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COMPOSITION: STORAGE:
Each capsule contains: Dry place, avoid the sunlight, temperature below
0°C.

Esomeprazole magnesium dihydrate
(granulated intestinal pellet) equivalent to

20mg Esomeprazole SPECIFICATION: Manufacturer.

Excipient: ........cccooeeiienne ...qs 1 capsule. VISA: XXXX

INDICATIONS, CONTRAINDICATION, DOSAGE- KEEP OUT THE REACH OF CHILDREN
USAGE, SIDE-EFECTS AND OTHER READ CAREFULLY THE INSTRUCTION
INFORMATIONS: BEFORE USE

Please read the leafletin the box.
Pharmaceutical Joint Stock Company
MEDIQUN No.521, An Loi, Hoa Loi, Ben Cat, Binh Duong
— TEL:(0650) 3589 036 - FAX: (0650) 3589 397
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COMPOSITION: STORAGE:

Each capsule contains: Dry place, avoid the sunlight, temperature below

Esomeprazole magnesium dihydrate 30°C.

(granulated intestinal pellet) equivalent to SPECIFICATION: Manufacturer.

20mg Esomeprazole

Exeipient: qcwsmimmmmimassams gs 1 capsule. VISA: 00K

INDICATIONS, CONTRAINDICATION, DOSAGE- KEEP OUT THE REACH OF CHILDREN

USAGE, SIDE-EFECTS AND OTHER READ CAREFULLY THE INSTRUCTION

INFORMATIONS: BEFORE USE

Please read the leafletin the box.

Pharmaceutical Joint Stock Company

MEDIQUN No.521, An Loi, Hoa Loi, Ben Cat, Binh Duong
—  TEL:(0650) 3589 036 - FAX: (0650) 3589 397
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Rx Thuéc bin theo don
Dé xa tim tay tré em
Doc kjj huéng din siv dung trudc khi diing
Néu can thém thong tin, xin tham khdo y kién bdc si
Dang bao ché: vién nang cung
EZDIXUM 20

TRINH BAY: Hop 3 vi x 10 vién nang ctmg; Hop 10 vi x 10 vién nang cting.
THANH PHAN: M3i vién nang ciing chira:

- Hoat chat: Esomeprazol magnesium dihydrat (duéi dang hat pellet bao tan trong rudt)

tuong duong 20mg Esomeprazol
- Id duoc tao pellet: Hypromellose (E-5 grade), Lactose anhydrous, Tween 80, Disodium

phosphate, Non pareil sugar spheres (18/20 mesh), HPMC phthalate, Cetyl alcohol, Talcum.
DUQC LUC HOC:

- Esomeprazol l1a dang dong phan S cua omeprazol ¢6 tac dung lam giam su bai tiét acid da
day béng mot co ché tac dong chuyén biét. Thudc la chit trc ché dac hiéu bom acid & té bao
thanh cta da day.

- Co ché tdc dong: Esomeprazol 1a mot base yéu, dugc tap trung bién ddi thanh dang c6 hoat
tinh trong méi truong acid cao & éng tiéu quan ché tiét cua té bao thanh, tai ddy thudc e
ché men H'/K" - ATPase (bom proton), vi vay trc ché ca su tiét dich co ban 1an su tiét dich
do kich thich.

DUQC DONG HOQC:
Hiip thu va phin bo:

- Esomeprazol hip thu nhanh sau khi ubng, dat ndng d6 cao nhat trong huyét tuong sau 1 — 2
gi0. Sinh kha dyng cua esomeprazol tdng 1én theo liéu dung va khi dung nhéc lai, dat
khoang 68% khi dung liéu 20mg va 89% khi dung liéu 40mg. Thirc &n lam chdm va giam ,
hdp thu esomeprazol mdc du didu nay khong anh huong dang ké dén tac dong cod
Esomeprazol 1én su tiét acid da day.

- Khoéang 97% esomeprazol gin vao protein huyét tuong. Thé tich phan b khi n
én dinh & nguoi khde manh 13 16 lit.

Chuyén héa va thii trie:

- Esomeprazol duoc chuyén héa hoan toan qua hé théng cytochrom P4so (CYP). Phan chinh
ctia qua trinh chuyén hoa esomeprazol phu thugc vao men CYP2C19 da hinh thai, tao thanh
céc chit chuyén hoa hydroxy va desmethyl khong con hoat tinh ciia esomeprazol. Phan con
lai cua qua trinh chuyén héa phu thudc vao mot chét df‘)ng dang ddc hiéu khac, CYP3A4,
tao thanh esomeprazol sulphone, chét chuyén héa chinh trong huyét twong.

- Khi dung nhéc lai, chuyén héa bude diu qua gan va do thanh thai cua thude giam, c6 thé do
isoenzym CYP2C19 bi tc ché. Tuy nhién, khong c6 hién tugng tich liiy thudc khi dung moi
ngay 1 lan. O mot sé ngudi vi thiéu CYP2C19 do di truyén (15 — 20% ngudi chau A), nén
lam cham chuyén hoa esomeprazol, din dén gi4 tri AUC tang cao khoang 2 14n so véi nguoi
c6 du enzym.

- Thoi gian béan thai trong huyét tuong khoang 1,3 gio sau khi ding liéu lap lai 1 lan/ngay.
Céc chét chuyén héa chinh cua esomeprazol khong anh huéng dén su tiét acid da day.
Khoang 80% esomeprazol liéu uong dugce thai trir qua nuée tiéu dudi dang céc chét chuyén
hoa, phan con lai qua phan. Dudi 1% chit me duoc thai trir trong nude tiéu. O nguoi suy
gan ndng, gié tri AUC ¢ tinh trang 6n dinh cao hon 2 — 3 14n so véi nguoi ¢6 chire nang gan
binh thuong, vi vy phai giam liéu esomeprazol ¢ nhiing ngudi bénh nay, lidu dung khong
qua 20mg mot ngay.

¥ thude
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CHI PINH:
Nguwoi lon

|

Két hop véi khéng sinh trong diéu tri loét ta trang do Helicobacter pylori gay ra

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

Phong va diéu tri oét do stress.

Bénh trao nguoc da day-thuc quan.

Didu tri viém loét trao nguoc thuc quan.

Hoi chiing Zollinger — Ellison.

Xuét huyét do loét da day - t4 trang nang, sau khi diéu trj bang noi soi (dé phong xuit huyét
tai phat).

Tré tir 12 tudi tré lén:

Bénh trao nguoc da day thuc quan

Diéu tri viém loét trao ngugc thuc quan.

Bénh nhén viém loét lanh tinh lau ngay dé ngan ngira tai phat

Két hop véi khang sinh trong diéu trj loét ta trang do Helicobacter pylori gay ra

LIEU DUNG - CACH DUNG:

Phai nuot ca vién thube hodc céc hat, khong duoc nghién nho hoac nhai. Tuy nhién, néu
nguoi bénh khé nudt, ¢6 thé mé vién nang, do tir tr cac hat thudc bén trong nang vao mot
thia canh nu¢c dun s6i dé ngudi hodc nudce tdo, nudc cam va nubt ngay lap tuec.

Ubng thubc it nhat mot gid trudce bita dn. Co thé dung cung thude khéng acid khi can thiét
dé giam dau.

Diéu tri loét da day — td trang do nhiém Helicobacter pylori:

Esomeprazol & mot thanh phén trong phac d6 diéu tri cung véi khang sinh, vi du phac db 3
hodc 4 thudc (cung v6i amoxicilin va clarithromycin hodc clarithromycin, metronidazol va
bismuth).

Ubng esomeprazol mdi lan 20 mg, ngay 2 lan trong 7 ngay, hodc mdi ngay mot 1an 40 m
trong 10 ngay. Tuy ty 1¢ khang thudc & tung dia phuong dé lua chon phac d6 phu 1’3
hodc 4 thubc phéi hop véi nhau (amoxicilin, clarithromycin, metronidazol, tinidazol,
tetracyclin, bismuth).

Diéu tri loét da day do dimg thuéc chong viem khong steroid hodic dy phong loét do stress:
Ubng mbi ngay 20 mg trong 4-8 tudn. Dy phong loét da day & nhiing ngudi c6 nguy co cao
vé bién chimg ¢ da day - ta trang, nhung c6 yéu ciu phai tiép tuc didu tri bang thudc chéng
viém khong steroid: Ubng mdi ngay 20 mg hoac 40 mg.

Piéu tri bénh trao nguoc da day — thuc quan néing cé viém trot thuc quan:

Udng mbi ngay mot lan 40 mg trong 4 tudn, c6 thé udng thém 4 tuan nita néu can. Hoac
céch khéc, bit diu udng mdi ngay 20 hodc 40 mg trong 4-8 tuan, c6 thé uéng thém 4-8 tudn
nita néu ton thuong chua lanh. Truong hop ning c6 thé tang liéu 1én 80 mg/ngay chia 2 1an.
Piéu tri duy tri sau khi da khoi viém trot thuc quan hodc dé diéu Iri triéu chitng trong
truong hop khong cé viém trot thire quan:

Ubng mdi ngay mdt 1an 20 mg.

Piéu tri hoi chitng Zollinger — Ellison:

Tuy theo timg ca thé va muec do tang tiét acid cua dich da day, liéu ding mdi ngay c6 thé
cao hon trong mot sb truong hop, dung mét 1an hodc chia lam 2 1in trong ngay. Liéu khéi
dau udng 40 mg, ngay 2 lan, sau d6 diéu chinh liéu khi cin thiét. Pa sb ngudi bénh ¢ thé
kiém soat duoc bénh & liéu 80-160 mg mdi ngay, mic du c6 truong hop da phai dung dén
240 mg mdi ngay. Cac lidu 16n hon 80 mg/ngay phai chia lam 2 14n.

CHONG CHI PINH:
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Qua man véi esomeprazol hodc cac thube te ché bom proton khac, hodc qua mén véi bét ky
thanh phan nao cta thudc.

Khong nén ding esomeprazol dong thoi véi nelfinavir.

TRONG:

Khi ¢6 su hién dién bit ctr mot tri€u chimg canh bao nao (nhu giam can dang ké khoéng chu
¥, nn tai phét, kho nudt, nén ra mau hay dai tién phan den) va khi nghi ngo hodc bi loét da
day nén loai trir bénh ly 4c tinh vi diéu tri bang esomeprazol c6 thé 1am giam cac triéu
chimg va 1am cham tré viéc chén doan.

Bénh nhan diéu trj thoi gian dai (dac biét nhitng nguoi da didu tri hon 1 ndm) nén duoc theo
doi thuong xuyén.

Bénh nhén diéu trj theo ché d6 khi can thiét nén lién hé véi bac si néu ¢6 cée triéu chimg
thay ddi vé ddc tinh. Khi ké toa esomeprazol theo ché do diéu tri khi can thiét, nén xem xét
dén mdi lién quan vé tuong tac véi céc thube khéc do néng do esomeprazol trong huyét
tuong c6 thé thay ddi (xem tuong tac thudc).

Khi k& don esomeprazol dé diét trir Helicobacter pylori, nén xem xét c4c tuong tac thudc co
thé xay ra trong phac d6 diéu tri 3 thudc. Clarithromycin 1a chét trc ché manh CYP3A4 va vi
thé nén xem xét chéng chi dinh va tuong tac dbi véi clarithromycin khi dung phac d6 3
thuécchobenhnhéndangdungcacthuéckhacchuyénhéaqua(jYP3A4.

Diéu trj bang thubc e ché bom proton ¢6 thé lam ting nhe nguy co nhiém khuén duong
tiéu héa do Salmonella va Campylobacter.

Thudc c6 chira lactose cin thén trong d6i v&i bénh nhan c6 van dé vé di truyén khong dung
nap galactose hodc thiéu enzym lactose, hodc bénh nhan kém hép thu glucose-galactose
khong nén st dung thube nay.

Cetyl alcol, Isopropyl: C6 thé gay phan tmg da cuc bd (vi du: viém da tiép xtc).

G TAC THUOC:

Do trc ché bai tiét acid, esomeprazol lam tang pH da day, anh huong dén sinh kha|d} ua
cac thube hap thu phu thude pH: Ketoconazol, mubi sit, digoxin.

Esomeprazol twong tac duoc dong hoc véi cac thube chuyén hoa béi hé enzym cytochrom
P4so, isoenzym CYP2C19 & gan. Dung dong thoi esomeprazol véi cilostazol l1am ting ndng
do cilostazol va chat chuyén héa c6 hoat tinh cta né, xem xét giam liéu cilostazol.

Dung ddng thi esomeprazol véi voriconazol ¢ thé lam ting tiép xuc voi esomeprazol hon
glp 2 14n, xem xét & nhitng bénh nhan dung lidu cao esomeprazol (240 mg/ngay) nhu khi
diéu trj hoi chirmg Zollinger — Ellison.

Dung esomeprazol véi céc thube gy cam tmg CYP2CI19 va CYP3A4 nhu rifampin lam
gidam ndng do esomeprazol, tranh dung déng thoi.

C6 thé tdng nguy co ha magnesi huyét khi dung esomeprazol cing cac thudc cling gdy ha
magnesi huyét nhu thudc loi tiéu thiazid hoic loi tiéu quai. Kiém tra ndng do magnesi trudc
khi bét dau dung thude e ché bom proton va dinh ky sau dé.

Atazanavir: C6 thé lam thay doi sw hip thu khi uéng atazanavir, lam gidm ndng do thude
nay trong huyét tuong, ¢ thé lam giam tac dung khang virus. Khong nén dung ddng thoi
thudc te ché bom proton va atazanavir.

Clopidogrel: Dung cting thudc ttc ché bom proton lam giam ndng do trong huyét tuong cua
chat chuyén héa c6 hoat tinh ctia clopidogrel, lam giam téc dung khang tiéu ciu.
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- Digoxin: Ha magnesi huyét do ding kéo dai thubc te ché bom proton lam co tim tang nhay
cam véi digoxin, cé thé lam tang nguy co doc véi tim cua digoxin. O nguoi bénh dang dung
digoxin, kiém tra nong do magnesi trudc khi bit diu dung thude te ché bom proton va dinh
ky sau do.
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- Sucralfat: Uc ché hap thu va lam giam sinh kha dung cua thudc e ché bom proton. Dung
céc thube tre ché bom proton it nhat 30 phut trudc khi dung sucralfat.

- Tacrolimus: Tang ndng do trong huyét thanh cua tacrolimus.

- Warfarin: Téang INR va thoi gian prothrombin khi dung warfarin dong thoi véi thude e ché
bom proton, ¢ thé gay chdy mau bét thuong va tir vong. Theo dai INR va thoi gian
prothrombin khi dung dong thei esomeprazol va warfarin.

- Dung dong thoi esomeprazol va clarithromycin 1am tdng nong do esomeprazol va 14-
hydroxyclarithromycin trong mau.

- Dung dong thoi esomeprazol va diazepam lam giam chuyén hoéa diazepam va ting nong do
diazepam trong huyét tuong.

PHU NU' CO THAI VA CHO CON BU:
Phu nir ¢6 thai:

Chua c6 day du dit lidu lam sang vé viéc dung esomeprazol trén phu nit ¢6 thai. Vi vay chi
nén st dung thuéc cho phu nit dang mang thai khi that can thiét.
Phu nir cho con bi:

Su bai tiét cia esomeprazol vao sita me chua duoc nghién ctru. Vi esomeprazol c6 kha nang
bai tiét vao sita me, nén quyét dinh ngtmg cho con bu hodc ngimg thudc. Nén tinh toan tim quan
trong cta thude ddi véi me.

TAC DUNG CUA THUOC LEN LAI XE VA VAN HANH MAY MOC:
Khong ghi nhin duoc bét ky tac dong nao.
TAC DUNG KHONG MONG MUON (ADR):
Nhin chung, esomeprazol dung nap tdt ca khi sir dung trong thoi gian ngén hodc thoi gian dai.

Thuong gap (ADR > 1/100):

- Toan than: Pau déu, chéng mat, ban ngoai da

- Tiéu hda: Budn noén, ndn, dau bung, tiéu chay, tdo bon, dé‘ly hoi, khoé miéng.

It gap (1/1000 < ADR < 1/100):

- Toan thin: Mét moi, mét ngu, budn ngu, phét ban, ngira, 1o loan thi giac.

Hiém gdp (ADR < 1/1000):

- Toan than: Sét, d6 md hoi, phu ngoai bién, man cam véi anh sang, phan Ung‘¢qud man (bao
gdm may day, phii mach, co thét phé quan, sdc phan ve).

- Théan kinh trung wong: Kich dong, tram cam, It 13n c6 hoi phuc, @0 gidc ¢ ngudi bénh ning.

- Huyét hoc: Chirng mét bach ciu hat, gidm bach céu, giam tiéu ciu.

- Gan: Téng enzyme gan, viém gan, vang da, suy chirc ning gan.

- Tiéu héa: Réi loan vi gic

- Co xuong: Pau khép, dau co.

- Tiét ni¢u: Viém than k&

- Da: Ban bong nuéc, hoi ching Stevens-Johnson, hoai tir biéu bi nhidm doc, viém da. Do
lam giam d6 acid cua da day, cac thude te ché bom proton ¢ thé lam tdng nguy co nhiém
khuén & duong tiéu hoa.

Hudng din cdich xir tri ADR

Phai ngimg thudc khi ¢6 biéu hién tdc dung khong mong muén nang.

QUA LIEU VA XU TRi:

- Cho dén nay c6 rét it ghi nhan v& viéc ding qué lidu ¢ chu dich. Cac tri¢u ching duge md
ta c6 lién quan dén viée dung liéu 280mg 1a cac tricu ching trén duong tiéu hoéa va tinh
trang mét moi. Cac lidu don esomeprazol 80mg van an toan khi sir dung. Chua c6 chét giai
doc dic hiéu. Esomeprazol gén manh véi protein huyét tuong va vi vdy khong dé dang thim
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phén duoc. Trong truomg hop qua lidu, nén diéu tri triéu chimg va sir dung c4c bién phap hd
tro téng quat.
Thong bio véi bac si cdc tdc dung khong mong mudn gip phai khi dung thuéc.
BAO QUAN: Noi kho thoéng, tréanh 4nh sang, nhiét d6 duoi 30°C.
HAN DUNG: 36 thang ké tir ngay san xuét.
Khong dung qua thoi han ghi trén bao bi.
TIEU CHUAN: TCCS 0650-016-2015
Logo cong ty: MEDISUN
Nha san xuit: Céng ty c¢6 phan Dugc Pham ME DI S
Dia chi: S 521, Khu phd An Loi, Phuong Hoa\l.o
Dién thoai: 0650 3589 036 — Fax: 0650 3589 29

hi x& Bén Cat, T.Binh Duong
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TO HUGNG DAN SU DUNG THUOC CHO NGUOI BENH
Tén thuc: EZDIXUM 20
Rx Thuéc bdn theo don
Doc ky huémg dan sir dung truéc khi ding
Pé xa tAm tay tré em
Thong bdo ngay cho bac s§ hoic dwgre si nhitng tic dung khong mong muén
gip phai khi st dung thudc
1. Thanh phan va ham lwgng ciia thude:
Mdi vién nang ctrng chua:
- Hoat chat: Esomeprazol magnesium dihydrat (duéi dang hat pellet bao tan trong rudt)
tuong duong 20mg Esomeprazol
- T4 duoc tao pellet: Hypromellose (E-5 grade), Lactose anhydrous, Tween 80,
Disodium phosphate, Non pareil sugar spheres (18/20 mesh), HPMC phthalate
alcohol, Talcum.
2. Mo ta san phim:
Vién nang cimg mau tim, bén trong c6 chita esomeprazol magnesium dih 61 dang hat
pellet bao tan trong rudt mau trang.
3. Quy cich déng goi:

Hop 3 vi x 10 vién nang cting;
Hop 10 vi x 10 vién nang cting.
4. Thudc ding cho bénh gi:

Nguwoi lon
- Két hop véi khang sinh trong diéu trj loét t4 trang do Helicobacter pylori gay ra
Phong va diéu tri loét da day - ta trang do dung thudc chéng viém khong steroid.
Phong va diéu trj loét do stress.
- Bénh trao nguoc da day-thuc quan.
- Diéu tri viém loét trao nguoc thue quan.
Ho1i chig Zollinger — Ellison.
Xuét huyét do loét da day - t4 trang ning, sau khi didu tri bang néi soi (dé phong xuét
huyet tai phat).
Tré tir 12 tudi tré lén:
- Bénh trao nguoc da day thuc quan
- Diéu trj viém loét trao nguoc thue quan.
- Bénh nhén viém loét lanh tinh l4u ngay dé ngan ngura tai phat #
- Kéthop véi khang sinh trong diéu tri loét ta trang do Helicobacter pylori gay ra
5. Nén dung thudc nay nhw thé nao va lidu lwgng:

|

|

- Pha1 nudt ca vién thubc hodc céc hat, khong duoc nghién nhé hoic nhai. Tuy nhién,
néu ngudi bénh khé nudt, cé thé mé vién nang, d tir tir cac hat thubc bén trong nang
vao mot thia canh nudce dun sbi dé ngudi hodc nudce tdo, nudc cam va nudt ngay lap
tace.

- Ubng thudc it nhit mot gid trudce bita dn. Co thé dung cung thude khéng acid khi can
thiét d& giam dau.

Diéu tri loét da day — td trang do nhiém Helicobacter pylori:
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- Esomeprazol 1a mot thanh phan trong phac d6 diéu trj cung véi khang sinh, vi du phac
dé 3 hodc 4 thudc (cung véi amoxicilin va clarithromycin hodc clarithromycin,
metronidazol va bismuth).

- Ubng esomeprazol m&i lan 20 mg, ngay 2 lan trong 7 ngay, hoic mdi ngay mot lan 40
mg trong 10 ngay. Tuy ty Ié khang thudc & tung dia phuong dé lua chon phac d phu
hop 1a 3 hodc 4 thudc phbi hop véi nhau (amoxicilin, clarithromycin, metronidazol,
tinidazol, tetracyclin, bismuth).

Diéu tri loét da day do dimg thuéc chong viem khong steroid hodc du phong loét do
siress.

- Ubng mbi ngay 20 mg trong 4-8 tudn. Du phong loét da day & nhitng nguoi cé nguy
co cao vé bién chimg & da day - ta trang, nhung c6 yéu ciu phai tiép tuc diéu tri bang
thude chéng viém khong steroid: Uéng mdi ngay 20 mg hodc 40 mg.

Piéu tri bénh trao nguoc da day — thuc quan ndng co viém trot thuc quan:

Ubng mdi ngay mot lan 40 mg trong 4 tudn, c6 thé udng thém 4 tuin nita néu cin.
Hodc céch khac, bit dau ubng moi ngay 20 hodc 40 mg trong 4-8 tuln, c6 thé ng
thém 4-8 tudn nita néu tdn thuong chua lanh. Trudng hop ndng c6 thé tang lidu ¥n 80
mg/ngay chia 2 lan.

Piéu tri duy tri sau khi da khoi viem trot thuc quan hodc dé diéu tri tri Ef
truong hop khéng cé viem trot thuc quan:

- Ubng mdi ngay mot 1dn 20 mg,

Diéu tri hoi chitng Zollinger — Ellison:

- Tuy theo timg c4 thé va muc do tang tiét acid cua dich da day, liéu ding mdi ngay co
thé cao hon trong mot sb truong hop, dung mot 1an hodc chia lam 2 1an trong ngay.
Liéu khéi diu udng 40 mg, ngay 2 lan, sau d6 didu chinh lidu khi can thiét. Pa sb
ngudi bénh c6 thé kiém soat dugc bénh & lidu 80-160 mg mdi ngay, mic du co trudong
hop da phai dung dén 240 mg mdi ngay. Cac lidu 16n hon 80 mg/ngay phai chia lam 2
lan.

6. Khi nao khéng nén dung thube nay:
- Qud man véi esomeprazol hodc cac thude trc ché bom proton khdc, hodc qua man véi
bat ky thanh phan nio ctia thude.
- Khodng nén ding esomeprazol dong thoi véi nelfinavir.
7. Tac dung khdng mong muén:
Nhin chung, esomeprazol dung nap tot ca khi sir dung trong thoi gian ngdn hosc thoi gian dai.
Thuong gap (ADR > 1/100):
- Toan than: Pau dau, chong mat, ban ngoai da
- Tiéu héa: Budn ndn, ndn, dau bung, tiéu chay, tdo bén, day hoi, kho miéng.
It gap (1/1000 < ADR < 1/100):
- Toan thin: Mét moi, mét ngt, budn ngu, phat ban, ngtra, i loan thi gidc.
Hiém gap (ADR < 1/1000):
- Toan than: Sét, @ md hoi, phu ngoai bién, man cam véi 4nh sang, phan ‘mg qua man
(bao gébm may day, phtt mach, co thit phé quan, sbc phan vé).
- Than kinh trung vong: Kich dong, trdm cam, It 13n c6 hdi phuc, 4o gidc & nguoi bénh
nang.
- Huyét hoc: Chimg mét bach ciu hat, gidm bach cau, giam tiéu cAu.
- Gan: Tang enzyme gan, viém gan, vang da, suy chtrc ning gan.
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- Tiéu héa: Ri loan vi gidc

- Co xuong: Dau khép, dau co.

= 'Tigt niéu: Viém than k&

- Da: Ban bong nuée, hdi ching Stevens-Johnson, hoai t&r biéu bi nhidm doc, viém da.
Do lam gidm d6 acid cua da day, cac thube tc ché bom proton c6 thé 1am tang nguy
co nhiém khuén & dudng tiéu hoa.

Huéng din cich xir tri ADR

Phai ngimg thubc khi ¢6 biéu hién tac dung khong mong mudn nang.

Thong bio cho bac sinhirng tic dung khong mong mudn gap phai khi dung thude.

8. Nén trinh dung nhirng thuée hoiic thuc phim gi khi dang st dung thudc nay:

- Do tic ché bai tiét acid, esomeprazol lam ting pH da day, anh huong dén sinh kha
dung cua cac thude hap thu phu thudc pH: Ketoconazol, mudi sit, digoxin.

- Esomeprazol tuwong tac duogc dong hoc véi cac thude chuyén hoa béi hé enzym
cytochrom Pys, isoenzym CYP2C19 & gan. Dung dong thoi esomeprazol
cilostazol lam ting ndéng do cilostazol va chét chuyén héa c6 hoat tinh cia no, xe
giam liéu cilostazol. \

- Dung ddng thoi esomeprazol véi voriconazol c¢6 thé lam tang ti ic véi
esomeprazol hon gip 2 14n, xem xét & nhitng bénh nhén dung lidu cao someprazol
(240 mg/ngay) nhu khi diéu tri hoi chimg Zollinger — Ellison.

- Dung esomeprazol véi cac thube gy cam tng CYP2C19 va CYP3A4 nhu rifampin
lam giam néng do esomeprazol, tranh dung dong thoi.

- Cothé tdng nguy co ha magnesi huyét khi dung esomeprazol cling cac thude cling gay
ha magnesi huyét nhu thuéc loi tiéu thiazid hoic loi tiéu quai. Kiém tra néng do
magnesi trude khi bat diu dung thudc trc ché bom proton va dinh ky sau dé.

- Atazanavir: C6 thé lam thay d6i su hp thu khi udng atazanavir, lam gidm néng do
thudc nay trong huyét tuong, c6 thé lam giam téc dung khang virus. Khong nén dung
ddng thoi thude tre ché bom proton va atazanavir.

- Clopidogrel: Dung cung thubc tc ché bom proton lam giam n(\‘)ng do trong huyét
tuong ctia chat chuyén hoa c6 hoat tinh cua clopidogrel, lam giam tac dung khéng tiéu
cau.

- Digoxin: Ha magnesi huyét do dung kéo dai thube tre ché bom proton lam co tim ting
nhay cam v6i digoxin, c6 thé 1am tang nguy co doc véi tim cua digoxin. O ngudi bénh
dang dung digoxin, kiém tra nong do magnesi trude khi bat dau dung thudc e ché
bom proton va dinh ky sau dé.

- Sucralfat: Uc ché hap thu va lam giam sinh kha dung cua thudc tc ché bom proton.
Dung c4c thudce trc ché bom proton it nhit 30 phut trude khi dung sucrslfat.

- Tacrolimus: Tang ndng do trong huyét thanh cua tacrolimus.

- Warfarin: Tang INR va thoi gian prothrombin khi ding warfarin dong thoi véi thude
trc ché bom proton, c6 thé gy chay mau bét thudng va tir vong. Theo doi INR va thoi
gian prothrombin khi dung déng thoi esomeprazol va warfarin.

- Dung ddng thoi esomeprazol va clarithromycin lam ting nong do esomeprazol va 14-
hydroxyclarithromycin trong mau.

- Dung dong thoi esomeprazol va diazepam lam gidm chuyén héa diazepam va ting
n@)ng do diazepam trong huyét tuong.

9. Can lam gi khi mdt 1in quén khéong dung thudc:

e s
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Bo qua va tiép tuc liéu nhu thuong 1€ theo su chi dan lidu ciia bac s¥.
10. Cin béo quan thudc nay nhu thé nao:

Noi kho, tranh anh sang, & nhiét do6 khong qua 30°C.

11. Nhirng diu hiéu va tri€u chirng khi dung thudc qua liéu:

- Cho dén nay 6 rét it ghi nhan vé viée ding qua liéu ¢6 chi dich. C4c triéu ching
duogc mo ta ¢ lién quan dén viéc dung liéu 280mg la céc triéu chimg trén dudng tiéu
héa va tinh trang mét moi. Céc lidu don esomeprazol 80mg van an toan khi sir dung.
Chua c6 chit giai doc ddc hiéu. esomeprazol gin manh véi protein huyét tuong va vi
vay khong dé dang thim phan duoc.

12. Cin phai lam gi khi dung thudc qu4 lidu khuyén c4o:
Trong truong hop qua liéu, nén didu tri tri€u chimg va st dung cac bién phép hd tro tong quét.
13. Nhitng diéu cin thin trong khi ding thudc nay:

* Céc truong hop thén trong khi dung thudc:

- Khi ¢6 su hién dién bét cu mot tri¢u chimg canh bdo nao (nhu giam, can d4
khong chti y, non tai phét, kho nudt, non ra mau hay dai tién phin den)\ykHi nghi
ngo hodc bi loét da day nén loai trir bénh ly 4c tinh vi diéu trj béng esomeprazol c6 thé
lam gidm céc triéu ching va lam chim tré viéc chdn doan.

- Bénh nhan diéu tri thoi gian dai (ddc biét nhing nguoi da didu tri hon 1 nam) nén
dugc theo ddi thudng xuyén.

- Bénh nhan diéu tri theo ché do khi can thiét nén lién hé véi bac st néu co cac triéu
chiing thay doi vé dic tinh. Khi ké toa esomeprazol theo ché do diéu tri khi can thiét,
nén xem xét dén mdi lién quan vé tuong tdc vo6i cac thude khic do ndng do
esomeprazol trong huyét tuong c6 thé thay d6i (xem tuong téc thudc).

- Khi ké toa esomeprazol dé diét trir Helicobacter pylori, nén xem xét cc twong tac
thude ¢ thé xay ra trong phac d6 diéu trj 3 thude. Clarithromycin 1a chat trc ché manh
CYP3A4 va vi thé nén xem xét chdng chi dinh va tuong tac ddi voi clarithromycin khi
ding phic dd 3 thude cho bénh nhan dang dung cac thudc khac chuyén héa qua
CYP3A4.

- Diéu trj bang thuéc e ché bom proton cé thé lam tang nhe nguy co nhiém khuén
duong tiéu héa do Salmonella va Campylobacter.

- Thudc ¢6 chira lactose cin thén trong ddi véi bénh nhan c¢6 vén dé v di truyén khong
dung nap galactose hoic thiéu enzym lactose, hodc bénh nhin kém hép thu glucose-
galactose khong nén str dung thude nay.

- Cetyl alcol, Isopropyl: C6 thé gay phén tng da cuc bd (vi du: viém da tiép xuc).

* Céc khuyén céo dung thude cho phu nft ¢6 thai va cho con bu:
Thoi ki mang thai:

- Chua c6 day du dit liéu 14m sang vé viéc dung esomeprazol trén phu nit ¢6 thai. Vi

vy chi nén st dung thuéc cho phu nit dang mang thai khi that can thiét.
Thoi ki cho con bu:

- Su bai tiét cua esomeprazol vao sita me chua duge nghién ctru. Vi esomeprazol ¢ kha
ning bai tiét vao sita me, nén quyét dinh ngimg cho con bu hodc ngimg thudc. Nén
tinh toén tim quan trong ctia thudc dbi véi me.

* Anh huéng dén cong viéc:
- Khong ghi nhan duoc bét ky tac déng nao.
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14. Khi nio cin tham vin béc sy/dwge si:

Tham vén béc s§ néu gip phai téc dung khong mong muén khi sir dung thude.
Néu cin thém thong tin xin héi y kién bdc s7 hodc dwoc si

15. Han dung cia thude:

36 thang ké tix ngay san xuét.

16. Tén, dia chi ciia nha san xuit:

Céng ty ¢6 phin dwgc phim Me Di trﬁLD/
$6 521, khu phé An Loi, phuéng Hoa Lo, thi xa Bén Cat, tinh Binh Duong.

17. Ngay xem xét cAp nhat tor thong tin cho bénh nhéan: dd/m /yyyy
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