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Trazodone HCI 100 mg

LAl ol gall
Trazodil 50: Lactose; Dicalcium Phosphate
Dihydrate; Microcrystalline Cellulose; Maize
Starch; Sodium Starch Glycollate; Povidone;
Magnesium Stearate; Colour Index 15985 Orange;
Hydroxypropyl Methylcellulose; Propylene
Glycol.
Trazodil 100: Lactose; Dicalcium Phosphate
Dihydrate; Microcrystalline Cellulose; Maize
Starch; Sodium Starch Glycollate; Opadry
Y-1-7000; Povidone; Magnesium Stearate.
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Trazodil 50: Lactose; Dicalcium Phosphate
Dihydrate; Microcrystalline Cellulose; Maize
Starch; Sodium Starch Glycollate; Povidone;
Magnesium Stearate; Colour Index 15985 Orange;
Hydroxypropyl Methylcellulose; Propylene
Glycol.
Trazodil 100: Lactose; Dicalcium Phosphate
Dihydrate; Microcrystalline Cellulose; Maize
Starch; Sodium Starch Glycollate; Opadry
Y-1-7000; Povidone; Magnesium Stearate.
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PATIENT PACKAGE INSERT IN
ACCORDANCE WITH THE PHARMACISTS’
REGULATIONS (PREPARATIONS) - 1986

Trazodil 50; 100

Film-coated tablets

How will this medicine affect your daily life?

Use of this medicine may impair alertness and
cause sleepiness or dizziness and therefore
requires that caution be exercised when driving
a car, operating dangerous machinery and
when engaging in any activity which requires
alertness.

The dispensing of this medicine requires a
doctor’s prescription

Read this package insert carefully in its entirety
before using this medicine.

The format of this leaflet was determined by the
Ministry of Health and its content was checked
and approved by it

Composition:

Each film-coated tablet of Trazodil 50 contains:
Trazodone HCI 50 mg

Each film-coated tablet of Trazodil 100 contains:
Trazodone HCI 100 mg

Inactive ingredients:

Trazodil 50: Lactose; Dicalcium Phosphate
Dihydrate; Microcrystalline Cellulose; Maize
Starch; Sodium Starch Glycollate; Povidone;
Magnesium Stearate; Colour Index 15985 Orange;
Hydroxypropy!l Methylcellulose; Propylene
Glycol.

Trazodil 100: Lactose; Dicalcium Phosphate
Dihydrate; Microcrystalline Cellulose; Maize
Starch; Sodium Starch Glycollate; Opadry
Y-1-7000; Povidone; Magnesium Stearate.

Each tablet of Trazodil 50 contains 84.5 mg
lactose.

Each tablet of Trazodil 100 contains 169.0 mg
lactose.

Therapeutic activity:
For treatment of depression and anxiety.

When should the preparation not be used?

Do not use if you have a known sensitivity
(allergy) to trazodone or to any of the other
ingredients contained in the medicine.

Do not use this medicine if you recently had
a heart attack.

Do not use this medicine if you consume large
quantities of alcohol or are being treated with
hypnotics.

This medicine is not intended for children and
adolescents below 18 years of age.

Do not take this medicine without consulting
a doctor before starting treatment:

If you are pregnant, planning to become pregnant
or breastfeeding. If you are suffering, or have
suffered in the past, from impaired function of:
the heart and/or blood vessels, the liver, the
kidney/urinary system. If you are suffering, or have
suffered in the past, from seizures or convulsions,
from hyperthyroidism, if you have problems when
passing urine or pass urine frequently, from
closed-angle glaucoma (an eye disorder), from
schizophrenia or another mental ilness, and if you
are receiving electroconvulsive therapy (ECT).
Elderly patients may be more sensitive to the side
effects of the medicine.

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

Warnings:

If you are suffering from depression and/or
anxiety, you may sometimes have suicidal
thoughts or thoughts of harming yourself. These
effects may increase at the beginning of treatment
with antidepressants, since these medicines do
not have an immediate effect (usually within two
weeks and sometimes even more). This risk is
even greater if:

you have had suicidal thoughts or thoughts of
harming yourself in the past.

you are below the age of 25. Clinical studies have
shown an increased risk of suicidal behavior
in adults below the age of 25 with psychiatric
problems who received antidepressants.

If you experience such thoughts, or if they have
worsened, refer to a doctor or proceed to a
hospital immediately.

Nevertheless, your doctor can prescribe this
medicine if he thinks it will benefit you. If the
doctor prescribed this medicine for you and you
are interested in discussing it with him — refer to
him again. Patients and their family members are
advised to watch for changes such as: worsening
of depression, suicidal thoughts, aggressiveness,
etc. If such changes occur — refer to the doctor
immediately. This recommendation should be
followed extra strictly in young patients 18-25
years of age.

This medicine is not intended for children and
adolescents below 18 years of age. There is no
data regarding the long-term safety effects on
growth and development, puberty, cognitive
behavior and behavioral development in this age
group.

Avoid sudden transition from a lying/sitting
position to a standing position in order to prevent
dizziness, and in extreme cases, fainting.

If you are about to undergo surgery (including dental)
or any procedure which involves anesthesia, inform
the doctor that you are taking this medicine.

The preparation contains lactose and may
cause an allergic reaction in patients sensitive
to lactose.

Drug interactions:

If you are taking another drug concomitantly or
if you have just finished treatment with another
medicine, including non-prescription medicines
and nutritional supplements, inform the attending
doctor, in order to prevent hazards or lack of
efficacy arising from drug interactions. This is
especially important for medicines belonging to
the following groups: drugs affecting the central
nervous system (e.g., sedatives, hypnotics,
medicines for Parkinson's [e.g., levodopa],
epilepsy [e.g., phenytoin or carbamazepine],
antiallergics, surgical anesthetics and narcotic
analgesics), anticoagulants (e.g., warfarin),
antihypertensives (e.g., clonidine), digoxin
(for the heart), antifungals (e.g., ketoconazole,

itraconazole), certain medicines to treat AIDS (e.g.,
ritonavir and indinavir), erythromycin (antibiotic),
additional antidepressants (e.g., amitriptyline or
fluoxetine), herbal medicines containing St. John's
Wort (Hypericum perforatum), monoamine oxidase
inhibitor (MAOI)-type antidepressants (e.g.,
tranylcypromine, phenelzine and isocarboxazid)
or for Parkinson's disease (e.g., selegiline). If you
took any of these medicines, wait 14 days before
commencing treatment with Trazodil.

Side effects:

In addition to the desired effect of the medicine,
adverse reactions may occur during the course
of taking this medicine, such as: dryness of the
mouth, altered taste, increased salivation, nasal
congestion; increased sweating; dizziness,
confusion, weakness, tremors, headache, nausea
and vomiting, indigestion; diarrhea, constipation;
blurring of vision, drowsiness; decreased alertness;
headache; blurring of vision; loss of appetite and
weight loss; dizziness upon rapid transition from
a lying/sitting position to sitting/standing, fainting;
feeling of restlessness, insomnia; water retention
which may be manifested by edema in the hands
and legs; skin rash, itching; chest pain; pain in
the limbs, lower back, muscle or joint pains;
involuntary movements that can not be controlled,
mainly in the hands and legs, muscle spasms;
frequent infections with high fever, severe chills,
sore throat or mouth ulcers (may be symptoms of
too few white blood cells, leucopenia); abnormally
heightened anxiety or nervousness; overactive
behavior or thoughts (mania), delusions, memory
disturbances; nightmares; decreased sex drive;
dizziness (vertigo); high blood pressure; high
fever; flu symptoms; difficulty speaking; increased
white blood cell count (in blood tests); increased
liver enzyme levels in the blood (in blood tests);
decreased blood sodium levels (which may be
manifested by tiredness, weakness and confusion,
muscle pain or stiffness, headache, loss of
appetite, nausea and vomiting, convulsions).

Side effects which require special attention:
Swelling of the hands, legs, ankles, face, lips or
throat (which may cause difficulty breathing), skin
itching and urticaria. These effects may be signs
of an allergic reaction to Trazodil — stop treatment
and refer to the doctor immediately.

Prolonged and painful erection that is unrelated
to sexual activity — stop treatment and refer to the
doctor immediately.

Liver function disorders, jaundice (symptoms
include yellowing of the skin and eyes, weakness
or tiredness) — stop treatment and refer to the
doctor immediately.

Decrease in white blood cell count (agranulocytosis),
which may be manifested by frequent infections;
skin bruises, tendency to bruise easily (may
be signs of a blood system disturbance called
thrombocytopenia); abdominal pain, bloating,
vomiting and constipation (which may be a sign
of paralytic ilius) — stop treatment and refer to the
doctor immediately.

Suicidal thoughts or thoughts of self harm;
tiredness, fainting, dizziness, paleness (may be
signs of anemia); convulsions; unusual sensation
in the skin, such as numbness, tingling, pricking
or burning sensation in the skin; confusion,
restlessness, sweating, tremor, hallucinations,
sudden muscle jerks, rapid heart rate (may be
symptoms of serotonin syndrome); feeling of

1213C

severe sickness, sometimes accompanied by
shortness of breath, difficulty walking or walking
with a shuffling gait, shaking, uncontrolled muscle
twitching and high fever above 38°C (may be signs
of malignant neuroleptic syndrome); rapid, slow or
irregular pulse - refer to the doctor immediately.

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.

Dosage:

According to the doctor's instructions only. Do not
exceed the recommended dose.

This medicine is not intended for children and
adolescents below 18 years of age.

If you forgot to take this medicine at the scheduled
time, take a dose as soon as you remember, but
never take two doses together!

Direction for use:

Do not chew! Swallow the medicine with a small
amount of water. Take the medicine with or after a
meal, preferably in the evening hours, at bedtime.

' How can you contribute to the success of
] | the treatment? .

The effect of the medicine is only apparent aﬁer
2-4 weeks.

Complete the treatment regimen recommended
by the doctor. Even if there is an improvement in
your health condition, do not suddenly discontinue
treatment with this medicine without consulting a
doctor. If it is decided to terminate the treatment,
it should be done gradually to prevent occurrence
of side effects.

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.

If you have taken an overdose or if a child has
accidentally swallowed the medicine, proceed
immediately to a hospital emergency room and
bring the package of the medicine with you.

Do not induce vomiting unless explicitly instructed
to do so by a doctor!

This medicine has been prescribed to treat your
ailment; in another patient it may cause harm.
Do not give this medicine to your relatives,
neighbors or acquaintances.

Do not take medicines in the dark! Check the label
and the dose each time you take medicine.
Wear glasses if you need them.

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

Even when stored according to the recommended
packaging/storage conditions, medicines may
be kept for a limited period only. Please note
the expiry date of the medicine! In any case of
doubt, consult the pharmacist who dispensed
the medicine to you. Do not store different
medications in the same package.

Registration number of the medicine:
Trazodil 50: 29102014000;
Trazodil 100: 39362014101

Manufacturer: Trima Ltd., Kibbutz Maabarot,
For Unipharm Ltd., P.O.B. 21429, Tel Aviv.

UNP)unipharm Htd.
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