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PRILEPS

Primidone Suspension

Prileps

Primidone Suspension Insert leaflet
125mg/5ml

250 ml

Oral Suspension

Read all of this leaflet carefully before you start taking this medicine:

- Keep this leaflet with you, as you may need it again.

- Consult your doctor or pharmacist if you need more information.

- This medicine has been prescribed for you. Do not prescribe this medicine to other
people, even with similar symptoms.

- Inform your doctor or pharmacist in case of any side effects. This includes any side
effects listed in this leaflet.

What is in this leaflet?

1- What is Prileps and what is used for?

2- What you need to know before taking Prileps .
3- How to take Prileps .

4- Possible side effects.

5- How to store Prileps .

6- Contents of each pack and other information.

1- What is Prileps and what is used for

Prileps contains Primidone as active ingredient from the anticonvulsant medicine
group.

Prileps is used in the following cases:

- Control of generalized tonic-clonic seizures, focal epilepsy and psychomotor epilepsy.
- Essential tremor control.

2- What you need to know before taking Prileps

Do not take Prileps if:

- You are allergic to Primidone, barbiturates and any of the other ingredients of this
medicine.

- You have acute poisoning with central nervous system suppressants such as hypnotics,
pain relievers, neuroleptics and alcohol.

- You have acute liver porphyria.

Warnings and precautions

Prileps should be used with caution in patients having following conditions:

- Poor general condition

- Hyperthyroidism

- Depression

- Impaired kidney, liver or respiratory function

- Severe damage to the heart muscles

- Alcohol consumption

- Pregnancy

Do not stop taking your medicine, even if you are feeling well, unless your doctor tells
you to. You may have become dependent on Prileps, and therefore you could get a
withdrawal reaction if you stop treatment too quickly. Prileps treatment should be
reduced gradually to prevent this.

Tell your doctor if you have any unusual mood or suicidal thoughts or self-harming
behaviors.

Periodic tests, preferably every 6 months, should be performed to control blood and
liver enzyme activity, especially during the initial phase of treatment and in long-term
treatment.

Other medicines and Prileps

Tell your doctor and pharmacist if you are taking or have recently taken any other
medicines, such as:

- Antiepileptic medicines such as phenobarbital, phenytoin, carbamazepine, valproic acid
- Neuropsychiatric medicines such as lamotrigine, lurasidone, quetiapine, sertraline
and MAO inhibitors.

- Hypnotics such as benzodiazepines, clonazepam and diazepam

- Alcohol

- Anticoagulants (such as warfarin)

- Digitoxin

- Pain relievers such as methadone, oxycodone and fentanyl

- Antibiotics such as metronidazole, doxycycline, chloramphenicol, rifampicin

- Antifungal medicines such as albendazole and griseofluvin

- Asthma medications such as aminophylline, theophylline and montelukast

- Steroid-containing medicine (such as contraceptive pills, estrogen, progesterone, ulipristal)
- Thyroid hormones

- Methylphenidate

- Antiviral medicines used in AIDS and hepatitis C.

- Carbonic anhydrase inhibitor such as acetazolamide

- Antihypertensive medicines such as beta-blockers

- Anti-cancer medicines

- Deferasirox

- Vitamin D, folic acid and calcium folinate

- Cyclosporine, tacrolimus, sirolimus and orolimus

Taking Prileps with food, drink and alcohol
Avoid drinking alcohol during treatment with Prileps.

Pregnancy and breast-feeding
This medicine can be used during pregnancy only with a doctor's prescription.
This medicine is not recommended during breastfeeding.

Driving and using machines

Prileps can make you feel sleepy. If so, do not drive or operate machinery.

This medicine may cause drowsiness. Therefore, avoid working with machines and
driving at the same time as taking this medicine.

3-How to take Prileps

Always take this medicine exactly as your doctor or pharmacist has told you .The
dosage will be determined by your doctor and adjusted gradually on individual basis.
The maximum dose for this medicine is 2000 mg per day.

If you need to take this medicine for the elderly or people with any diseases, consult
your doctor to adjust the dose.

If you miss a dose, take it as soon as you remember. Do not take a double dose to
make up for a forgotten dose.

1) Shake the bottle well.

2) Tumn the cap anticlockwise
and Open the cap.

6) Push the piston upward
in order to remove any
possible bubble.

7) The graduation mark on
the syringe corresponds to
the quantity in ml.

8 8) Turn the bottle the right
bottle neck and ensure it is N :g/ar?ln;ep fr%r:g t’;’é“g;gp:gf
we!l flxgd. Then Insert the Empty the contents of the
syringe into the adaptor. syringe by pushing the

bottom of syringe.
4) Turn the bottle upside I 9) Drink the whole content
down. {; of the syringe immediately.
L 3

10) Close the bottle with
plastic cap.

S
K] J Ef 3) Insert the adaptor into the
=
A
7
L
—

11) Wash the syringe with
water and store in a clean
place.

5) Pull the piston of the [1
syringe down and fill the
syringe with the prescribed g
dose of the Suspension.

If you take more Prileps than you should
If you take more than your normal dose, contact your doctor or nearest hospital.

4- Possible side effects

The most common side effects are vertigo and coordination disorders. These side
effects can be discontinued or the severity can be decreased by continuing the
treatment. Other common side effects are:

- Lack of energy (apathy)

- Allergic skin reaction

- Sexual disorders

- Visual disturbances, rolling of the eyes

Uncommon:

- Decreased number of blood cells (red blood cells or white blood cells or platelets) or
development of lymph nodes.

- Joint or bone pain, osteomalacia (bone softening due to vitamin D deficiency).

- Exfoliative dermatitis (common redness and peeling of the skin), lupus erythematosus
(disease which causes inflammation of various parts of the body including the skin,
joints, lungs, kidneys, heart and Liver).

- Raised levels of enzymes in your liver (gamma GT, alkaline phosphatase)

- Megaloblastic anemia.

-Changes in thyroid hormone.

-Changes in calcium and vitamin D metabolism.

Report side effects

Tell your doctor or pharmacist if you have any side effects.

This includes even the side effects not listed in this leaflet.

You can also report the side effects by calling the phone number below
Phone: +98 (21) 88508980

Website address: www.ashbalchemi.com

5- How to store Prileps

Keep the medicine in the original container at temperature below 30°C.

Keep the medicine out of reach and sight of children.

Do not take this medicine after the expiry date which is stated on the carton and label.
The expiry date refers to the last day of that month.

The suspension must be consumed within 12 weeks after opening.

Medicines should not be disposed via wastewater or household waste.

6- Contents of each pack and other information.

Prileps contains Primidone as active ingredient. 1 ml of the suspension contains 25 mg
of Primidone.

Prileps is supplied in amber glass bottles containing 250 ml of oral suspension.

Other Ingredients: Sodium Docusate, Potassium Dihydrogen Phosphate, Methyl
Paraben, Propyl Paraben, Sodium Hydrogen Phosphate Dodecahydrate, Sucralose,
Xanthan Gum and Vanilla dry flavor

Manufacturing authorization holder:
Ashbal Chemi, Iran

Manufactured at:

Exir Pharmaceutical, Iran

Reference: www.medicines.org.uk

()

ASHBALCHEM|




