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Esomeprazole Magnesium
Delayed Release Tablets

| Esoswift* 20
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Each enteric coated tablet contains :
Esomeprazole Magnesium Trihydrate
equivalent to Esomeprazole 20 mg
Colours: Iron Oxide Red

and Titanium Dioxide

Excipients g.s.

Storage: Store below 30°C.
Protect from light and moisture

Dosage: As directed by the Physician.
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Rx — Thudc ban theo don ) i ) .
HUONG DAN SU DUNG THUOC

Doc ky huéng dan sir dung trude khi dung
Hoi Béc s§ hodc Dugc sy dé biét thém thong tin chi tiét.

Vién nén bao tan trong rugt
ESOSWIFT 20

THANH PHAN: MJi vién nén bao tan trong rudt chua:
Hoat chat: Esomeprazol magnesi trihydrat tuong img esomeprazol 20 mg
T4 dugc: manitol, natri carbonat khan, hydroxy propyl cellulose, crospovidon, magnesi stearat,

hypromellose, ethyl cellulose, diethyl phthalat, cellulose acetat phtalat, titan dioxyd, oxyd sit dé, opaglos
6000 P.

PAC TINH

Esomeprazol dugc sir dung trong diéu tri loét da day ta trang, dung dudng udng. Vé mit hoa hoc,
esomeprazol  la (5-methoxy-2 [(S)-[(4-methoxy-3,5-dimethyI- -2-pyridinyl)methyl]  sulfinyl]-1H- =
benzimidazole-1-yl) magnesi trihydrat. Esomeprazol dang bt két tinh mau tring hoic tring nga, it tan //;x <
trong nudc. Cong thirc phén tir: (C17H;sN305S), Mg x 3 H,0, khéi lugng phén tir 767,2.

\ o
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Cong thirc cau tao ciia esomeprazol magnesi trihydrat \i
o \CAN|
\\a'
OCH3 \'\ o
OCH, \
CHy " . \ p
DUQC LUC HQC 1
Vién nén bao tan trong ruot ESOSWIFT 20 chira esomeprazol la dang ddng phén S ciia omeprazol. k¢
Esomeprozol khong bén trong mdi trudng acid, vi vdy duoc dung dudng udng dudi dang hat bao tan trong ]
rudt dép thanh vién nén. Esomeprazol 1a mét base yeu, duge tép trung va bién dbi thanh dang c6 hoat tinh /
trong moi trudng acid cao & Ong tleu quan ché tiét cua té bao thanh, tai day thudc e ché men H+K+- .

ATPase (bom acid) va (rc ché ca su tiét acid co ban 1n su tiét acid do kich thich.

DUQC DONG HQC

Hap thu

Esomeprazol khong bén trong moi trudng acid va duge dung duong uéng dudi dang hat bao tan trong
ru¢t. Trong co thé, su chuyén dbi sang dang ddng phan R khong dang ké. Esomeprazol dugc hip thu
nhanh, v&i ndng do dinh trong huyét twong dat duoc khoang 1-2 gid sau khi udng. Sinh kha dung tuy€t
dbi 14 64 % sau khi udng lidu don 40 mg va ting 1én 89% sau khi ding nhéc lai 1 lan/ ngay. Véi lidu 20
mg esomeprazol gia tri tuong tng la 50% va 68%.

Thirc dn lam gidm va kéo dai thoi gian hap thu esomeprazol tuy nhién diéu nay khong ¢6 anh huéng déng
ké t6i tac dung clia esomeprazol dén su tiét acid da day.

Phdn bé ,

Thé tich phan bd biéu kién & trang thai hing dinh trén ngudi khoé manh khoang 0,22 L/kg thé trong. Ti &
géin két v6i protein huyét tuong 1a 97%.

1/7



Chuyén héa

Esomeprazol dugc chuyén hoa hoan toan qua hé théng cytochrom P450 (CYP). Phan chinh cta qué trinh
chuyén héa esomeprazol phu thudc vao enzym CYP2CI19, tao thanh cic chét chuyén héa hydroxy va
desmethyl ctia esomeprazol. Phén con lai ctia qua trinh chuyen hoa phu thudc vao mot chét dong dang dic
hiéu khac, CYP3A4, tao thanh esomeprazol sulphon, chét chuyén héa chinh trong huyét tuong.

Thai trie

Céc thong sb dudi day chi yéu phan anh duoc dong hoc & nhitng ¢4 nhin ¢6 enzym chirc ning CYP2C19,
chuyén hoa rong rii.

Téng do thanh thai huyét tuong khoang 17L/gi6 sau khi dung liéu don va khoang 9L/git sau khi dung
liéu lap lai. Thoi gian béan thai trong huyet tuong khoang 1,3 gio sau khi dung lidu lap lai 1 1in/ngay.
Esomeprazol thai trir hoan toan khoi huyét tuong giira cac liéu dung ma khong c6 khuynh huéng tich liy
khi dung 1 lan/ngay

Céc chét chuyen héa chinh cua esomeprazol khong anh huong dén sy tiét acid da day. Khoang 80%
esomeprazol liéu udng duoc bai tiét qua nudce tidu dudi dang céc chat chuyén hoéa, phan con lai qua phan.
Dudi 1% thubc & dang chua chuyén héa duge tim thiy trong nude tiéu.

Si tuyén tinh/khong tuyén tinh

Dugc dong hoc cua esomeprazol duoc nghién ciru dén liéu dung 40 mgx 2 lan/ngay

Dién tich duéi duong cong biéu dién ndng do thude trong huyet tuong theo thoi gian (AUC) téng 1én sau
khi dung lap lai esomeprazol. Su tang ndy phu thugc vao lieu va két qua cho thay lidu dung tang nhiéu
hon AUC sau khi dung liéu lap lai. Su phu thudc vao thoi gian va lidu dung nay 1a do su giam chuyén hoa
lan dau & gan va giam d¢ thanh thai toan than c6 I& do su tc ché enzym CYP2CI19 cua esomeprazol
va/hogc chat chuyén hoa sulphon.

Cdc nhém bénh nhan dic bi¢t il

Nhom nguoi chuyén héa kém

Khoang 2.9 £1.5% dan s6 khong c6 enzym chic ning CYP2C19 va duoc goi 12 nhém nguoi chuyén hoa
kém. O cac ca nhan nay, su chuyen hoé cua esomeprazol théng qua enzym CYP3A4. Sau khi dung liéu
lip lai esomeprazol 40 mg, 1 lan/ngay, AUC trung binh & ngudi chuyén héa kém cao hon khoang 100%
so vOi nguoi ¢ enzym chirc nang CYP2C19 (nguoi chuyen héa manh). Nong do dinh trung binh trong
huyét tuong ting khoang 60%.

Nhitng ghi nhan nay khong anh huong lidu dung esomeprazol.

Gioi tinh

Sau khi ding liéu don esomeprazol 40 mg, AUC trung binh & phu nif cao hon nam gi6i khoang 30%.
Khéng ghi nhén c6 su khac biét giira cac gidi tinh sau khi dung liéu lap lai 1 1an/ngay. Nhiing ghi nhén
nay khong lién quan dén liéu luong esomeprazol.

Suy gan

Su chuyen hoéa cua esomeprazol ¢6 thé bi suy giam & bénh nhén rdi loan chirc nang gan tir nhe dén trung
binh. Téc do chuyén hoa giam & bénh nhén rdi loan chirc nidng gan néng, dan dén 1am ting gap doi AUC
clia esomeprazol. Vi vy, khong dung qua lidu tdi da 20 mg & bénh nhan rdi loan chic nang gan ndng.
Esomeprazol hodic céc chit chuyén hoa chinh khong ¢6 khuynh huéng tich Iiiy khi dung 1 lan/ngay.

Suy thdn

Chua c6 nghién ctru ndo dugc thuc hién trén bénh nhan giam chirc ndng than. Vi than chiu trach nhi¢ém
trong viéc dao thai cac chit chuyén hoa cta esomeprazol nhung khong chiu trach nhiém cho sy dao thai
thudc duéi dang khong ddi, su chuyén héa clia esomeprazol ¢6 thé khong thay ddi & bénh nhan suy giam
chire nang than.

Nguoi 6n tuéi

Su chuyén héa cua esomeprazol khong thay db6i dang ké & bénh nhan cao tudi (71-80 tudi).

Tré vi thanh nién (12-18 tuéi)

Str dung lidu lap lai 20 mg esomeprazol AUC va thoi gian dat ndng do thudc tdi da trong méu (tmax) &
tré vi thanh nién tuong tu nhu & ngudi 16n
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CHI DINH
Vién nén bao tan trong rudt ESOSWIFT 20 dugc chi dinh & ngudi 16n trong cac truong hop:

Bénh trao nguoc da day-thuc quan (GERD)

Diéu tri viém thuc quan bao mon do trao ngugc. 1
Diéu tri dai han cho bénh nhéan viém thuc quan da chira lanh dé phong ngtra tai phat.
Dicu tri triéu chiimg bénh trao nguoc da day-thuc quan (GERD).

Két hop v6i mot phdc do khang khudn thich hop dé diét triv Helicobacter pylori va

Chita lanh loét t4 trang c6 nhiém Helicobacter pylori va
Phong ngtra tai phat loét da day-ta trang & bénh nhan loét c6 nhiém Helicobacter pylori.

Bénh nhan dang dung NSAID

Chira lanh loét da day do dung NSAID
Phong loét da day va loét td trang lién quan dén sir dung NSAID & bénh nhén c6 nguy co.
Piéu tri hoi chung Zollinger Ellison.

Vién nén bao tan trong rugt ESOSWIFT 20 dugc chi dinh cho tré vi thanh nién trong céc truong hop:
Trao nguoc da day thuc quan

Diéu trj viém thuc quan bao mon do trao nguoc.
Diéu trj dai han cho bénh nhan viém thyc quan da chita lanh dé phong ngira téi phat.
Didu trj triéu chung bénh trao ngugc da day-thyc quan (GERD).

Két hop véi cdc khdng sinh trong diéu tri loét td trang do Helicobacter pylori. )@
g

LIEU LUQONG VA CACH DUNG
Nguwoilon
Bénh trao nguwoc da day-thuc quan (GERD)

Diéu tri viém thuc quan bao mon do trao ngugc: 40 mg x 1 lan/ngay trong 4 tudn

Nén diéu tri thém 4 tudn nira cho bénh nhan viém thuc quan chua dugc chita lanh hay van c6 triéu
chimg dai dang.

Diéu trj dai han cho bénh nhan viém thuc quan da chita lanh dé phong ngira tai phat: 20 mg x 1
Ian/ngay

Piéu tri triéu chimg bénh trao ngugc da day-thuc quan (GERD): 20 mg x 1 lan/ngay & bénh nhan
khong bi viém thuc quan.Néu su kiém soat triéu ching khong dat dugc sau 4 tuan, bénh nhan nén
duoc kiém tra thém. Khi céc triéu ching da dugc giai quyet vigc klem sodt triéu chimg sau d6 co thé
dat dugc vai phac dd diéu tri theo nhu cau 1 20 mg x 1 lan/ngay khi can thiét. O bénh nhan dang didu
tri bang NSAID ¢6 nguy co loét da day va loét ta trang, viéc sir dung phac db diéu tri theo nhu cau dé
kiém soat triéu ching sau d6 khong dugc khuyén céo.

Két hop véi mot phéc do khdang khudn thich hop dé diét trir Helicobacter pylori va

- Chira lanh loét t4 trang c6 nhiém Helicobacter pylori va N
- Phong ngura tai phat loét da day-ta trang & bénh nhén loét ¢6 nhiém Helicobacter pylori: 20 mg
esomeprazol + 1 g amoxicillin + 500 mg clarithromycin, tat ca dung 2 lan/ngay x 7 ngay

Bénh nhdn dang dung NSAID

Chira lanh loét da day do dung NSAID: 20 mg x 1 ln/ngay. Thoi gian diéu tri tir 4-8 tuin.

Phong loét da day va loét ta trang lién quan dén sir dung NSAID & bénh nhan ¢6 nguy co: 20 mg x 1
lan/ngay

Diéu tri hoi ching Zollinger Ellison: khdi dau bing liéu 40 mg x 2 lan/ngay, sau d6 chinh lidu tay
theo dép tng cua bénh nhan. Phan 16n bénh nhan dugc kiém soat véi lidu tir 80-160 mg/ngay. Vi
lidu 16n hon 80 mg/ngay, nén chia lidu va sir dung 2 lan/ ngay.

Déi twgng dic biét
Bénh nhan suy giam chitc nang than
Khong cén thiét phai diéu chinh lidu & bénh nhan suy than. Do it kinh nghiém sir dung thudc & bénh nhan
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suy than ndng, nén sir dung thude than trong & nhom bénh nhan nay.

Bénh nhan suy giam chirc ndng gan

Khong can thiét didu chinh liéu & bénh nhan suy gan nhe dén trung binh. O bénh nhén suy gan nang,
khong nén st dung liéu 16n hon 20 mg/ngay.

Nguoi l6n tuoi

Khong can diéu chinh lidu

Tré vi thanh nién (12-18 tudi)

Trao nguogc da day thuc quan

- Diéu trj viém thuc quan bao mon do trao ngugc: 40 mg/ngiy trong 4 tuin

- Nén diéu tri thém 4 tudn nita cho bénh nhan viém thuc quan chua dugc chita lanh hay van c6 triéu
chimg dai dang.

- Diéu tri dai han cho bénh nhan viém thuc quén di chita lanh dé phong ngira tai phat: 20 mg/ngay

- Didu trj tridu chimg bénh trao nguoc da day-thue quan (GERD).20 mg x 1 lan/ngay ¢ bénh nhan
khong bi viém thuc quan.Néu su kiém soét triéu ching khong dat dugc sau 4 tudn, bénh nhin nén
duoc kiém tra thém. Khi c4c triéu ching da dugc giai quyet viéc k1em sodt triéu ching sau d6 c6 thé
dat dugc véi phic dd diéu tri theo nhu cau 1a 20 mg, 1 1an/ngay khi can thiét.

Két hop véi cdc khdng sinh trong diéu tri loét td trang do Helicobacter pylori.

Khi lya chon két hop diéu tri thich hop, nén can nhic dén phac dd chinh thirc cua timg quoc gia, khu vuc,

dia phuong lién quan dén sy dé khang cua vi khudn, thoi gian diéu tri (pho bién nhit 1a 7 ngay nhung

thinh thoang c6 thé 1én dén 14 ngay), lua chon khang sinh thich hop. Viée didu tri nén duoc kiém soat boi

chuyén gia.

Liéu diéu tri duoc khuyén céo nhu sau:

Cén nang Liéu dung

30-40kg | Két hop vai 2 khang sinh: esomeprazol 20 mg + amoxicillin 750 mg + clarithromycin 7,5
mg/kg thé trong. Tét ca sir dung 2 1dn/ngay trong 1 tudn

>40kg Két hop véi 2 khang sinh: esomeprazol 20 mg + amoxicillin 1 g + clarithromycin 500
mg. Tt ca sir dung 2 ldn/ngay trong 1 tuan

Cdch diang: Nudt nguyén vién vdi nudce, khong nén nhai hodc nghién.

CHONG CHi PINH
Qua man véi esomeprazol, phan nhom benzimidazol hodc v&i bit ki thanh phan nao ciia thuoc
Khong str dung dong thoi véi nelfinavir.

THAN TRONG DPAC BIET VA THAN TRONG KHI DUNG THUOC

Khi ¢6 sy hién dién bat ky mot triéu chimg bao dong nao (nhu 1a giam cén déng ké khong chu y, non ti
phat, kho nudt, non ra mau hay dai tién phan den) va/hodc khi nghi ngd hodc bi loét da day, nén loai trir
bénh ly ac tinh, vi diéu tri bing esomeprazol ¢6 thé 1am giam triéu chimg va cham tré viéc chan doan.

TUONG TAC THUOC VA CAC TUONG TAC KHAC

Tdac dong cia esomeprazol trén dwoc dpng hoc cia cdc th uoc khic

Cdc thudc tec ché enzym protease

Omeprazol da dugce béo cdo co tuong tac v6i céc chit e ché enzym protease. Tang pH da day trong qua
trinh diéu tri bing omeprazol c6 thé thay dbi su hap thu cia cac chét wc ché enzym protease. Cac co ché
tuong tac khac co thé thong qua su e ché CYP2C19.

Giam ndng do atazanavir va nelfinavir trong huyet thanh dd dugc ghi nhan khi sir dung chung véi
omeprazol, vi vy viée str dung ddng thoi cac thudc nay v6i nhau khong dugce khuyén cao.

Tang nong dd trong huyét thanh (80-100%) clia saquinavir (két hop véi ritonavir) da duge béo cdo khi sir
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dung chung vdi omeprazol (lidu 40 mg x 1 lan/ngay).

Dung ddng thoi omeprazol liéu 20 mg x 1 1in/ngdy khong c6 tic dong dén darunavir (két hop véi
ritonavir), amprenavir (két hop véi ritonavir hoic khong)

Duing ddng thoi omeprazol liéu 40 mg x 1 1dn/ngay khong c6 tac dong dén lopinavir (két hop vdi ritonavir
hodc khong)

Methotrexat

Khi sir dung ddng thoi véi cac thude e ché bom proton, ndng dd methotrexat ting 1én & vai bénh nhan.
Khi str dung lidu cao methotrexat, nén can nhic tam ngimg sir dung esomeprazol.

Tacrolimus

Str dung ddng thoi v6i esomeprazol 1am ting ndng do tacrolimus huyét thanh. Viéc theo doi ndng do
tacrolimus ciing nhu theo d3i chtc ning than (d6 thanh thai creatinin) nén dugc tién hanh va diéu chinh
liéu tacrolimus néu can thiét.

Voi cac thudc ma sw hdp thu phu thuée pH

Ut ché su tiét acid da day trong qua trinh diéu tri bang esomeprazol va cac thubc trc ché bom proton khac
¢6 thé l1am ting hodc giam sy hdp thu cta cac thubc ma co ché hip thu ctia cac thude ndy bi anh hudng
boi pH da day. ] L :

Gidng nhu cic thude tre ché tict acid da day, sy hap thu cua ketoconazol, itraconazol va erlotinib ¢6 thé
giam va sy hdp thu cua digoxin ¢6 thé tang trong khi diéu tri voi esomeprazol. Str dung ddng thoi
esomeprazol (20 mg x 1 ln/ngay) va digoxin ¢ ngudi khde manh 1am ting sinh kha dung cua digoxin
10%(c6 thé tang dén 30% & 2 trong s& 10 ngudi). Ngd doc digoxin hiém khi duoc béo céo.Tuy nhién, can
than trong khi sir dung esomeprazol liéu cao & ngudi 16n tudi.Theo ddi tri lidu bing digoxin nén dugc tién
hanh.

Véi cdc thude chuyén héa béi CYP2CI9

Esomeprazol trc ché CYP2C19, enzym chinh chuyén héa esomeprazol. Do vay, khi esomeprazol duoc
dung chung véi céc thuoc chuyén hoéa bing CYP2C19, nhu diazepam, citalopram, imipramin,
clomipramin, phenytoin..., ndng do céc thude nay trong huyét tuong ¢6 thé tang va can giam lidu dung.
Diéu nay can dugc dic ble;t chu y khi ké toa esomeprazol cho diéu tri theo nhu cau.

Diazepam j?/
Dung ddng thoi véi esomeprazol 30 mg lam giam 45% d¢ thanh thai cia diazepam, cof chat cua
CYP2C19.

Phyenytoin

Khi dung ddong thoi véi esomeprazol 40 mg lam tang 13% ndng do day ciia phenytoin trong huyét tuong
& bénh nhan dong kinh. Nén theo ddi ndng do phenytoin trong huyét twong khi bit dau hay ngung diéu tri
v&i esomeprazol.

Voriconazol

Dung ddng thoi véi omeprazol (lidu 40 mg x 1 lan/ngdy) lam ting 15% Cmax va 41% AUC cua
voriconazol (co chét ctia CYP2C19)

Cilostazol

Omeprazol ciing nhu esomeprazol la chuc {rc ché CYP2C19. Omeprazol liéu 40 mg & bénh nhan khoe
manh 1am ting 18% Cmax, 26% AUC cua cilostazol, va 29% Cmax, 69% AUC cua cac chit chuyén hoa
cua cilostazol.

Czsaprzd

0 nguoi tinh nguyén khoé manh, khi dung ddng thoi v6i 40 mg esomeprazol, dién tich dudi duong cong
bidu di®n ndng do cisaprid trong huyet tuong theo thoi gian (AUC) téng 1én 32% va thoi gian ban thai
cisaprid kéo dai thém 31% nhung nong d¢ dinh cisaprid trong huyét tuong ting lén khong déng ké.
Khoing QTc hoi kéo dai, sau khi ding cisaprid riéng 1é, khoang QTc khong bi kéo dai hon nita khi dung
ddng thoi cisaprid v&i esomeprazol

Warfarin
Dung dong thoi esomeprazol lidu 40 mg & bénh nhan dang didu tri bang warfarin trong cac thir nghiém
lam sang cho thdy thoi gian dong mau nam trong gi6i han cho phép. Tuy nhién, sau khi dua thudc ra thi
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truong, da ¢6 mot s6 bdo cdo vé viée ting tri s6 INR trén lam sang. Can theo ddi khi bat diu va két thic
dicu tri bing esomeprazol & bénh nhan dang diéu tri bing warfarin hodc céc dan xuét coumarin khéc.
Clopidogrel

Cac nghién cf{'u trén ngudi khoe manh cho théy tuong tic vé mdt dugc luc hoc/duge dong hoc giira
clopidogrel (lieu khoi dau 300 mg/ngay, liu duy tri 75 mg/ngdy) va esomeprazol (liéu 40 mg/ngay) lam
giam 40% nong do chat chuyén hoa c6 hoat tinh cua clopidogrel va giam 14% téc dung trc ché két tap tidu
cau (cam tng ADP).

Trong mdt nghién ctru trén nhém nguoi khde manh cho thiy, khi str dung clopidogrel trong mot phdi hop
lieu ¢6 dinh v6i esomeprazol 20 mg va aspirin 81 mg lam giam 40% nong do chét chuyén héa ¢6 hoat
tinh cta clopidogel so véi khi str dung clopidogel riéng 1é. Tuy nhién mirc tac dung chdng két tap tidu ciu
t6i da & nhom ngudi nay khong co6 sur khéc biét khi sir dung clopidogrel dang phéi hop ¢6 dinh va sir dung
riéng l&. NI

b ¢6 bao céo vé bien c6 tim mach khong tuong tmg véi tuong tac duge dong hoc / duge luc hoc trén 1am
sang cuia Esomeprazol cé trén thuc nghiém va lam sang.

Dé dé phong nén tranh sir dung ddng thoi voi Clopidogrel.

Cic thudc da dwoc chirng minh khéng cé twong tic lién quan vé mdt lim sang
Amoxicillin va quinidin

Esomeprazol khong c6 céc tdc dong lién quan vé 1am sang trén dugc dong hoc cua amoxicillin va
quinidin.

Naproxen va rofecoxib

Céc nghién cru danh gid viéc sir dung ddng thoi esomeprazol vi naproxen hodc rofecoxib khong cho
thdy tuong tic duge dong hoc lién quan vé& mit lam sang trong cac nghién ciru ngén han.

Tdc dpng ciia cic thude khic dén dwoc dong hoc ciia esomeprazol

Cdc thudc trc ché CYP2C19 va/hodc CYP3A4

Esomeprazol dugc chuyén héa boi CYP2C19 va CYP3A4. Sir dung ddng thdi esomeprazol véi cac chat
Gic ché CYP3AA4, clarithromycin (500 mg x 2 1dn/ngay) lam ting gip d6i AUC cua esomeprazol. St dung
ddng thoi esomeprazol véi cic thudc e ché CYP3A4 va CYP2CI19 lam ting gip doi AUC cua
esomeprazol. Voriconazol uc ché CYP2C19 va CYP3A4 lam tang 280% AUC cua omeprazol. Viéc didu
chinh lidu esomeprazol khong can thiét trong nhimng truong hop nay. Tuy nhién, viéc diéu chinh liéu nén
cén nhéc & bénh nhan suy gan ning trong truong hop can diéu tri kéo dai.

Cde thude cam ting CYP2C19 va/hodc CYP3A4 ‘

Céc thube cam tmg CYP2C19 hoic CYP3A4 hodc ca hai (nhu rifampicin) c6 thé lam giam nong do
esomeprazol huyét thanh do ting chuyén héa esomeprazol.

Tré em

Twong tac thubc mdi chi dugc nghién ciru & nguoi 16n.

SUDUNG THUOC TRONG THOI Ki MANG THAI VA CHO CON BU

Thoi ky mang thai '

Khong c6 dit lidu 14m sang nao vé diéu tri biang esomeprazol trén phy nit ¢6 thai. Khong nén ké toa cho
phu nir ¢6 thai trir khi lgi ich cao hon nguy co.

Thoi ky nudi con bu

Ngudi ta chua biét ring esomeprazol c6 tiét ra sita me hay khong. Khong c6 nghién ctru nao trén phu ni
cho con bt dugc thuc hién. Vi vdy, khong nén diing esomeprazol trong khi cho con bu.

SU' DUNG THUOC O NGUOI PANG LAI XE VA VAN HANH MAY MOC
Khdng ¢ ghi nhan bat ki tac dong nao ctia thude dén ngudi dang 1ai xe va van hanh may moéc.

TAC DUNG KHONG MONG MUON ,
Khai qudt vé cdac dung khéng mong muon cua thuoc
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Nhirc dau, dau bung, tiéu chay, budn non la nhing phan tng phy thudng dugc ghi nhén tir céc thir nghi¢m
lam sang (ké ca sau khi dua thude ra thi truong). Ngoai ra, céc téc dung nay la giéng nhau cho cac dang
bao ché, chi dinh, tudi, gisi tinh, chung tdc.

Céc phan tng khong mong mudn do thube sau day da duoc ghi nhén hay nghi ngd trong céc nghién ctu
lam sang clia esomeprazol. Khong c6 phan tmg nao lién quan dén liéu dung.

Thuong gap (> 1/100, < 1/10)

Nhtre dau, dau bung, tiéu chay, déy hoi, budn ndn/ndn, téo bon.

It gap (> 1/1000, < 1/100)

Phu ngoai bién, mat ngu hoa_ mit, di cam, mo mang, chéng mit, kho mi¢ng, ting men gan, viém da,
nglra, nodi man, ndi mé day, gdy xuwong hdéng, xuong cb tay hodc cdt sdng.
Hiem gap (>1/10,000, <1/1000)

Giam bach céu, giam tiéu cau, phan mg qua man nhu: sdt, phu mach, phan (g phan vé&/ sbc phan vé, ha
natri mau, lo ling, nhdm lan, trim cam, rdi loan vi giac, md mét, co thit phé quan, viém da day, bénh ndm
Candida dudng ti€u hoa, viém gan kém theo vang da hodc khong, rung toc, tang nhay cam anh séng, dau
khorp, nhirc gan, ting tiét md hoi.

Rat hiém gap (<1/10000)

Maét bach cau hat, giam ba dong té bao mau ngoai vi, a0 tuong, d& kich déng, xo gan, bénh nio & benh\
nhén ¢ bénh gan tir trudc, hdng ban da dang, hdi chimg Steven-Johnson, hoai tir da nhiém doc, yéu co,’,
viém k& than, vu to & nam gidi.
Cdc phan u’ng ngoai y khac
Ha magnesi méau, ha magnesi mau nghiém trong kém theo ha calci méau. Ha magnesi méau c6 thé lién quan /

dén ha kali méu, viém dai trang.
Thong bdo cho Bac sy cua ban bdt kp tac dung nao khéng mong muon xay ra lién quan, 16i viéc sie dun,

thuéc. )V
SU DUNG QUA LIEU :

Dit liéu vé sir dung qua lidu con han ché. Céc trigu ching khi dung lidu 280 ‘mg dugc mo ta la: suy nhuogc
va céc tri¢u chimg trén dudng ti€u héa. Vi lidu don esomeprazol 80 mg van an toan khi dung. Chua co
chét giai doc dic hiéu. Esomeprazol gan két manh véi protein huyét twong, vi vay khong dé dang bi phan
tach.Trong truong hop qua lidu, nén didu tri triéu chimg va sir dung cac bién phap hd trg chung.

HAN DUNG: 24 théng k& tir ngay san xuit. Dé xa tim tay tré em
TIEU CHUAN: Nha san xuét

BAO QUAN: Bio quan & nhiét do dudi 30°C. Tranh 4m va énh séng.
PONG GOI: Hop 03 vi x vi 10 vién

San xuit tai An Do boi: IND-SWIFT LIMITED
Off. NH-21, Village Jawaharpur, Tehsil Derabassi,
District SAS Nagar (Mohali), Punjab-140507, An Do o
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