Cinaryl® Plus

Cinnarizine 20 mg + Dimenhydrinate 40 mg

Description: Cinaryl® Plus consists of two compounds cinnarizine and
dimenhydrinate.

Mode of action

Dimenhydrinate, the chlorotheophylline salt of diphenhydramine, acts as
antihistamine with anticholinergic properties. Dimenhydrinate exhibits
anti-emetic and antivertiginous effects through influencing the chemoreceptor
trigger zone (CTZ) in the region of the 4th ventricle. Cinnarizine acts mainly as
a vestibular sedative through inhibition of the calcium influx into the vestibular
sensory cells. Cinnarizine thus acts predominantly on the peripheral vestibular
system.

Pharmacokinetics: Dimenhydrinate and cinnarizine are rapidly absorbed
from the gastro-intestinal tract.

Cinnarizine is mainly eliminated via the faeces (40-60%) and to a lower extent
also in urine. The major route of elimination of dimenhydrinate is in the urine.
Cinnarizine and Dimenhydrinate are extensively metabolised in the liver.
Maximum plasma concentrations (Cmax) of cinnarizine and diphenhydramine
are reached in humans within 2 - 4 hours. The plasma elimination half-lifes of
both substances range from 4 to 5 hours.

Composition
Cinaryl® Plus Tablet: Each tablet contains Cinnarizine BP 20 mg &
Dimenhydrinate BP 40 mg.

Indications: Cinaryl® Plus is indicated for the treatment of vertigo symptoms
of various origins.

Dosage & administration: Adults: 1 tablet three times daily, to be taken after
meals.

Children and adolescents under the age of 18 years: Cinnarizine &
Dimenhydrinate is not recommended in children and adolescents under the
age of 18 years because there are no data available on the use of Cinnarizine
& Dimenhydrinate in this age group.

Elderly: Dosage as for adults. In general, the duration of treatment should not
exceed four weeks. The physician shall decide whether longer treatment is
required.

Contraindications: Dimenhydrinate is completely excreted renally, so should
not be used by patients with severe renal impairment. Since both active
components are extensively metabolised by hepatic cytochrome P450
enzymes. So should not be used by patients with severe hepatic impairment.
Cinnarizine & Dimenhydrinate is contra-indicated in patients with known

hypersensitivity to the active substances, diphenhydramine or other
antihistamines of similar structure or to any of the excipients.

Side effects: The most frequently occurring side-effects are somnolence and
dry mouth. These reactions are usually mild and disappear within a few days
even if treatment is continued. In addition the following adverse reactions are
associated with dimenhydrinate and cinnarizine: paradoxical excitability
(especially in children), constipation, weight gain, tightness of the chest,
cholestatic jaundice, extrapyramidal symptoms, lupus-like skin reactions etc.

Use in pregnancy & lactation: The safety of Cinaryl® Plus in human
pregnancy has not been established. Dimenhydrinate and cinnarizine are
excreted in human breast milk. So should not be taken by women who are
breast feeding.

Precautions: Cinaryl® Plus does not reduce blood pressure significantly.
However it should be used with caution.

Drug interactions: The anticholinergic and sedative effects may be
potentiated by monoamine oxidase inhibitors. In common with other
antihistamines, It may potentiate the sedative effects of CNS depressants
including alcohol, barbiturates, narcotic analgesics and tranquillisers. It may
also enhance the effects of antihypertensives, ephedrine and anticholinergics
such as atropine and tricyclic antidepressants.

Over dosage: Symptoms of overdosage include drowsiness, dizziness and
ataxia with anticholinergic effects such as dry mouth, flushing of the face,
dilated pupils, tachycardia, pyrexia, headache and urinary retention. General
supportive measures should be used to treat respiratory insufficiency or
circulatory failure. Gastric lavage with isotonic sodium chloride solution is
recommended. Sufficient elimination can be achieved by means of
haemoperfusion using activated charcoal.

Storage: Store in a cool and dry place, protected from light.

Packaging
Cinaryl® Plus Tablet: Each carton contains 10X10 tablets in blister pack.
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