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Cong dung ciia Thudc Esomeprazole

Chi dinh

Esomeprazole 20mg chi dinh diéu tri trong cac truong hop sau:

Két hop voi mot phac do khang khuan thich hop dé diét trir Helicobacter
pylori, chira lanh loét ta trang do nhiém Helicobacter pylori va phong ngira tai
phat loét da day - t trang & bénh nhan loét do nhiém Helicobacter pylori.
Bénh trao nguoc da day - thuc quan.

Phong va diéu tri loét da day - ta trang do dung thudc khang viém khong
steroid.

Hoi ching Zollinger - Ellison.

Duwogc lue hoc

Nhom duogc 1y: Thude trc ché bai tiét acid da day thudc nhém tc ché bom
proton;




Esomeprazole 1a dang dong phan S cua omeprazole duoc dung twong ty nhu
omeprazole trong diéu tri loét da day - ta trang va bénh trao ngugc da day -
thuc quan.

Esomeprazole gén két véi H+/K* - ATPase té bao thanh da day, uc ché dic
hiéu hé théng enzym nay, ngin can budc cudi cung cua su bai tiét acid vao
long da day. Vi vay, esomeprazole c6 tac dung trc ché da day tiét acid co ban
va ca khi bi kich thich do bat ky tac nhan nao.

Duwoc dong hoc

Hép thu

Esomeprazole duoc hap thu nhanh sau khi udng, néng do dinh trong huyét
tuong dat duogc sau 1 - 2 gio.

Sinh kha dung ctia esomeprazole ting theo liéu dung va khi dung nhéc lai, dat
khoang 68% khi dung liéu 20 mg va 89% khi dung liéu 40 mg.

Thitc an 1am cham va giam do hap thu cua Esomeprazole.

Phén phoi

Esomeprazole lién két v6i protein huyét twong khoang 97%.

Chuyén hoa

Thudc duoc chuyén hoa chi yéu & gan nhd isoenzym CYP2C19, hé enzym
cytochrome P450, thanh cac chat chuyén héa hydroxy va desmethyl khong con
hoat tinh.

Phan con lai duoc chuyén hoa qua isoenzym CYP3A4 thanh esomeprazole
sulfone. Khi dung nhac lai, chuyén héa budc dau qua gan va do thanh thai cua
thude giam, co thé do isoenzym CYP2C19 bi tc ché. Tuy nhién, khong co6 su
tich ity thube khi dung mdi ngay 1 lan.

Thai trur

Thoi gian ban thai trong huyét twong khoang 1-1,5 gio. Hau hét 80% liéu ung
dugc dao thai & dang chat chuyén hoa trong nudc tiéu, phan con lai duoc dio
thai qua phan.

Cac nhom bénh nhan dac biét

Khoang 2,9 +1,5% bénh nhan khdong c6 enzym chuc ning CYP2C19 va dugc
goi 1a nhom nguoi chuyén hoa kém.

O cac ca nhan ndy, su chuyén hoa cuia esomeprazole dugc xuc tic cha yéu boi
CYP3A4. Sau khi dung liéu lap lai esomeprazole 40 mg, 1 lan/ngay, dién tich
du6i dudng cong biéu dién ndng do theo thoi gian (AUC) trung binh & ngudi
chuyén hoa kém cao hon khoang 100% so v&i ngudi co enzym chirc ning
CYP2019 (nhém nguoi chuyén hoéa manh). Nong do dinh trung binh trong
huyét trong ting khoang 60%.

Nhitng ghi nhan nay khong anh huong dén liéu dung cta esomeprazole.

Su chuyén hoa cia esomeprazole khong thay doi ddng ké ¢ bénh nhan cao tudi
(71 - 80 tudi).



Sau khi dung liéu don esomeprazole 40 mg, AUC trung binh & phu nit cao hon
nam giéi khoang 30%. Khong ghi nhan c6 su khac biét vé AUC giita cac gi6i
tinh sau khi dung liéu lap lai 1 1an/ngay.

Nhirng ghi nhan nay khong anh huéng dén liéu dung cua esomeprazole.

Bénh nhin suy gidm chirc ning co quan

Su chuyén hoa cia esomeprazole c6 thé giam ¢ bénh nhén rdi loan chiic ning
gan tir nhe dén trung binh. Téc d6 chuyén hoa giam O bénh nhén rdi loan chirc
ning gan ning, dan dén lam ting gip d6i AUC cua esormeprazole. Vi viy,
khong dung qué lidu t6i da 20 mg & bénh nhan rdi loan chirc ning gan ning.
Esomeprazole hodc cac chat chuyén hoa chinh khong co khuynh huéng tich
lity khi dung 1 lan/ngay.

Chua c6 nghién ctru nao dugc thuc hién trén bénh nhan suy giam chirc ndng
than. Vi than chiu trach nhiém trong viéc bai tiét cac chat chuyén hoa cua
esomeprazole nhung khong chiu trach nhiém cho sy ddo thai thuéc dudi dang
khong d6i, nguoi ta cho su chuyén hoa cua esomeprazole khong thay doi o
bénh nhan suy giam churc nang than.

Tré em

Tré vi thanh nién 12 - 18 tudi: Sau khi sir dung liéu lip lai 20 mg va 40 mg
esomeprazole, tong nong d6, AUC va thoi gian dat nong do t6i da trong huyét
trong (Tmax) & tré 12 - 18 tudi twong tu nhu & ngudi 1on ddi véi ca hai lidu
esomeprazole.

Cach diung Thuoc Esomeprazole

Cach dung

Nén nuét toan bd Esomeprazole 20mg dang vién nang clng cung véi nude.
Khéng nén nhai hay nghién nat vién.

Pbi v6i bénh nhan khoé nubt, co thé md vién nang va phan tan vi hat trong ntra
ly nuéc khong chira carbonat. Khong dung cac chat 1ong khac vi 16p boc gitp
thudc tan trong duong rudt c6 thé bi hoa tan.

Ubng dich phén tan chira vi hat nay ngay lap tirc hodc trong vong 30 phit.
Trang ly lai bang ntra ly nudc va ubng. Khong dugc nhai hodc nghién nat cac
vi hat nay.

DPdi v6i bénh nhan khong thé nudt duoc, co thé md vién nang va phan tan vi
hat trong nudc khong chira carbonat va dung qua 6ng thong da day. Quan
trong 13 phai kiém tra su thich hop cta loai bom tiém va éng thong duogc sir
dung.

Liéu dung

Ngudi 16m va tré vi thanh nién tir 12 tudi tré 1én

Liéu dung trong trudng hop diéu tri bénh trao ngugc da day - thuc quan
(GERD)



Diéu tri bénh trao nguoc da day - thuc quan nang c6 viém thuc quan: 20 - 40
mg x 1 lan/ngdy trong 4 - 8 tuan, co6 thé uéng thém 4 - 8 tudn nira néu van con
tri¢u chung hoac biéu hién cua viém qua ndi soi. Diéu tri duy tri sau khi da
khoi viém thuc quan: 20 mg x 1 1an/ngay, c6 thé kéo dai t6i 6 thang.

Diéu tri bénh trao nguoc da day - thuc quan cé triéu chung nhung khong bi
viém thuc quan: 20 mg x 1 lan/ngdy trong 4 tuan, c6 thé uéng thém 4 tuan nita
néu céc triéu chimg chwa khoi hoan toan.

Liéu dung trong truong hop diéu tri va phong ngira tai phat loét da day - ta
trang c6 Helicobacter pylori

Esomeprazole 13 mot thanh phan trong phac do diéu tri cung v6i khang sinh, vi
du phac d6 3 thubc (cung véi amoxicilin va clarithromycin). Ubng

esomeprazole 20 mg x 2 lan/ngay trong 7 ngay, hoidc 40 mg x 1 lan/ngay trong
10 ngay.

Liéu dung trong trudng hop phong va diéu tri loét da day - ta trang do dung
thudc khang viém khong steroid

Dy phong loét da day ¢ nhitng ngudi co nguy co cao vé bién chiung ¢ da day -
ta trang, nhung c6 yéu cau phai tiép tuc diéu tri bang thudc khang viém khong
steroid: 20 mg x 1 lan/ngay.

Piéu tri loét da day do dung thudc khang viém khong steroid: 20 mg x 1
lan/ngay trong 4 - 8 tuan.

Hoi chirng Zollinger - Ellison

Liéu khéi dau khuyén cdo 1a 40 mg x 2 lan/ngay. Sau d6 diéu chinh liéu theo
dap Gmg cta timg bénh nhéan va tiép tuc diéu tri khi con chi dinh vé mit 1am
sang. Cac dir liéu 1am sang cho thay phan 16n bénh nhan dugc kiém soat voi
esomeprazole liéu tir 80 - 100 mg/ngay.

Khi liéu hang ngay 16n hon 80 mg, nén chia liéu ding thanh 2 lan/ngay.

Cac nhém bénh nhan dac biét

Tré em dudi 12 tudi: Khong nén dung vi chua cé dit lidu.

Bénh nhan suy than: Khong can diéu chinh lidu ¢ bénh nhan suy chuc ning
than. Do it kinh nghiém vé viée dung thudc & bénh nhan. Suy than nang, nén
than trong khi diéu tri & cac bénh nhan nay.

Bénh nhan suy gan: Khong can diéu chinh liéu & bénh nhan suy chirc ning gan
& mirc 6 tir nhe dén trung binh. O bénh nhan suy gan ning, khong nén ding
qua liéu t6i da 20 mg esomeprazole.

Nguoi cao tudi: Khong can diéu chinh lidu & nguoi cao tudi.

Luu y: Liéu dung trén chi mang tinh chat tham khao. Liéu dung cu thé tuy
thudc vao thé trang va muc do dién tién cua bénh. Dé co liéu dung phu hop,
ban can tham khao ¥ kién bac si hodc chuyén vién y té.

Lam gi khi diung qua liéu?



Chua c6 bao cao vé qua liéu esomeprazole & ngudi. Khong co thude giai doc
dac hiéu cho esomeprazole.

Chu yéu diéu tri triéu ching va hd trg. Tham tach méau khong c6 tac dung ting
thai trir thude vi thude gan nhiéu vao protein.

Trong trudng hop khan cap, hiy goi ngay cho Trung tdm cip ctru 115 hoic
dén tram Y té dia phuong gan nhat.

Lam gi khi quén 1 li¢u?

B6 sung liéu ngay khi nhé ra. Tuy nhién, néu thoi gian gidn cach véi lidu tiép
theo quéa ngan thi bo qua lidu dd quén va tiép tuc lich dung thudc. Khong dung
lidu gap doi dé bu cho liéu da bi bo 15.

Tac dung phu

Cac tac dung khong mong muén dugc ghi nhan hay nghi ngd trong cac
chuong trinh nghién ciru 14m sang ciia Esomeprazole va sau khi thudc luu
hanh, khong c6 phan tng nao 14 lién quan dén liéu dung.

Tac dung khong mong muén dugc xép theo tan suat xay ra rat thuong gip >
1/10, thuong gap >1/100 dén < 1/10; it gap >1/1 000 dén < 1/100; hiém gap >
1/10 000 dén < 1 000, rat hiém gap < 1/10 000, khong r& (khong thé ude tinh
trén dir liéu hién co).

Roi loan mau va hé bach huyét

Hiém gip: Giam bach cdu, giam tiéu cau.

R4t hiém gap: MAét bach céu hat, giam toan thé thuyét cau.

Réi loan hé mién dich

Hiém gip: Phan Gng qua min nhu sét, pht mach, phan tng phan vé séc phan
ve.

Réi loan chuyén héa va dinh dudng

it gap: Phu ngoai bién.

Hiém gip: Giam natri mau.

Khong rd: Giam magnesi mau, giam magnesi mau nang cé thé lién quan dén
giam calci mau. Giam magnesi mau ciing c6 thé dan dén giam kali mau

Réi loan tim than

it gap: Mat ngu.

Hiém gip: Kich dong, 11 14n, trim cam.

Rat hiém gip: Nong nay, ao giac.

Roi loan hé than Kkinh

Thuong gip: Pau dau.

it gap: Choang vang, di cam, ngu ga.

Hiém gip: Réi loan vi giac.

Réi loan miit

Hiém gip: Nhin mo.

Roi loan tai va mé dao



it gap: Chong mit.

Réi loan hé hap, ngwe va trung that

Hiém gip: Co that phé quan.

Roi loan tiéu héa

Thudng gip: Pau bung, tdo bon, tiéu chay, diy bung, budn nén non.
it gap: Kho miéng.

Hiém gip: Kho miéng, viém miéng, nhiém Candida dudng tiéu hoa.
Khong rd: Viém dai trang vi thé.

Réi loan gan mét

it gap: Tang enzym.

Hiém gip: viém gan c6 hodc khong vang da.

Rat hiém gip: Suy gan, bénh ndo gan & bénh nhan da c6 bénh gan.
Roi loan da va mé duéi da

it gap: Viém da, ngta, ndi man, may day.

Hiém gip: Hoi dau, nhay cam véi anh sang.

R4t hiém gap: Héng ban da dang, hdi chirng Stevens-Johnson, hoai tu biéu bi
gay doc.

Khéng rd: Lupus ban do da ban cap.

Réi loan co xwong, md lién két

it gap: Gay xuong hong, cd tay va cot song.

Hiém gip: Pau co, dau khdp.

Rat hiém gap: Yéu co.

Réi loan than va tiét niéu

RAt hiém gap: Viém than k&, & mot s6 bénh nhan tinh trang suy than di kém da
duoc bao cao.

Roi loan hé sinh san va tuyén va tuyén va

Rat hiém gip: Nit hoa tuyén vi.

Roi loan chung va tai chd

Hiém gip: Mét moéi, ting tiét mo hoi.

Khi gip tac dung phu cta thudc, bénh nhan can ngung st dung va thong bao
cho béc si hodc dén co sd y té gan nhit dé duoc xtr tri kip thoi.

Tai liéu tham khao:

T& huéng dan st dung thude

Duoc Thu Quéc Gia Viét Nam
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(Esomeprazole 20mg)

THANH PHAN: MGi vien nang cifng chia vi hat bao tan trong rudt
esomeprazole 22% (dudi dang esomeprazole magnesium dinram)
chia:

Dugc chat: ESOMeprazole ................. 20 mg

T4 dugc vi hat: Hypromellose, natri hydroxid, titan dioxid, sugar
pellets (sucrose and maize starch), acid methacrylic copolymer
dispersione, talc, PEG 6000, polysorbat - 80.

CHI BINH

- K&t hop v6i mot phac do khang khudn thich hgp d& digt trir

Helicobacter pylori, chifa lanh logt té trang do nhiém Helicobacter
pyloriva phong ngifa tai phat loét da day - té trang & bénh nhan loét
do nhiém Helicobacter pylori.

- Bénh trao ngugc da day - thc quan.

- Phong va diéu tri loét da day - té trang do dung thudc khang viem
khdng steroid.

- Hjji chting Zollinger - Ellison.

LIEU DUNG VA CACH SU DUNG L.
Bénh trao ngugc da day - thuc quan (GERD)

- Diéu tri bénh trao ngugc da day - thuc quan nang c6 viém thuc
quan: 20 - 40 mg x 1 14n/ngay trong 4 - 8 tudn, c6 thé udng thém
4 - 8 tudn nifa néu van con tridu chitng hodc biéu hign clia viem
qua ni soi. Didu tri duy tri sau khi da khoi viém thyc quan:
20 mg x 1 1dn/ngay, c6 thé kéo dai t6i 6 thang.

- Didu tri bénh trdo ngugc da day - thyc quan co trigu chiing nhung
khong bi viém thitc quan: 20 mg x 1 1dn/ngay trong 4 tudn, c6 thé
udng them 4 tudn niia néu cac trigu chiing chua khoi hoan toan.

Diéu trjva phong ngiia téi phat loét da day - td trang ¢ Helicobacter
pylori

Esomeprazole 1a mot thanh phdn trong phéc do diéu tri
ciing véi khdng sinh, vi du phéc do 3 thudc (cling véi amoxicilin
va clarithromycin). Udng esomeprazole 20 mg x 2 1&n/ngay trong
7 ngay, hodc 40 mg x 1 1an/ngay trong 10 ngay.

Phong va diéu trj loét da day - td trang do ding thuéc khdng viém
khéng steroid

- Du phong loét da day & nhitng ngudi c6 nguy co cao vé bign chiing &
da day - ta trang, nhung ¢6 y&u cdu phéi tip tuc diéu trj bing thudc
khang viém khong steroid: 20 mg x 1 1dn/ngay.

- Didu trj loét da day do dung thudc khang viém khéng steroid:
20 mg x 1 1dn/ngay trong 4 - 8 tudn.

HGgi chiing Zollinger - Ellison

Lidu khi ddu khuy&n céo 1a 40 mg x 2 lAn/ngay. Sau d6 diéu chinh
lidu theo dép (ing clia ting bénh nhan va tiép tuc diéu tri khi con chi
dinh v8 mat 1am sang. Cac di liéu lam sang cho thdy phan 16n bénh
nhan dugc kiém soat véi esomeprazole ligu tir 80 - 160 mg/ngay. Khi
liéu hiing ngay 16n hon 80 mg, nén chia liéu dung thanh 2 1dn/ngay.
Cac nhém bénh nhan dac biét

Tré em dudi 12 tudi: Khong nén dung vi chua co di ligu.

DAnh nhin sincthin: UhAna nAn Aidu chinh lidin & hdnh nhin

thai PPI va digoxin hodc céc thudc khéc c6 thé gay gidm magnesi
mau (nhu cdc thudc loi tidu), chuyén vien y t& nén can nhic dinh
lugng ndng do magnesi mau trudc khi bit dau diéu tri bing PPt va
dinh ky theo ddi trong qué trinh diéu tri.

Nguy cd gay xuong

Céc PPI, dac biét khi sir dung & liéu cao trong thdi gian dai (>1 ndm),
¢6 thé Iam ting nhe nguy co gay xudng hong, xudng c6 tay va cot
sbng, ddc biét & bénh nhan cao tui hodc khi cd s hién dién clia cac
y&utd nguy co da biét khéc. Cac nghién ciiu quan sat thy cac PPl cd
thé 1am ting tdng thé nguy co gay xuong khoang 10 - 40%. Mot
phan trong mifc tang nay c6 thé do cac y&u to nguy co khac. Bénh
nhan ¢6 nguy co lodng xuong can duge cham soc theo cac hudng dan
lam sang hién hanh va nén dugc dung di lugng vitamin D va calci
can thiét.

Lupus ban dé ban cp 6 da (SCLE)

C4c PPI ¢6 lién quan rat thudng xuyén véi cac trudng hgp SCLE. Néu
t6n thuong xay ra, dac bigt 1 & cac viing da tiép xdc dnh ndng, va

“NEUdrkem voi dau knop, banh nhan nén Kip thoi fim dén syhd trgy

t& va bac sTnén xem xét diing esomeprazole. SCLE sau khi diéu tri
véi PPI trudc d6 c6 thé lam tang nguy co SCLE véi PPI khéc.

Ph6i hgp vdi cac thude khdc

Khong khuyén cdo diing ddng thoi esomeprazole vdi atazanavir. Néu
su phdi hgp atazanavir véi PPI 1a khong thé tranh khéi, cdn theo doi
chit ch& trén 1am sang khi ting liéu atazanavir dén 400 mg, k&t hgp
v6i 100 mag ritonavir; khong nén sif dung qua 20 mg esomeprazole.
Esomeprazole Ia chat (ic ché CYP2G19. Khi bt ddu hodc két thic
diéu trj v6i esomeprazole, nén can nhic vé nguy cd tuong tac vdi cdc
thudc chuyén hoa qua CYP2C19. Da quan sat thdy co su tuong tac
gitta clopidogrel va esomeprazole. M6i tuong quan trén [am sang ciia
tuong tac nay la chua rd. Nhdm than trong, khong khuyén khich
dung déng thai esomeprazole va clopidogrel.

Khi ke toa esomeprazole theo ché do diéu tri khi cdn thiét, nén xem
xét dén tuong tac vi cac thudc khéc do ndng do esomeprazole trong
huy&t tudng c6 thé thay déi.

Td dugc

Thudc nay c6 chiia sugar pellets (sucrose va maize starch). Bénh
nhan c6 cdc van dé di truyén hiém gdp nhu khong dung nap
fructose, kém hdp thu glucose-galactose hodc thi€u sucrose-
isomaltase khong nén diing thudc nay.

Thugc nay chifa 1,4651 mg natri trong mdi vién. Luu y khi stt dung 6
bénh nhan co ché do 4n kiéng kiém soat natri.

Tuong tac vdi cdc xét nghigm

S ting ndng do Chromogranin A (CgA) ¢6 thé can thiép vao viéc do
tim cac khdi u than kinh ndi tiét. Nhdm tranh sy can thiép nay, nén
tam thdi ngiing diéu tri bing esomeprazole it nhat 5 ngay trudc khi
dinh lugng CgA.

PHY N CO THAI VA CHO CON BU

Phu ni ¢6 thai: Chua c6 nghién ciiu ddy di khi diing esomeprazole &

‘neuii mana thai Chi it dunn asomenrazala khi that cdn thisttrona



acetylsalicylic acid (ASA) 81 mg, mic ti€p xtic v6i chat chuyén hoa
¢6 hoat tinh cla clopidogrel giam gdn 40% so véi st dung
clopidogrel don thudn. Tuy nhién, miic do (ic ché t6i da két tap tiéu
cdu (gay ra bdi ADP) trén nhitng d6i tugng nay 1a nhu nhau & nhom
clopidogrel don thudn va nhom clopidogrel phdi hgp Véi
(esomeprazole + ASA).

S6 lidu chua nhat quén vé biéu hién lam sang clia tudng tac dugc lc/
dugc dong clia omeprazole trén céc bién ¢d tim mach chinh da dugc
béo céo tlf cac nghién cifu quan st va nghién cliu 1am sang. Nhim
muyc dich than trong, khong khuyén cdo dung dong thoi voi
clopidogrel.

Thudc da nghién ciiu khéng cé tuang téc 1am sang

Amoxicilin va quinidin

Esomeprazole da dugc chitng minh khong cé tac dong déng ké vé
lam sang trén dugc dong hoc clia amoxicilin, quinidin.

Naproxen hodc rofecoxib - -
Nhitng nghién ciiu ngdn han danh gia viéc sir dung dong thoi
esomeprazole v6i naproxen hodc rofecoxib chua xac dinh dugc bt ol
tuong tac dugc dong hoc nao lién quan vé mat 1dm sang.

Anh hudng ciia cdc thudc khac 18n duge dong hoc ciia J

esomeprazole

Thudt tic ché CYP2C19 va/hodc CYP3A4

Esomeprazole dugc chuyén hoa bdi CYP2C19 va CYP3A4. Khi ding
dong thoi esomeprazole v6i mot chdt (c ch& CYP3A4 nhu
clarithromycin (500 mg, 2 lin/ngay) lam ting gdp doi AUC clia
esomeprazole. Diing dong thdi vdi mot chat dic ché ca CYP2C19 va
CYP3A4 c6 thé lam téing hon hai ldn mic tip xc vdi esomeprazole.
Chét (rc ché CYP2C19 va CYP3A4 voriconazol lam téng AUC clia
omeprazole 18n 280%. Khong cdn diéu chinh liéu esomeprazole
thuding xuyén trong nhitng trutng hop nay. Can diéu chinh liéu 6
bénh nhan suy gan ndng hodc diéu trj lau dai.

Thu6t cdm g CYP2C19 va/hodc CYP3A4 T
Céc thudc cam tng CYP2G19 va/hodc CYP3A4 (nhu rifampicin va
St John's wort) c6 thé gay gidm néng do esomeprazole huyét thanh
do téng chuy&n hoa clia esomeprazole.

TAC DUNG KHONG MONG MUON

Céc tac dung khong mong mudn do thudc sau day da dugc ghi nhan
hay nghi ngd trong cdc chudng trinh nghién clu lam sang cla
esomeprazole va sau khi thudc luu hanh. Khdng c6 phan ing nao lign
quan dén liéu ding.

Tac dung khong mong mudn dugc xEp theo tdn sudt xdy ra (rdt
thudng gip > 1/10, thutng gép > 1/100 dé&n < 1/10; it gdp > 1/1 000
dén < 1/100; hi&m gdp > 1/10 000 dén < 1/1 000, rat hi€m gap
<1/10 000, khdng rd (khong thé ugc tinh trén dif ligu hién c6)).

R6i loan mdu va hé bach huyét

Hiém gip: gidm bach cdu, gidm tiéu cu.

R4t hi€m gdp: mat bach cdu hat, gidm toan thé huyét cdu.

Roiloan hé miéndich

Hi€m gdp: phan (ing qua man nhu s6t, phii mach, phan (ing phan
vé/s6c phan vé.

R67 loan chuyén héa va dinh dudng

it gdp: phis ngoai bién.

Hiém gap: gidm natri méu.

Khéng ré: giam magnesi méu; gidm magnesi mau ndng c6 thé lién
quan dén giam calci mau. Gidm magnesi méu cling ¢6 thé dan dén
giam kali mau.

R6i loan tim than

it gp: mat ngd.

Higm gép: kich dong, It IAn, trdm cam.

Rét hi€m gdp: nong ndy, &o gic.

hydroxy va desmethyl khong con hoat tinh. Phdn con lai dugc
chuyén hoa qua isoenzym CYP3A4 thanh esomeprazole sulfone. Khi
diing nhic lai, chuyén héa bu6c ddu qua gan va do thanh thai ciia
thuéc giam, ¢6 thé do isoenzym CYP2C19 bj ifc ché. Tuy nhién,
khong c6 su tich Iy thudc khi diing mdi ngay 1 1dn.

Thai trir: Thai gian bén thai trong huyét tuong khodng 1 - 1,5 gid. Hiu
hét 80% lidu ubng dugc dao thai 6 dang chat chuyén héa trong nutic
tiéu, phdn con lai dugc dao thai qua phan.

Cac nhdm bénh nhédn d3c biét !
Khodng 2,9 +1,5% bénh nhan khdng cé enzym chiic nang CYP2C19,
va dugc goi la nhém ngutii chuyén hoa kém. O cac ca nhan nay, sif
chuyén héa clia esomeprazole dugc xdc tac chii y&u béi CYP3A4. Sau
khi dung liéu Iap lai esomeprazole 40 mg, 1 IAn/ngay, dién tich du6i
duting cong biéu dién ndng do theo thdi gian (AUC) trung binh &
ngudi chuyén héa kém cao hon khodng 100% so véi ngudi c6 enzym
chiic nang CYP2C19 (nhém ngudi chuyén hda manh). Néng dé dinh
trung binh trong huyét tuong ting khoang 60%.

Nhiing ghi nhan nay khong anh hubng dén liéu dung cla
esomeprazole.

Su chuyén hoa ciia esomeprazole khong thay ddi dang ké & bgnh
nhan cao tudi (71 - 80 tudi).

Sau khi ding liéu don esomeprazole 40 mg, AUC trung binh & phy nit
cao han nam gi6i khodng 30%. Khong ghi nhan c6 sy khéc biét vé
AUC gilia cdc gidi tinh sau khi dung liéu I3p lai 1 1dn/ngay. Nhiing ghi
nhan nay khong anh hutng dén liéu dung clia esomeprazole.

Bénh nhan suy gidm chiic ndng cd quan

Su chuyén hda clia esomeprazole ¢ thé gidm & bénh nhan rdi loan
chitc nang gan tii nhe dén trung binh. Téc do chuyén héa gidm &
bénh nhan réi loan chiic ndng gan ndng, din dén lam tdng gap doi
AUC clia esomeprazole. Vi vay, khong dung qua liéu t6i da 20 mg &
bénh nhan r6i loan chifc ning gan ndng. Esomeprazole hodc céc

~| ~chat chuyén hoa chinh khdng co khuynh huéng tich Iy khi ding

1 an/ngay.

Chua c6 nghién clu nao dugc thyc hién trén bénh nhan suy giam
chifc nang than. Vi than chiju trach nhiém trong viéc bai tiét cac chat
chuyén héa clia esomeprazole nhung khong chiu trach nhiém cho sif
dao thi thudc du6i dang khong ddi, ngudi ta cho sy chuyén héa ciia
esomeprazole khang thay ddi & bénh nhan suy gidm chiic nang than.
Tré em

Tré vj thanh nién 12 - 18 tudj:

Sau khi sir dung liu l&p lai 20 mg va 40 mg esomeprazole, tdng ndng
d9, AUC va thoi gian dat ndng do toi da trong huyét tuong (Tmax) & tré
12 - 18 tudi tuong tyf nhu & ngudi I6n dai vdi ca hai lidu esomeprazole.
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Thudc hap thu phy thuéc pH

Tinh trang gidm d acid da day khi diéu trj bing esomeprazole va cac
PPI khac cd thé lam tang hay gidm sy hap thu clia thudc khac c6 co
ché hdp thu phy thudc pH da day. Gidng nhu cac thudc lam gidm do
acid da day khac, sy hdp thu clia céc thudc nhu ketoconazol,
itraconazol va erlotinib ¢ thé gidm va sy hap thu ciia digoxin c6 thé
tang Ién trong khi diéu tri vGi esomeprazole. Diing ddng thdi
omeprazole (20 mg/ngay) va digoxin & céc ddi tugng khde manh 1am
téng sinh kha dung clia digoxin khodng 10% (I&n d&n 30% & 2 trén
10 d6i tugng nghién ciiu). Hiém c6 cac bao cdo vé doc tinh clia
digoxin. Tuy nhién, cdn than trong khi diing esomeprazole liu cao &
bénh nhan cao tudi. Can tang cudng theo dai diéu tri bling digoxin.

_Cdc thudc chuyén hoa qua CYP2C19

Esomeprazole ifc ché CYP2C19, enzym chinh chuyén héa
esomeprazole. Do dd, khi esomeprazole dugc dung chung véi céc
thudc chuyén héa bing CYP2C19 nhu diazepam, citalopram,
imipramin, clomipramin, phenytoin.. ndng do céc thudc nay trong
huyét tuong cd thé ting va cdn giam lidu ding. Bidu nay cdn dudc
ddc biét chit y khi ké toa esomeprazole theo ché do diéu tri khi cin
thiét.

Diazepam

Ding dong thdi véi esomeprazole 30 mg lam gidm 45% do thanh
thai ciia diazepam (mot ca chét clia CYP2C19).

Phenytoin,

Khi diing ddng thasi vdi esomeprazole 40 mg 1am tang 13% néng do
day clia phenytoin trong huyét tuong & bénh nhan dong kinh. Nén
theo ddi ndng do phenytoin trong huygt tuong khi bit ddu hay ngung
diéu trj véi esomeprazole.

Voriconazol

Omeprazole (40 mg, méi ngay 1-1an) lam tang 15% Cmax va 41%
AUC ctia voriconazol (@t cd chét clia CYP2C19).

Cilostazol

Omeprazole, ciing nhu esomeprazole, hoat dong nhu cc chat tic ché
CYP2C19. Trong mdt nghién ciiu chéo, omeprazole sif dung vdi liéu
40 mg trén doi tugng khde manh da lam ting Cmax va AUG clia
cilostazol tudng ting 1a 18% va 26% va Cmax va AUC ciia mot chat
chuyén héa c6 hoat tinh ciia nd tuong éing 13 29% va 69%.

Cisaprid

g nhiing ngudi tinh nguyén khde manh, khi dung chung véi 40 mg
esomeprazole, AUC tang Ién 32% va thi gian ban thai cisaprid kéo
dai thém 31% nhung ndng dg dinh cisaprid trong huyét tuong ting
18n khong déng ké. Khoang QTc hoi kéo dai sau khi dung cisaprid
riéng I8, khong bi kéo dai hon nita khi diing dong thoi cisaprid v6i
esomeprazole.

Warfarin

~ Khi dung ddng thdi 40 mg esomeprazole G r ngudi dang diéu tri béng

warfarin trong mét thif nghiém lam sang da cho thay thdi gian dong
méu & trong khodng c6 thé chdp nhan. Tuy vay, sau mot thi gian luu
hanh thudc da ghi nhan c6 mot so rit higm truting hgp ting INR
dang ké trén 1am sang khi diéu trj ddng thoi hai thubic trén. Nén theo
doi bénh nhan khi bdt ddu va chdm ddt diéu tri dong thoi
esomeprazole véi warfarin hodc cac dan chat khac clia coumarin.
Clopidogrel

Ket qua céc nghién cifu trén déi tugng khde manh da chi ra tuong tic
dugc dong/dugc luc gita clopidogrel (liéu nap 300 mg/liéu duy tri
hang ngay 75 mg) va esomeprazole (40 mg udng hiing ngay) din
dén gidm mdc ti€p xic voi chat chuyén hoa co hoat tinh clia
clopidogrel trung binh 40% va giam su (¢ ché t6i da két tap tiéu cdu
(gay ra bai ADP) trung binh 14%.

Trong mot nghlén cliu trén doi tucng J(hoe manh, khi su dung dong
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Rdi loan hé than kinh

Thuting gap: dau du.

it gap: chong vang, di cam, ngli ga.

Higm gdp: réi loan vi gidc.

R6i loan mét

Hi€m gdp: nhin mg. ¢

Réi loan tai va mé dao ¥

ft gdp: chong mit.

Rai loan hé-hdp, nguc va trung that

Hi€ém gap: co thit phé& quan.

Rdi loan tiéu hda

Thung gdp: dau bung, tdo bon, tiéu chay, ddy bung, budn nén/non.
it gap: kho miéng.

Higm gap: khd miéng, viém miéng, nhidm Candida dudng tiéu hoa.
Khong ro: viém dai trang vi thé.

RGi loan gan mat

it gap: tang enzym gan.

Higm gdp: viém gan c6 hodc khong vang da.

R4t hi€m gip: suy gan, bénh nao gan & bénh nhan da co bénh gan.
R0i loan da va mé dudi da

it gap: viém da, ngtia, néi mdn, may day.

Hiém gap: hoi ddu, nhay cdm véi dnh sdng.

R4t higm gap: hong ban da dang, hoi chiing Stevens-Johnson, hoai
it bigu bi gay doc.

Khdng rd: lupus ban do da ban cép.

RGi loan cd xuang, mo lién két

it gap: gy xudng hdng, cd tay va ¢t song.

Higm gap: dau co, dau khp.

R&t higm gap: yéu co.

R0 loanthan va tiét nigu

Rt hiém gdp: viém than k&; & mot s6 bénh nhan tinh trang suy than
di kém da dugc bao céo.

RGi loan hé sinh san va tuyén vi

Rét higm gap: nit hoa tuyén va.

R6i loan chung va tai chd

Hi&m gap: mét mi, tang tiét mé hoi.

Thong bdo ngay cho bac sT hodc dugc si nhitng phan (ing ¢6 hai gip
phéi khi sir dung thudc.

QUA LIEU VA CACH XU TRi

Chua c6 béo cdo vé qué liéu esomeprazole & ngudi. Khong co thudc
gidi doc dac hiu cho esomeprazole.

Chii yéu diu tri trigu ching va hd trg. Thdm tach mau khdng c6 tac
dung téng thai trif thudc vi thudc gén nhiéu vao protein.

DUGC LYC HOC

Esomeprazole 1a dang déng phén S ciia omeprazole dugc dung tudng

~ ty nhu omeprazole trong diéu tri loét da day - tA trang va bénh trao

ngugc da day - thyc quan. Esomeprazole gén két véi H/K' - ATPase
8 t& bao thanh da day, ic ché dac higu hé thng enzym nay, ngan
cdn budc cudi cing clia sy bai tiét acid vao long da day. Vi vay,
esomeprazole ¢ téc dung (fc ché da day tiét acid co ban va ca khi bj
kich thich do bat ky tac nhan nao.

DUGC BONG HOC

Hép thu: Esomeprazole dugc h&p thu nhanh sau khi udng, ndng do
dinh trong huyét tudng dat dugc sau 1 - 2 gio. Sinh kha dung clia
esomeprazole ting theo liéu dung va khi diing nhéc lai, dat khoang
68% khi diing liéu 20 mg va 89% khi diing lidu 40 mg. Thic &n lam
cham va giam d hap thu clia esomeprazole.

Phan phéi: Esomeprazole lién k&t véi protein huyét tuong khodng
97%.

Chuyén hod: Thugc dudc chuyén hoa chil y&u & gan nhd isoenzym




GIUG 1ang an. uo it KINN NgNIgm Ve Viec aung oot o benh nhan
suy than ndng, nén than trong khi diéu trj & cic bénh nhan nay.
Bénh nhan suy gan: Khong can diéu chinh liéu & bénh nhan suy chiic
ndng gan 6 mic do tir nhe dén trung binh. 6 bénh nhan suy gan
ngng, khdng nén dung qua liéu6i da 20 mg esomeprazole.

Ngui cao tudi: Khong cdn didu chinh lidud ngudi cao tusi.

Cach sit dung

Udng trudc bifa dn it nhat 1 tiéng. Nén nudt toan bo vién cung véi
nudc. Khong nén nhai hay nghién nét vién.

Bai vdi bgnh nhan kh nudt, co thé md vien nang va phan tan vi hat
trong nifa ly nudc khong chda carbonate. Khang diing cc chat long
khéc vi Idp boc gilp thudc tan trong duding rudt co thé bi hoa tan.
Udng dich phan tan chia vi hat nay ngay lap titc hoic trong vong
30 phit. Trang ly lai bang nita ly nuéc va udng. Khong dugc nhai
hogc nghién nat cAc vi hat nay.

Bt voi bénh nhén khong thé nudt dugc; c6-thé md vién nang va
phan tén vi hat trong nuéc khong chifa carbonate va diing qua 6ng
théng da day. Quan trong Ia phai kiém tra sy thich hgp clia loai bom
tiém va 6ng thong dugc sir dung.

CHONG CHi BINH :

Bénh nhén qua man véi esomeprazole, cdc dn chat benzimidazol
hay bét cif thanh phdn nao clia thudc.

Khéng nén sit dung esomeprazole déng thoi véi nelfinavir.

THAN TRONG

Khi co sy hign dign bat ky mot trigu chiing bdo dong nao (nhu a
giam can dang ké khong chil y, non tai phat, kho nudt, non ra mau
hay dai tién phan den) va khi nghi ngd hogc bj loét da day nén loai
trirdc tinh vi diéu trj bing esomeprazole c6 thé 1am gidm tridu chiing
va lam cham tr@ vigc chdn doan.

Diéu tr dai han

B&nh nhan diéu trj thoi gian dai (d4c biét nhiing ngudi da diéu tri hon
1 ndm) nén dugc theo doi thudng xuyén. TS i
Diéu trj theo ché dg khi can thiét

Bénh nhan diéu trj theo ch& do khi cdn thigt nén lién hé vdi béc s
néu co cAc trigu chiing thay déi vé dac tinh.

Digt trir Helicobacter pylori

Khi ké toa esomeprazole dé diét trit Helicobacter pylori, nén xem xét
céc tuong téc thudc co thé xay ra trong phac dé diéu tri 3 thudc.
Clarithromycin la chdt Uc ché manh CYP3A4 va vi thé nén xem xét
chdng chi dinh va tuong téc véi clarithromycin khi ding phc dé
3 thudc cho bénh nhan dang dung céc thudc khac chuyén héa qua
CYP3A4 nhu cisaprid.

Nhiém khugn duong tiéu hoa

Biéu trj véi thudc e ché bom proton (PPI) ¢6 thé 1am tang nhe nguy
co nhigm khu&n dubing tiéu hoa do Salmonelia va Campylobacter.
Hap thu vitamin B12

Esomeprazole, cling nhy cdc thudc khang acid khae, c6 thé 1am
giam hap thu vitamin B12 (cyanocobalamin) do sy gidm hodc thigu
acid dich vi. Diéu nay nén dugc can nhdc & nhitng bénh nhan co
gidm dy trit vitamin B12 hodc c6 y&ut6 nguy co gidm hép thu vitamin
B12 khi diéu trj dai han.

Gidm magnesi mau

Da c6 bdo céo v8 gidm magnesi méu nang ¢ nhiing bénh nhan diéu
tri bang PPI trong it nhét 3 théng, va trong da s céc trubng hgp 1a
trong 1 ndm. Biéu hign nang clia gidm magnesi mau nhu mét méi, co
ciing, mé sang, co giat, chodng vang va loan nhip that c6 thé xay ra
nhung khdi phat am thdm. O da' s6 bénh nhan, tinh trang gidm
magnesi mau dugc cai thign sau khi sir dung ligu phap magnesi thay
thé va ngling sif dung PPI.

BGi véi bénh nhan cdn diéu tri kéo dai hodc bénh nhan ding dong

a1 Ky TTang thar;

Phu ni cho con bi: Chua biét esomeprazole c6 bai tiét qua siia me
hay khdng. Tuy nhién, da do dugc ndng dd clia omeprazole trong sifa
me sau khi ubng 20 mg omeprazole. Esomeprazole ¢6 kha nang gay
ra ¢ac téc dung khdng mong mudn nghiém trong & tré b me, vivdy
phéi quy8t dinh nging cho con bii hodc ngiing thudc, tiy theo tm ¥
quan trong clia viéc dung thudc dai véi ngudi me.

TAC DONG CUA THUGC LEN KHA NANG LAl XE VA VAN HANH
MAY moC

Bénh nhan bj chéng mat hodc o gidc trong khi dung esomeprazole
khdng nén Iai xe hay van hanh may mac.

TUONG TAC THUGC

Anh hubng ciia esomeprazole Ién duge a6ng hoc clia cac thudtc
khac

Thud tic ché protease

~Ba ¢6 bdo cdo ring omeprazole tuong tic véi-mot s6 chét tc ché

protease. Chua ro tdm quan trong vé mt lam sang va co ché téc
dong clia cc tuong téc da dugc ghi nhén. Tang do pH da day trong
qua trinh diéu trj v6i omeprazole c6 thé din t6i sy thay ddi hdp thu
clia chat dc ché protease. Co ché tuong tic khac co thé xay ra 1
thdng qua sy tic ch& enzym CYP2C19.

Bai vi atazanavir va nelfinavir, giam néng d huyét thanh da dugc
ghi nhan khi diing dong thai véi omeprazole, do d6 khdng khuyén céo
dung déng thdi cc thudc nay. O ngudi tinh nguyén khde manh,
diing ddng thdi omeprazole (40 mg, mdi ngay 1 Idn) véi atazanavir
300 mg/ ritonavir 100 mg 1am gi&m déng ké mifc tiép xic atazanavir
(gidm AUC, Cmax va Cmin khodng 75%). Tang liéu atazanavir dén
400 mg khong di bu trir tic dong clia omeprazole trén mic tigp xic
atazanavir. O ngudi tinh nguyén khoe manh, st dung déng thoi
omeprazole (20 mg, mdi ngay 1 I4n) véi atazanavir 400 mg/ritonavir
100 mg giam khoang 30% mic ti€p xc atazanavir khi so sanh véi
miic tigp xic atazanavir ghi nhan trong triding hop diing atazanavir
300 mg/ritonavir 100 mg, 1 Idn/ngay ma khong diing omeprazole
20 mg, mdi ngay 1 14n. Dng phdi hgp omeprazole (40 mg, mdi ngay
1 1dn) lam giam trj s8 trung binh AUC, Cmax va Cmin ciia nelfinavir
khodng 36 - 39% va giam khodng 75 - 92% trj s6 trung binh AUC,
Cmax va Cmin clia chdt chuyén héa c6 hoat tinh dugc Iy M8.
Do téc dong dugc lyc va céc dic tinh duge dong hoc tuong ty nhau
clla omeprazole va esomeprazole, khong khuyén céo sit dung
esomeprazole dong thdi véi atazanavir va chéng chi dinh sif dung
esomeprazole ddng thoi véi nelfinavir.

BGi voi sequinavir (st dung déng thdi véi ritonavir), ting ndng do
thudc trong huyét thanh (80 - 100%) khi diing d6ng thdi omeprazole
(40 mg, mdi ngay 1 I4n). Diéu tri véi omeprazole 20 mg, mi ngay
1 1dn khong anh hubng dén muc ti€p xtc clia darunavir (khi diing
dong thi véi ritonavir) va amprenavir (khi ding ddng thdi véi
ritonavir). Diéu trj véi esomeprazole 20 mg, mdi ngay 1 1dn khong
&nh huing dén mic ti€p xtic clia amprenavir (ding hay khong diing
ddng thoi vdi ritonavir). Biéu tri véi omeprazole 40 mg, mdi ngay
1 14n khdng anh hung dén mic tiép xdc clia lopinavir (sif dung dng
thoi véi ritonavir).

Methotrexat

Khi sit dung ddng thai véi céc PP, ndng do methotrexat dugc bao
cdo tang 18n & mot s6 benh nhan. Khi dung lidu cao methotrexat, nén
can nhdc dén viéc tam ngling st dung esomeprazole.

Tacrolimus

Bé c6 bdo cdo diing ddng thoi vdi esomeprazole 1am tang ndng do
huyét thanh clia tacrolimus. C4n ting cudng theo ddi ndong do
tacrolimus cling nhu chifc nang than (dg thanh thai creatinin) va digu
chinh liéu tacrolimus néu cén.

_l\'



