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Patient package insert according to Pharmacists' Regulations (Preparations), 1986.
This medicine is to be dispensed upon physician's prescription only.
Carefully read the entire package insert before using this medication.

Composition:
Each caplet contains 10 mg or 20 mg or 40 mg of omeprazole.

Inactive ingredients:

Lactose monchydrate, hypromellose acetate succinate, sodium starch glycolate,
magnesium carbonate, talc, sodium stearyl fumarate, triethyl citrate, pro%'lene
glycol, titanium dioxide, sodium hydroxide, sodium faurilsulfate, red iron oxide (E-
172), hypromeliose 2910, yellow iron oxide (E-172), carnauba wax.

Therapeutic group:
From the proton pump inhibitor (PPI) group.

Therapeutic action:

This medicine inhibits acid secretion in the gastrointestinal tract.

This medicine is intended for treatment of severe gastric ulcer, severe duodenal
ulcer, reflux oesophagitis, and Zoltinger-Ellison syndrome;

Maintenance treatment for the prevention of relapse in patients with poorly responsive
peptic ulcer or severe reflux oesophagitis;

Treatment of severe reflux oesophagitis In children over 6 years of age;
Treatment and prevention of gastric and duodenal uicer caused by non-steroidal
anti-inflammatory drugs (NSAIDs) in high risk patients;

Combined treatment with antibiotics in Helicobacter pylori related peptic ulcer.

When should this medicine not be used?
Do not use this medicine if you are aware of hypersensitivity to any of its ingredients. !

Do not use this medicine without consulting your physliclan before commencing
treatment:

If you are pregnant or breastieeding.

If you suffer, or have suffered in the past, from liver problems.

Warnings: .
If KJOU are aware of any sensitivities to foods or drugs inform your physician before
taking this medicine.

Drug interactions:

If you are taking other medicines concurrently, or have just completed treatment
with another medicine, inform your physician in order to prevent hazards or inefficacy
arising from drug interactions. This is especially important in regard to drugs from
the following groups: drugs affecting the central nervous system such as phenytoin
or diazepam, digoxin (for the heart), anticoagulants such as warfarin, preparations
containing iron, drugs for the treatment of fungal infections such as ketoconazole
and itraconazole or antibiotics containing ampicillin ester.

Side effects:

In addition to the desired effect of the medicine, some side effects may appear
during treatment, such as: dryness of the mouth, constipation, diarrhea, nausea,
abdominal pain or headache, vomiting or flatulence.

These side effects usually disappear within a short time following a period of
adjustment to the medicine. If these effects are persistent or bothersome refer to
your physician.
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Lactose monohydrate, hypromellose acetate succinate, sodium starch glycolate,
magnesium carbonate, talc, sodium stearyl fumarate, triethyl citrate, propylene
glycol, titanlum dioxide, sodium hydroxids, sodium laurilsulfate, red iron oxide (E-
172), hypromellose 2910, yellow iron oxide (E-172), carnauba wax.
i dadl Luadll
PPLobigy pll el ol Uiaai o
sdaadall ¢ gadl & yull5
PV L SYWURT I NP
Lol g1 S 3 bl st BY1Ea 3 B paball Loall a3 Bl poadon ol ull 2
w53 (0Bt 5) Tl il els XS S ] gy Boalh Zadlad g ngals oo
957 T bl el D] on 2y (s o T ad apas ol Bacit Lo g5
mnl) o nien ) g Lo JULY g5l n sl 530 B gl b oubil il 5 apals
Balida alyudatoney pMall je Lobill pte (Y1325 Laall Lyl e Dligly gl
libda po djida £ e )b (543 udye ol (NSAIDS) Ly pian WLt
ke 5Kl gSla” 35 e LSl T ol Boaad i Tplad L m
¢ paaiuall Jloadwl I.:u_’,,.:.._ayuio
[0LS 5 aa¥ T el Sy Ul il 150 Jlaied ol 3522 Y |

sosia Gt daatya 6l gl 138 Jlasiuad ol ) goar ¥

el M 5550 0 ol Jaadl 10 b 0 S5 Lasie

30 KU G alUT i sl 3] )5 S5 € 13

1 3

eyl elflasond b 5t g plabad el Frnolosan 51 e ol £ 30l

L el o cdlelinl)

iy ogllall conlell aMef cund )3T el yas 591 MMl gl 3] o8 il 20 0y Lo g 130
b3 Lo Lol pla ya¥hhiny pdliall g oMeliah oo 23Ul delaalt pae o b3 31 gulits
O AlIS 51 paaall Sl e 535 (S L gu 1M e gaadl ] a3l gl
ol 65303 A i) i i IS pal 33 clilia (il G yaon sl of
A Lgasdh Shslall 1 JsBuS il JasbuS S sl hill il (3 s sl

il ¢

‘-"IL"“-‘Q"‘] e gad
:d._.n.AdL.aJIub!J;YI
Lol a1, Y1 oy allaxiond 5550 A1 gk i ol pul] e 10 L) w80 3 Gl
e g 35 i haea g ol YT b2 o Sl iflina il iling

038 = palaof 13} Leb el yall e sl by ()} a0y 5 pnad 3550 YA Bate ol el ada 335
o) Daad o g T e 2318 13) g1 1,2

1986 — I"DYUNN (DMMYIN) DNFZIMR NP DY PINY 1y
NI YN NN T NDIMN
9NN WIN'WA 11971910 TY 7Y NN [I'V2 RN Wi

1070
-Omeprazole 7¢ 2" 40 IN "D 20 IX 2D 10 PYIN Yo7 ‘D
10799 M7 DANIN
Lactose monohﬁdrate, hypromellose acetate succinate, sodium starch glycolate,
magnesium carbonate, talc, sodium stearyl fumarate, triethyl citrate, propylene
glycol, titanium dioxide, sodium hydroxide, sodium laurilsulfate, red iron oxide (E-
172), hypromellose 2910, yellow iron oxide (E-172), carnauba wax.
TVOUDIN AXN
-PPI D2IONDN NIANUD 10DIN NYRN
TUNIDY NITIYD
J7D'WR NDIWNI NYDIN DDA NAOYN NONNN
DDY OWIN P71 0N (D00 23,100 A7 2102 7ID0T IIm ADNn
;(Zollinger-Ellison syndrome) [10'JR M3 71 TINDN (reflux oesophagitis) N
AN 7Y NOVIN MIRN DY 07N IIN DINEZRR NYVINT MiZink. 719w
YVIN DATOR DI 7¢ NUDR NPT 0V DI IR PHWR
DY 6 72 YD DT N DY VYIN YW NN Np7T 7o
TN DYWOND WINW FY DD DTN 201 DT 2D W pant 7iow
i1 203 D'7IN 73R (NSAIDs) DUTRINDD N7 NPT
Helicobacter pylori - MWZN 712y 2152 N7OIOIN DY AAUD ND0

7WIM WHNWAY PR D
[291nn 000 TN TIwRY DY DX WBNUAT X |

71900 N7NNN DY NDIM YYIFAY YD ADINNI WnNWAY PN
DR ION2 N DN

71202 NI'Y2AN 72Y N7I0 IR N/73I0 PN DN

NN

n9Y7 NON7 1 9V YIINT Iy Me7d NONNY IN WD DY n/wnn i DX
NONNN NI

NENDNN P NRRN

7V NN NSNNA 719'0 INY AT NNMD DX IR ,NDO1 19NN N/701N 0 DX
2 NBND 0WanR NIFYHIRC I DRI YONY7 T 790NN XOMY DTy
TWONN MINKIN TUNRZAN NIDAN 17 TN 2IWN 2T ANOnn
A377) POFIT ,DDTRIT IN I'RIDND 1D NVIDINN DAYYN NDWH 7Y NIyownn
719107 NIDNN 7M. DYHD0N 0VWIN N0 D 0T NWNZ T NivAN
AODN FPYIONN N7D0N AZOIRIOIX IX 27N AIFI0N 12D TIN0D

SNHY NMYDIN

'XI7 TYDIN WIDINT NI7I7Y N WINWN (12 ,NONNN 70 MR NITYY oI
DTN INRUND IND IX (0D 1IND NN IO NNYY N wal o
WONT NIZAN0DN NOIFN KT W7 10T YN 770 7V 107N A8 NIVoIn
KON ND7 &' NITNON IX NDWHNN 178 NIYSIN DX

See next page

[

977 YN YWwnn




Omepradex - caplets

.;Yw_.uus..\b;x:m\gi

N7z = D7 TYDDIN

Continued

Side effects requiring special attention:
Difficulty in urinating, a burning sensation during urination, sores and ulcers in the

mouth, increased tiredness or weakness, or sore throat or fever {rare): continue
treatment and contact your physician immediately.

If you experience side effects not mentioned in this insen, or if you feel any change
in your general health, contact your physician immediately.

Side effects and drug interactions In children and i

Parents should report to the physician any side effects as well as any additional
medicines taken by the child: See the above mentioned special side effects and
drug interactions.

Dosage:

Dosage according to physician’s instructions only.

Do not exceed the recommended dosage.

This medicine is usually not intended for children under the age of 6 years.

If there is no improvement In your condition, contact your physician.

If you have forgotten to take a dose at the specified time, take it as soon as you
remember. However, if it is almost time for your next dose, skip the missed dose
and resume your regular dosing schedule.

Never take two doses together in the same day.

Directions for use:
Do not chew! Swallow the caplet whole with a small amount of water, Do not halve
or crush the caplet. Take the medicine before a meal, preferably in the morning.

[ How can you help this d? |

Complete the entire course of treatment as directed by your physician.

Even if there is an improvement in your health, do not discontinue treatment with
this medicine without consulting a physician.

Itis possible that a few days may pass before the medicalion relieves pain; you can
therefore take this medicine with antacids in order to reduce pain.

Avoid polsoning!

his medicine, and any other medicine should be kept in a closed place out of the
reach of children and/or infants to avoid poisoning. If you took an overdose, or if a
child accidentally swallowed this medicine, proceed immediately to a hospital
emergency room and bring the medicine package with you.
Do not induce vomiting without explicit instructions from a physician!

his medicine has been prescribed for the treatment of your ailment. In another
patient it may cause harm.
Do not give this medicine to relatives, neighbours or friends.
Medicines should not be taken in the darld Check the label and the dose every time
you take this medicine. Wear glasses if you need them.

Storage: Store in a cool place.

Even if kept in their recommended storage conditions, drugs retain their potency
for a limited period only, Please note the expiry date of this medicine. If in doubt,
consult with the dispensing pharmacist.

Do not store different medicines in the same contalner.

Registration number of the drug: Omeprazole 10 mg: 123 66 30228 00.
Omeprazole 20 mg: 120 19 30048 00.
Omeprazole 40 mg: 123 65 30268 00.

The format of this leaflet was determined by the Ministry of Health (MOH) and

its content was checked and approved by the MOH.
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