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aflet carefully before you start taking this medicine because it contains important
ou.

Read all of thi
information fc
- Keep this leaflet. You may need to read it aic
- If you have m}fmﬁmher questions, ask yom tor or pharmacist or nurse.
~ Thiis medicine has been prescribed for you only. Do fiot pass it on to others., It may harm them,even if their
s oflless arethe same as yours.
I you actany i effetstalk o your doctor or pharmacist. Thisinclues any possible side ffecs nt listed
leaflet. See section 4.
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1, What is IPPROTON and in which case js if used ?
R e pr oy St ” ATC code : A02BCOL.

IPPROTON, gastro-resistant capsule, contains the active substance of omeprazole. It belongs to the class of medications
called proton pump inhibitors. It decreases the amount of acid fproduced by the stomach.

TPPROTON gastro-resistant capsule, is indicated to treat the following infections :

1/In Adults :
* Gasiroesoptagen refu disease (GERD). Acid from he stomach rise o the level of the esophagus (the ube hat
connects the throat to the stomach) causing iammation and bu

« Ulcers in the upper part of your intestine ( ||odena1 ulcer) or your stomach (gastric ulcer).
« Ulcers infected with a bactétia called Helicobacter pylor. In this case, your doctor may also presctibe antibiotics which
can freat the infection and cure 3
« stomach ulcers associated with taking nonsteroidal anti- mﬂammatoly d.mgs (NSAIDs). IPPROTON, gastro-resistant
capsule, can also be used for the glevemlon of these if you take N
+ An excess of acid in the stomach due to a lump in the pancreas (Zo]lmger ~Ellison syndrome).
2/In children :
Children over 1 year of age with a body weight > 10 kg
* Gastroesophageal reflux disease (GERD). Acid from the % tomach rises to the level of the esophagus (the tube that
connects the throat {0 the stomack) causing pain.inflammation and burms,

Symploms in children may include upset stomach contentsin the mouth (reguritaton), vomiing and limited weight gain.
Clldben over 4 years of age and adalescents
+ Ulcers infected with a bacteria called Helicobacter pylori. In this case, the doctor may also prescribe antibiotics for
your child, which can treat the infection and cure the ulcer.
2. What you need to know before you take IPPROTON ?
Never take IPPROTON
Never take IPPROTON, gastro-resistant capsule :
« If you are allergic to ome'KlLole or to any other ingredients contained in this medicine listed in section 6
« If you are allergic to another proton pump inhibitor (ex
« If you take medicines containing nelfinavirand rilpivirine (taken for HIV).
«Ifin case of doubt, talk to your doctor or pharmacist before you take IPPROTON, gastro-resistant capsule.
Warnings and precautions
Contact your doctor or pharmacist before you take IPPROTON, gastro-resistant capsule.
Do not take IPPROTON, gastro-resistant capsule, for more than 14 days without consulting your doctor.
If you are not relieved or if the symy “lptoms worsen, consult a doctor.
TPPROTON, gastro-resistant caps de symptoms of ofher diseases. Therefore, before you start taking
IPPROTON, lFasno 1es|s|ant capsule, o when youare under treatment, you should inform your doctor immediately if
any of the folfowing occu
* You lose weight ot o reason or if you have problems swallowing.
+ You have stomach pain or indigestion.
+ You vomit food or blood.
+ You have black stools (with traces of blood).
Yol have severe or persistent diarrhea because omeprazole has been associated with a small increase in infectious

arthea.
+ You have severe liver disease.
« You have ever had a skin reaction after treatment with a medicine similar to IPPROTON, reducing stomach acid.
« You need to have a specific blood test (Chromogranin A).
« If you are taking IPPROTON, a long-term gastro-resistant calpsllle (longer than one year), your doctor will probably
‘monitor you on a regular basis. You should define precisely all new or exceptional symptoms and events when you see
your doctor.
Taking a proton pump inhibitor like IPPROTON, gastro-resistant capsule, especially over a period of more than a year,
may slightly increase the risk of hip, wrist, or vertebral fractures. Tell your doctor if you have osteoporosis or if you are
taking corticosteroids (which may increase the risk of osteoporosis).
If you develop a rash, especially in areas exposed to the sun, consult your doctor as soon as posslble as you may need
to stop taking IPPROTON. Do ot forget to mention any other side effect, such as pain in your joints.
Children
Some children with chronic illnesses may require long-term treatment, although this is not recommended. Do not give
this medication to children under 1 year of age or <10kg
Other medicines and IPPROTON, gastro-resistant capsule
Tell ‘your doctor or pharmacist if you take, have recently taken or would take any other medicine.
PROTON, gastro-resistant capsule, may interact with the functioning of other medicines and some medicines may

Have sn effveron IPPROTONgastro-fesistant capstle.
You should not take IPPROTON, gastro-resistant capsule, if you are taking a medicine containing nelfinavir or rilpivirine
(used for HIV).
If you are takmg clopldomel (used to prevent blood clots (thrombus)), you should specifically inform your doctor or
phiarmacist ab
You should el youl doctor or pharmacist lf fyou are taking any of the following medicines :
K (used in the treatment of fungal infections).
« Digoxin (used in the treatment of heart dlseaseif
« Diazepam (used in the treatment of anxiety, epilepsy or as muscle relaxant).
. Pg:en;yﬂt]om (used in epilepsy) : if you are faking phenymm n, moritoring by your doctor is required at the start and at the
en OTON,
+ Anticoagulant medications for thinning blood such as ‘Wwatfarinof ofher anti-vitamin K ; monitoring by your doctor is
required at the start and at the end of the of IPPROTON, g
« Rifampicin (used to treat fuberculosis).
« Atazanavir (used to treat HIV infection).
« Tacrolimus (in case of organ transplant).
« St. John's wort gHypencumperfolatum) (used in the treatment of moderate depression).
« Cilostazol (used in the treatment of infermittent claudication).
« Saquinavir (used in the treatment of HIV infection).
« Ulipristal (used as an emergency contraceptive).
« Mycophenolate mofetil (used in the prevention of transplant rejection).
« Ledipasvir (used in the treatment of hepatitis C). Your doctor or pharmacist will make recommendations so that you will
Kaow how and when {0 ake this medicine.
+ Axitinib, bosutinib, cabozantinib, crizotinib, dabrafenib, dasatinib, erlotinib, gefitinib, ibrutinib, imatinib, lapatinib,
nilotinib, pazopanib, ponatinib, ruxolitinib, sorafenib, sunitinib (medicines used in the treatment of some cancers).
+ Methotrexate (used in the treatment of some cancers and auto-immune diseases) ; if you take a highdose of methotrexate,
your doctor may temporarily stop your treatment of omeprazole.
IPPROTON, gastro eststant capsule, with food, drinks and alcokiol
Capsules may be taken with or without food.
Pregnancy, breast-feeding and fertility
If you are pregnant or breasffeeding, if you think you are pregnant or planning pregnancy, ask your doctor or pharmacist
before taking his medicine. Your doctor will decide |fyo|| can take IPPROTON, gastro-resistant capsule, during this period.
Your doctor will decide if you can take IPPROTON., t capsule, during
Driving and using machines
TPPROTON, gastro-resistant capsule, is not expected to affect the ability to drive and use machines.
Side effects such as dizziness and visual disturbances may occur (see section 4). If so, you must not drive or use machinery.
IPPROTON, gastro-resistant capsule, contains saccharose.
3, How to take IPPROTON ?
Always take this medicine by following exactly the instructions as prescribed by your doctor or pharmacist.
Check with your doctor or pharmacist in case of doubt
Your doctor will tell you how many capsules you should take and for how long you should take them. It will depend on
your health and age.
Dosage
The recommended doses are mentioned below :

reffux such as burns and acid

+ Fyourdoctor s hatyour soplagus s bt Sigly daged, the Tecommended dose is 20 mg once daily for 4-§
. Your doctor may ask you to take a 40 mg dose for an additional 8 weeks lfd%oul esophagus has not yet healed.

+ The fecommended dose once your esophagus has been healed is 10 mg once a

« If your esophagus has not been damaged, the usual dose is 10 mg once a day.

Treatment of ulcers in the upper part of your intestine (duodenal ulcer)

+The recommended dose f5 20 mg once daily for 2 weeks. Your doctor may ask you to take the same dose for an additional

2 weeks if your ulcer has not healed.

+If the uleer has not fully healed, the dose may be increased to 40 mg once daily for 4 weeks.

Treatment of stomach ulcers (gastric ulcer)

« The esomumended dose i 20 g nc daly for 4 weeks. Your doctor uay ask you o take the same dose foran additional

4 weeks if your ulcer has not

1 the ulcer s not fully healed, the dose may be incressed 1040 mg once daily for § weeks

Prevention of recurrence of duodenal or gastric ulcer

The recommended dose is 10 or 20 mg once a day. Yollr doctor may increase the dose to 40 mg onee 2 day

Treatment of duodenal and gastric ulcer caused by NSAIDs (1 drugs) :

The recommended dose is 20 mg once daily for 4 -8 weeks

Prevention of duodenum and stomach ulcers if you take NSAIDs :

The recommended dose is 20 mg once dail

Treatment and prevention of ulcers caused by Helicobacterpylori infection

‘The recommended dose is 20 mg IPPROTON twice daily for one week. _ . .

Your doctor wil prescribe fwo antbiotics among thern, and e

Treatment o excess acid i th stomach dus foa i he panres (Zollinger-Ellson syndrome)

The recommended dose is 60 mg daily.

Your doctor may adjust the dose as needed and will also decide for how long you will take the medicine.

In adults
Treatment of symptoms of

Use in children and adolescents

Treatment of symptoms of gastroesophageal reflux such as acid burns and regurgitation
Children over 1 year old and weighing more than 10 kg can take IPPROTON. The dosage will depend on the weight
of the child and the doctor will decide on the correct dose to administer.
Treatment and prevention of ulcers caused by Helicobacterpylori infection
Children over the age of 4 cn take TPPROTON. The dosage willdepend o the childs weight and the doctor will
decide on the correct dose o administes
gour octor will prescribe fwo antibiotics for your child at the same time : amoxicillin and clarithromycin

0s:
<1 reconumended to take your capsuls i the wornis.
+ The capsules can be food or on an empty stomach.
* They should be swallowed whole with half a glastof water. The capsules should not be chewed or crunched because
they Gontain iln-coated granules which prevent the medicne from being desroged by the acidity of the stomach. I s
important not to damage the granules.
TWhat to do i you or Your child Lave rouble swallowiug the capsules ?
If you or your child have difficulty swallowing your capsules
Open the capsule and swallow the content directly with half a glass of water or put the content in a glass of
noicarborated water, a slglily acidic it uice (orange uice, apﬁle o pineapple) ot i applesaee,

+ Always stir just before drinking the mixture (the mikture wil 9 homogeneousg Then drink the mixture
immediately of within 30 minutes.
* To malke sure you have dunk a of the medicine,ins th glas well with halfa glas of water and drink . Solid
pieces contain medicine, do not chew or crunch
£ ou have taken more IPPROTON, gastro-resistant capsule, than you should
Contact immediately your doctor or pharmacist.
If you forget to take IPPROTON, gastro-resistant capsule
Ifyou forge o take  dose take it a soom 2 you think about i, However, i you are close o taking the next dose,

not take the missex

Do not take a double dose fo make up for the dose you forgot.
Ifyou stop taking IPPROTON, gastro-resistant capsule

Not le.

oaPKave cany fther questions about the use of his medicine, ask your doctor, pharmacist or e for more
i
i Posetbie side effect
Like any medicine, this medication can cause side effects, but they do not occur systematically in everyone.
If you notice the following side effects, these are rare but serious, stop taking IPPROTON, gastro-resistant
capsule, and contact immediately your doctor.
+ Sudden onset of wheezing, swelling of the lips, tongue and throat or body, rash, loss of consciousness or difficulty
swallowing (severe allereic eaction
+ Redness of the skin with bubbles or desquamation. Sometimes, the bubbles can be significant and be accompanied
by bleed.\ng in the ips, eyes, mouth, nos and genitals. This may be Stevens-Johnson syndrome or toxic epi
necrolysis.
+ Jaundice, dark rine and fatigue can be symptoms of liver problems.
These side effects can oceur with frequencies that are defined as follows :
Very common : may affect more than 1 in 10 people
Common : may affect up to 1 in 10 people
Uncommon : may affect up to 1 in 100 people
Rare : may affect up to 1 in 1000 people

Care” may affect up fo 1 n 10 000
unknown : Can not be estimated from
Oher side effects :
Common side effects :
+ Headache.
« Effects on the stomach or intestine : diarrhea, stomach ache, constipation, flatulence.
+ Nausea, vomiting.
Uncommon side effect :
+ Swelling of the feet and ankles.
diSorders (insomnia).

nes tingling, drowsiness.

ople
e available data

. Changes in blood test results which are controlling the functioning of your liver.
+ Rash, hives and itching of the skin.
* General discomfort and lack of encry.
Rare side effects :
+ Blood disorders such as a decrease in the number of white blood cells or platelets.
These effects can cause weakness, bruising or facilitate the occurrence of infections,
- Allergic reactions, somefimes very serious including swelling of the lips, tongue and throat, fever, wheezing
« Decreased level of sodium in the blood. It can cause weakness, vomiting and cramps.
« Restlessness, confusion or depression.
« Taste disorders.
« Vision disorders, such as blurred vision,
+ Wheezing or shortness of breath (bronchospasm)
mouth,
* Inffammation in the mouth.
« Infection called "thrush” that can affect the bowel (caused by a fungus).
 Hepatc disoders ncuding aundic, may case ello-colored ki, dak wine nd figue
« Hair loss (alope
~ ach on expocure 10 the sun,
« joint pain (arthralgia) or muscle pain (myalgia).
« severe kidney problems (interstitial nepiritis).
« increased sweat.
Very rare side effect:
+ Modification in the number of blood cell including agramlocytosis (white cells defic).
+ Aggressiveness.
* Vi, sensory o auditory allucinarions
« Severe liver problems leading to liver failure and inflammation of the brain.
« Sudden onset of severe rash, severe blistering or pecling of the skin that may be associated with severe fever and joint
pain (erythema multiforme, Stevens-Johnson syndrome, toxic epidermal necrolysis).
« Muscle weakness.
« breast swelling in men.
Cases of ireversible visual impairment has been reported in an isolated mumber of patients with severe impairment of
general condition and who received intravenous omeprazole primarily in high doses but no causal relationship has been
established.
IPPROTON, gastro-resistant capsule may in very rare cases affect the white blood cells leading to immune deficiency.
You should consult your doctor as soon as possible if you have an infection with symptoms such as fever with a very
large general fatigué, or fever with symptoms of local infection such as pain in the neck, throat, mouth, or difficulty
passing e, 1 youhave thse ympios,  efiency of wlite bood el (agranulocytosis) can be eliminated by a blood
test. In this case ;it’s important to provide information about your medications.
Don’t worry about the potential side effects in this list, you may have none.
Reporting of side effects
If you gef any side effects, talk to your doctor, pharmacist or nurse. This also applies to any side effect that is not
mentoned i this eafe, You canals report side effecs ditetly through the natonal repotng sysemn : Nationl
Centr of piarmacovigilauce (CNPV). By rportng side efets you can el provde more formation o the safety
of the my
5 Hnw to s(m ¢ IPPROTON ?
Keep this medicine out of sight and reach of children.
Do not use this medicine after the expiry date stated in the box, The expiry date refers to the last day of the stated month.
To be stored away from light and at a temperafure not exceeding 30°C.
Do ot throw iy any medicines via wastewter or houschold waste, Ask your phamacist how to thiow away
medicines you no longer use. These measures will help protect the environment.
6. Content of the packaging and other information
‘What IPPROTON contains
The active substance is :

Ipproton 10 mg: | Tpproton 20 mg:

Omeprazole 10 mg* l Omeprazole 20 mg*

Corn starch, diethyl phthalate,
Iydromellose phthalate, anhydrous lacfose, lauryl sodium sulfate, disodium phosphate, sucrose

Principe actif

Excipients

*For one gastro-resistant capsule.
What IPPROTON looks like and content of the outer packaging
‘This medicine is a gastro-resistant capsule in the form of an ALU/ALU blister in boxes of 8, 16, 28 capsules.
Supply and prescription conditions : List IT

MAN°:

IPPROTON 10 mg®, box of 8 capsules : 9233276.

IPPROTON 10 mg®, box of 16 capsules : 9233277.

IPPROTON 10 mg®, box of 28 capsules : 9233278.

IPPROTON 20 mg®, box of 8 capsules : 9233273.

IPPROTON 20 mg®, box of 16 capsules : 9233272.

IPPROTON 20 mg®, box of 28 capsules : 9233274.

risation holder and er:

LES LABORATOIRES MEDIS- S.A.

Tunis Road - KM 7 - BP 206 - 8000 Nabeul - Tunisie

Phone : (216) 72 23 50 06. Fax : (216) 72 23 51 06.

‘This leaflet was last reviewed : 09/ 2019

This is a Medicine

- A medicine 1. product bt ot ke ay e prodct
- A medicine is a product that affects your health If it's not used properly : it can be health threatening.

ity sdsr tothe prssenptionofyourdoctorandth use nstructionsprescribed,

~Your doctor and hour pharmacist know the medicine, s se and side effect
the use of the treatment on your own during the prescribed fime.
e, don’t increase the doses without doctor advice

Keep the medicines out of reach of children
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