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Thanh phdn: M3i vién nang chira
....... A0 mg
(dang vi hat bao tan trong rudt 8,5%)

Biao quan: Nai kh, tranh anh sang,
nhiét d9 duwdi 30°C

Composition: Each capsule contains

ESomeptazol .......ceiiiimsisimsiind 40 mg

(Esomeprazol enteric coated peliets 8.5%)
Storage: Stored in a dry place, protected
from light, below 30°C

Specification: Manufacturer's
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va cic thing tin khac:
Xin doc trong 1 hurang dan sir dung bén trong hop
Tiéu chufin: TCCS
Dé xa tém tay cua tré em i
Boc kj hwdng dén sif dung truedc khi diing
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Indication, contra- indication, administration, ~
dosage and other information: ;
See the leaflet enclosed :
Keep out of reach of chidren i
Read carefully direction before use :

MEDIPLANTEX NATIONAL PHARMACEUTICAL JSC
358 Giaiphong road, Hanod, Vietnam
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Rx Thuse

Zaclid

Thénh phdn: M3i vién nang chira
Esomeprazol.
(dang vi hat bao tan trong rudt 8.5%)

Bao quan: Noi khd, tranh anh sang,
nhiét dg dudi 30°C

RX Presc

ban theo don GMP - WHO

40

Zaclid 40

nang cung chira [

Esomeprazol 40 mg
= | iy
- Hép o gg‘
5 838
T & 285
(M MEDIPLANTEX 3 338
Chidinh, chdng chidinh, céch ding, liéudng | |
va céc thdng tin khac:
Xin doc trong t hurdng dan sit dung bén trong hop
Tiéu chudn: TCCS i
D& xa tim tay cla tré em i
Doc ky hwdng din sir dung trwde khi ding i
ription Drug GMP - WHO
Esomeprazol 40 mg
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Composition: Each capsule contains

Indication, contra- indication, administration,

ESOMEPrAzol ......coovscrversiesrissssisesd 40mg dosage and other information:
(Esomeprazol enteric coated pellets 8.5%)  See the leaflet enclosed
Storage: Stored in a dry place, protected Keep out of reach of chidren

from light, below 30°C
Specification: Manufacturer's

Read carefully direction before use i

MEDIPLANTEX NATIONAL PHARMACEUTICAL J 5.C i
358 Giaiphong road, Hanaoi, Vietnam
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Rx Prescription drug GMP - WHO

Zaclid 40

Capsule Contains Enteric Coated Pellets

Compeosition: Each capsule conlains
Esomeprazol ............ ittt 0O
(Esomeprazol enteric coated paliets 8.5%)

Thénh phan: M&i vién nang chira
[ 3T T e 40 mg
(dang vi hat bao tan trong rudt 8.5%)

administration, dosage and other

|
|
Indication, contra- indication,
Chi dinh, chéng chi dinh, cach ding,
!
|

information: See the leaflet enclosed Esomeprazol 40 mg liéu diing va cac théng tin khac: Xem o
hurang dan s dung bén trong hop
Specification: Manufacturer's
Storage: Stored in a dry place, protected Tiéu chuan: TCCS
from light. below 30°C o 14capsules SDKIRegNO: ...
Béo quan:
Keep out of reach of chidren Nati khé, tranh anh sang, nhiét 46 dudi 30°C
Read carefully direction before use

Dé xa tim tay cda tré em
Boc ky hudng dn sif dung trudc khi ding

MEDIPLANTEX NATIONAL PHARMACEUTICAL J.5.C
384 Geaiphang road, Hanc:, Vietnam
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Rxzaclid 40

Thanh phian: M3i vién chira
Esomeprazol 40 mg
(dang vi hat bao tan trong rudt 8.5%)

Dang bao ché: Vién nang cimg chta vi hat bao
tan trong rudt.
Duge lue hge:

Esomeprazol lam giam sy tiét acid cua da day
do tc ché enzym H'/K* ATPase. Esomeprazol 1a
ddng phan S- ciia Omeprazole, khi vio trong co
thé ¢ pH < 5 dugc proton héa thanh hai dang: acid
sulfenic va sulfenamic. Hai chit nay gén thuan
nghich v6i nhém sulfhydryl ciia H/K* ATPase &
té bao thanh da day nén trc ché bai tiét acid do bit
ky nguyén nhén nao.

Duge dong hoc:

Hdp thu: Esomeprazol hip thu nhanh qua
duong tiéu héa, ndng do dinh trong huyét tuong
dat duge sau 1-2 gid. Sinh kha dung tang tuy
thuge vao liéu ding va viéc ding 1ap lai, khoang
68% - 89% déi véi lidu dung 14n lugt 1a 20mg, 40
mg. Thirc &n 1am chim va giam sy hdp thu cua
thuée, mic du diéu nay khong anh hudng déng ké
dén tac dong cta Esomeprazol 1én sy tiét acid da
day.

Phan bo: Esomeprazol lién két 97% véi
protein huyét twong.

Chuyén héa va bai tiét: Esomeprazol dugc
chuyén héa hoan toan qua gan nhd hé théng
cytochrome P450 (CYP). Phdn Ién qua trinh
chuyén héa Esomeprazol phu thugc vao enzym
CYP2C19, tao thanh céc chat chuyén héa hydroxy
va desmethyl cia Esomeprazol - chit khéng cé
anh hudng 1én sy tiét acid da day. Phan con lai
cla qud trinh chuyén héa phy thugc vao enzym
CYP3A4, tao thanh Esomeprazol sulphone. Qua
trinh chuyén héa qua gan Iin ddu va do thanh thai
toan than giam khi dung lidu nhic lai, nguyén
nhan c6 thé do sy irc ché men CYP2C19. Tuy
nhién Esomeprazol thai trir hoan toan khoi huyeét
tuong giita céc liéu diing ma khéng c6 sy tich Y
khi dung 1lin/ngay. Thoi gian bén thai trong
huyet tuong khoang 1.3 gio. Khoang 80%
Esomeprazol duge bai tiét qua nuéc tidu dudi
dang céc chit chuyén héa, phan con lai duoc thai
trir qua phén.

Chi dinh: Esomeprazol dugc chi dinh cho nhing
trudng hop sau:
- Bénh trao nguoc da day - thyc quan
- Loét da day - ta trang
- Phong va dicu trj loét da day do ding NSAID
- Hoi chiing Zollinger - Ellison .

Cich ding va lidu ding: )

Cidch ding: Ubng Esomeprazol it nhét 1 gid
trude khi n, nudt nguyén vién thubc, khong dugc
nhai hay nghién cac vi hat.

Liéu ding: ,

Nguoi lon va tré > 18 tudi: .

- Viém xuégc thuc quém do trao ngugc: lieu 40
mg/ lan/ngdy trong 4 tudn. Nén didu trj thém 4 tuin
nira dbi véi bénh nhédn viém thyc quan chua duoc
chita lanh hay van c6 trigu chimg dai ding.

- Chimg trdo ngugc da day - thyc quan
(GERD): ligu 20 mg/1 lan/ngdy & bénh nhan khéng
bi viém thuc quan.

- Loét da day — ta trang: liéu 20-40 mg/lin/ngay
trong vong 4 — 8 tudn

- Phong va diéu trj loét da day - t4 trang do
nhiém Helicobacter pylori: két hop véi phic dd
khang khuin thich hgp dé& diét trr Helicobacter
pylori  (Esomeprazol +  Amoxicillin  +
Clarithromycin), liéu diing 1a 20mg Esomeprazol x
2 lan/ngay trong 7 ngay.

- Phong va diéu trj loét da day do diing NSAID:
ding 20 mg/1 lan/ngay, trong 4-8 tun.

- Didu tri hoi ching Zollinger - Ellison: khéi
ddu 40 mg/1 1in/ngdy, sau d6 didu chinh theo dap
tmg. Phn 16n bénh nhan dugc kiém soét véi lidu
80-160 mg/ngay, lieu >80 mg: chia 2 lan/ngay.
Nguoi cao tuéi, suy thdn, suy gan nhe dén trung
binh: khong chinh lidu.

Bénh nhan suy gan: D6i véi bénh nhan suy gan nhe
dén trung binh khong phai chinh lidu. Bénh nhn
suy gan ndng: lidu t6i da 20 mg/ngay.

Téc dyng khéng mong muédn:

Thiong gdp: Nhirc ddu, dau bung, tiéu chay,
budn ndn, ndn, tdo bon.

It gap: mét ngl, chodng véng, ngu ga, chéng
mat, kho miéng, ting men gan, viém da, ngira, ndi
mam, mé day.

Hié'.?e gdp: giam tiél.! cdu, giam bach cau, phu
mach, sot, soc phan vé, rdi loan vj giac, nhin mé, co
tht phé quan, viém mi¢ng, viém gan c6 hogc khong
vang da, nhay cam v6i anh sang, héi dau, dau co,
dau khép, khé @, tang tiét md hoi.

Théong bdo cho bdc st hodc duoc si nhitng tdc
dung khong mong muén gdp phai khi sir dung
thuoce
Chéng chi djnh:

Tién sir qua man véi Esomeprazol, cic chit
thugc phan nhém benzimidazole hay bét ky thanh
phan nao ciia thuée

Khéng phdi hgp Esomeprazol véi atazanavir.

Tré em dudi 18 tudi, phy nir dang cho con bi.
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Thén trong:

Loai trir bénh ly ac tinh trudc khi ding
Esomeprazol vi thudc c6 thé che lap tri¢u chimg
va cham tré trong viéc chuan doan.

Thén trong khi diing kéo dai vi co thé gay teo
da day
Phu nit ¢6 thai va cho con bi:

Thei ky mang thai: Nén than trong khi ké don
cho phu nir c6 thai

Thoi ky cho con bii: Khong dung Esomeprazol
khi dang cho con bu
Tuong tac thuép:

* Thudc co sy héip thu phuy thude vao pH da day:

- Dung dong thoi Esomeprazol véi nhiing
thudc c6 co ché hﬁp thu phu thudc acid da day
nhu ketoconazole, itraconazole... c6 thé lam giam
su hap thu cua cac thude nay.

- Esomeprazol lam giam dang ké& ndng do va
AUC cia Atazanavir. Tang lidu atazanavir 1én
400 mg da khong bu tru tac dong cua
Esomeprazol trén nong d6 va AUC cua
Atazanavir. Khong phéi hop hai thude véi nhau.

* Thubc chuyén hoa boi enzym CYP2C19:

- Dung dong thoi Esomeprazol v6i nhimg thude
chuyén héa béi CYP2C19 nhu diazepam,
citalopram, lmlpramme clomlpramme phenytom

. 1am nong do cac thuﬁc nay trong huyét tuong
cé thé tang, cAn giam lidu dung.

- Trén lam sang, khi ding 40 mg Esomeprazol
cho nhitng bénh nhan da dung Warfarin cho thay
thoi gian dong mau van con trong gi6i han cho
phép. Tuy nhién mét vai truong hop tang INR da
dugc bdo cao khi dung két hop Warfarin véi
Esomeprazol.

- Esomeprazol da dugc chirng minh la khéng c6
tic dung lam sang trén dugc dong hoc cua
amoxrclllm hodc quinidine.

Qua liéu va xl.r ly

Qud liéu: Liéu ubng 160 mg/lan van dung nap tot.
Khi dung liéu cao tai 2400 mg, | cac triéu ching xay
ra rat da dang, gom c6 nham lan lo mo, nhin md,
tlm nhanh, budn noén , toat md hdi, dé bimg, nhirc
dAu va kho miéng.

Xur ly: Chua co thubc glél doc dac hi¢u. Trong
truong hop qua lidu, nén diéu trj triéu chimg va sir
dung céc bién phap hd trg.

Bido quan: Noi kho, tranh 4nh sang, nhi¢t d§ dudi
30°C.
Han dung: 24 thang ké tir ngly san Xuét
Trinh bay: Vi 10 vién x hop 01 vi, hgp 03 vi.
Lo 14 vién.
Tiéu chuén: Tiéu chuén co s&

Thudc nay chi dung theo don ciia béc si

Dé xa tam tay cua tré em.
Doc kj hudng dan sir dung trudce khi ding
Néu cdn thém théng tin, xin hoi y kién thdy thuéc
CONG TY CP DUQC TW MEDIPLANTEX
358Giai Phong- Phuong Liét -Thanh Xuén - Ha Noi
DT: 04-38643368 Fax: 04-38641584
San xuét tai: Nha may Dugc phim s6 2
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