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PATIENT PACKAGE INSERT IN ACCORDANCE
WITH THE PHARMACISTS’ REGULATIONS
(PREPARATIONS) - 1986

MARONIL 25, 75 S.R

Dragees Tablets

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 in
February 2013

Composition: Each Maronil 25 dragee contains:
Clomipramine HCI 25 mg

Each Maronil 75 S.R sustained release tablet contains:
Clomipramine HCI 75 mg

Inactive ingredients:

Maronil 25: Lactose, Maize starch, Microcrystalline cellulose,
Povidone, Carmellose sodium, Magnesium stearate, Colloidal
silicon dioxide, Sucrose, Talc, Shellac, Castor oil, Bees wax,
Carnauba wax, Colorant.

Maronil 75 S.R: Dibasic calcium phosphate, Copolymer, Calcium
stearate, Colloidal silicon dioxide, Colorant.

Therapeutic group: Tricyclic antidepressants.

Therapeutic activity: For treatment of different types of
depression. For treatment of obsessive-compulsive disorder

OCD).

Use of Maronil for treatment of depression under the age of 18
is not recommended.

There is no information regarding use of the medicine in children
under the age of 5.

Maronil apparently works by increasing the amount of natural
chemical transmitters (noradrenaline and serotonin) in the brain
or by lengthening the duration of their effect.

If you have questions regarding the action of the medicine or
why it was prescribed for you, refer to the doctor.

When should the preparation not be used?

The active ingredient in Maronil passes into the breast milk;
therefore, do not use the medicine if you are breastfeeding
or alternatively - do not breastfeed while using the medicine.
Consult with your doctor about what to do. Do not use if
you have a known hypersensitivity to clomipramine, to other
medicines from the same pharmacological group (tricyclic
antidepressants), or to any ingredients of the medicine,
as listed at the beginning of this leaflet. Do not use if you
suffer from mania, severe liver disease, glaucoma (increased
intraocular pressure), urine retention. If you recently had a
heart attack or if you suffer from a severe heart disease. Do not
use this preparation if you are under concomitant treatment
with medicines from the MAO (monoamine oxidase) inhibitors
group, or within 14 days before or 14 days after treatment
with MAQ inhibitors.

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

Inform the doctor if you suffer from medical problems, or are
taking other medicines. Do not take Maronil during pregnancy,
unless it has been particularly prescribed for you by the doctor. If
you are taking certain medicines for the treatment of depression,
such as: selective serotonin reuptake inhibitors (SSRIs), such as
fluoxetine, or serotonin and noradrenaline reuptake inhibitors
(SNaRils), tricyclic antidepressants and lithium. If you think you
may be allergic, if you have suicidal thoughts, if you faint easily,
if you are about to undergo surgery of any type, dental treatment
or electroconvulsive therapy (ECT), if you consume alcohol or if
you have changed your cigarette smoking habits.

If you are suffering, or have suffered in the past, from epilepsy,
from irregular heartbeat, from schizophrenia, from any heart
and/or vascular disorder, glaucoma (increased intraocular
pressure), from liver or kidney disease, from difficulties in passing
urine (for example, as a result of diseases of the prostate gland),
from overactive thyroid gland, from prolonged constipation or
hypokalemia (low blood potassium concentrations).

Maronil 25: Maronil 25 mg dragees contain lactose and sucrose.
If you have been told by a doctor that you have an intolerance to
certain sugars (e.g.: lactose, sucrose), refer to the doctor before
taking Maronil 25 mg.

How will this medicine affect your daily life?

Use of this medicine may cause impaired alertness, sleepiness,
or blurred vision in some patients. If you experience one or

more of these effects, do not drive a car, do not operate
machinery and do not engage in any other activity requiring full
attention. Alcohol or other medicines (e.g.: barbiturates and
benzodiazepines) may increase the above effects. Children
should be cautioned against bicycle riding, playing near roads
and the like. This medicine may cause particular sensitivity
upon exposure to the sun; therefore, avoid direct exposure
to the sun and ensure appropriate protection (long clothes, a

hat, sunscreen agents, sunglasses, etc.).

Warnings: Inform the doctor if you are pregnant or breastfeeding.
Do not use this medicine frequently or for a prolonged period
without consulting the doctor. Do not take a larger quantity of
medicine. It is important that the doctor will check the patient’s
progress regularly in order to adjust the dosage and to help in
reducing side effects.

Before starting and during treatment there may be a need to
carry out blood tests, blood pressure measurement and heart
and liver function tests.

Maronil may cause dryness of the mouth, which could increase
the risk of caries. Therefore, during prolonged treatment, you
should have regular dental examinations.

If you wear contact lenses and suffer from eye irritation, refer
to the doctor.

Before surgery of any kind or dental treatment, tell the surgeon
or dentist that you are taking Maronil.

At the beginning of treatment, Maronil may cause aggravation of
depression and/or aggravation of suicidal thoughts and behavior
or of other psychiatric symptoms in depressive patients, as it
takes a certain amount of time until the medicine begins to take
effect: in these cases, refer to the doctor immediately.

In studies conducted it was found that in children, adolescents
and young adults up to 25 years of age who took antidepressants,
an increase was observed in suicidal thoughts and acts and
hostility, particularly at the beginning of treatment. Nevertheless,
your doctor can prescribe this medicine for you if he thinks it will
benefit you. If the doctor prescribed this medicine for you and
you are interested in talking to him - refer to the doctor again.
YYou must report to your doctor if some of the side effects detailed
appear or get worse.

Information for families and caregivers: Family members and
caregivers should observe whether the depressive child or patient
shows signs of behavioral changes, such as: unusual anxiety,
restlessness, sleep problems, nervousness, aggressiveness,
excitability/excessive enthusiasm, or other unusual changes
in behavior; worsening of depression or suicidal thoughts. This
recommendation should be followed especially carefully in young
patients under the age of 25. Report such signs to the attending
doctor immediately, evaluate the occurrence of such signs on
a daily basis, especially in the early stages of antidepressant
treatment and when the dose is raised or lowered, since the
changes may be sudden. Signs of this type may be associated
with an increased risk of suicidal thoughts or suicidal behavior
and indicate that there is a need for closer surveillance and
perhaps a change in medication.

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

Drug interactions: If you are taking another medicine, 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, since many medicines
may interact with Maronil. There may be a need to adjust the
dosage or stop the treatment with one of the medicines.

It is especially important for the doctor or pharmacist to
know if you consume alchohol on a daily basis, if you change
your smoking habits or if you are taking any of the following
medicines: medicines affecting the central nervous system
(e.g., barbiturates, benzodiazepines, surgical anesthetics
and narcotic analgesics such as morphine and codeine),
antihypertensives, heart medicines, anticoagulants,
antiarrhythmics (e.g.: quinidine and propafenone), other
antidepressants (e.g.: medicines from the SSRI or SNaRI
groups), medicines from the MAO inhibitors group, lithium,
sedatives or hypnotics (e.g.: benzodiazepines), anticonvulsants
(e.g.: barbiturates, carbamazepine and phenytoin), anesthetics,
topical anesthetics, medicines for treatment of asthma
and/or allergy, medicines for treatment of Parkinson’s disease,
cough and cold preparations, thyroid medicines, medicines
for the treatment of ulcers or heartburn (e.g.: cimetidine),
alcohol, clonidine (for blood pressure and migraine), medicines
for treatment of attention and concentration disorders (e.g.:
methylphenidate), oral contraceptives, estrogens, neuroleptic
medicines (e.g.: phenothiazines), adrenaline, noradrenaline,
isoprenaline, ephedrine, phenylephrine, rlfamplcm nicotine and
certain components of cigarette smoke.

A medicine called terbinafine administered orally for the treatment
of fungal infections of the skin, hair or nails; medicines that assist
the kidneys to get rid of salt and water by increasing the amount
of urine (diuretics); medicines for lowering blood lipids; grapefruit;
grapefruit juice; cranberry juice.

Wait at least 14 days between taking MAO (monoamine oxidase)
inhibitors and taking Maronil and a period of 2-3 weeks between
taking fluoxetine and taking Maronil.

Side effects: In addition to the desired effect of the medicine,
adverse reactions may occur during the course of taking this
medicine.

Most common side effects (may affect more than 1 in 10
patients): sleepiness, tiredness, dryness of the mouth, nausea,
headache, blurring of vision, dizziness, weight gain, restlessness,
increased appetite, constipation, tremor, palpitations, sweating
and disturbances in sexual desire and function.

In the beginning of treatment, Maronil may increase sensations of
anxiety, but this effect usually subsides within two weeks. Refer
to the doctor if one or more of these affect you severely.
Additional side effects:

Common side effects (may affect 1 to 10 in 100 patients):
space disorientation, confusion, nervousness, palpitations,
poor concentration, sleep disturbances, excitability/excessive
enthusiasm, irritability, aggressiveness, decline in memory,
feeling of detachment (as if observing from afar), worsening
of depression, nightmares, yawning, numbness or tingling in
the hands or feet, hot flushes, dilation of pupils, drop in blood
pressure accompanied by dizziness after a sudden change in
position to sitting or standing, vomiting, abdominal disorders,
diarrhea, anorexia, skin sensitivity to the sun, swelling of the
breasts and milk discharge, unpleasant taste, ringing in the ears,
EEG and ECG changes, elevated liver enzymes, inflammation
of the liver, inflammation of the lungs and changes in the blood
profile.

Refer to the doctor if one or more of these effects affect you
severely.

Uncommon side effects (may affect 1 to 10 in 1,000 patients):
fever, increased blood pressure. Refer to the doctor if one or
more of these effects affect you severely.

Extremely rare side effects (may affect less than 1 in 10,000
patients): edema (swelling of the ankles and/or hands and/or
any other part of the body), hair loss. Some of these side effects
subside during the course of treatment, after the adaptation
period to the preparation. For some patients taking medicine
from this group, particularly adults 50 years of age and older,
there is a greater likelihood of bone fractures.

Refer to the doctor if one or more of these effects affect you
severely.

Additional side effects that have been reported (unknown
frequency): feeling of internal agitation and compelling need
to be in constant motion; repetitive, involuntary and aimless
movements; breakdown of muscles; increase in prolactin
(hormone) level in the blood and Serotonin syndrome (a syndrome
that results from increased level of the natural substance,
serotonin, in the brain, manifested by symptoms such as
rest\essness confusion, diarrhea, high fever, increased blood
pressure, excessive sweating and rapid pulse). Refer to the doctor
if one or more of these effects affect you severely.

Some of these side effects subside during the course of treatment
following the adaptation period to the preparation.

If the above mentioned effects persist or become bothersome,
refer to the doctor.

Side effects that require special attention: Serotonin syndrome
that can be manifested by changes in mental state (e.g.: excessive
nervousness, hallucinations, coma), autonomic instability (e.g.:
rapid heart rate, unstable blood pressure, hyperthermia),
neuromuscular impairments (e.g.: hyperflexion, lack of
coordination) and/or gastrointestinal symptoms (e.g.: nausea,
vomiting, diarrhea) (rare): refer to the doctor immediately.
Seeing or hearing things that are not there, suicidal thoughts,
suicidal behavior, anxiety, psychoses or other psychiatric
symptoms, nervous system disorder characterized by muscle
stiffness, high fever and disturbed consciousness, caries,
jaundice, skin reactions (itching or redness), frequent infections
that are accompanied by fever and sore throat (due to a
decrease in the number of white blood cells), allergic reactions
with/without cough and breathing difficulties, inability to
coordinate movements, raised intraocular pressure, severe
abdominal pain, severe loss of appetite, sudden muscle
cramps, muscle weakness or stiffness, muscle spasms, difficulty
passing urine, rapid or irregular heartbeat (accelerated heartbeat,
palpitations), rise in blood pressure, speech difficulties, confusion,
hallucinations, seizures: refer to the doctor immediately!
Reduction in tearing and increased mucosal secretions: if you
use contact lenses, refer to the doctor.

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 or pharmacist.

Adverse and drugi i in Parents
must inform the attending doctor about any side effect, as well as
any additional medicine being taken by the child! See above for
details of special side effects and drug interactions.

Dosage: Dosage is according to doctor’s instructions only.

Do not exceed the recommended dose.

The doctor will decide what dosage is most suitable for you.
This medicine is not usually intended for children below 18 years
of age. Do not give Maronil to children and adolescents unless
particularly prescribed by the doctor. The doctor will provide any
special information regarding caution with the dosage and the
need for close surveillance.

This medicine is to be used at specific time intervals as
determined by the attending doctor.

If you forget to take this medicine at the specified time, take
the missed dose as soon as possible and return to your regular
timetable. If it is almost time to take the next dose, skip the
missed dose and carry on with your regular treatment schedule.
Never take two doses together!

Elderly patients generally need lower dosages than young and
middle-aged patients. The likelihood of the appearance of side
effects is greater in elderly patients. The doctor will provide any
special information regarding caution with the dosage and the
need for close surveillance.

Directions for use: Do not chew!

Maronil 75 S.R: Swallow the tablet whole with a large amount
of liquids.

Maronil 25: If necessary, the dragees may be crushed or halved.
Swallow the medicine with a large amount of liquids.

M il can be taken with ithout f

Complete the full course of treatment as recommended by the
doctor.

Even if there is an improvement in your health do not discontinue
use of this medicine without consulting a doctor.

Depression and OCD require prolonged treatment with Maronil.
Do not change or stop treatment with the medicine without
consulting the doctor.

The doctor may want to reduce the dosage gradually before
completely stopping treatment, this is in order to prevent
worsening of the condition and to reduce the risk of withdrawal
symptoms, such as: nausea, abdominal pain, diarrhea, difficulty
falling asleep, anxiety or nervousness, headache, nausea and a
generally uncomfortable feeling.

Avoid poisoning! This medicine, and all other medicines must
e stored 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. There may be need for medical treatment. Signs of
overdose (generally appearing within a few hours) include: severe
sleepiness; poor concentration; clouding of senses; rapid, slow
or irregular heart rate; restlessness or nervousness; loss of
muscle coordination and muscle stiffness; shortness of breath;
seizures; vomiting or fever.
Do not induce vomit\n% unless explicitly instructed to do so by a
octor! This medicine has been prescribed for the treatment of
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 at temperatures of up to 25°C and in a place
protected from light.

Keep out of the reach and sight of children. Overdosage of this
medicine is dangerous, especially in young children.

Even if kept in their original container and stored as recommended,
medicines 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.

Do not store different medications in the same package.

License numbers:

Maronil 25: 409522823  Maronil 75 S.R:
Manufacturer: TRIMA Ltd., Kibbutz Maabarot,
for UNIPHARM Ltd., P.O.Box 21429, Tel-Aviv.

1026727443
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