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THANH PHAN: M&i vién co chira BAO QUAN: Noi khé, tranh anh sang, nhiét 4o dudi 30°C o e —
Esomeprazol (dudn dang pellet bao tan trong SBK/RegNo: ...
ruéit chira esomeprazol magnesi dinydrat) 20 mg BE THUGC XA TAM TAY CUA TRE EM o
T4 dUQe. ..o vira 00 1 vignnang cirng  DOC KY HUPONG DAN SUr DUNG TRUG'C KHI DUNG
CHI BINH, CHONG CHI BINH, CACH DUNG, Nhk s xubt
LIEU DUNG VA CAC THONG TIN KHAC: CONG TY CP DUQ'C TRUNG LPONG MEDIPLANTEX '
Xem t& huong diin st dung bén trong hdp 358 duéng Gidi Phang, Phirong Liét, Thanh Xuan, Ha N&i &
TIEU CHUAN AP DUNG: TCCS SX lai: NMDP sé 2, Trung Hau, Tién Phong, Mé Linh, Ha Ngi Y

&, Prescription Drug k=

Z.aclid

Capsule Contains Enteric Coated Pellets

Esomeprazole 20 mg

COMPOSITION: Each capsule contains STORAGE: Store in a dry place, protected from
Esomeprazole (as enteric-coated pallets containing light, below 30°C

esomeprazole magnesium dihydrate) 20 mg KEEP OUT OF REACH OF CHIDREN
XTI cooecacicimnnssmsssamyprassasss b iniFisadiiza gsf1capsule  READ CAREFULLY DIRECTION BEFORE USE
INDICATION, COHTRA-JNDICATION ADMINISTRATION, 5

DOSAGE AND OTHER INFORMATION: 5016 SX/ Lot

See the leaflet enclosed Mgay SX/ Mfd:

SPECIFICATION: Manufaciurer's Han ding/ Exp:

L] 3 H . .’
ZaClld R Zaclld _— andi, n

Esomeprazol (out deng pelet bao MEDIPLANTEX EROMePrazol (st dang palet beo MEDIPLANTEX
1an trong rudl chum ssomaprazsl magres Lan ¥ong redl chom esomepazol magnesi
ditrgarat) 20 mg difydrat) 20 mg

CTY CP DUQC TW ZaCIId CTY CP DUCC TW ZﬂClld

MED’PLANTEX Esomeprazol (tudi dang palel bao MED P LANTEX Esomeprazol (s dang pelel bed

HEG

i ey Fudl Chis SEOMROrRES MddheE T trong rudl chin SSOMaprEzs MmBgnEL
divpdnat) 20 Mg anyaran 20 mg
L] L
Zaclld awwo  LACHA o
Esomeprazol (autrogngpetecias MEDIPLANTEX  Esomeprazol (st sengpetet sas  MEDIPLANTEX TR W
"5 tan wong rudt chim esomeprazal magnesi e 0 sl ES TprRED! magrsl M WEFE WOPRT
arpdrat) 20 mg dilysinal) 20 Mg L e

CTY CP DUQC TW ZaCIid CTY CP DUIFQ'C TW ZaCIid

MEDIPLANTEX  esomeprazol ousiasmgpesssse  MEDIPLANTEX Esomeprazol (sui dang pelst bao
i Bong nudl chum edomeprazol magnesi L Bong Nodt ShiFl SAoTairancl Maghed
ditydrat) 20 mig difrydrall 20 My
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Vién nang cirng chira

a pellet bao tan trong rudt

Esomeprazol 20 mg

Hép 1 vi x 10 vién nang cirng

® MEDIPLANTEX

THANH PHAN: M&i vién &6 chira

Esomeprazol (duti dang peliet bao tan trong rudl chir
esomeprazol magnesi dihydrat) 20 mg

T duge vira 30 1 vibn nang cimg
CHi DJNH, CHONG CHi BJNH, CACH DUNG, LIEU DUNG
VA CAC THONG TIN KHAC:

Xem tir huimg diin sir dung bén trang hdp

& Prescription

BAQ QUAN. Noi kh, trinh anh sang, nhift d dudi 30°C
TIEU CHUAN AP DUNG: TCCS

BE THUOC XA TAM TAY CUA TRE EM

DOC K¥ HUONG DAN S(F DUNG TRUGC KHI DUNG
CONG TY CP DUQIC TRUNG LPONG MEDIPLANTEX

358 dudrng Gidi Phang, Phuong Liél, Thanh Xudin, Ha NG
SX tai: NMDP 4 2, Trung Hju, Tibn Phong, Mé Linh, Ha Néi

Drug

Z.aclid

Capsule Contains Enteric Coated Pellets

Esomeprazole 20 mg

H Box of 1 blister x 10 capsules

® MEDIPLANTEX

COMPOSITION: Each capsule contains

Esomeprazole (as enteric-coated pellets containing esomeprazole
magnesium dihydrate) 20 mg
Excipients

SPECIFICATION: Manufacturer's
STORAGE: Store in a diy place, prolected from kght, below 30°C

q.5.1 1 capsule

S0 1 SX/ Lot
Mgay SX/ Mid:
Han ding/ Exp:

INDICATION, CONTRA-INDICATION, ADMINISTRATION,
DOSAGE AND OTHER INFORMATION:

See the laafiel anclosad

SBK/Reg.No:

KEEP OUT OF REACH OF CHIDREN

READ CAREFULLY DIRECTION BEFORE USE
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Composition: Each capsule contains | Z aclld
Esomeprazole (as enteric-coated pellets !

1

1

I containing esomeprazole magnesium
|

Thanh phén: M vién co chira
Esomeprazel (dudi dang pellel bao lan

Vién nang cimg chira pedlet bao tan trong nedt dihydrate) 20 mg) Capsule Contains Enteric Coated Peliels trang rul chira esomeprazol magnesi
Esome| ol 20 Excipients ........ ...q.8.1 1 capsule dihydrat) 20 mg
prazol 20 mg Esomeprazol 20 mg T4 dugrc.......vira di 1 vién nang cimg

Indication, contra- indication,
administration, dosage and other
Hép 1 1g 14 vién nang cung information: See the leafiet enclosed
Specification: Manufacturer's

Storage: Store in a dry place. protected
from light. below 30°C

Chi dinh, chéng chi dinh, lidu ding,
cich ding va cac théng tin khac:
Xem huong din st dung bén trong hip
Tiéu chuféin &p dung: TCCS

Bao quan: Noi khd, tranh dnh sang,

SBiUReg.No: ... nhigt 3 dudi 30°C
Keep out of reach of chidren Bé thubc xa thm tay cia tré em
Read carefully direction before use Boc ki hurdmg diin sir dyng trude khi ding
S 1 SX/ Lot Mha sdn xudt
Ngay SX/ Mid COMG TY CP DUGIC TRUNG L/ONG MEDIPLANTEX
Han dinng.’ F:(p 358 duamg Gidk Phang, Phviong Ligt, Thanh Xudn, Ha Nai

SX ok NMDP 56 2, Trung Hbu, Tién Phong, Mé Link, M Nai

g

Thanh phén: Méi vién o chira Bao quan: Noi khd, tranh anh sang, nhiét
Esomeprazol (du¢i dang pellet bao tan @8 duwdi 30°C

= trong ruét chira esomeprazol magnesi SDK/RegMo: ...
a C l dihydrat) 20 mg Nha san xudt

CONG TY CP DUQ'C TRUNG LFONG MEDIPLANTEX
Ta dwoc.......vira di 1 vién nang cing SRR Gl Pt Phacra LI Thach XEa T4t
Chi djnh, ch6n9 chi dinh, lidu ding,  x s HMDP s 2, Trung Héu, Tikn Phong, M Lish, Ha Moi

Esomeprazol 20 mg cach ding va cac théng tin khac: Sé16 SX/ Lot
e Xem huéng dén sir dung bén trong hdp Ngay SX/ Mfd:
(M5 MEDIPLANTEX Tiéu chudn ap dung: TCCS Han dang/ Exp:
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TO HUONG DAN SU DUNG THUOC

ZACLID
Dé xa tim fay 1ré em
Poc kj huwéng din siv dung triwée khi diing

Thube nay chi diing theo don thuéc

Thanh phin cong thire: M3i vién nang cing chira:

Thanh phin_hoat chit: Esomeprazol (du¢i dang pellet bao tan trong rudt chira esomeprazol

magnesi dihydrat) 20 mg

Thanh phin td duge: Mannitol, magnesi carbonat, dinatri hydrophosphat (DSHP), crospovidon,

sucrose, HPMC ES, methacrylic acid copolymer L-30D, natri hydroxyd, diethyl phthalat, talc,
titan dioxyd, tween 80, nang ciing sd 2
Dang bao ché

o™
L

Vién nang cimg chira pellet bao tan trong rudt . F_;
Vién nang cimg s6 2, mot ddu mau nau, mot ddu mau hdng, bén trong chira cic ha(l?iﬁh ciu mau
tring nga

Chi dinh

Nguoi lon

Bénh trao ngwee da day thwe quian (GERD)

- Diéu tri bénh viém trot thuc quan do trao nguoce

- Biéu tri duy tri cho bénh nhan da khoi viém trot thue quan dé phong ngira tai phat

- Diéu tri triéu chimg bénh trao nguge da day thuc quan

Két hop voi phic do khdng khuin thich hop dé diét tric Helicobacter pylori va

- Diéu tr bénh loét ta trang do nhiém Helicobacter pylori va

- Phong ngira tai phat loét da day ta tring & bénh nhén loét do nhiém Helicobacter pylori

Bénh nhin can dwge diéu tri bang thube NSAID lién tuc

- Diéu trj loét da day do ding thudc NSAID

- Phong ngtra loét da day va loét ta trang do diéu tri bing NSAID & bénh nhin ¢6 nguy co

Diéu tri kéo dai sau diéu tri phong tdi xuit huyét loét da day td trang b(%ng dwong tinh mach
Diéu tri hi chiing Zollinger Ellison

Tré em tir 12 tudi trd 1én

Bénh trao nguoe da diy thwe quin (GERD)
- Diéu tri bénh viém trot thuc quan do trao nguge

- Biéu tri duy tri cho bénh nhan da khoi viém trot thue quan dé phong ngira tdi phat

I.‘;l":. >




- Diéutri tri¢u chimg bénh trao nguoc da day thuc quan

Két hop voi khing sinh trong diéu tri loét td trang do nhiém Helicobacter pylori

Liéu dung, cich ding

Céch ding

Nén nudt toan b vién thude ciing véi nuée, khdng nén nhai hay nghién nat vién

D4i v6i bénh nhan kho nuét ¢6 thé ldy cdc pellet trong vién nang cho vao nira ly nuée khéng chira

carbonat. Khong ding cac chit long khéc vi 16p bao tan trong rut ¢ thé bj pha huy. Khudy déu,

udng ngay I4p térc hodic uéng trong vong 30 phat. Trang lai béng nira ly nudc va uéng. Khéng
duge nhai hodc nghién céc pellet nay

Liéu diing

Newdi lon

Bénh trao nguwope da day thue quian (GERD)

- Diéu trj bénh viém trot thue quan do trao nguoe: 40 mg, | lan/ngay trong 4 tuin, C6 thé ding
thém 4 tudn nira néu tén thuong chua lién hay vin con triéu ching dai ding

- Diéu tri duy tri cho bénh nhén da khéi viém trot thyc quéan dé phong ngira tai phat: 20 mg, |
lAn/ngay '}/

- Diéu tr triéu ching bénh trao nguge da day thye quan: 20 mg, 1 Iénfngay véri"".b.(_‘.:nh nhan
khong bi viém trot thuc quan. Néu khéng kiém soét dugc triéu chirng sau 4 tudn, bénh nhin
nén duoc thdm do can 1am sang ky hon dé x4c dinh chin dodn. Khi da hét triéu chirng, ¢6 thé
duy tri sy kiém sodt trigu ching véi lidu 20 mg, 1 lin/ngdy. C6 thé sir dung ché do “khi cin
thiét” voi lidu 20 mg, 1 lAn/ngdy. G bénh nhin trao nguoc da day thuc quan dang str dung
NSAID ¢6 nguy co phat trién thanh loét da day va td trang, khong khuyén céo kiém sodt céc
tri¢u chimg bang ché dé * khi ¢in thiée”

Két hop véi phic dé klhdng khuin thich hop dé digt triv Helicobacter pylori vi diéu tri bénh loét

td trang do nhiém Helicobacter pylori va phong ngiva tdi phit loét da day td trang ¢ bénh nhan

loét do nhiém Helicobacter pylori: esomeprazol la mot thanh phin trong phac dé diéu trj con g vai
khang sinh, vi du phac db 3 hoic 4 thude (cung voi amoxicilin va clarithromycin hoic
clarithromycin, metronidazol va bismuth). Uﬁng esomeprazol 20 mg, 2 Ifmfngz‘iy trong 7 ngay.

Tay ty 1¢ khang thuée ¢ timg dija phuong dé lya chon phéc dé phi hop

Bénh nhin cin duge diéu tri b.rfng thuéc NSAID lién fuc

- Diéu tri loét da day do dung thuée NSAID: liéu thong thuong 20 mg/ngay, trong 4 — 8 tuin

- Phong ngira loét da day ta trang do diéu tri bing NSAID & ngudi ¢é nguy co: 20 mg, |
!ﬁnfngé’ly

Diéu tri kéo dai sau didu tri phong tdi xudt huyét loét dg day ti trang bing dwong tinh mach:

40 mg, Ingay/lan trong 4 tudn sau khi tiém tinh mach dé phong téi xudt huyét loét da day ta trang



Diéu tri hpi ching Zollinger Ellison: liéu khéi ddu khuyén cdo 1a 40 mg, 2 lan/ngdy. Sau dé
chinh liéu theo dép (ng ctia timg bénh nhan va tiép tic diéu tri khi con chi dinh vé mat lam sang.
Céc dir ligu 1am sang cho thiy phdn 16n bénh nhan dugc kiém soat voi esomeprazol lidu tir 80 —
160 mg hang ngay. Véi liéu > 80 mg/ngay, nén chia lidu diing thanh 2 lin/ngay

Tré em trén 12 tudi

Bénh trao nguwge da day thue quin (GERD)

- Diéu trj bénh viém trot thuc quan do trao ngugc: 40 mg, 1 Iénfngéy trong 4 tudn. Cé thé ding
thém 4 tudn nita néu tén thwong chua lidn hay vén con triéu chiing dai ding

- Diéu tri duy tri cho bénh nhan da khoi viém trot thyc quan dé phong ngira tai phét: 20 mg, |
lin/ngay

- Diéu trj triéu chimg bénh trao ngugc da day thuc quan: 20 mg, 1 lan/ngay véi bénh nhén
khéng bj viém trot thuc quan. Néu khdng kiém sodt dugc triéu chiing sau 4 tudn, bénh nhan
nén duoc thim do cén 1dm sang ky hon dé xéc dinh chin dodn. Khi da hét trigu chimg, c6 thé
duy tri sy kiém soat triéu chimg véi lidu 20 mg, 1 lan/ngay. ‘

Diéu tri loél td trang do nhiém Helicobacter pylori: Khi lya chon liéu phép phéi hqp"t}ﬂ‘rlch hop.

Cén xem xét huéng din chinh thire caa qudc gia, ving va dia phuong vé sw d& khang cua vi

khudn, thoi gian diéu tri (thong thuong 1d 7 ngay nhung d6i khi c6 thé lén dén 14 ngdy), va sir

dung cdc thuée khang khudn thich hop. Qua trinh diéu trj cAn duge theo ddi boi chuyén vién y té.

lidu ding khuyén cdo nhu sau:

Can niing Liéu diing

30-40kg | Két hop v6i 2 khang sinh: esomeprazol 20 mg, amoxicillin 750 mg va

clarithromycin 7,5 mg/kg cén ndng, ding cuing nhau 2 Iiinfngely trong 7 ngay

>40 kg Két hop véi 2 khang sinh: esomeprazol 20 mg, amoxicillin 1 g va clarithromycin
>00 mg, dung ciing nhau 2 lin/ngay trong 7 ngay

Tré em duwdi 12 tuii: Khong diing cho tré dudi 12 tudi do dang bao ché khéng phu hop

Ngwoi suy thin: Khong cén chinh lidu & bénh nhan suy giam chiic néng thén. Do it kinh nghiém
vé viée dung thude & bénh nhén suy than nfing, nén than trong khi diéu tri & cdc bénh nhén nay
Ngwdi suy gan: Khong cin chinh lidu & bénh nhan suy gan nhe va trung binh. V&i bénh nhan suy
gan ning, liéu t6i da 1a 20 mg/ngay

Ngwoi cao tudi: Khong ein chinh lidu & ngudi cao tudi

Chéng chi dinh

Qué mén v6i esomeprazol, phin nhém benzimidazol hoiic v6i bat ky thanh phin nao cia thuée

Dung déng thoi véi nelfinavir



Cinh bio va than trong khi diing thube

Khi ¢6 sy hién dién cia bét ky triéu chimg bdo dong nao (sut cin ddng ké khong chi ¥, ndn tdi
phat, khé nudt, non ra mau hodic di ngodi phan den) va khi nghi ngdr hoiic bj loét da day nén loai
trir bénh ly 4c tinh vi diéu trj bing esomeprazol c6 thé giam triéu ching, 1am chidm chuin dodn
Bénh nhén diéu tri thoi gian dai (dic biét > 1 nim) nén dugce theo doi thudng xuyén

Bénh nhén diéu tri theo ché o “khi cAn thiét” nén lién hé véi bac sT néu ¢6 cic tri¢u chimg thay
ddi vé dic tinh

Khi ké don esomeprazol dé diét trir Helicobacter pylori, cin xem xét céc tuong tac c6 thé xay ra
v6i tit ca cdc thude trong phac dé didu tri 3 thudc. Clarithromycin 14 mét chét e ché manh
CYP3A4 va do do chéng chi dinh va tuong tic véi clarithromycin nén duoge xem xét khi phic dd
diéu tr 3 thudc duge sir dung déng thoi & nhitng bénh nhén ding cdc thuée chuyén héa qua
CYP3A4 nhu cisaprid

Dicu tri bing thudc iic ché bom proton c6 thé 1am tang nhe nguy co nhiém khuin duong tiéu héa
do Salmonella va Campylobacter U
Esomeprazol ¢6 thé lam giam hdp thu vitamin B12 (cyanocobalamin) do giam ho&c@i%u acid da
day. Diéu nay nén duge can nhiic & nhiing bénh nhén ¢6 giam du trir vitamin B12 hodc ¢6 yéu t6
nguy co giam hip thu vitamin B12 khi diéu tri dai han

Ha magie huyét nghiém trong da xdy ra & cac bénh nhan didu tri bing thudc tre ché bom proton
(PPI), nhu esomeprazol, trong it nhit 3 thang va trong héu hét cdc truong hop ding thudc kéo dai
trén 1 ndm. Biéu hién nghiém trong cia ha magie huyét nhu mét moi, con tenany, mé sang, co
gidt, chong mit va loan nhip thit ¢6 thé xay ra nhung c6 thé khéi phat dm thdm va thudng bi bo
qua. O da s6 cdc bénh nhan, bénh dugc cai thién sau khi bé sung magie va ngung str dyng PPI

D4i véi cde bénh nhan duge didu tri kéo dai hodic dung déng thoi thube e ché bom proton véi
digoxin hodic cac thude c6 thé gay ha magie huyét (nhur thuéc loi tiéu) cén do ndng dd magie trude
khi bit dau diéu tri biing PP va dinh ky trong qué trinh diéu tri

Céc thudce trc ché bom proton, dic biét néu diing lidu cao, kéo dai (> 1 nam), c6 thé ting nguy co
gly Xuong chau, xuong c6 tay hofic cdt sdng, chi yéu & ngudi cao tudi hodic ¢6 sy hién dién cua
yéu t6 nguy co khic. Bénh nhén ¢6 nguy co bj loding xwong can duge cham soc theo huéng din
lam sang hién hanh va nén bé sung lugng vitamin D va calci thich hop

Thude tric ché bom proton thudng lién quan réit thuong xuyén dén bénh lupus ban do ban cép
(SCLE). Néu ton thuong xay ra, dic biét cc ving da tiép xic véi nh sdng, va néu kém theo dau
khop. bénh nhin nén tim kiém sy giap do va chiam séc cia bac s, nén xem xét dirng esomeprazol.
Bi SCLE sau khi diéu tri véi cc thudc ire ché bom proton trudc d6 cé thé tdng nguy co bi SLCE

khi ding céc thude tre ché bom proton khéc

g .



Khong khuyén cdo ding déng thoi esomeprazol véi atazanavir, Néu sy phéi hop atazanavir véi
thude tre ché bom proton [a khong thé tranh khéi, cin theo dai chiit ché trén lam sang khi tang liéu
atazanavir 1én 400 mg két hop véi 100 mg ritonavir; khéng nén sir dung qua 20 mg esomeprazol
Esomeprazol 14 chét irc ché CYP2C19. Khi bt ddu hay két thiic didu trj véi esomeprazol, cAn xem
X€éL nguy co twrong tée véi ce thude chuyén héa qua CYP2C19. Da c6 ghi nhan tuong tac gita
clopidogrel vi omeprazol. Khong rd méi lién quan lim sang cla tuong tac nay. Nhu mot bién
phdp thén trong, khong khuyén khich diing dong thoi esomeprazol véi clopidogrel

Khi ké toa esomeprazol theo ché d§ “khi cin thiét”, nén xem xét dén cdc méi lién quan vé tuong
tdc voi cde thude khéc do ndng dg esomeprazol trong huyét trong c6 thé thay déi

Esomeprazol lam ting Chromogranin A (CgA) ¢6 thé anh hudng dén viée do tim cdc khéi u thin
kinh ni tiét. B& tranh lam anh huéng dén céc xét nghiém, nén ngimg dung esomeprazol it nhit 5
ngay trude khi do CgA

Thudc chira sucrose, bénh nhan mic céc réi loan di truyén vé dung nap fructose, rdi loan hép thu
glucose-galactose hodc thiéu hyt enzym sucrose-isomaltase khong nén ding thuée nay

Sir dyng thube cho phu ni¥ ¢6 thai va cho con bi

= ' |,
Phu nir mang thai id

Chua c6 du dir liéu 1am sang vé viée ding esomeprazol trén phu nir ¢o thai, Khi dimgﬁhdfﬂn hop
ddng phén racemic cua omeprazol, dir liéu trén s& lugng 16n phu nir ¢6 thai cé diing thube tir cac
nghién ciru dich 1€ chimg t6 thude khong gay di tat hodic doc tinh trén bao thai. Cac nghién ctru vé
esomeprazol trén ddng vit khong cho thy thuée ¢6 tac dong co hai tryc tiép hay gian tiép wén sy
phat trién chia phoi/thai nhi. Céc nghién ctu trén dong vat v6i hdn hop racemic ciing khong cho
thy c6 tic dong ¢6 hai tryc tiép hay gian tiép trén tinh trang mang thai, sy sinh no hotic sy phat
trién sau sinh. Nén thiin trong khi ké toa cho phy nit ¢6 thai

Phu nit dang cho con ba

Chua biét esomeprazol ¢c6 tiét qua stra me hay khéng. Khéng ¢6 nghién ciru nao trén phy nir cho
con bi duge thue hién. Vi vay, khéng nén ding esomeprazol trong khi cho con bi

Anh hutng ciia thude 1én khi niing Idi xe, vin hianh may mée

Esomeprazol it anh hudng dén kha ning lai xe hodc sir dung may mée. Tac dung khdong mong
mudn nhu chong mat (it gap) va mo mit (hiém gip) da duge bio cdo. Néu bénh nhan bi anh
hudng khong nén 14i xe hay sir dung may mée

Twong tic, twong ky ciia thube

Anh hudng ciia esomeprazol lén duae déng hoc cae thude khac

Uc ché men protease
Da ¢6 bdo cdo vé tuong tdc clia omeprazol vai mot s chét trc ché men protease. Chua rd tim

quan trong vé lam sang va co ché tac dong cua céc tuong tac da duge ghi nhin. Tang pH da day

11

\'\.



trong qud trinh diéu tri v6i omeprazol ¢6 thé din t6i thay déi sy hdp thu cia chit G ché men
protease. Co ché twong téc khic c6 thé xay ra 1 thong qua sy tic ché enzym CYP2C19.

Déi voi atazanavir va nelfinavir, giam ndng do thudc trong huyét thanh da duge ghi nhan khi ding
chung v&i omeprazol, do dé khong khuyén cdo dung ddng thdi cdc thube niy. O ngudi tinh
nguyén khoe manh, sir dung déng thoi omeprazol (40mg, 1 Iz’in;’ngﬁy} va atazanavir
300mg/ritonavir 100mg lam giam ddng ké ndng do va thoi gian tiép xic atazanavir (giam AUC,
Cinax VA Cmin khoang 75%). Tiang lidu atazanavir dén 400mg da khong bu trir tic dong cua
omeprazol trén ndng do va thoi gian tiép xic atazanavir. Ding phéi hop omeprazol (20mg, |
lan/ngay) v6i atazanavir 400mg/ritonavir 100mg & ngudi tinh nguyén khoe manh lam giam
khoang 30% ndng do va thoi gian tiép xic atazanavir khi so sanh véi ndng do va thoi gian tiép
xtic ghi nhiin trong trudng hop ding atazanavir 300mg/ritonavir 100mg, 1 lin/ngay ma khong
ding omeprazol 20mg, 1 lin/ngay. Dung phdi hop voi omeprazol (40mg,1 ldn/ngay) lam giam tri
s& trung binh AUC, Cingx v Cuin clia nelfinavir khoang 36-39% va giam khoang 75-92% tri sd
trung binh AUC, Cinax Vi Cuin ctia chit chuyén héa hoat tinh ¢6 téc dong dugc Iy M8. Do tac dong
duge lye hoe va cac dic tinh duge ddng hoc cuia omeprazol va esomeprazol 13 twong tu, khong
khuyén cdo sir dung dbng thdi esomeprazol véi atazanavir va chéng chi dinh sir dung ddng thoi
esomeprazol vai nelfinavir {\.f
Dbi voi saquinavir (diing ddng thdi véi ritonavir), ting ndng do thudce trong huyét thanh (80 -
100%) khi dung déng thoi voi omeprazol (40 mg, 1 lin/ngay). Diéu tri v&i omeprazol 20 mg, |
lan/ngdy, khong anh huéng dén sy tiép xiic cia darunavir (ding dbng thoi voi ritonavir) va
amprenavir (diing déng thoi véi ritonavir). Diéu trj véi esomeprazol 20 mg, | lin/ngay, khong anh
huong dén sy tiép xtic ciia amprenavir (sir dung hay khdng sir dung véi ritonavir). Piéu trj voi
omeprazol 40 mg, 1 lan/ngay khéng anh hudng dén su tiép xde cia lopinavir (dung dong thoi vai
ritonavir)

Methotrexat

Khi dung ciing véi céc thude irc ché bom proton (PPIs), ndng dé methotrexat duge bao cdo la ting
1én & mot sé bénh nhan. Khi ding liéu cao methotrexat, cin nhic nglrng tam thdi esomeprazol
Tacrolimus

Diing déng thoi voi esomeprazol di duge bdo cdo lam tang ndng do tacrolimus huyét thanh. Cén
gidm sat ting cudng ndng d§ tacrolimus ciing nhur chiie ning than (d6 thanh thai creatinin) va diéu
chinh liéu tacrolimus néu cin thiét

Thuée hdp thu phu thuge pH

Su ire ché acid da day khi diéu tri biing esomeprazol va cac PPl khac ¢6 thé lam giam hodc tang su
hép thu ctia céc thude khac c6 co ché hilp thu phy thude vio pH da day. Gidng nhu céc thube lim

giam d{ acid da day khac, sy hip thu ciia cac thude nhu ketoconazol, itraconazol, erlotinib ¢é thé
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giam va sy hdp thu cua digoxin c6 thé ting 1én trong khi diéu tri vdi esomeprazol. Dung déng thoi
omeprazol (20 mg/ngdy) va digoxin & cic doi tugng khée manh lam ting sinh kha dung cta
digoxin khoang 10% (1én dén 30% & 2/10 dbi twong nghién ciru). Hiém co céc bao cdo vé ddc tinh
clia digoxin. Tuy nhién, cin than trong khi ding esomeprazol lidu cao & bénh nhén cao tudi. Cin
ting cudng theo dai diéu tri bing digoxin

Nhitng thuéc chuyén héa qua CYP2C19

Esomeprazol (rc ché CYP2C19, enzym chinh chuyén héa esomeprazol. Do d6, khi esomeprazol
dugce diing cling v6i cde thude chuyén héa boi CYP2C19 nhu diazepam, citalopram, imipramin,
clomipramin, phenytoin..., ndng dd trong huyét tuong ciia cac thude nay c6 thé ting va cin giam
liéu néu can thidt. Piéu nay cin dic bidt chi y khi ké toa esomeprazol theo ché do diéu tri khi cin
thiét

Diing ddng thoi véi 30 mg esomeprazol 1am giam 45% dd thanh thai cua diazepam (1 co chét cua
CYP2C19)

Dung ddng thoi véi 40 mg esomeprazol 1am ting 13% ndng dd ddy cua phenytoin trong huyét
tuong & bénh nhan dong kinh. Nén theo dai ndng dé phenytoin trong huyét tuong khi bit diu hay
ngimg diéu tri véi esomeprazol R__F/
Omeprazol (40 mg, 1 ldn/ngay) 1am ting 15% Cuax va 41% AUC cla voriconazol (1 cd;;ﬁ:ﬁt cua
CYP2C19)

Omeprazol ciing nhu esomeprazol, hoat dong nhu chét trc ché CYP2C19. Trong mét nghién ciru
chéo, omeprazol st dung véi liéu 40 mg trén dbi twong khéa manh di lam ting Cux va AUC clia
cilostazol twong ting 18% vi 26% va Cinax va AUC clia mét chit chuyén hoa cé hoat tinh cia no
tuong ing 29% va 69%

Cisaprid

O nhitng ngudi tinh nguyén khoe manh, ding dong thoi cisaprid v6i 40 mg esomeprazol lam dién
tich dudi dudng cong (AUC) ciia cisaprid ting 1én 32% va thoi gian ban thai (ti2) kéo dai thém
31% nhung ndng dé dinh trong huyét tuong ting Ién khong déng ké. Khoang QT. hoi kéo dai sau
khi diing cisaprid riéng 1&, khong bi kéo dai hon nita khi ding ddng thi cisaprid voi esomeprazol
Warfarin

Khi diing déng thoi 40 mg esomeprazol & bénh nhan dang diéu tri warfarin trong mot thir nghiém
lam sang da chimg 16 ring thoi gian déng mau & trong khoang ¢6 thé chdp nhdn. Tuy nhién, sau
mat thoi gian luu hanh thude da ghi nhin vai trudmg hop ting INR dang ké trén 1am sang khi diéu
tri ddng thoi hai thude trén. Nén theo dai bénh nhan khi bt ddu va khi chdm dat didu tri ddng thoi
esomeprazol v&i warfarin hodc cac din xudt coumarin khéc

Clopidogrel



Céc két qua tir nghién ctru & ngudi khoe manh da cho thy twong tac duoc luc hoe va duge dong
hoc giita clopidogrel (300 mg liéu tin cong/75 mg lidu duy tri hang ngay) va esomeprazol (40
mg/ngdy, dudng udng) din dén giam ndng do va thoi gian tiép xic vai chit chuyén hoa c6 hoat
tinh cua clopidogrel trung binh khoang 40% va giam rc ché toi da két tap tiéu ciu (gdy ra boi
ADP) trung binh 14%.

Trong mét nghién ciru trén ngudi khoe manh, khi sit dung ddng thai clopidogrel véi liéu phéi hop
esomeprazol 20 mg + ASA 81 mg, ndng do va thoi gian tiép xiic v6i chét chuyén héa co hoat tinh
cua clopidogrel giam gin 40% so v&i sir dung clopidogrel don doc. Tuy nhién mire do t&i da tic
ché két tdp tiéu cdu (gdy ra boi ADP) trén nhing ddi twong nay 1a nhu nhau & nhém clopidogrel
don dgc va nhom clopidogrel phdi hop véi esomeprazol + ASA

S6 liéu chua nhdt quan vé bidu hién lim sang cia twong tac duge Iy hoc/duge dong hoc cla
esomeprazol trén cac bién ¢§ tim mach chinh da duoc bio cdo tir cac nghién clru quan sat va
nghién ctru 1am sang. Khéng khuyén khich sir dung ddng thoi voi clopidogrel

Cdc thuée da dwoc nghién ciru khong xdy ra twong tdc lién quan dén ldm sang

Amoxicillin va quinidin: esomeprazol da duge chitng minh khéng ¢6 anh hudng vé lim sang dén
duoe dong hoc cia amoxicillin va quinidin \

Naproxen hofic rofecoxib: cac nghién ctru danh gia viée sir dung ddng thoi r;;t;mcprﬂzo] vai
naproxen hodc rofecoxib khong xac dinh duoc bit ky tuwong téc duge dong hoc nao cé lién quan

dén 1am sang trong céc nghién ciru ngin han

Anh hudng cua cdc thude khic I1én duoge dong hoc ciia esomeprazol

Cae thudc irc ché CYP2C19 viathodic CYP3A4

Esomeprazol duge chuyén héa boi CYP2C19 va CYP3A4. Ding ddng thoi esomeprazol vai mot
chét trc ché CYP3A4, clarithromycin (500 mg, 2 [An/ngdy), lam ting gdp doi dién tich dudi duomg
cong (AUC) ciia esomeprazol. Ding ddng thdi esomeprazol cing véi mot chit e ché ca
CYP2C19 va CYP3A4 (nhu voriconazol ) ¢6 thé lam ting hon hai lin AUC ctia esomeprazol.
Chét trc ché CYP2C19 va CYP3A4 voriconazol lam ting AUC cua omeprazol [én 280%. Thudmg
khong cin diéu chinh liéu esomeprazol trong 2 trudng hop ndy. Tuy nhién, sy didu chinh lidu cin
dugc luu ¥ & nhitng bénh nhin suy gan niing hodic néu dugc chi dinh diéu tri lau dai

Cde thuic cam img CYP2C19 varhodc CYP3A4

Cac thude cam (mg CYP2C19 hodic CYP3A4 hodc ca hai (nhu rifampicin) c6 thé giam néng do
esomeprazol huyét thanh do ting chuyén hoa esomeprazol

Tré em

Cac nghién ciru vé tuong tac thude méi chi duoge thue hién & ngudi lon



Tic dung khéng mong mudn (ADR) ciia thude

Phan loai téc dung khong mong mudn theo tin sudt: rit thuong gip (ADR > 1/10), thudng gip

(1/10 > ADR = 1/100), it g&p (1/100 > ADR > 1/1000), hiém gip (1/1000 > ADR > 1/10 000), rét

hiém gip (ADR < 1/10 000), chua biét (chua thé théng ké tir c4e dir lidu ¢6 sin)

Mau va hé bach huyét

- Hiém gap: giam bach cdu, giam tiéu ciu

- Rét hiém gap: mit bach cdu hat, giam toan thé huyét ciu

Hé mién dich

- Hiém gap: phan tmg qua man nhu sbt, phit mach va phan tng phan vé/sée phan vé

Chuyén hoa va dinh dudng

- it gap: phu ngoai bién

- Hiém gip: giam natri mau \ }‘/

- Chuwa bict: giam magnesi méu, giam magnesi mau niing c6 thé lién quan dén giam calei mau.
Giam magnesi méau ciing c6 thé din dén giam kali mau

Tam thin

- 1t gip: mét ngu

- Hiém gap: kich dong, la 1n, trim cam

- Rit hiém giip: néng nay, 4o giac

Hé thin kinh

- Hay giip: nhirc diu

- It gip: chodng vang, di cam, ngi ga

- Hiém gap: r6i loan vi gidc

Mit

- Hiém gap: nhin m&

Tai

- [t gap: chong mat

H6 hip, nguc va trung thit

- Hiém gip: co thit phé quan

Tiéu hoa

- Hay giip: dau bung, tdo bon, tiéu chay, d%iy bung, bdn nén/ndn

- [t gap: kho miéng

- Hiém gip: viem miéng, nhidm Candida dudng tiéu hoa

- Chua biét: viém dai trang vi thé

Gan mét

-t giip: ting men gan



- Hiém gap: viém gan ¢6 hoiic khéng vang da

- Rit hiém giip: suy gan, bénh ndo & bénh nhin da c6 bénh gan

Da va mé duéi da

- it gap: viém da, ngta, ndi méan, mé day

- Hiém gap: héi ddu, nhay cam vé6i anh séng

- Rat hiém gip: hong ban da dang, hdi chiing Stevens — Johnson, hoai tir biéu bi gdy doc (TEN)
- Chua biét: Lupus ban do béan cép

Co xwong va md lién két

- [t gip: Gay xuong chiu, cb tay va cot séng

- Hiém gip: Pau khép, dau co

- Rét hiém gip: Yéu co

Thén va tiét niéu

- Rithiém giip: Viém than k&; & mot sd bénh nhén tinh trang suy thin di kém da dugc béo cdo
Hé sinh sin va tuyén vi

- Rét hiém: nir héa tuyén vi

Céc rdi loan tong quét va tai chd

- Hiém gip: khé &, tang tiét md hoi

Qui liéu va eich xir tri = %

Qué liéu 'j"/

Cho dén nay c6 rt it kinh nghiém vé& viée ding qué liéu c¢6 cha dich. Cac triéu Cht'rné duge mo ta
¢6 lién quan dén vige ding liéu 280 mg la cdc triéu chimg trén dudng tiéu hoa va tinh trang suy
nhugc. Céc liéu don esomeprazol 80mg vin an toan khi ding

Cach xir tri khi ding thude qué liéu

Chua ¢o thude giai doc dac hiéu. Esomeprazol gin két manh v6i protein huyét twong va vi vy
khong dé dang thdm phan dugc. Trong trudmg hop qua liéu, nén diéu tri triéu chimg va sir dung
cdc bién phép hd trg tdng quat

Duge lue hoe

Nhém duge ly: Thude Ge ché bai tiét acid da day thude nhém e ché bom proton

Ma ATC: A02B CO05

Esomeprazol 13 déng phan S cia omeprazol duge ding tuong ty omeprazol trong diéu tri loét da
day — td trang, bénh trdo nguge da day thuc quan va hdi chirg Zollinger - Ellison. Esomeprazol
giin voi H/K*-ATPase (con goi 12 bom proton) & té bao thanh cta da day, 1am bét hoat hé théng
enzym nay, ngin chin budc cudi cling cua su bai tiét acid hydrocloric vao long da day. Vi vay,
esomeprazol ¢ tac dung (rc ché da day tiét lugng acid co ban va ca khi bj kich thich do bét k¥ tac

nhén nao. Thude ¢6 tac dung manh va kéo dai



Céc thube tre ché bom proton ¢é tac dung (e ché nhung khong diét trir duge Helicobacter pylori,
nén phai phdi hop véi cic khéng sinh nhu amoxicilin, tetracyclin, clarithromycin méi ¢ thé diét
trir ¢6 hiéu qua vi khudn nay

Duge dong hoe

Esomeprazol dé bj hiiy trong mdi truong acid nén duoc ubng dudi dang hat bao tan trong rudt.
Trén In vivo su chuyén déi sang dang dong phén R la khong dang ké. Esomeprazol hép thu nhanh
vGi ndng do dinh trong huyét tuong dat duge khoang 1-2 gid sau khi udng. Sinh kha dung tuyét
dbi 13 64% sau khi udng lidu don 40 mg va ting 1én 89% sau khi diing liéu ldp lai 1 lin/ngay. Péi
voi lidu esomeprazol 20 mg, cdc tri s6 nay tuong ting la 50% va 68%

Thire an 1am chim va giam hip thu esomeprazol, nhung khong anh huéng déng ké dén tac dong
ctia esomeprazol 1én su tiét acid cua da day

Phén bé

Thé tich phan bé biéu kién & trang théi hing dinh trén ngudi khoe manh khoang 0,22 I/kg trong
lugng co thé. Khoang 97% esomeprazol gin vao protein huyét tuong

Chuyén hoa

Esomeprazol duge chuyén héa hoan toan qua hé théng cytochrom P450 (CYP). Phin chinh cta
qua trinh chuyén hoa esomeprazol phu thude vio enzym CYP2C19 da hinh thai, tao thanh céc
chdt chuyén hoa hydroxy va desmethyl. Phin con lai phy thude vao mot chit ddng dang dic hiéu
khic, CYP3A4, tao thanh esomeprazol sulfon, chit chuyén hoa chinh trong huyét twong

Thai trir jjx’

Céc tham s6 dudi day chi yéu phan dnh duge dong hoe & nhitng ¢4 nhan ¢é enzym" CYP2CI19, la
nhém ngudi chuyén héa manh

Téng do thanh thai huyét tuong khoang 17 I/gi¢r sau khi ding liéu don va khoang 9 I/gitr sau khi
dung liéu lap lai. Thoi gian ban thai trong huyét tuong khoang 1,3 gid sau khi ding liéu 1ap lai |
lAn/ngay. Esomeprazol thai trir hoan toan khoi huyét tuong gitra cdc liéu ding ma khong c6
khuynh huéng tich Ity khi ding 1 lin/ngay

Céc chét chuyén hoa chinh cia esomeprazol khong anh hudng dén su tiét acid da day. Khoang
80% esomeprazol lidu ubng duoc bai tiét qua nude tiéu dudi dang cde chit chuyén hoa, phin con
lai qua phén. it hon 1% thubc & dang khéng dbi duge tim thiy trong nude tiéu

Nhom bénh nhin dic biét

Khoang 2.9 + 1,5% bénh nhén khong ¢6 enzym CYP2C19 va dugc goi la nhom nguoi chuyén hoa
kém. O céc ¢4 nhan nay, sy chuyén héa esomeprazol duge xtc tac chi yéu boi CYP3A4. Sau khi
dung lidu lap lai 40 mg esomeprazol, | lin/ngay, AUC trung binh & ngudi chuyén héa kém cao

hon khoang 100% so véi bénh nhén ¢6 enzym CYP2C19 (nhém ngudi chuyén hda manh). Nong
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dd dinh trung binh trong huyét tuong ting khoang 60%. Nhitng ghi nhin nay khéng anh hudng
dén lidu ding esomeprazol

Su chuyén hoa clia esomeprazol khdng thay déi dang ké & bénh nhan cao tudi (71 — 80 tudi)

Sau khi dung liéu don esomeprazol 40 mg, AUC trung binh & phy nir cao hon nam gigi khoang
30%. Khéng ghi nhin c6 su khdc biét vé AUC giita cdc gi6i tinh sau khi ding liéu lap lai 1
lin/ngay. Nhitg ghi nhin nay khong anh hudng dén liéu lugng esomeprazol

Su chuyén héa clia esomeprazol c6 thé bi suy giam & bénh nhan rdi loan chirc ndng gan tir nhe dén
trung binh. Tdc dé chuyén hoa giam & bénh nhan réi loan chirc ning gan ning, din dén lam ting
glp d6i AUC ciia esomeprazol. Vi vay, khong dung qua liéu téi da 20 mg & bénh nhén rdi loan
chire gan nang. Esomeprazol hodc céc chét chuyén héa chinh khong ¢6 khuynh hudng tich iy khi
diing 1 lan/ngay

Chua ¢6 nghién ctru nao dugce thuc hién trén bénh nhan giam chirc nang thin. Vi than chiu trich
nhiém trong viéc bai tiét cdc chat chuyén héa cta esomeprazol nhung khong chiu trach nhiém cho
sur ddo thai thube dudi dang khong déi, nguoi ta cho 1a sy chuyén héa cia esomeprazol khang
thay d6i & bénh nhdn suy gidm chiic ning thin K}/
Tré em tir 12 — 18 tudi: sau khi dang lidu Lip lai 20 mg va 40 mg esomeprazol, téng thriri"".g:r'i_;m tiép
xiic (AUC) vi thoi gian dat ndng do t&i da trong huyét twong (tmax) & tré 12 dén 18 tudi twong tyr
nhu & nguoi 16n dbi véi ca hai liéu esomeprazol P T
Qui cich dong goi .
Hop 1 vi x 10 vién, hop 3 vi x 10 vién, mang nhdm/nhém

Hop | o x 14 vién, lo nhya HDPE %-,;i "
Ditu ki¢n biio quan: Noi kho, tranh anh sang, nhi¢t do dudi }\‘J{’C

Han ding: 24 thang k& tir ngay san xudt. Khong ding thude qua hfm

Tiéu chuiin chit lwgng: Tiéu chuin co s& TUQ.cuCT RUGNG
Tén, dia chi ciia co sé siin xudit I:"ﬂ’-{UO’-PhJG PHONG
Nha san xudt: Céng ty CP Dugc Trung wong Mediplantex / G@(f}d{@}y efﬁ?@(‘ Ind)

Tru sd: 358 Giai Phong, Phuong Liét, Thanh Xudn, Ha Noi
San xudit tai: Nha may duoe phim s6 2, Trung Hau, Tién Phong, Mé Linh, Ha Noi qg’
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