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Profiten syrup ®nn'o ju'2N®  'won DY
Ketotifen (as fumarate) 1mg/5ml_:7'yo 2nin
Prophylactic treatment of bronchial asthma. Symptomatic treatment of allergic :n'unn

conditions including bronchitis, rhinitis, hay fever and urticaria.
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4.3 Contraindications
I
o Epilepsy
o Patients being treated with oral antidiabetic agent
o Breastfeeding

4.4 Special warnings and precautions for use

If intercurrent infection occurs, Profiten treatment must be supplemented by specific
antimicrobial therapy.

1

Thrombocytopenia may occur in patients taking Profiten at the same time as oral
antidiabetic drugs (biguanides). The simultaneous administration of these drugs should
therefore be avoided (see section 4.3).

In case of reduced attention, possibly due to the sedating effect of Profiten, the dose
should be reduced.

Excipients with known effect: Sucrose, sorbitol, sodium benzoate. Each 5 ml of

Profiten syrup contains about:

o 3 grams of sucrose. Patients with rare hereditary problems of fructose intolerance,
glucose-galactose malabsorption or sucrase-isomaltase insufficiency should not take this
medicine.

o 410 mg of sorbitol.

Patients with hereditary fructose intolerance (HFI) should not take/be given this medicinal
product.

o 19.1 mg of sodium benzoate. This amount is equivalent to 0.95% of the WHO
recommended maximum daily intake of 2 g sodium for an adult.

Benzoic acid may increase jaundice (yellowing of the skin and eyes) in newborn
babies (up to 4 weeks old).

4.5 Interaction with other medicinal products and other forms of interaction
Profiten may potentiate the effects of CNS depressants, , antihistamines, anticoagulants
and alcohol.

The simultaneous administration of oral antidiabetic drugs and Profiten syrup should be
avoided (see section 4.3).

4.6 Fertility, Pregnancy and lactation
Women of child-bearing potential:
There is no data to support any special recommendations in women of child-bearing
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potential.

Fertility

Treatment of male rats with a toxic oral dose of ketotifen (50 mg/kg/day) for 10 weeks
prior to mating resulted in decreased fertility, but was not impaired at doses relevant for
human use. The fertility of female rats as well as prenatal development, pregnancy and
weaning of the offspring were not adversely affected by ketotifen treatment at oral dose
levels of up to 50 mg/kg per day. There is no data available on the effect of Profiten on
fertility in humans.

Pregnancy
/1]

Profiten should not be used during pregnancy unless the clinical condition of the woman
requires treatment with ketotifen.

4.7 Effects on ability to drive and use machines
I

Patients should be advised to avoid alcoholic drinks.

4.8 Undesirable effects
Nervous system disorders

/I
Veryrare: Convulsions, Somnolence, headache

Gastrointestinal disorders
/

Not known: Vomiting, nausea, diarrhoea

Skin and subcutaneous tissue disorders

Not known: Rash, urticaria

4.9 Overdose
Signs and symptoms

The main symptoms of acute overdose include: drowsiness to severe sedation; dizziness,
confusion and disorientation..

//

Treatment

If necessary, symptomatic treatment and monitoring of the cardiovascular system are
recommended; if excitation or convulsions are present, short acting barbiturates or
benzodiazepines may be given. Profiten cannot be eliminated by dialysis.

6.3 Shelf life
Shelf life after first opening: 2 months
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