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Primidone

125mg / 5ml

Oral Suspension

Generic name: Primidone

1. Description:

Amber glass bottle with a plastic child-resistance closure containing 250
ml Primidone oral suspension.

2. Category:
Primidone is a drug from the group of anti-epileptic drugs.

3. Guidance for proper use:

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

because it contains important information for you.

+ Keep this leaflet. You may need to read it again.

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

« If you get any side effects. Talk to your doctor or pharmacist. This
includes any possible side effects not listed in this leaflet. (see section 11)

+ This medicine should be taken with or after food.

4. Indications:

+ Epileptic seizures, especially grand mal seizures, focal Seizures (Jackson
seizures, adversive convulsions, psychomotor Seizures, etc.), myoclonic
seizures of adolescence (impulsive petit-mal).

« In case of absences and other childhood epilepsy

Primidone is indicated as grand mal prophylaxis if there are corresponding

EEG signs.

5. Contraindications:

Do not take Primidone oral suspension:

« If you are allergic to Primidone, barbiturates or one of the in the other
ingredients of this medicine (listed in section 13).

+ In the case of acute poisoning with centrally depressant pharmaceuticals
(such as sleeping pills, pain relievers, psychotropic drugs) as well alcohol

+ In acute hepatic porphyria

« If you have severe liver or kidney problems

+ With severe heart muscle damage

6. Warnings and precautions:

Talk to your doctor before taking Primidone.

Regular check-ups of the blood count and the Liver enzyme activities are
particularly in the initial stage and indicated for long-term therapy.
Primidone has a strong dampening effect on the central nervous system
and is partially metabolized to phenobarbital. Taking Primidone for a
longer period of time can lead to habituation or dependency; abrupt
termination of treatment can lead to withdrawal symptoms come. A small
number of people taking anti-epileptic drugs such as Primidone have had
thoughts of harming themselves or take your own life. If you at any time
have any such thoughts, contact your doctor immediately.

Use with caution in patients with hypoadrenalism, hepatic impairment,
renal impairment, respiratory disease, and patients with a history of
substance abuse.

Effects on ability to drive and use machines:

Primidone can have influence on the ability to drive and use machines due
to potential nervous system and visual effects. Therefore, patients should
be advised not to drive or operate machinery until their individual
susceptibility is known.

7. Drug interactions:

Tell your doctor if you are using any other medicines, have used or intend
to take other medicines.

Primidone and its breakdown product phenobarbital have a great influence
on hepatic metabolizing enzymes. As a result, there are inhibitory effects
of Primidone on the degradation of various medicines as well as
influences on the known to be degradation of Primidone by other drugs.
The following drug interactions should be considered in particular:

With anti-epileptic drugs:

When taking Primidone, Phenytoin, Carbamazepine or phenobarbital at the
same time can lower the plasma Phenobarbital level due to an accelerated
breakdown of Primidone to be increased to Phenobarbital.

Simultaneous administration of Valproic acid can lead to severe tiredness
and even coma due to the increase in the phenobarbital plasma level. The
dose of Primidone must be reduced.

Long-term intake of Primidone can increase the metabolism of the
following Accelerate antiepileptic drugs and lower their concentration:

Phenobarbital, Carbamazepine, Phenytoin, Clonazepam, Diazepam,
Valproic acid.

If Primidone is also taken during Lamotrigine therapy, the effect of
Lamotrigine may be weakened. Lamotrigine dose adjustment may be
necessary.

Pharmacokinetic studies have shown that Tiagabine is metabolized up to
60% faster when taken at the same time with Primidone.

With psyct pic drugs, hypnotics, alcohol:

The central depressant effect of psychotropic drugs, sleeping pills
(Hypnotics) or alcohol can be strengthened by Primidone; on the other
hand, the effects of some psychotropic drugs can through accelerated
degradation can be reduced.

With anti-coagulant drugs, Digitoxin (in certain heart medicines):

The effect of these medicines can be reduced by using Primidone.
Therefore, the Primidone dose has to be changed all a reduction to be
made with caution and it must if necessary, a corresponding change in the
dose of these medicines can be made.

With Griseofulvin, Doxycycline, Chloramphenicol, Cy
Paracetamol, Cyclosporine, Disopy ide, iletin, Metr I
Xanthines (theophylline, aminophylline):

The effects of these drugs may be due to accelerated breakdown be
decreased. When combined treatment with Primidone and Paracetamol
there is also an increased risk of hepatotoxic reactions.

With steroid hormones, hormonal contraceptives:

Steroid hormones can be excreted more quickly .Especially with
occurrence of intermenstrual bleeding is recommended, an additional one
use protection for contraception, if necessary to choose contraceptives
with a higher hormone content.

With isoniazid:

Isoniazid can inhibit Primidone metabolism too lead to increased
Primidone levels. Symptoms of Primidone poisoning may occur.

With hylphenidate, chlor henicol

These substances can cause symptoms of phenobarbital poisoning by
increasing plasma phenobarbital levels.

With carbonic anhydrase inhibitors (e.g. lamide):

Carbonic anhydrase inhibitors can be one influenced by Primidone
increase osteopenia (bone loss).

With MAOIs:

MAQOIs can act by blocking the barbiturate metabolism to an increase in
the effect of Primidone to lead. The epileptic seizure pattern can change
and one adjustment of the dose of Primidone may be necessary.

With vitamin D:

The effect of vitamin D can be accelerated due to a metabolism decreased
when taking Primidone at the same time will. Although rickets is rare, a
dose of vitamin D can occur for prophylaxis of osteomalacia in long-term
Primidone treatment.

With folic acid, calcium folinate:

The folic acid requirement may be increased during anticonvulsant
therapy. High doses of folic acid can reduce the effects of attenuate
Primidone and thus, especially in children, to one increase in seizure
frequency.

With rifampicin:

The effect of Primidone is increased by the simultaneous administration of
Rifampicin is attenuated, a dose increase of Primidone will be required.

8. Pregnancy, breast-feeding:

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.

Pregnancy: If taken during pregnancy, Primidone and its breakdown
product phenobarbital causes serious birth defects evoke and the
development of the growing child affect.

Breast-feeding: Primidone and Phenobarbital can be detected in breast
milk during lactation, Primidone taken during nursing can affect the
breastfed infant and may cause sedation and poor feeding, therefore
breastfeeding is generally not recommended.

9. Dosage & administration:

Always take this medicine exactly as your doctor has told you. Check
with your doctor if you are not sure.

The recommended dose is as the follow:

All forms of epilepsy except typical absence seizures

Child 1 month-1 year: Initially 125 mg daily, dose to be taken at bedtime,
then increased in steps of 125 mg every 3 days, adjusted according to
response; maintenance 125-250 mg twice daily

Child 2-4 years: Initially 125 mg once daily, dose to be taken at bedtime,
then increased in steps of 125 mg every 3 days, adjusted according to
response; maintenance 250—375 mg twice daily

Child 5-8 years: Initially 125 mg once daily, dose to be taken at bedtime,

then increased in steps of 125 mg every 3 days, adjusted according to
response; maintenance 375-500 mg twice daily

Child 9-17 years: Initially 125 mg once daily, dose to be taken at bedtime,
then increased in steps of 125 mg every 3 days, increased to 250 mg twice
daily, then increased in steps of 250 mg every 3 days (max. per dose 750
mg twice daily), adjusted according to response

Adult: Initially 125 mg once daily, dose to be taken at bedtime, then
increased in steps of 125 mg every 3 days, increased to 500 mg daily in 2
divided doses, then increased in steps of 250 mg every 3 days, adjusted
according to response; maintenance 0.75-1.5 g daily in 2 divided doses.
Essential tremor:

Adult: Initially 50 mg daily, then adjusted according to response to up to
750 mg daily, dose to be increased over 2-3 weeks.
Elderly people, renal or hepatic impai Adoser
required in these patients.

Method of administration:

FOR ORAL USE.

Shake the bottle well before each use.

The solution comes with a syringe. This should be used to help you
measure the exact amount of medicine you need.

Follow these steps:

The bottle comes with a child-resistant cap, and should be opened as
follows:

may be

Figure 1:

+ Push the plastic screw cap down while turning it counter clockwise.

+ Remove the unscrewed cap

Figure 2:

« Inert the pipette into the bottle. While holding the bottom ring, pull the top
ring up to the mark that corresponds to the number of ml or mg you need
to give.

Figure 3:

+ Holding the bottom ring, remove the entire pipette from the bottle. Empty
the pipette into any non-alcoholic drink, except for tea, by sliding the upper
ring down.

Close the bottle. Rinse the pipette with some water.

10. Overdose:

If you take more Primidone than you should

There may be the undesirable ones mentioned under side effects occur
more intensely. In case of overdose, you should Consulted a doctor /
emergency doctor as soon as possible and, if possible, take the medicine
pack with you.

If you forget to take Primidone

If you forget to take a dose, skip the missed dose and continue as usual
and. Do not take a double dose under any circumstances. If you miss two
or more doses, contact your doctor.

If you stop taking Primidone

If you want to stop treatment with Primidone, talk to your doctor first. Do
not stop taking the medicine arbitrarily without medical advice. You risk
the success of the treatment. The duration of treatment and the dose level
are determined individually by your doctor.

11.Side/adverse effects:

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

Very common side effects (affects more than 1 in 10 people):

At the beginning of therapy:

Indifference, especially in children there can be disorders of emotional
behavior in terms of increased irritability and upset occur. Children and
elderly people point out ingestion of Primidone sometimes paradoxical
reactions with restless and agitated states. All of these appearances are
mostly of a light nature. These side effects usually disappears within a few
days and can be reduced by increasing the dose gradually at the start of
treatment.

At the beginning of therapy and usually if the starting dose is too high:

- Dizziness, tiredness (somnolence), impaired movement coordination
(ataxia), nausea and vomiting (usually if the starting dose is too high).
These side effects can be avoided by increasing the dose gradually at the
start of treatment.

« Fatigue and imbalance (in 20% of the treated cases, usually at plasma
concentrations above 8 pg Primidone / ml).

Common side effects (affects 1 to 10 users in 100):

+ Megaloblastic anemia that improves with folic acid or vitamin B12

« Changes in the thyroid hormone system that decrease with the
concentration of free and total thyroxine (T4 and FT4). Thyroid function
remains unchanged by itself.

« Elevated serum concentrations of gammaglutamyl transferase and
alkaline phosphatase are the result of the induction effects of the enzyme
Primidone.

« Spotted rash, without general allergic phenomena.

Uncommon side effects (affects 1 to 10 users in 1,000):

« Changes in calcium and vitamin D metabolism, such as decreased
calcium in the blood (hypocalcemia) or increased alkaline phosphatase
(liver enzyme), are uncommon; sometimes severe changes such as bone
loss (Metaphyseal Osteodystrophy) or abnormal changes in the bones of.
In such cases, vitamin D is also recommended for patients at special risk,
such as children and pregnant women.

« Joint pain

Rare side effects (affects 1 to 10 users in 10,000):

« Flexion contracture of the fingers (Dupuytren's contracture)

* Blood disorders such as decreased number of whites blood cells
(leukopenia) or platelets (thrombocytopenia)

Very rare side effects (affects less than 1 user in 10,000):

« Triggering of porphyria

Not known (frequency not based on the available data assessable):

« Systemic lupus erythematosus

+ Memory and concentration disorders, changes in personality and
psychological reactions

« Eye muscle paralysis (external ophthalmoplegia)

« Inflammation of the spinal cord nerves (polyradiculitis)

- Trembling eyes (nystagmus)

* Double vision

« Severe skin changes with blistering such as Dermatitis Bullosa, Steven
Johnson syndrome, Lyell syndrome, and Dermatitis exfoliativa

« Potentially life threatening rashes (Drug action with eosinophilia and
systemic Symptoms) have been reported

« Impotence and decreased libido

« Loss of appetite up to anorexia

« There have been cases of decreased bone density (osteoporosis up to
broken bones). Please consult with your Doctor if you have been using
anti-epileptic drugs for a long time use if you have been diagnosed with
osteoporosis or if you are taking cortisone or other steroid hormones at
the same time.

12, Storage:

« Keep this medicine out of the reach and sight of children.

« Once the bottle is opened, any unused portion of Primidone should be
discarded after 3 months.

« Store below 30° C, protect from light and freezing.

13. Other information

Active substance is Primidone.

Other ingredients are: Xanthan gum, Sodium carboxy methyl cellulose,
Glycerin, Sorbitol 70%, Methyl paraben, Paropyl paraben, Sucralose, Sodium
lauryl sulfate, Vanilla Flavor, Calcium Hydrogen Phosphate, Purified water

14, Packaging:
Amber glass bottle containing 250 ml of Primidone with measuring syringe
(pipette) and a leaflet in box.
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