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FRONT SIDE

Patient Information Leaflet

ESOZIM 40

i Capsule USP 40mg)

Delayed

Read all of this leaflet carefully before you start taking this medicine because it contains important

information for you.

* Keepthis leaflet. You may need toread it again.

* Ifyou have any further questions, ask your doctor or pharmacist.

* This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if
their symptomsare the same as yours.

« If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please
tellyour doctor or pharmacist.

Inthis leaflet:

a) What ESOZIM 40is and what it is used for

b) Before you take ESOZIM 40

c) How to take ESOZIM 40

d) Possible side effects

e) How tostore ESOZIM 40

f) Contentsof the pack and other information

a) WhatESOZIM 40 is and whatiitis used for
Esomeprazole capsules contain a medicine called esomeprazole. This belongs to a group of medcines
called 'proton pump inhibitors'. They work by reducing the amount of acid that your stomach produces.
Esomeprazole capsules are used to treat the following conditions:
Adults:
* Gastro-oesophageal reflux disease' (GERD). This is where acid from the stomach escapes into the
gullet (the tube which connects your throat to your stomach) causing pain, inflammation and
heartburn
ulcers in the stomach or upper part of the gut (intestine) that are infected with bacteria called
“Helicobacter pylori”. If you have this condition, your doctor may also prescribe antibiotics to treat
theinfectionand allow the ulcer to heal
stomach ulcers caused by medicines called NSAIDs (Non-Steroidal Anti-Inflammatory Drugs).
Esomeprazole capsules can also be used to stop stomach ulcers from forming if you are taking NSAIDs
too much acid in the stomach caused by a growth in the pancreas (Zollinger-Ellison syndrome)

I i ing of ulcers with intravenous esomeprazole

* pi ged treatment after p

Adolescents aged 12 years and above

* Gastro-oesophageal reflux disease’ (GERD). This is where acid from the stomach escapes into the
gullet

* (the tube which connects your throat to your stomach) causing pain, inflammation and heartburn.

« Ulcersin the stomach or upper part of the gut (intestine) that are infected with bacteria called

« Helicobacter pylori'. If you have this condition, your doctor may also prescribe antibiotics to treat the

* infectionand allow the ulcer to heal. infections in the urinary tract

b) Whatyou need to know before you take ESOZIM 40

Do not take Esomeprazole capsulesif you

 areallergic to esomeprazole or any of the other ingredients of this medicine (listed in Section f)

« are allergic to other proton pump inhibitor medicines (e.g. rabeprazole,
omeprazole)

* are taking a medicine containing nelfinavir (used to treat HIV infection).

Do not take Esomeprazole capsules if any of the above apply to you. If you are not sure, talk to your

doctor or pharmacist before taking Esomeprazole capsules.

Warnings and precautions

Talk to your doctor or pharmacist before taking Esomeprazole capsules if you:

 havesevere liver problems

* have severe kidney problems

* have ever had a skin reaction after treatment with a medicine similar to Esomeprazole capsules that
reduces stomach acid

« youare due to have a specific blood test (Chromogranin A).

If you get a rash on your skin, especially in areas exposed to the sun tell your doctor as soon as you can,
as you may need to stop your treatment with Esomeprazole capsules. Remember to also mention any
other ill effects like painin your joints.

Esomeprazole capsules may hide the symptoms of other diseases. Therefore, if any of the following
happen to you before you start taking Esomeprazole capsules or while you are taking it, talk to your
doctor straight away:

« youlosea lot of weight for no reason and have problems swallowing

* you getstomach pain orindigestion

* you begin to vomitfood or blood

* you pass black stools (blood-stained faeces).

Ifyou have been prescribed Esomeprazole capsules “on demand” you should contact your doctor if your
symptoms continue or change in character.
Talk to your doctor if you experience severe or
withasmallincreased risk of infectious diarrhoea.

‘When taking Esomeprazole capsules, inflammation in your kidney may occur. Signs and symptoms may
include decreased volume of urine or blood in your urine and/or hypersensitivity reactions such as
fever, rash, and joint stiffness. You should report such signs to the treating physician.

Taking a proton pump inhibitor like Esomperazole Capsules, especially over a period of more than one
year, may slightly increase your risk of fracture in the hip, wrist or spine. Tell your doctor if you have

diarrhoea; p has been

osteoporosis or if you are taking corticosteroids (which can increase the risk of osteoporosis).

Children under the age of 12 years
Esomperazole Capsules should not be used in children younger than 12 years. More appropriate
pharmaceutical forms of this medicine may be available.

Other medici d psul

Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicines.
This includes medicines that you buy without a prescription. This is because Esomeprazole capsules can
affect the way some medicines work and some medicines can have an effect on Esomeprazole capsules.
Do not take Esomeprazole capsules if you are taking a medicine containing nelfinavir (used to treat HIV
infection).

Tell your doctor or pharmacist if you are taking any of the following medicines:
* atazanavir or saquinavir (used to treat HIV infection).
+ clopidogrel (used to preventblood clots)

. (used totreatinfections caused by afungus).
« erlotinib (used to treat cancer).
o cif imiprami ipramine (used to treat dep

* diazepam (used totreat anxiety, relaxmuscles or in epilepsy).

« phenytoin (used in epilepsy). If you are taking phenytoin, your doctor will need to monitor you when
you start or stop taking Esomeprazole capsules

* medicines that are used to thin your blood, such as warfarin. Your doctor may need to monitor you

when you start or stop taking Esomeprazole capsules.

cilostazol (used to treat intermittent claudication —a pain in your legs when you walk which is caused

by aninsufficient blood supply).

cisapride (used forindigestion and heartburn).

digoxin (used for heart problems).

* methotrexate (a chemotherapy medicine used in high doses to treat cancer) —if you are taking a high
dose of methotrexate, your doctor may temporarily stop your Esomeprazole capsules treatment.

 tacrolimus (organ transplantation)

rifampicin (used for treatment of tuberculosis).

* Stlohn'swort (Hypericum perforatum) (used to treat depression).

If your doctor has prescribed the antibiotics icillin and as well as
capsules to treat ulcers caused by Helicobacter pylori infection, it is very important that you tell your
doctor about any other medicines you are taking.

Esomeprazole capsules with food and drink
You can take your capsules with food or on an empty stomach.

Pregnancy, breast-feeding and fertility

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask
your doctor or pharmacist for advice before taking this medicine. Your doctor will decide whether you
can take Esomeprazole capsules during this time.

It is not known if Esomeprazole capsules passes into breast milk. Therefore, you should not take
Esomeprazole capsulesif you are breast-feeding.

Driving and using machines
Esomeprazole capsules are not likely to affect your ability to drive or use any tools or machines.
However, side effects such as dizziness and blurred vision may uncommonly or rarely occur (see section
d). If affected, you should not drive or use machines.

I i d mannitol
« Patients with rare hereditary problems of fructose intolerance, glucose-galactose malabsorption or
sucrase-isomaltase insufficiency should not take this medicine.
* Mannitol may have a mild laxative effect.

c) How totake ESOZIM 40

Always take this medicine exactly as your doctor or pharmacist has told you. Check with your doctor or

pharmacist if you are not sure.

« Ifyou are taking this medicine for a long time, your doctor will want to monitor you (particularly if you
are takingit for more than a year).

 If your doctor has told you to take this medicine as and when you need it, tell your doctor if your
symptoms change.

How much totake

Your doctor will tell you how many capsules to take and how long to take them for. This will depend on
your condition, how old you are and how well your liver works.

The recommended doses are given below.

Useinadults aged 18 and above

To treat heartburn caused by gastro-oesophageal reflux disease (GERD):

« If your doctor has found that your food pipe (gullet) has been slightly damaged, the recommended
dose is one capsule of Esomeprazole 40mg once a day for 4 weeks. Your doctor may tell you to take the
same dose for a further 4 weeksiif your gullet has not yet healed

* The recommended dose once the gullet has healed is one capsule of Esomeprazole 20mg once a day

« If your gullet has not been damaged, the recommended dose is one capsule Esomeprazole 20mg each
day. Once the condition has been controlled, your doctor may tell you to take your medicine as and
when you need it, up to a maximum of one capsule of Esomeprazole 20mg each day

« Ifyou have severe liver problems, your doctor may give you a lower dose.

Totreatulcers caused by r pyloriinfection and P comingback:
* The recommended dose is one capsule of Esomeprazole 20mg twice a day for one week
* Your doctor will also tell you to take antibiotics for example amoxicillin and clarithromycin
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FRONT SIDE

To treat stomach ulcers caused by NSAIDs (Non-Steroidal Anti-Inflammatory Drugs):

« The recommended dose is one capsule of Esomeprazole 20mg once a day for 4 to 8 weeks.

Top ulcersifyouaretal (N i i yDrugs):

* The recommended dose is one capsule of Esomeprazole 20mg once a day.

To treat too much acid in the stomach caused by a growth in the pancreas (Zollinger-Ellison

syndrome):

* The recommended dose is one capsule of Esomeprazole 40mg twice a day

« Your doctor will adjust the dose depending on your needs and will also decide how long you need to
take the medicine for. The maximum dose is 80mg twice a day.

8 ulcer
* The recommended dose is one capsule of Esomeprazole 40mg once a day for 4 weeks.

Useinadolescents aged 12 orabove
Totreathear d by gasti disease (GERD):

« spinning feeling (vertigo)

« drymouth

* changesin blood tests that check how the liver is working

 skinrash, lumpyrash (hives) and itchy skin

« fracture of the hip, wrist or spine (if Esomeprazole capsules are used in high doses and over long
duration)

Rare (may affectupto 1in 1,000 people):

* blood problems such as a reduced number of white cells or platelets. This can cause weakness,
bruising or make infections more likely low levels of sodium in the blood. This may cause weakness,
beingsick (vomiting) and cramps

feeling agitated, confused or depressed

taste changes

eyesight problems such as blurred vision

suddenly feeling wheezy or short of breath (bronchospasm)

ani ion of the inside of the mouth

« If your doctor has found that your food pipe (gullet) has been slightly damaged, the r
dose is one capsule of Esomeprazole 40mg once a day for 4 weeks. Your doctor may tell you to take the
same dose for a further 4 weeks if your gullet has not yet healed.

* The recommended dose once the gullet has healed is one capsule of Esomeprazole 20mg once a day.

« If your gullet has not been damaged, the recommended dose is one capsule Esomeprazole 20mg each
day. Once the condition has been controlled, your doctor may tell you to take your medicine as and
when you needit, up to amaximum of one capsule of Esomeprazole 20mg each day.

« Ifyou have severe liver problems, your doctor may give you alower dose.

To treat ulcers caused by Helicobacter pyloriinfection and to stop them coming back:
* The recommended dose is one capsule of Esomeprazole 20mg twice a day for one week.
 Your doctor will also tell you to take antibiotics, for example amoxicillin and clarithromycin.

Taking this medicine

* You can take your capsules atany time of the day.

* You can take your capsules with food or on an empty stomach.

* Swallow your capsules whole with a glass of water. Do not chew or crush the capsules or their

« contents. This is because the capsules contain coated granules which stop the medicine from being
broken down by the acid in your stomach. Itis important not to damage the granules.

What to do if you have trouble swallowing the capsules

* Ifyou have trouble swallowing the capsules:

- Open the capsule carefully above half a glass of still (non-fizzy) water and empty the content of the
capsule (granules) into the glass. Do not use any other liquids.

- Stir. Then drink the mixture straight away or within 30 minutes. Always stir the mixture just before
drinkingit.

- To make sure that you have drunk all of the medicine, rinse the glass very well with half a glass of water
and drinkit. The solid pieces contain the medicine - do not chew or crush them

- If you cannot swallow at all, the content of the capsule can be mixed with some water and put into a
syringe. It can then be given to you through a tube directly into your stomach ('gastric tube').

Children under the age of 12 years
Esomeprazole capsules should not be used in children younger than 12 years. More appropriate
pharmaceutical forms of this medicine may be available.

Elderly
Dose adjustmentis not required in the elderly.

If you take more p; than
If you take more Esomeprazole capsules than prescribed by your doctor, talk to your doctor or
pharmacist straightaway.

If you forget to take Esomeprazole capsules

 If you forget to take a dose, take it as soon as you remember it. However, if it is almost time for your
next dose, skip the missed dose.

* Do not take adouble dose (two doses at the same time) to make up for a forgotten dose.

If you have any further questions on the use of this medicine, ask your doctor or pharmacist.

d) Possible Side Effects

Like all medicines, this medicine can cause side effects, although not everybody gets them.

If you notice any of the following serious side effects, stop taking Esomeprazole capsules and contact

adoctorimmediately:

* sudden wheezing, swelling of your lips, tongue and throat or body, rash, fainting or difficulties in
swallowing (severe allergic reaction)

« reddening of the skin with blisters or peeling. There may also be severe blisters and bleeding in the
lips, eyes, mouth, nose and genitals. This could be 'erythema multiforme', 'Stevens-Johnson
syndrome' or 'toxic epidermal necrolysis'.

o yellowskin, dark urine and tiredness which can be symptoms of liver problems.

These side effects are rare, and may affect up to 1in 1,000 people.
Otherside effectsinclude:

Common (may affectup to 1in 10 people):

* headache

 effects onyour stomach or gut: diarrhoea, stomach pain, constipation, wind (flatulence)
o feelingsick (nausea) or being sick (vomiting)

* benign polypsin the stomach.

L (may affectuptolin

« swellingof the feetand ankles

o disturbed sleep (insomnia)

o dizziness, tingling feelings such as “pins and needles”, feeling sleepy

.
* aninfection called “thrush” which can affect the gut and is caused by a fungus

 liver problems, including jaundice which can cause yellow skin, dark urine, and tiredness
* hairloss (alopecia)

« skin rash on exposure to sunshine

o joint pains (arthralgia) or muscle pains (myalgia)

o generally feeling unwell and lacking energy

 increased sweating

Very rare (may affect up to 1in 10,000 people):

« changesinblood countincluding agranulocytosis (lack of white blood cells) (see *below)

aggression

seeing, feeling or hearing things that are not there (hallucinations)

severe liver problems leading to liver failure and inflammation of the brain

sudden onset of a severe rash or blistering or peeling skin. This may be associated with a high fever
and joint pains (Erythema multiforme, Stevens-Johnson syndrome, toxic epidermal necrolysis)
muscle weakness

severe kidney problems

enlarged breastsin men

o« e o o

Notknown cannot b i from ):

* inflammationin the gut (leading to diarrhoea)

* If you are on Esomeprazole capsules for more than three months it is possible that the levels of
magnesium in your blood may fall. Low levels of magnesium can be seen as fatigue, involuntary
muscle ions, disorientati ions, dizziness, increased heart rate. If you get any of
these symptoms, please tell your doctor promptly. Low levels of magnesium can also lead to a
reduction in potassium or calcium levels in the blood. Your doctor may decide to perform regular
blood tests to monitor your levels of magnesium.

* rash, possible with painin the joints
*Esomeprazole capsules may in very rare cases affect the white blood cells leading to immune
deficiency. If you have an infection with symptoms such as fever with a severely reduced general
condition or fever with symptoms of a local infection such as pain in the neck, throat or mouth or
difficulties in urinating, you must consult your doctor as soon as possible so that a lack of white blood
cells (agranulocytosis) can be ruled out by a blood test. It is important for you to give information about
your medication at this time.

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side
effects not listed in this leaflet. By reporting side effects you can help provide more information on the
safety of this medicine.

e) Howto Store ESOZIM 40
Store at a temperature not exceeding 30°C, protect from moisture.
Keep out of the reach and sight of children.

f) Contents of the pack and other information

What ESOZIM 40 contains

The active ingredient is Esomeprazole magnesium trihydrate.
Each hard gelatin capsule contains

Esomeprazole 40mg

(As Esomeprazole Magnesium Trihydrate USP)

(As enteric coated pellets)

The capsule also contains: Mannitol, Sucrose, Sodium Lauryl Sulphate, Disodium Hydrogen Phosphate,
Sodium Carbonate, Povidone 30, Hypromellose, Methacrylic Acid and Ethyl Acrylate Copolymer
Dispersion, Diethyl phthalate, Titanium Dioxide, Purified Talc, N.P. Seeds, Empty Hard Gelatin Capsule
size'l'.

What ESOZIM 40 looks like and contents of the pack

ESOZIM 40 is Orange/ clear transparent, Size '1'hard gelatin capsule filled with white to off white enteric
coated pellets.

The product is available in:

10x10 Hard Gelatin Capsulesin Alu-Alu Blister Pack.

Marketing Authorization Holder and Manufacturer:
ZIM LABORATORIES LIMITED
B-21/22,MIDCArea,
Kalmeshwar, Nagpur 441501
Maharashtra State, India.
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