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PATIENT PACKAGE INSERT INACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986
The medicine is dispensed with
a doctor’s prescription only

Deprexan
Dragees

Composition:

Each Deprexan dragee contains:

Desipramine HCI 25 mg

For a list of inactive ingredients, please see section 6.
Read this leaflet carefully in its entirety before using the
medicine. It is advisable to have someone close to you
read this leaflet. This leaflet contains concise information
about the medicine. If you have further questions, refer
to the doctor or pharmacist.

This medicine has been prescribed for the treatment of your
ailment. Do not pass it on to others. It may harm them even
if it seems to you that their medical condition is similar.
This medicine is not usually intended for children and
adolescents under the age of 18 (see section: "Special
warnings regarding use of the medicine").

1. WHAT IS THE MEDICINE INTENDED FOR?
Therapeutic activity: for treatment of states of
depression.

Therapeutic group: Tricyclic antidepressants.

2. BEFORE USING THE MEDICINE

Do not use the medicine if:

* You are sensitive (allergic) to desipramine, to any
of the other ingredients contained in the medicine
(see section 6: "Further Information") or to other
medicines from the same pharmacological group
(tricyclic antidepressants).

* You are being treated with monoamine oxidase

inhibitors (MAOIs) or are within 14 days of

discontinuing treatment with them.

Similarly, do not commence treatment with MAOIs

if two weeks have not elapsed from the time of

discontinuing treatment with desipramine.

* You recently had a heart attack.

Special warnings regarding use of the medicine:

H Before treatment with Deprexan, inform the doctor
if:

You are planning to become pregnant, are pregnant or
breastfeeding. If you are suffering, or have suffered in the
past, from impaired function of: the respiratory system
(e.g., asthma), the heart and/or blood vessels, eyes (e.g.,
glaucoma), the liver, the kidney/urinary system, digestive
system (e.g., ulcer), thyroid, blood system (e.g., coagulation,
etc.), prostate. If you suffer from: diabetes (use of this
preparation may cause changes [increase or decrease] in
blood sugar levels), alcoholism, epilepsy, irregular heart
rate or if a relative is suffering, or has suffered in the past,
from irregular heart rate or died a sudden death. If you
are suffering, or have suffered in the past, from additional
psychiatric diseases, such as schizophrenia, if you are
receiving electroconvulsive therapy (ECT).

An increase in suicidal thoughts and actions and hostility
were observed in children, adolescents and young adults,
up to the age of 24, who took antidepressants, primarily
at the beginning of treatment, or when the dosage was
changed. Nevertheless, your doctor may prescribe this
medicine when he thinks it is for your benefit. If the doctor
prescribed this medicine for you and you would like to
discuss it with him - refer to the doctor again. Report to your
doctor if some of the listed side effects occur or worsen.
H Information for families and care-givers:

Relatives and care-givers should monitor if the child
or patient exhibits signs of behavioral changes, such

as: irregular anxiety, agitation, panic attacks, sleeping
problems, irritability, hostility, aggressiveness, impulsivity,
restlessness, mania’hypomania or other unusual behavioral
changes; worsening of depression or of suicidal thoughts.
Be extra cautious about this recommendation in young
patients under the age of 24. Report these signs to the
attending doctor immediately; occurrence of these signs
should be evaluated daily, especially in the early stages of
antidepressant treatment and when increasing or reducing
the dose, as these changes can be sudden. Signs of this
nature may be associated with increased risk of suicidal
thoughts or suicidal behavior and can indicate need for close
monitoring and possibly for a change of the medicine.
Exercise caution when treating elderly patients with this
medicine, as they may be more sensitive to the side
effects of the medicine; be especially careful about falls
and confusion. There may be a need to monitor kidney
function in these patients.

If you are sensitive to any food or medicine, inform the
doctor before taking the medicine.

If you are due to undergo surgery (including dental) or
any other procedure that requires anesthesia, inform the
doctor that you are taking this medicine.

This medicine may cause particular sensitivity upon
exposure to the sun; therefore, avoid exposure to the sun
and make sure to have proper protection (long clothes,
hat, sunscreens, etc.).

H Use in children and adolescents below the age of
18:

This medicine is not usually intended for use in children
and adolescents under the age of 18. When using in
children in this age group, the doctor will weigh the risk
versus the benefit in taking this medicine.

H If you are taking, or have recently taken, other
medicines, including non-prescription medicines and
nutritional supplements, tell the doctor or pharmacist.
Itis especially important to inform the doctor or pharmacist
if you are taking:

« Other antidepressants, such as medicines from the
SSRIs family (fluoxetine, paroxetine, sertraline).
Medicines that affect the central nervous system
(e.g., sedatives, hypnotics, medicines for Parkinson's,
antiepileptics, antiallergics, surgical anesthetics and
narcotic analgesics).

Antihypertensives, clonidine (for blood pressure
and migraine), cough and cold medicines, thyroid
medicines, anticholinergic medicines or medicines with
anticholinergic activity (e.g., antispasmodics), alcohol,
disulfiram ("antabuse" - for withdrawal).

Cimetidine (for ulcer), antiarrhythmics (e.g., quinidine,
procainamide, flecainide, propafenone), barbiturates,
phenytoin (for convulsions), phenothiazines
(antipsychotics).

Do not take concomitantly, and within 14 days of
completing treatment, with MAQIs (for depression).
Similarly, do not initiate treatment with MAQIs if two
weeks have not elapsed from the time of discontinuing
treatment with Deprexan.

Do not take concomitantly, and within 5 weeks of
completing treatment, with fluoxetine.

H Use of the medicine and food:

The medicine can be taken with or without food.

H Use of the medicine and alcohol consumption:

Do not drink wines or alcoholic beverages during the
course of treatment with this medicine.

H Pregnancy and breastfeeding:

Do not use the medicine without consulting a doctor
before commencing treatment if you are planning a
pregnancy, are pregnant or breastfeeding.

H Driving and use of machines:

Use of this medicine may impair alertness and therefore
requires that caution be exercised when driving a car,
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operating machines and when engaging in any activity
which requires alertness.

H Smoking:

Inform the doctor if you smoke or have recently changed
your smoking habits. Smoking affects the activity of the
medicine.

H Important information regarding some of the
ingredients of the medicine:

This medicine contains lactose, which may cause allergy
in people sensitive to lactose. Each dragee contains 30
mg lactose.

3. HOW SHOULD YOU USE THE MEDICINE?
Always use according to the doctor's instructions.
Check with the doctor or pharmacist if you are uncertain.
The dosage and treatment regimen will be determined
by the doctor only.
The usual dosage is generally:
Adults: The recommended dosage is 100-200 mg
desipramine per day. However, the doctor may prescribe
a lower or higher dosage, up to a maximum of 300 mg,
once a day.
Elderly and adolescents: The recommended dosage is
25-100 mg desipramine per day.
Do not exceed the recommended dose.
Swallow the medicine with water. If necessary, the dragee
can be crushed for immediate use. Do not halve or chew
the dragee.
If you accidentally take too high a dosage, or if a child
has accidentally swallowed the medicine, immediately
refer to a doctor or proceed to a hospital emergency
room and bring the package of the medicine with you.
Symptoms of overdose may include: cardiac dysrhythmias,
decreased blood pressure, convulsions, confusion,
disturbed concentration, nervous system depression
(including coma), dizziness, hallucinations, dilated pupils,
| \ess, increased , stupor, muscle rigidity,
vomiting, hypothermia or hyperpyrexia or other symptoms
that appear in the "Side Effects” section.
If you forget to take this medicine at the required time, take
adose as soon as you remember; but if it is almost time for
the next dose, skip the forgotten dose and take the next dose
at the regular time. Never take two doses together!
Adhere to the treatment regimen as recommended by
the doctor. It may take a few weeks until you begin to
feel better. Continue taking the medicine even if it takes
time until you feel better. The effect of the medicine is
sometimes only apparent after a few weeks.
Even if there is an improvement in your health, do
not discontinue treatment with the medicine without
consulting a doctor; do not change the dosage without
consulting the doctor, and even then, it should be
done gradually. Sudden discontinuation of use of this
preparation may lead to withdrawal symptoms, including:
nausea, headaches, weakness.
Do not take medicines in the dark! Check the label and
the dose each time you take medicine. Wear glasses if
you need them.
If you have further questions regarding use of this
medicine, consult the doctor or pharmacist.
4. SIDE EFFECTS
As with any medicine, use of Deprexan may cause side
effects in some users. Do not be alarmed when reading the
list of side effects. You may not experience any of them.
Stop treatment and refer to a doctor immediately if the
following develop: a skin rash, swelling of the tongue, lips
or face or if you have difficulty breathing or swallowing
(allergic reaction).
Refer to the doctor immediately if you experience:
spasms of the jaw, neck or back muscles; tremor or
involuntary movements of different parts of the body;
shuffling gait; slowed or difficult speech; fever; yellowing
of the skin or the eyes; irregular heart rate; convulsions;

throat pain, fever, and signs of infection (may be symptoms
of reduction of white blood cells); intestinal obstruction;
difficulty passing urine; hallucinations.

Additional side effects:

Common side effects:

Dry mouth, constipation, nausea, blurred vision,
drowsiness, dizziness, weakness and fatigue. Nightmares,
hyperphotosensitivity of the skin, changes in appetite or
weight, difficulty passing urine, increased frequency of
urination, changes in sexual drive, excessive sweating.
Side effects of unknown frequency:

Decreased or increased blood pressure, palpitations,
changes in heart rate, myocardial infarction, cardiac arrest,
stroke, sudden death; confusion (especially in the elderly),
including hallucinations, disorientation, delusions; anxiety,
restlessness, agitation; sleeping problems; hypomania;
exacerbation of psychosis; numbness, stinging or tingling
in limbs; lack of coordination, lack of control of muscles,
tremor; prickling sensation, sensitivity to touch, muscle
weakness; convulsions; tinnitus; malignant neuroleptic
syndrome (whose signs are confusion, loss or reduced
consciousness, high fever and severe muscle rigidity);
difficulty focusing vision, dilated pupil, increased intraocular
pressure; constipation, paralytic ileus; urinary retention;
skin rash, itch, photosensitivity, bone marrow depression,
reduction of white blood cells, eosinophilia (an increase in a
type of white blood cell), purpura, thrombocytopenia; lack of
appetite, nausea and vomiting, heartburn, bad taste in mouth,
abdominal cramps, diarrhea, stomatitis, blackening of the
tongue, changes in liver enzyme levels in the blood; enlarged
breasts in men, enlarged breasts and galactorrhea in women;
changes in libido, impotence, painful ejaculation, testicular
swelling; elevation or reduction of blood sugar levels;
abnormal secretion of antidiuretic hormone (ADH); sweating,
flushing; nocturia; parotid gland swelling; proneness to fall,
headaches; fever; hair loss; elevated blood levels of alkaline
phosphatase.

This medicine may cause a change in the color of the urine
or stools. These changes should not cause worry.

If one of the side effects worsens or if you suffer from a side
effect not mentioned in this leaflet, consult with the doctor.
5. HOW SHOULD THE MEDICINE BE STORED?
Avoid poisoning! This medicine and any other medicine
must be kept in a safe place out of the reach of children
and/or infants to avoid poisoning. Do not induce vomiting
unless explicitly instructed to do so by the doctor.

Do not use the medicine after the expiry date (exp. date)
that appears on the package. The expiry date refers to
the last day of that month.

Store below 25°C in a place protected from light.

6. FURTHER INFORMATION

In addition to the active ingredient, the medicine also
contains:

Lactose; Maize Starch; Microcrystalline Cellulose;
Povidone; Magnesium Stearate; Colloidal Silicon Dioxide;
Titanium Dioxide; Shellac; Talc; Sucrose.

Each dragee contains 30 mg lactose.

What does the medicine look like and what are the
contents of the package:

Deprexan dragees are round, white, and packed in blister
trays inserted into a carton package. Each package
contains 30 dragees.

License holder: Unipharm Ltd., P.O.B. 21429, Tel Aviv.
Manufacturer and address: Trima Ltd., Kibbutz Maabarot.
This leaflet was checked and approved by the Ministry
of Health in May 2013.

Registration number of the medicine in the National Drug
Registry of the Ministry of Health: 032 11 21893 00

UNP)unipharm itd.
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