Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before starting use
Respidone ® Oral Solution

COMPOSITION: Each 1 ml contains 1 mg risperidone.

THERAPEUTIC ACTIVITY: Antipsychotic agent.

APPROVED INDICATIONS: It is indicated for the management of manifestations of psychotic disorders, management of psychosis
associated with dementia, for the treatment of schizophrenia, for the treatment of mania in bipolar disorder. Furthermore, it is
intended for long-term treatment in order to preserve the benefit in the condition of the illness.

Itis indicated for the treatment of disruptive behaviors such as aggression, impulsiveness and self-injury in adults and children over 5
years of age, who are intellectually disabled.

WHEN SHOULD THE PREPARATION NOT BE USED?

- If you are sensitive to the active ingredient.
- For children less than 5 years of age.
- If you are pregnant or planning to become pregnant or breastfeeding.

DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYS ICIAN: If you are suffering or have suffered in the past from
impaired function of the heart and /or vascular system, the liver, the kidney/urinary tract, the blood system (e.g. coagulation disorder)
Parkinson's disease, epilepsy, seizures, cerebrovascular disorders, diabetes, dehydration, in elderly patients with dementia related
or Lewy bodies dementia.

HOW WILL THIS MEDICINE AFFECT YOUR DAILY LIFE? Use of this medicine may impair alertness in children and adults;
therefore caution should be exercised when engaging in activities such as driving a car, driving bicycle or play around traffic (for
children) or operating dangerous machinery and any other activity which requires alertness. Do not drink alcohol while taking this
medicine.

WARNINGS: Do not use this medicine frequently, or for a long period without consulting a physician. If you are allergic to any type of
food or medicine, inform your physician before starting treatment with this medicine.

- Try to eat moderately, since this medicine could induce weight gain.

- Caution (reduced dosage) should be practiced when giving this medicine to elderly patients as they are more prone to adverse
effects.

- Use of this medicin may cause blurring of vision, or may induce orthostatic hypotension.

- Patient with low blood pressure should have their blood pressure monitored at the initiation of therapy. Patients are advised not to
expose themselves to extreme temperature.

- This medicin may induce, particularly at the initiation of therapy, dizziness, rapid pulse or even fainting, therefore you should avoid
getting up suddenly from a lying/sitting to a standing one. It is advised to take the first dose while sitting or lying down, since you may
experience a temporary decrease in blood pressure.

DRUG INTERACTIONS: If you are taking any additional drugs or if you have just finished a course with another medicine, inform the
attending physician, in order to prevent hazards or lack of efficacy arising from drug interactions, especially with medicines belonging
to the following: Drug affecting the central nervous system (e.g sedatives, hypnotics, certain antiallergics, certain antidepressants &
narcotic pain killers). Dopamine agonists & other medicines for the treatment of Parkinsonism. Antihypertensives and other drugs
may decrease blood pressure, levodopa, cimetidine, ranitidine, Carbamazepine, Fluoxetine and paroxetine, furosemide, clonazepam
and alcohol.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of taking this
medicine such as: Cough, runny nose, agitation, rigid muscles, allergic reactions (e.g itching, rash,....etc) abnormal thoughts, mood
change, inability to control urination, missed menstrual period, stomach upset, dizziness, headache, anxiety, somnolence, nausea,
vomiting, decrease sexual ability, increase or decrease in saliva, weight gain and constipation. In the event that you experience side
effects not mentioned in this leaflet, or if there is a change in your general health, consult your doctor immediately.

RECOMMENDED DOSAGE: Dosage is according to physician’s instructions only . Do not exceed the recommended dosage. This
medicine is to be taken at specific time intervals as determined by the physician. If you forget to take this medicine at the specified
time, take the dose as soon as you remember, but never take a double dose.

DIRECTIONS FOR USE: Respidone oral solution can be taken with or without food. Mix your dose with a cupful of low-fat milk,
orange juice, water or coffee beverage just before taking, but don't mix the solution with cola, carbonated beverage, alcohol or tea. If
Respidone oral solution upsets your stomach you can take it with food.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATM ENT? Complete the full course of treatment as instructed by
the physician. Even if there is an improvement in your health do not discontinue using this medicine before consulting your physician.
AVOID POISONING: This medicine contains substances, which can be poisonous or fatal in large doses to children and/or infants,
therefore must be kept out of their reach. In case of accidental overdose or if a child uses this medicine by accident, seek
professional assistance or rush to a hospital emergency room accompanied with the medicine’s package. Do not induce vomiting
unless explicitly instructed to do so by a doctor! This medicine has been prescribed for the treatment of your illness; it may harm
other patients. Do not give this medicine to your relatives, neighbors, etc. Do not take medicine in the dark! Check the label and the
dose each time you take your medicine.

STORAGE: Store at temperature not exceeding 25C. Don't refrigerate. Even if kept in their original container and stored as
recommended, medicine may be kept for a limited period only. Please note the expiry date of the medicine! In case of doubt consult
the pharmacist who dispensed the medicine to you.

PRESENTATION: A carton box of one bottle of 30 ml supplied with a calibrated (milliliters) Syringe.

REGISTRATION NUMBER: 007/608/30

Pharmacare PLC ”"" Ill" Ill" Ill" Ill" |II|

P.O. Box 677 - Ramallah, Palestine
3873-6
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