Razvan
Risperidone

DESCRIPTION:
RazvanE(Risperidone) is an antipsychotic agent belonging to a new chemical class of benzisoxa-
zole derivatives.
Inactlve ingredients:
acid, benzoic acid (E210), hydrochloric acid, purified water.

sodium laurilsulfate, hypromellose, lactose monohydrate, microcrystaliine
3 ydrous, magnesium stearate, titanium dioxide, macrogol, sunsetyellow
= yellow (E172)/ Razvan® 3 mg &4 mg.

Tartaric

g fron oxid

PHARMACOLOGY
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Risperidone is well-absorbed after oral administration, reaching peak plasma concentration within
110 2 hours. The absorption is not affected by food, so it can ministered regardless to meals.
Risperidone is metabolized by the liver by cytochrome P450 IID6 to a major active metabolite 8-
hydroxyrisperidone. Risperidone is rapidly distributed; the volume of distribution is 1-2 L/Kg. The
plasma protein binding for risperidone is 88%, and that for 9-hydroxyrisperidone is 77%.
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Treatment of acute and chronic schiz
positive symptoms (hallucinatio:
and/ornegative symptoms (blunted af
are prominent
Alleviation o
schizophrenia
Maintenance o
shown an initial
Treatmentof cond
with subave

Rispendon

nic psychoses, and other psychotic conditions in which
ons, hostility, thought disturbances, suspiciousness)
2ct, social and emotional withdrawal, poverty of speech)

ve symptoms (depression, guilt feelings, anxiety) associated with

al improvement during continuation therapy in patients who have

tresponse.

other disruptive behavior disordersin children, adolescents and adults
| functioning or mental retardation in whom destructive behaviors

self-injurious behaviors) are prominent

CONTRAINDICATIONS:
Razvan?® is contraindicated in patients with known hypersensitivity to the product.

SIDE EFFECTS:

Risperidone is generally well-tolerated.

Common side effects:

Insomnia, headache, anxiety, agitation.

Sedation, which is usually mild and transient, has been reported more frequently in children and

olescents than in adults.

common side effects:

Somnolence, fatigue, dizziness, impaired concentration, nausea, vomiting, constipation,

dyspepsia, abdominal pain, blurred vision, priapism, erectile dysfunction, ejaculatory dysfunction,

orgastic dysfunction, urinary incontinence, rhinitis, rash and other allergic reactions.

- Risperidone has lower potential to induce extrapyramidal symptoms than classical neuroleptics.
However, in some cases the following extrapyramidal symptoms may accur: tremor, rigidity,
hypersalivation, bradykinesia, akathisia, acute dystonia. These side effects are usually mild and
reversible upon dose reduction and/or administration of antiparkinson medicine, if necessary.
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WARNINGS AND PRECAUTIONS:

Elderly patients with dementia-related psychosis treated with atypical am:psychotlc
drugsare atan increased risk of death. Most of the deaths appeared to be either cardio-
vascular (e.g., heart failure, sudden death) orinfectious (e.g., pneumonia) in nature.
Razvan® (risperidone) is not approved for the treatment of patients with Dementia-
Related Psychosis.
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Keep medicament out of reach of children
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. Special Precautions (for aral solution):

- Dilute dose befare taking.

- Not compatible with cola or tea.
- May cause drowsiness.

- Avoid alcoholic beverages.

DRUG INTERACTIONS:

- Risperidone should be given with caution in combination with ather centrally acting crugs.
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DDSAGE AND ADMINISTRATION:
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- Elderly: Razvan®is well-tolerated by the elderly.

A starting dose of 0.5 mg b.i.d is recommended. This dosage can be individually adjusted with
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_Instructions for u.sen’handlmg

Directions for opening the bottle and using the pipette

1. Push the plastic screw cap down while turning it counter clockwise. Remave the unscrewed
cap.

2.Insert the pipette into the bottle. While holding the bottom ring, pull the top ring up te mark
cerresponding to the number of millilit ms you need to give

3.Holding the bottom ring, remove the e 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 pipetie with some water.
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In general, symp

tachycardia, hy

Rare cases of QT-p

= Treatment malnts
Gastric la

2te oxygenation and ventilation
s} and administration of act

chfOVﬁSCU'Bf monitoring including electro-cardiographic monitoring to detect possible arrhyth-
mias must be taken into account. There is no specific antidote to risperidone, so the treatment
will be supportive. Hypotersion and circulatory collapse should be treated with appropriate
supportive measures like intrzvenous fluids and or sympathomimetic agents.
In case of severe extrapyramidal symptoms, anticholinergic medication should be given.
Close medical supervision should be continued until patient is recoverad.

PRESENTATIONS:

Razvan® 1: Packs of 20 film coated tablets. Each tablet contains 1 mg Risperidone.
Razvan® 2. Packs of 20 film coated tablets. Each tablet contains 2 mg Risperidone.
Razvan* 3: Packs of 20 film coated tablets, Each tablet contains 3 mg Risperidone.
Razvan® 4: Packs of 20 film coated tablets. Each tablet contains 4 mg Risperidone.
Razvan® Solution: Bottles of 100 ml. Each 1 ml contains 1 mg Risperidone.

STORAGE CONDITIONS:
Store below 30°C.
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