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VITOREX (Capsule)

Pizotifen+vitamins

Composition:
Each capsule contains: pizotifen(as hydrogen maleate) 0.5 mg

- Vitamin B1 3 mg.
- Vitamin B2 3.2 mg.
- Vitamin B3 (nicotinamide) 19 mg.
- Vitamin B6 2.4 mg.

Excipients: Lactose, Microcrystalline cellulose, Corn starch, Magnesium
stearate.

Properties:

Pizotifen has an appetite-stimulating action suitable for increasing body
weight in underweight anorectic patients. The compound is well tolerated,
permitting treatment of anorexia both in children and adults.

In elderly people, pizotifen has been shown to improve disturbed mood
by alleviating symptoms such as hopelessness, feeling of dejection or
oppression, asthenia, anxiety, restlessness, sleep disturbances, and
impairment of concentration or memory.

Owing to its inhibitory effect on biogenic amines, pizotifen is also used for
the prophylactic treatment of migraine.

Pharmacokinetics:

Absorption: Absorption of pizotifen is fast (absorption half-life 0.5 to
0.8 hours) and nearly complete (80%).

Biotransformation: pizotifen is metabolized with a half-life of about 1 hour.
The main metabolite (N-glucuronide) is eliminated with a half-life of
approximately 23 hours .

Distribution: Protein binding of pizotifen amounts to 91%, and the distribution
volume to 485 L.

Elimination: Less than 1% of the administered dose of pizotifen is excreted
unchanged in the urine, whereas 55% is excreted as metabolites.
Special Patient Groups: In patients with kidney insufficiency, dosage
adjustments may be necessary.

Indications / Uses:

Anorexia of somatic or psychogenic origin in underweight patients,
supplementary to the treatment of the underlying condition, such as
infectious or parasitic diseases (including convalescence), chronic
diarrhea, anorexia nervosa or depressive states in the elderly;
Depressive mood in the elderly.

Contraindications:

- Known hypersensitivity to pizotifen or any of the excipients.

- VITOREX should not be given to children under 2 years of age.
Special Precautions:

In view of the slight anticholinergic effect of pizotifen, caution is required
in patients with narrow-angle glaucoma (except those successfully treated
by surgery) or urinary retention (e.g. in prostatic enlargement). Up to now,
no untoward reactions have been reported in such patients, not even in
the elderly, when given the recommended dose.

VITOREX increase appetite and may lead to an increase in body weight.
However, weight gain is dependent on adequate food intake, and anorexia
must be differentiated from malnutrition.

Effects on the Ability to Drive and Use Machines:

Patients should be warned that, owing to its possible sedative effect,
VITOREX may slow their reactions when driving vehicle, operating
machinery, etc.
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Pregnancy & Lactation:

As clinical data with pizotifen in pregnancy are very limited, VITOREX
should be administered in pregnancy only under compelling circumstances.
Although the concentration of pizotifen measured in the milk of treated
nursing mothers, VITOREX is not recommended.

Side Effects:

Common side-effect is sedation; more rarely on dizziness, dry mouth,
nausea, and constipation. In children CNS stimulation may occur.

In a few, poorly documented cases, hallucinations were reported during
treatment with pizotifen in children and and adults, but a casual relationship
was not established.

Interactions:

Central effects of sedatives, hypnotics, antihistamines including certain
common cold preparations and alcohol may be enhanced.

Dosage / Direction for Use:

Anorexia in Underweight Patients:

Adults: Starting with 0.5 mg per day, the dosage should be progressively
increased up to 0.5 mg 3 times daily.

Children: Small initial doses should be gradually increased up to an
average maintenance of 0.025 mg per kg body weight daily; this dose
may be given in 2 or 3 divided doses or as directed by the physician.
Mood Elevation in Elderly Patients:

The dosage should be adjusted to individual needs and the severity of the
symptoms. A starting dose of 0.5 mg daily is recommended, preferably
increasing by 0.5 mg per day. For most patients, the daily optimum dose
is 2 to 3 mg in divided doses, but up to 12 mg were well tolerated.
Following improvement, usually within 6 to 8 weeks, gradual reduction, or
withdrawal of treatment can be attempted.

Packaging: 2 blisters, each contains 10 capsules.

Storage conditions: Store at room temperature, below 25°C.

TPP190351 THIS IS A MEDICAMENT

~ A medicament is a product but unlike any other products.

~ A medicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for you

~ Follow strictly the doctor's prescription, the method of use and the instructions of the
pharmacist who sold the medicament. The doctor and the pharmacist are experts in
medicine, its benefits and risks.

~ Do not by yourself interrupt the period of treatment prescribed for you

— Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Manufactured by: \“ é
HAMA PHARMA Hama - Syria. j\”/
|

Tel.: +963 33 8673941 Fax: +963 33 8673943 HAMA PHARMA
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