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Indications, administration,
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precautions:

Read the package insert inside
Storage:

In a dry place, protect from light,

do not store above 30°C
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Keep out of reach of children.
Read the package insert carefully
before use.
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Huwong din s dung thuoc:

®*Vién nén bao phim tan trong ruét ARAZOL- Tab
®*Vién nén bao phim tan trong ruét ARAZOL- Tab 20
®*Vién nén bao phim tan trong ruét ARAZOL- Tab 40

HE BINH

“Doc ky huwong din si dung trwée khi ding”

“Dé xa tam tay tré em”

“Thuéc nay chi ding theo don thuéc”

1.

THANH PHAN CONG THUC THUGC, DANG BAO CHE

Vién nén bao phim tan trong rujt ARAZOL- Tab 20

Thanh phén duwgc chét:
ESOMEPIAZOL....oiiiiiiiiiiieite ettt e e st e e e sae e b g e e et e e et e ere e s eae e e 20 mg

(Duéi dang esomeprazol magnesi trihydrat).

Thanh ph?m ta duogc:

Manitol, cellulose vi tinh thé 102, natri croscarmellose, natri lauryl sulfat, natri bicarbonat, bt talc, magnesi
stearat, hydroxypropyl methyl cellulose 6¢Ps, polyethylen glycol 6000, titan dloxyd, eudraglt L100, lake
erythosmn.... .. . R ~viada | vién.

Dang bao ché: Vién nén tron bao phim tan trong rudt, mau héng, hai mét tron, canh va thanh vién
lanh lan.

Vién nén bao phim tan trong ruét ARAZOL- Tab 40

Thanh phén dugc chét:
28T 02T 3 5 . | O —— 40 mg

(Duoi dang esomeprazol magnesi trihydrat).

Thanh phén t4 dugc:

Manitol, cellulose vi tinh thé 102, natri croscarmellose, natri lauryl sulfat, natri bicarbonat, bét talc, magnesi
stearat, hydroxypropyl rnethyl cellulose 6¢Ps, polyethy]en egcol 6000, titan dloxyd, eudrag;t L100, vang
{12111 ;) OO 5 sssmsmnsssarsn VIAAIE] ien

Dang bao ché: Vién nén tron bao phim tan trong rudt, mau vang, hai mit tron, canh va thanh vién
lanh lan.

Vién nén bao phim tan trong rugt ARAZOL- Tab dugc chi dinh trong diéu tri hay du phong céc bénh:
e  Nouoi lon:

Bénh trao nguoc da day — thue quan (GERD):
Diéu tri viém xuéc thue quan do trdo ngugc.
Diéu tri dai han cho bénh nhén viém thuc quan da chita lanh dé phong ngira tai phat.

Diéu tri triéu ching bénh trao ngugc da day - thuc quan (GERD).
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Két hop v6i mot phéc dd khang sinh thich hop dé diét trir Helicobacter pylori va:
Didu trj vét loét ta trang cé nhiém Helicobacter pylori.
Phong ngira tai phat loét da day — ta trang ¢ bénh nhan co nhiém Helicobacter pylori.
Bénh nhin didu tri lién tuc thudc khang viém khéong steroid (NSAIDs):
Piéu tri loét da day do ding thube NSAIDs.
Phong ngira loét da day va ta trang do dung thuéc NSAIDs & bénh nhin cé nguy co.
Piéu tri hdi chirng Zollinger — Ellison.

o Thanh thiéu nién tir 12 tuéi tré lén:
Bénh trao nguoc da day — thue quan (GERD):
Diéu trj viém xuédce thuc quan do trdo ngugc.
Diéu tri dai han cho bénh nhan viém thuc quan di chita lanh dé phong ngira tai phat.
Diéu tri triéu chimg bénh trao ngwoc da day - thuc quan (GERD).
Két hop v6i khang sinh trong diéu tri loét ta trang do Helicobacter pylori.

LIEU DUNG, CACH DUNG

Cach dung:

Phai nudt ca vién thude, khong duoc nghién nho hoic nhai.

Ubng thude it nht mét gi¢ trudce bita dn. C6 thé ding cung thude khang acid khi can thiét dé giam

dau.
Liéu ding:
. B Néu ding ARAZOL- | Néu dung ARAZOL-
Chf dinh Liéu ding Tab 20 Tab 40

Nguoi 16n va thanh thiéu nién tir 12 tudi tré 1én

Diéu tri viém xudc thuc quan
do trao nguoc:

40 mg/ ‘1§1nf ngay trong 4 tun,
Nén ‘?}éu u thé.n:‘ 4 tudn mjra - 2 vién/ lan/ ngay - 1 vién/ 1an/ ngay
cho bénh nhan viém thyc quan
chua dugc chira lanh hay van
coO triéu ching dai ding.

Bénh trao Diéu trj dai han cho bénh nhan g .
ngugc daday— | viém thuc quan di chifa lanh | - | vién/ lan/ ngay
thue quan dé phong ngira tai phat: 20

(GERD) mg/ 1an/ ngay.

Diéu tri triéu ching bénh trao
ngugc da day — thuc quan
(GERD):

O bénh nhin khéng bi viém
thue quan: 20 mg/ lan/ ngay.
Néu khong kiém soat dwoc
tricu chung sau 4 tuﬁ"in, bénh

- 1 vién/ 1an/ ngay
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nhan nén duoc thép‘l do céan
ldm sang k¥ hon dé xac dinh
chén doan.

Nguoi lom

Két hop véi mot
phic do khing
sinh thich hop
dé digt
Helicobacter
pylori va vét loét
td trang, phong
ngwa loét da
day — td trang
6 nhiém
Helicobacter
pylori

20 mg esomeprazol + 1 g
amoxicillin -~ + 500 mg
clarithromycin, uéng 2 lan/
ngay, lién tuc trong 1 tudn

-1 vién/ lan, 2 lan/

ngay

Bénh nhan dieu
tri lién tuc
thudc khang

Diéu tri loét da day do dung
thuéc NSAIDs: Liéu thong
thuong 20 mg/ 1an/ ngay. Thoi
gian didu tri 1a 4 — 8 tudn

- 1 vién/ l1an/ ngay

viém khong
steroid
(NSAIDs)

Phong ngira loét da day ta
trang do ding thubc NSAIDs
¢ bénh nhén cbé nguy co: 20
mg/ 1an/ ngay

- 1 vién/ lan/ ngay

Diéu tri hji
chirng Zollinger

Liéu khoi ddu udng 40 mg, 2
lan/ ngay, sau d6 diéu chinh
liéu theo dap Ung cua tirng
bénh nhén va tiép tuc diéu trj
khi con chi dinh vé mit 14m
sang

-2 vién/ lan, 2 lan/

ngay

- 1 vién/ lan, 2 140/ ngay

— Ellison

Pa s6 ngudi bénh c6 thé kiém
soat duoc bénh & liéu 80 — 160
mg méi ngay. Khi lidu 16n hon
80 mg/ ngay phai chia lam 2
lin

- 4 — 8 vién/ ngay, chia

udng 2 lan

- 2 — 4 vién/ ngay, chia
uéng 2 lan.

Thanh thiéu nién

tir 12 tubi tré Ién

Piéu tri loét td
trang do
Helicobacter
pylori liéu diung

- 30 — 40 kg: Esomeprazol 20
mg + amoxicillin 750 mg +
clarithromycin 7,5 mg/ kg
can ning, uéng 2 lan/ ngay,
trong 1 tudn.

-1 vién/ lan, 2 lan/

ngay

khuyén cdo
dugc xdc dinh
theo thé trong
nhuw sau:

- Trén 40 kg: Esomeprazol 20
mg + amoxicillin 1 g +
clarithromycin 500 mg,
udng 2 lan/ ngay, trong I
tuan.

-1 viéo/ lan, 2 1av/

ngay
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Cic doi twong diic biét:

L]

Tré em dudi 12 tudi: Khong khuyén céo sir dung ARAZOL- Tab cho tré em duéi 12 tudi.
Bénh nhén suy thin: Khong cin diéu chinh lidu & bénh nhan suy than.

Bénh nhan suy gan: Khong can diéu chinh lidu & bénh nhan suy gan nhe va trung binh. O bénh
nhin suy gan niang co thé can nhic dung 20 mg mot ngay.

Bénh nhin cao tudi (> 65 tudi): Khéng cin diéu chinh liéu.

Neu quén udng mét lidu thude, ngudi bénh uong ngay khi nh¢. Tuy nhién, néu gan thoi gian udng
lidu tiép theo thi bo qua liéu da quén. Khéng ubng gap doi lidu dé bu liéu da quén.

Khéng c6 yéu cau ddc biét vé xir Iy thudc sau khi sir dung.
CHONG CHI BINH

Nguoi bénh bi di Gmg vdi esomeprazol, bat ky thanh phin nao cia thudc hoidc cic thubc tc ché
bom proton khac.

Ngudi bénh dang ding thubc cé chira nelfinavir (thude ding trong diéu tri nhiém HIV).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cin thén trong va bao che bic si hodc duorc si néu truéc khi hoic trong khi ding thuée nguoi
bénh ¢6 nhirng vén dé sau:

Sut can bat thuong.
Noén ra mau.
Phan mau den.

Bi suy gan.

Cac truomg hop thén trong khic:

Néu sir dung esomeprazol dé diéu trj trong mot thoi gian dai (hon 1 ndm), bénh nhén nén duoc theo
doi thuong xuyén.

Bénh nhan diéu trj theo ché d khi can thiét nén lién hé véi bac si néu xuét hién céc triéu ching bt
thudng.

Khi ké toa esomeprazol dé diét trir Helicobacter pylori, nén xem xét cac twong tac thudc co thé xay
ra trong phac d6 diéu trj 3 thude. Clarithromycin 1a chét trc ché manh CYP3A4 va vi thé nén xem
xét chéng chi dinh va tuong tac ddi véi clarithromycin khi dung phac d6 3 thubc cho bénh nhan
dang dung cic thudc khac chuyén héa qua CYP3AA4.

Diéu tri bang thuée e ché bom proton c6 thé lam tang nhe nguy co nhiém khuan dwdng tiéu hoa
(thi du nhiém Salmonella, Campylobacter).

Khéng khuyen cdo dung dong thoi esomeprazol véi atazanavir. Néu su phdi hop atazanavir véi
thude trc ché bom proton la khong thé tranh khoi, cin theo ddi chit ché trén 1am sang khi ting liéu
atazanavir dén 400 mg két hop vai 100 mg ritonavir; khéng nén sir dung qua 20 mg esomeprazol.

Esomeprazol ciing nhu cac thudc khang acid khac, co thé lam giam hép thu vitamin B12
(cyanocobalamm) do su giam hodc thiéu acid dich vi. Diéu nay nén duoc can nhic & nhitng bénh
nhén c6 giam dy trir vitamin B12 hodc ¢6 yéu t6 nguy co giam hap thu vitamin B12 khi diéu trj dai

ngay.
Esomeprazol 14 chat e ché CYP2C19. Khi bt dau hay két thuc diéu trj véi esomeprazol, can xem
xét nguy co tuong tac thube véi cac thude chuyén hoa qua CYP2C19.

2*
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Giam magnesi madu

Giam magnesi trong méau ning di dugc béo cdo ¢ nhiing bénh nhan diéu trj véi cac thude de ché
bom proton (PPIs) nhu esomeprazol trong it nhét 3 thang, va hau hét cac truong hop ding trong
mét nim. Cac bidu hién nghiém trong cua giam magnesi mau bao gom: mét moi, co cimg co, mé
sang, co giat, chéng mdt, co thé xay ra loan nhip that. Chung giam magnesi mau dugc hoi phuc sau
khi thay thé magnesi va ngung dung PPL.

O nhitng bénh nhén s& dwoc diéu tri kéo dai hodc dung két hop PPIs véi digoxin hodc cac thuoc
lam giam magnesi mau (nhu thube loi tiéu), cin phai theo d6i nong d6 magnesi trudce khi bét dau
diéu tri PPI va dinh ky trong qua trinh ding thube.

Thudc trc ché bom proton, dic biét néu dung lidu cao va trong thoi gian dai (> 1 nam), co thé lam
tang nguy co gdy xuong hoéng, xuong cd tay va ct séng, chi yéu & ngudi cao tudi va nguol bénh
co cac yéu td nguy co di biét. Bénh nhéan c6 nguy co bj lodng xwong nén dugce theo dai va bé sung
du calci va vitamin D.

Lupus ban do bdn cdp (SCLE)

Thude e ché bom proton lién quan dén cac truong hop SCLE rét hiém gip. Néu tén thuong xay
ra, ddc biét & ving da tiép xtic véi anh ning, va néu di kém véi dau khép, nén can nhéc ngimg st
dung thubc esomeprazol.

Anh hwéng dén céc xét nghiém

Tang néng d6 Chromogranin A (CgA) gay trd ngai cho viée chan doan cac khdi u than kinh noi
tiét. Do d6, phai ngimg dung esomeprazol it nhit 5 ngay trude khi do CgA.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phyu nit mang thai:

Chua c6 nghién clru day du khi ding esomeprazol ¢ ngudi mang thai. Trén dong vét, chudt cong
tring uong esomeprazol 280 mg/ kg/ ngay (gap 57 ]an heu ding trén ngudi tinh theo dién tich bé
mat co the) va tho udng lidu 86 mg/ kg/ ngay (gép 35 l4n liéu dung trén ngudi tinh theo dién tich bé
mit co thé) da khong thiy bing chimg vé suy giam kha ning sinh san hodc doc 601 voi thai do
esomeprazol. Tuy nhién, chi sir dung esomeprazol trong thoi ky mang thai khi that cin thiét. ;
Phu nit cho con bu: 'Qf
Chua biét esomeprazol c6 bai tiét vao sira hay khong. Tuy nhién, omeprazol duoc phén ph(’ﬁaf VAo
stta cua nguodi. Esomeprazol c6 kha nang gay ra cac ADR ¢ tré bu me, vi vay phai qnyet dinh
ngimg cho con bu hogc nging ding thude, tiy theo tAm quan trong cua viée dung thude doi voi
ngudi me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XF, VAN HANH MAY MOC

Esomeprazol it anh huéng t6i kha nang lai xe va van hanh may moc. Mgt s6 phan tmg ngoai y nhu
chéng mét , nhin mo& ¢6 thé xdy ra. Néu xdy ra cac phan (ng ngoai y nay, bénh nhan khéng nén lai xe
va van hanh may moc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC

Do tc ché bai tiét acid, esomeprazol lam tang pH da day, anh hudng dén sinh kha dung cua cac
thude hap thu phy thuée pH: Giam hép thu ketoconazol,itraconazol; tang hép thu digoxin.

Esomeprazol tuong tac duoc ddng hoc véi cac thuc chuyén hoéa béi hé enzym cytochrom Pys,
1soenzym CYP2C19 & gan. Dang dong thoi esomeprazol voi cilostazol lam tang nong do cilostazol
va chit chuyén héa c6 hoat tinh cua nd, xem xét giam liéu cilostazol. Dung dong thoi esomeprazol
v6i voriconazol ¢6 thé lam tang tsep xiic voi esomeprazol hon gip 2 lan, xem xét & nhiing bénh
nhan dung lidu cao esomeprazol (240 mg/ ngay) nhu khi diéu tri hgi chimg Zollinger — Ellison.

f\

/
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Czsapa id: Ding dong thoi esomeprazol 1am ting 32% dién tich dwdi dudng cong va kéo dai 31%
thoi gian ban thai nhung khéng lam ting déang ké ndng dé dinh ctia cisaprid trong huyét twong.
Dung mdt minh cisaprid lam kéo dai nhe khoang QTc, nhung khong kéo dai thém khi dung dong
thoi véi esomeprazol.

Diing esomeprazol véi cac thube gay cam img CYP2C19 va CYP3A4 nhu rifampin 1am giam nong
dé esomeprazol, tranh dung dong thoi.

C6 thé tang nguy co ha magnesi huyét khi dung esomeprazol cung cac thubc cung gy ha magnesi

huyét nhu thuée loi tiéu thiazid hodc loi tiéu quai. Kiém tra ndng do magnesi truéc khi bat dau
dung thudc trc ché bom proton va dinh ky sau do.

Atazanavir: C6 thé lam thay ddi sy hap thu sau khi udng atazanavir, lam giam nong dé thude nay
trong huyét twong, cé thé lam giam tic dung khang virus. Khong nén ding ddng thoi thube tic ché
bom proton va atazanavir.

Clopidogrel: Dung cung thubc rc ché bom proton lam giam ndng do trong huyét tuong cia chat
chuyén hoa c¢o hoat tinh ciia clopidogrel, lam giam tac dung khéang tiéu cau.

- Digoxin: Ha magnesi huyét do dung kéo dai thudc trc ché bom proton lam co tim nhay cam voi
dlgoxm c6 thé lam tang nguy co ddc dbi voi tim cia dlgoxm c6 thé lam ting nguy co doc voi tim
ctia digoxin. O ngudi bénh dang ding digoxin, kiém tra ndng do magnesi trude khi ding thubc tre
ché bom proton va dinh ky sau do.

Sucralfat: [’Ic ché hap thu va lam giam sinh kha dung cua thudc e ché bom proton. Ding céc
thudc re ché bom proton it nhat 30 phit trude khi dung sucralfat.

Tacrolimus: Tang ndng do trong huyét thanh cua tacrolimus khi st dung dbng thoi véi
esomeprazol.

Methotrexat: Khi dung chung voi thude trc ché bom proton, nong dé methotrexat da duge bao cao
Ja ting & mot s& bénh nhan. Khi didu tri bing methotrexat lidu cao, nén tam thoi ngung st dung
esomeprazol.

Wafarin: Tang INR va thoi gian prothrombin khi ding wafarin déng thoi véi thude e ché bom
proton, ¢ thé gdy chay mau bat thudng va tu vong. Theo do1 INR va thoi gian prothrombin khi
dung dong thdi esomeprazol va wafarin.

- Dung dbng thdi esomeprazol va clarithromycin lam ting ndng d6 esomeprazol va 14 -
hydroxyclarithromycin trong mau.

Ding ddng thoi esomeprasol va diazepam lam giam chuyén hoéa diazepam va ting nong d6
diazepam trong huyét twong.

Phenytoin: Ding dong thoi esomeprazol lam tang nong do phenytoin trong huyet twong ¢ bénh
nhin ddng kinh. Nén theo déi nong d6 phenytoin khi bit déu va nging diéu tri voi esomeprazol.

TAC BDUNG KHONG MONG MUGN CUA THUOC

Ngirng dung thude va lién h¢ véi bac si, duge si hodc dén bénh vién ngay lap tirc néu ngudi ding
thuoc bi cac triéu chirng sau:

Tho kho khe, sung mo1, ludi, hong hodc phu toan than, phat ban, cir déng nubt khé khan (phan ing
di tmg nang).

Do da, ¢ vét loét hodc bong da, c¢6 thé co cac vét loét nang va chiay mau & méi, mit, miéng, mii
hodc bd phén sinh duc. Pay c6 thé la biéu hi¢n cua hoi ching Stevens — Johnson hodc hoai ti
thugng bi do nhiém ddc.

Vang da, nude tiéu sim mau, mét moi (biéu hién cua bénh gan).
Cic tic dung khong mong muén khdc:
Thuong gap, 1/100 < ADR < 1/10

Toan than: Pau dau, chong mat, ban ngoai da.
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Tiéu hoa: Budn nén, nén, dau bung, tiéu chay, tio bon, déy hoi, khé miéng.

It gap, 1/1000 < ADR < 1/100

Toan than: Phu ngoai bién, mét moi, mat ngu, budn ngu, phét ban, ngira, di cam.
Co xuong: Gay xwong hong, xuong co tay, cot séng.

Tiéu hoa: Khé miéng.

Gan: Tang enzym gan.

Hiém gdp, 1/10 000 < ADR < 1/1000:

Toan than: Sét, toat md hoi, phan ing qua mn (bao g6m may day, phi mach, co thét phé quan, séc
phan vé).

Thén kinh: Trdm cam, 14 1an.
Mait: Réi loan thi giac.
Hoé hép: Co that phé quan.
Huyét hoc: Giam bach céu, giam tiéu cau,
Gan: Viém gan, vang da.
Tiéu hoa: Rbi loan vi giac, viém miéng.
Chuyén hoa: Ha natri huyét.
Co xuong: Dau khép, dau co.
Da: Rung toéc, nhay cam voi anh sang.
Rat hiém gap, ADR < 1/10 000
Huyét hoc: Giam toan thé huyét cAu, mat bach cau hat.
Than kinh: Kich déng, do giac.
Gan: Suy gan, bénh ndo gan.
Da: Hong ban da dang, hdi chirg Stevens — Johnson, hoai tir biéu bi nhiém doc.
Co xuong: Nhugce co.
Tiét niéu: Viém than ke,
Noi tiét: Chimg via to & nam.
Khéng xdc dinh tan sudt
Chuyén héa: Ha magnesi huyét.
Tiéu hoa: Viém dai trang vi thé.
Da: Lupus ban do dudi da.
Hudéng din cach xir tri ADR: Phai ngimg thudc khi c6 biéu hién tic dung khéng mong mudn ning.

Bdo cdo cac phan dng c6 hai: Hay bao cho bac si, dugc si néu ngudi dung thude nhan thiy bat ky tac
dung phu nao, ké ca cac tac dung chua dugc liét ké, hodc bao cao cac phan ung co hai cia thude vé
Trung tam Thong tin thudc va Theo d&i phan {ing co hai cua thude (bdo cdo ADR online tai dia chi
http://baocaoadr.vn).

OUA LIRU VA CACH XU TRE

Chua co béo cao vé qua lidu esomeprazol & nguoi.

Khong co thubc giai dgc dic hiéu cho esomeprazol. Chu yeu diéu tri triéu chimg va hd trg. Théim
tach méau khong c6 tac dung tang thai trir thude vi thude gan nhiéu vao protein.
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AC TINH DUQC LUC HOC

Nhom dugc ly: T hudc e ché bai tiét acid da day thuéc nhom e ché bom proton.

Mi ATC: 402BC05

Esomeprazol 1a dang ddng phan S cia omeprazol, dugc ding tuong ty nhu omeprazol trong didu trj
loét da day — ta trang, bénh trao nguoc da day — thuc quan va hoi chimg Zollinger — Ellison.

Esomeprazol gan voi H'/ K'- ATPase (con goi la bom proton) o} te bao thanh cua da day, lam bat
hoat hé théng enzym nay, ngan can budc cudi cung cua sy bai tiét acid hydroc]onc vao long da
day. Vi vay esomeprazol ¢ tac dung e ché da day tiét lvong acid co ban va ca khi bi kich thich do
bat ky tac nhan nao. Thubc tac dung manh, kéo dai.

Céc thube e ché bom proton ¢6 tac dung we ché nhung khéng tiét trir duoc Helicobacter pylori,
nén phai phdi hop véi cac khang sinh (nhu amoxicilin, tetracyclin va clarithromycin) méi ¢6 thé
tiét trir 6 hiéu qua vi khuén nay.

4C TINH DUQC PONG HQC

aa
i,

Hap thu: Esomeprazol hip thu nhanh sau khi ubng, dat nong d6 cao nhét trong huyet tuong sau 1-
2 gi¢. Sinh kha dung cua esomeprazol ting 1én theo liéu dung va khi ding nhic lai, dat khoang
68% khi ding liéu 20 mg va 89% khi dung lidu 40 mg. Thuc dn lam cham va giam hap thu
esomeprazol, nhung khong lam thay abi co ¥ nghia tac dung cua thudc dén do acid trong da day.
Dién tich duoi duong cong (AUC) sau khi uong 1 liéu duy nhat esomeprazol 40 mg vao bita an so
véi lac doi giam tir 43% dén 53%. Do d6 esomeprazol nén ubng it nhat 1 glO’ truede bira an.

Phdén bé: Thube gin khoang 97% vao protein huyét tuong.

Chuyén héa: Thude duge chuyen hoa chu yeu & gan nho isoenzym CYP2C19 h¢ enzym cytochrom
P450 thanh céc chat chuyén héa hydroxy va desmethyl khéng con hoat tinh. Phan con lai duge
chuyen hoa qua isoenzym CYP3A4 thanh esomeprazol sulfon. Khi dung nhéc lai, chuyen héa bude
dau qua gan va do thanh thai cua thudc giam, co thé do 1 isoenzym CYP2C19 bi 1ic ché. Tuy nhién,
khong co su tich liy khi dung mdi ngay 1 1an. O 1 s6 nguoi vi thiéu CYP2C19 do di truyen (15 -
20% nguoi chau A) nén lam chuyén héa esomeprazol bi chdm lai. 0 trang thai 6n dinh, gia tri AUC
0 ngudi thiéu enzym CYP2C19 ting khoang 2 lan so véi ngudi cé di enzym. Nira doi trong huyét
tuong khoang 1,3 gio.

Thai trir. Khoang 80% liéu ubng duge thai trir dudi dang céac chit chuyen hoéa khong cé hoat tinh
trong nudc tidu, phan con lai duoc thai trir trong phan. Dudi 1% thudc dwgc thai trir trong nudc
tiéu,

O nguoi suy gan nang. Gia tri AUC ¢ tinh trang on dinh cao hon 2 - 3 14n so v&i ngudi ¢é chic
nang gan binh thudng, vi vay co thé phai xem xét giam liéu esomeprazol & nhitng ngudi bénh nay.

v CACH PONG GOI

Hop 3 vi nhém — nhém, vi 10 vién nén bao phim tan trong rudt.
Hop 10 vi nhém — nhém, vi 10 vién nén bao phim tan trong rudt.

Hop 1 chai HDPE x 100 vién nén bao phim tan trong rudt.

BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUOC

Diéu kién bdo quan: Bdo quan noi khd rao, tranh anh sang, nhiét dé dudi 30°C. Dé thudc ra khoi tim
nhin va tam tay cua tré em.

Han dung: 36 thang ké tir ngay sin Xuit,

Tiéu chuin chit lugng: USP.
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CO SO SAN XUAT
Céng ty Cé phan Dugc APIMED
- Pia chi tru s&: 263/9 Ly Thudmg Kiét, Phuong 15, Quén 11, thanh phd H6 Chi Minh

- Dia chi nha may: Duong N1, cum cong nghiép Pht Thanh - Vinh Thanh, xa Vinh Thanh, huyén
Nhon Trach, tinh Bong Nai.
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