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VITEOCTIN

COMPOSITION:

Each film-coated tablet contains:

Cyproheptadine Hydrochloride 4 mg
Vitamin A (0.5 mg) 1670 IU (1 mg equivalent to 3333 1U)

Vitamin D3 (4.175 pg) 167 IU (1 mg equivalent to 40000 1U)

Thiamine mononitrate (Vitamin B1) 0.6 mg
Riboflavin (Vitamin B2) 0.75 mg
Pyridoxine Hydrochloride (Vitamin Be) 0.6 mg
Cyanocobalamin (Vitamin B12) 2.5 ug
Niacinamide 5mg
Ascorbic acid (Vitamin C) 20 mg

MECHANISM OF ACTION:
Cyproheptadine is a histamine H1 receptor antagonist and it
has antimuscarinic activity. It is used for the symptomatic relief
of hypersensitivity reactions as well as pruritic skin disorders.
It is also used to relieve the symptoms of migraine. Vitamin C
is necessary for collagen synthesis and intercellular materials.
Vitamin A is essential for the growth, development and main-
tenance of epithelial tissue, and for the vision. Vitamin D3 is
necessary for proper regulation of calcium and phosphate
homeostasis and bone mineralization. Vitamin B1 is an essential
coenzyme for carbohydrate metabolism. Vitamin Bz is essential
for utilization of energy from food. Vitamin B12 is important for
proper functionality of the nervous system. Vitamin Be is mainly
involved in the metabolism of amino acids, and it is also
involved in the metabolism of carbohydrates and fat. It is
required for the formation of haemoglobin. Niacinamide, in the
form of NAD and NADP coenzymes, is involved in electron
transfer reactions in the respiratory chain.
INDICATIONS:
VITEOCTIN is indicated for symptomatic relief of hypersensitivity
reactions. Including urticaria, angioedema, rhinitis, conjunctivitis
and pruritic skin disorders. It has antimuscarinic and central
sedative activity. It is also used for the treatment and prophylaxis
of vascular and migraine headaches. VITEOCTIN is indicated
to control diarrhea associated with carcinoid syndrome. The
adjunction of the vitamins with cyproheptadine hydrochloride
prevents the development of vitamin deficiencies.

CONTRAINDICATIONS:

— Hypersensitivity to any component of the medication.

— Pregnancy.

SIDE EFFECTS:

— Sedation effect: The most common effect of antihistamines
is sedation, varying from drowsiness to deep sleep. These
effects may diminish after a few days of treatment.
Paradoxical CNS stimulation may occur specially in children
with irritability, insomnia, tremor.

- Anti-muscarinic effects: Include dry mouth, thickened respiratory

(FILM COATED TABLETS)

tract secretions and tightness of the chest, blurred vision, urinary
difficulty, reduction in tone and motility of gastrointestinal
tract resulting in constipation and increased gastric reflux, in
high doses transient bradycardia followed by tachycardia,
palpitation and arrhythmias.

— Blood disorders: Rare blood disorders have been reported,
these include agranulocytosis, leucopenia, hemolytic anemia.

— Foetal abnormalities: Various antihistamines have been
associated with foetal defects when given during pregnancy.

WARNINGS & PRECAUTIONS:

Antihistamines should not be given to premature infants or

neonates, as they are more susceptible to anti-muscarinic

effects, the elderly also more susceptible to these effects.

Patients taking antihistamines must not drive cars or operate

machinary, and must avoid alcoholic drinks.

Antihistamines must be used with caution in cases of closed

angle glaucoma, urinary retention, prostate hypertrophy, or

pyloroduodenal obstruction.

People with epilepsy, severe cardiovascular disorders, hepatic

disorders should use antihistamines with caution.

Asthmatic patients also should be cautious.

Riboflavin has no adverse effects. Vitamin B12 in doses

greater than 10 pg daily may produce a haematological

response in patients with folate deficiency.

Ascorbic acid is usually well-tolerated. Large doses of vitamin

C may cause diarrhea and other gastro-intestinal disturbances.

Large doses may also result in hyperoxaluria and the formation

of calcium oxalate calculi.

Tolerance may be induced with prolonged use of large doses.

Excessive amounts of vitamin A, over long periods, can lead

to toxicity (> 10 tablets) manifested by fatigue, irritability and

loss of weight, skin changes, dry hair, anemia, headache.

PREGNANCY & LACTATION: VITEOCTIN should not be

given to a pregnant woman, because vitamin A intake in large

quantities during pregnancy may lead to birth defects.

VITEOCTIN should be avoided during breast feeding.

DRUG & FOOD INTERACTIONS:

Antihistamines may enhance the sedative effect of CNS

depressants, such as alcohol, barbiturates, the opioid analgesics,

anxiolytic sedatives and neuroleptics. MAOIs may enhance

the antimuscarinic effects of antihistamines, the latter have an

additive antimuscarinic action with other antimuscarinic drugs

such as atropine and tricyclic antidepressants. Antihistamines

may suppress positive skill test and should be stopped several

days before the tests.

DOSAGE & ADMINISTRATION:

Hypersensitivity reactions and pruritus:

— Adults: one tablet three times daily by mouth. Maximum
dosage of 8 tablets per day may be used occasionally.
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— Children from 7-14 years: one tablet 2-3 times daily, maximum
of four tablets per day.

— Children from 2-6 years: half a tablet 2-3 times daily, maximum
of 3 tablets per day.

— Vascular and migraine headaches: 1 tablet can be repeated
after 30 minutes. Maintenance dose of one tablet can be
given every 4—6 hours.

— Diarrhea associated with Carcinoid Syndrome: 1-2 tablets
every 6 hours.

- Prevention of vitamin deficiency: Each tablet provides the
quantities of vitamins required to prevent vitamin deficiency.
One tablet daily, or as directed by the physician.

OVERDOSAGE/TOXICITY/TREATMENT:

Overdose may be fatal particularly in infants and children.

CNS stimulation predominates over CNS depression causing

ataxia, tremors, excitement, psychosis, hallucinations, and

convulsions.

In adults CNS depression is more common with drowsiness,

coma, and convulsions progressing to respiratory failure or

possibly cardiovascular collapse.

There is no specific antidote, but in case of overdose stomach

must be emptied immediately, emetics should be used if the

patient is conscious, and activated charcoal may be given.

Convulsions may be controlled by giving diazepam, although

CNS depressants should be avoided.

Supportive and symptomatic treatment may include artificial

respiration, external cooling for hyperpyrexia, and intravenous fluids.

Vasopressors, such as noradrinaline or phenylephrine may be

given, but adrenaline must not be given.

PACKING:

30 film-coated tablets in 3 blisters.

STORAGE CONDITIONS:

— Protect from light and moisture.

— Store at room temperature, between 15°-30°C.

TPP1207365 THIS IS A MEDICAMENT

~ Amedicament 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 ~phar-
macist 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: |
HAMA PHARMA Hama - Syria N7
Tel. +963 33 8673941 Fax: +963 338673043 M Hiama HARMA
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