudng xuyén.

Bénh nhan diéu tri theo ché dd khi cdn thiét nén lién hé vdi béc sy néu cé céc
triéu chiing thay d8i vé dac tinh. Khi ké toa esomeprazole theo ché a6 diéu iri
khi c&n thiét, nén xem xét dén méi lién quan vé tuong tac véi cac thude khac do
néng dé esomeprazole trong huyét tudng cé thé thay déi.

Khi ké toa esomeprazole dé diét tri Helicobacter pylori, nén xem xét cac tuong
tac thudc cé thé xay ra trong phéc dé diéu trj 3 thuSc. Clarithromycin la chét dc
ch& manh CYP3A4 va vi thd nén xem xét chdng chi dinh va tuong tac 48i véi
clarithromycin khi dung phac dé 3 thuéc cho bénh nhan dang dung céc thubc
khac chuyén hoa qua CYP3A4 nhu cisaprid.

Diéu tri bang thudc Uc ché bdm proton c6 thé [am tang nhe nguy co nhiém
khu#n duding tiéu héa do Salmoneliava Campylobacter.

Esomeprazole, cling nhu céac thudc khang acid khéac, cé thé lam giam hap thu
vitamin B12 (cyanocobalamin) do sy gidm hoéc thiéu acid dich vi. Diéu nay nén
dugc can nhéc & nhiing bénh nhan gidm du tril vitamin B12 hodc c6 yéu t& nguy
cd giam hap thu vitamin B12 khi diéu tri dai han.

Da cé cac bdo cdo vé gidm magié mau nang & nhing bénh nhan diéu tri bang
thudc Uc ché bom proton (PPI) nhu esomeprazole trong it nhat 3 thang, va
trong da s6 céc trudng hgp la trong 1 ndm. Biu hién ning cla gidm magié mau
nhu mét mdi, co cing, mé sang, co giat, choang vang va loan nhip that cé thé
xay ra nhung khdi phat &m tham va khong dude hvu tam. O da s8 cac bénh
nhén, tinh trang gidm magié mau dugc cai thién sau khi s dung liéu phap
magié thay thé va nging st dung PPI.

D8i véi cac bénh nhan cén dugc didu tri kéo dai hoic nhiing b&nh nhan ding
déng thai PPI va digoxin hoac cac thubc khac co thé gay ha magié mau (vi dy
nhu céc thudc Igi tiéu), nhan vién y t& nén can nhic dinh iugng néng d6 magié
mau trudc khi bat ddu diéu tri PP1 va dinh ky theo ddi trong qué trinh didu tri.

Céc thubc Uc ché bdm proton, déc biét khi ding liéu cao va trong thai gian dai
(> 1 nam), c6 thé lam tang nhe nguy cd gay xuong héng, xuong c& tay va cot
s8ng, dac biét & bénh nhan cao tudi hodc khi cé sy hién dién clia yéu t8 nguy co
khac. Cac nghién clu quan sat chi ra ring cac thuc Uc ch& bom proton cé thé
1am téng téng thé nguy co gay xuong khodng 10-40%. M&t phén trong mide ting
nay c6 thé do céc y8u 1 nguy cd khac. Bénh nhan ¢ nguy cd lodng xuong nén
dugc cham soc theo cac hudng ddn 1am sang hién hanh va nén duge bd sung
mot lugng vitamin D va calcium thich hgp.

Khéng khuyén cao dung déng thoi esomeprazole vdi atazanavir. N&u sy phéi
hgp atazanavir vdi thudc tc ché bom proton 1a khéng thé tranh khdi. cdn theo
doi chat ché trén lam sang khi tang liéu atazanavir d&n 400mg k&t hop véi
100mg ritonavir; khdng nén sif dung qua 20mg esomeprazole.

Esomeprazole 1a chét dc ché CYP2C19. Khi bit ddu hay két thuc didu trj véi
esomeprazole, cén xem xét nguy co tudng tc thude véi cae thudc chuyén héa
qua CYP2C18. ba c6 ghi nhan tuong tac gida clopidogrel va omeprazole.
Khong rd mdilién quan lam sang cla uong tac nay. Nhu [a mdt bién phap than
trong, khang khuyén khich dung déng thoi esomeprazole va clopidogrel

Tuong tac vdi cdc xét nghidm: Sy tang ndng dé Chromogranin A (CgA) cé thé
can thigp vao viée do tim cac khéi u thén kinh noi tiét. NhAm tranh sy can thiép
ndy, nén tam thai ngling diéu trj bang esomeprazole it nhat ndm ngay trude khi
dinh lugng CgA.

SUDYNG THUOC CHO PHY NU CO THAI VA CHO CON BU:

Phuy nit ¢6 thal: Chua c6 di di ligu lam sang vé viéc dung esomeprazole trén
phuy n{t ¢6 thai. Khi ding hdn hgp déng phan racemic clia omeprazole, di keu
1rén 88 lugng 16n phu nil ¢6 thai c6 dang thude i cac nghidn cuu dich 1 ching 16
thudc khong gay di tat hodc ddc tinh trén bao thai
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Cae nghién cuu vé esomeprazole trén dong vat khong cho thiy thubc 6 tac
ddng ob hai trye 1iép hay gian tidp trén sy phat trién clia phéithal nhi. Céc
nghidn cuu trén ddng vat voi hén hgp racemic cung khéng cho thdy 6 tac dbng
o6 hat tryc tiép hay gian tiép trén tinh trang mang thai, sy sinh nds hofic sy phat
trién sau sinh. N&n than trong khi ké toa cho phy nir ¢é thal,
Phy nil cho con bi: Chua biét esomeprazole ¢6 bai tiét vao sia hay khong, Tuy
nhidn, omeprazole dugc phan phoi vao trong sifa clra ngudi. Esomeprazole c6
khé nang gay ra cac ADR & tré b me, vi vy phai quyét dinh nging cho con ba
ho#ic nguing thudc, tuy theo tAm quan trong cla viéc ding thuSc d6i véi ngusi
me
ANH HUONG CUA THUGC LEN KHA NANG LAl XE VA VAN HANH MAY
MOC:
Do tac dung khéng mong muén chong méit, dau dau. Ngudi bénh can than
trong khi tham gia céc hoat dong dai hai sy tinh tao nhu [4i xe hoac van hanh
may moc.
TUONG TAC, TUONG KY CUA THUBC:
* Anhhuéng clia esomeprazole trén duge ddng hoc clia cdc thudc khac:
Cac thudc hép thu phuy thuéc pH: viéc gidm do acid da day khi diéu trj blng
esomeprazole va cac PPl khac c6 thé lam giam hay tang sy hé&p thu clia cac
thudc khéc c6 co ché hép thu phy thubc pH da day. Gidng nhut cac thudc lam
gidm dé acid da day khéc, sy hdp thu clia cac thude nhu ketoconazole,
itraconazole va erlotinib c6 thé giam va sy hap thu clia digoxin c6 thé téng lén
trong khi diéu trj vdi esomeprazole.
Caéc thudc Uc ché protease: Ba c6 béo céo riing omeprazole tuong tac véi mot
s6 chat Uc ché men protease. Chua rb tim quan trong vé lam sang va co ché
téc dong cla cdc tudng tac da duge ghi nhan. Téng d6 pH da day trong qué
trinh diéu trj v6i omeprazole c6 thé dan t6i thay d8i sy h&p thu cla chét Gc ché
men protease. Cd ché tuong tac khac cd thé xay ra théng qua sy (c ché enzym
CYP2C19. D4i véi atazanavir va nelfinavir, gizm néng d¢ thudc trong huyét
thanh da dudc ghi nhan khi ding chung véi omeprazole, do d6 khéng khuyén
cdo ding déng thdi cac thudc nay.
Methotrexate: khi dung déng thai véi PPI, néng dé methotrexate dugc bédo cdo
latang 1én & mdt s& bénh nhan. Khi ding liéu cao methotrexate, nén can nhic
ding tam thdi esomeprazole.
Tacrolimus: dung déng thai v6i esomeprazole lam ting néng de huyét thanh
clatacrolimus.

Cac thudc chuyén héa qua CYP2C19: Esomeprazole Uc ch& CYP2C19, men
chinh chuy&n héa esomeprazole. Do vay, khi esomeprazole dugc dung chung
véi cdc thudc chuyén héa bdng CYP2C19 nhu diazepam, citalopram,
imipramin, clomipramin, phenytoin.., nng dé cac thuéc nay trong huyét tucng
c6 thé tang va can giam liéu dang.

Voriconazol: Dung déng thoi esomeprazole véi voriconazol ¢é thé lam tang
tiép xuic véi esomeprazole hon gap 2 lan, xem xét & nhiing b&nh nhan ding liéu
cao esomeprazole ( 240 mg/ ngay) nhu khi diéu tr héi ching Zollinger - Ellison.
Diazepam: Dung déng thdi esomeprazole va diazepam lam gidm chuyén héa
diazepam va tang néng do diazepam trong huyét tuong.

Wafarin: tang INR va thdi gian prothrombin khi dung wartarin déng théi véi
thudc tic ché bam proton, c6 thé gay chay mau bat thudng va tif vong. Theo dbi
INR va thgi gian prothrombin khi dung déng thdi esomeprazole va warfarin.
Cilostazol: Dung déng thdi esomeprazole vdi cilostazol lam tang néng dé
cilostazol va ch&t chuyén héa cé hoat tinh clia né, xem xét giam liéu cilostazol.
Clopidogrel: ding cling thudc (ic ché bam proton lam gidm néng dé trong huyét
tuong clia chat chuyén héa cé hoat tinh ciia clopidogrel, lam gidm téc dung tc
ché két tap tidu céu.

* Anh hudng cha cac thuSc khac trén dudc doéng hoc clia esomeprazole:

Céc thuéc Uc ché CYP2C19 va/ hodc CYP3A4: esomeprazole dugc chuyén
héa bdi CYP2C19 va CYP3A4. Cac thudc cam Uing CYP2C19 ho&c CYP3A4
hodc ca hai (nhu rifampicin) c6 thé gay gidm ndng dé esomeprazole huyét
thanh do 1ang chuyén héa esomeprazole.

Clarithromycin: Ding déng thdi esomeprazole va clarithromycin Iam tang néng
a6 esomeprazole va 14-hydroxyclarithromycin trong mau.

Cothé tdng nguy cd ha magnesi huyétkhi dung esomeprazole ciing cac thudc
cling gay ha magnesi huyét nhu thudc Igi tiéu thiazid hoac thudc Igi tidu quai.
Kiém tra néng d6 magnesi trudc khi dung thudc tic ché bom proton va dinh ky
sau do.

Sucralfat; Uc ché hap thu va lam gidm sinh kha dyng cla thusc dc ché bom
proton. Dung céc thuc (fc ché bom proton it nhat 30 phut trude khi ding
sucralfat.

Do khéng c6 cac nghién cdu vé tinh tuong ky cla thude, khéng trén Ian thusc
nay vdithude khac.

TAC DUNG KHONG MONG MUON cUA THUGC:

Thuong gap, ADR >1/100

Thén kinh: dau ddu. Tiéu hoa: bubn nén, nbn, dau bung, tiéu chay, tao bon, ddy
hoi, khé miéng.

ftgap: 1/1000 < ADR < 1/100

Chuyén héa: phis ngoai bién. Thén kinh: mét ngti, choéng véng, ngti ga, chéng
mat

Gan: tang men gan, vang da, viém gan. Da: viém da, ngta, néi mé&n, mé day.
Coxuong: gy xuong héng, cb tay, cét s6ng, loéng xuong.

Hiém gap, ADR <1/1000

Mau: Giam toan thé huyét cdu, giam bach cdu, gidm tiéu céu. Tam than: kich
déng, 16 1&n, trAm cam, Ao gidc.

Hé midn dich: phan ng qua man nhu s6t, phi mach, phan dng phan vé/ séc
phén vé. Mat: nhin mé :

Hb hép: co thit phé quén, nhiém khun ho héip. Tiéu hoa: r6iloan vi gide, viem
miéng, nhiém candida dudng tiéu hoa :

Da: ban bong nudére, hdl ching Stevens-Johson, hoai tr biéu bi nhidm die, Noi
tiét: ching v to & nam gidi

Tit nidu: viem than ké, Chuyén héa: hy magnesi huy®t, ha natri huyét, réi loan
chuyén héa porphyrin

Huéng dén céach xitrl ADR: Phaingiing thuse khi c6 bidu hién ADR néng.
Luuy: Théng béo cho bic s§ nhiing téc dyng khéng mong mudh gép phil kbl
sirdyng thuéc. X

QUA LIEU VA CACH XU TRI:

- Trigu chung: Cho dén nay c6 rét it kinh nghiém vé viec ding qué liéu c6 chi
dich. Céc triéu ching duge mé ta ¢6 lién quan dén viée ding lidu 280mg I céc
triéu ching trén dudng tieu héa va tinh trang mét méi, Cac liéu don
esomeprazole 80mg van an toan khi ding.

- X{r tri: Chua c6 chét gidi dbc dac hisu, Esomeprazole gan két manh vdi protein
huyét tuong va vi vay khéng d& dang th&m phéan duge. Trong truéng hop qué
li8u, nén diéu trj triéu chiing vé st dung céc bién phép hé trg 18ng quat,

PAC TiNH DUQC LYC HOC:

Ma ATC: A02B C05. Nhém duge ly: thuic tc ché bom proton,

Esomeprazole 1 dang déng phan S clia omeprazole, dugc ding tudng ty nhu
omeprazole trong diéu tri loét da day - 14 trang, bénh trac ngugc da day - thic
quén va hdiching Zollinger - Ellison.

Esomeprazole gin vdi H'/K'-ATPase (con goi la bom proton) 3 18 bao thanh cla
da day, Iam bat hoat hé théng enzym nay, ngan can budc cudi cing cila sy bai
tiét acid hydrocloric vao long da day. Vi vay, esomeprazole c6 t4c dung tic ché
da day tiét lugng acid co ban va ¢ khibj kich thich do bét ky tac nhan nao. Thudc
tac dung manh, kéo dai.

Céc thudc uc ché bam proton cé tac dung Uc ché nhung khong tiét tri duge
Helicobacter pylori, nén phai ph6i hgp véi cac khang sinh (nhu amoxicilin,
tetracyclin va clarithromycin) mdi c6 thé tiét tris cé hiéu qua vi khudn nay.

DAC TINH DUGC PONG HOC:

H&p thu: esomeprazole hdp thu nhanh sau khi uéng, dat néng d6 cao nhét trong
huyét tudng sau 1 - 2 gid. Sinh kha dyng clia esomeprazole ting 16n theo liéu
dung va khi dung nhéc lai, dat khoang 68% khi diing liéu 20 mg, va 89% khi ding
liéu 40 mg. Thuc &n lam cham va gidm hép thu clia esomeprazole, nhung khong
lam thay déi c6 y nghia tac dung ctia thubc dén do acid trong da day. Do dé
esomeprazole nén uéng it nhét 1 gid trudc blra an.

Phéan bé: Khodng 97% esomeprazole gén vao protein huyét tuong. Thé tich
phén bé & ngudi khde manh khoang 0,221/ kg can nang.

Chuyén héa: Thudc duge chuyén héa & gan nhd hé enzym cytochrom P,
isoenzym CYP2C19 thanh céc chat chuyén héa hydroxyl va desmethyl khéng
con hoat tinh, phan con lai duge chuyén héa qua isoenzym CYP3A4 thanh
esomeprazole sulfon. Khi ding nhéc lai, chuyén héa budc ddu qua gan va dé
thanh thai cla thuée gidm, cé thé do isoenzym CYP2C19 b tc ché. Tuy nhién
khéng cé hién tugng tich Ity thudc khi diing méingay 1 14n.

Théi tri: Thai gian ban thai trong huyét tuong khoang 1,3 gio. Khoang 80% liéu
udng dugc thai trli dudi dang céac chat chuyén héa khéng hoat tinh trong nudc
ti€u, phén con lai dugc thai trif trong phan. DUGi 1% thudc dudc thai tri trong
nudc tiéu. & ngusi suy gan nang, gia tr AUC & tinh trang 8n dinh cao hon 2 - 3 [4n
S0 v6i ngudi cd chic nang gan binh thudng, vi vay cé thé phai xem xét, giam liéu
esomeprazole & nhiing ngudi bénh nay.

*“Dugc ddng hoc & mot s ddi tugng dic bigt:

Nhém nguoi chuyén héakém: Khoang 2,9 + 1,5% dan s6 thigu hut enzym chuc
nang CYP2C19 va dudc geila nhém ngudi chuyén héa kém. & céc ¢4 nhan nay,
su chuyén héa clia esomeprazole dugc xuc tac chii yéu bdi CYP3A4, Sau khi
dung liéu lap lai esomeprazole 40mg, 1 lan/ngay, AUC trung binh & ngudi
chuyén héa kém cao han khoang 100% so véi bénh nhan cé enzym chiic nang
CYP2C18 (nhém ngusi chuydn héa manh). Néng dé dinh trong huy8t tudng
téng khodng 60%. Nhing ghi nhan nay khong anh hudng dén lidu dung
esomeprazole.

Ngusi cao tudi: Sy chuyén héa clia esomeprazole khéng thay déi déng ké &
bénh nhan cao tudi (71-80 tugi).

Gigi tinh: Sau khi dung liéu don esomeprazole 40mg, AUC & phu ni cao hon
nam gidi kho&ng 30%. Khdng ghi nhan c6 sy khac bist vé AUC gitra cac gidi tinh
sau khi ding liu I5p lai 1 1&n/ngay. Nhiing ghi nhan nay khéng anh huéng dén
liu lugng esomeprazole.

Bénh nhan suy gan: Sy chuyén héa clia esomeprazole ¢6 thé bi suy giam &
bénh nhan réi loan chiic nang gan t nhe dén trung binh. Téc do chuyén hoa
gidm & bénh nhan r&iloan chic ning gan nang, din dén lam tang gdp d6i AUC
clia esomeprazole. Vi vay, khéng dung qua liéu t8i da 20 mg & bénh nhan r8i
loan chic nang gan ning. Esomeprazole hodc cac chat chuyén héa chinh
khéng c6 khuynh huéng tich Ity khiding 1 1&n/ngay,

Bénh nhan suy than: Chua cé nghién ciu nao duge thic hién trén badnh nhan
suy gidm chutc néng than. Vi than chiu trach nhigém trong viée bai tiét cac chat
chuyén héa clia esomeprazole nhung khéng chiu trach nhiém cho sy dao thai
thudc dudi dang khong ddi, ngudi ta cho la sy chuyén héa clia esomeprazole
khéng thay a8 & banh nhan suy gidm chifc nang than.

- Tré em: Tré v| thanh nién 12-18 tdl: Sau khi stf dung liéu 1ap lai 20mg va 40mg
esomeprazole, tdng néng d6 (AUC) va thai gian dat néng do t6i da trong huyé&t
tuong (tmax) & tré 12-18 tubi tuong tu nhu & ngudi l6n d8i véi ca hai lidu
esomeprazole,

QUY CACH BONG GO HOp 2 vix 10 vién nang cling, Hop 10 vi x 10 vién nang
cling, Chal 100 vién nang cung.

BAO QUAN - HANDUNG:

Bao quan: Dudi 30°C, ndikhd rdo, tranh anh sang.

Han diing : 24 thang ké t ngay san xust,

Tiéu chuén: DBVN V.

San xudt fai:
CONG TY GO PHAN DUGIC PHAWM KHANH HOA
WHO - Gp D09 /4 KnOm BOng Bk, B, vinh Haa, TP, Nha Trang, Tinh Knénh Haa




