Elatrol / Elatrolet
Side B/ 280x160 mm

This leaflet format has been determined by the Ministry of Health
and the content thereof has been checked and approved
PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE

The dispensing of this medicine requires a doctor's prescription.
Read the package insert carefully in its entirety before using

ELATROL® ELATROLET
Tablets Tablets
COMPOSITION

Each tablet contains:
Amitriptyline Hydrochloride
25m

Each tablet contains:

38 mg lactose

Amitriptyline Hydrochloride
10mg

66.5 mg lactose

0.112-0.168 mg sodium 0.056-0.084 mg sodium
Inactive Ingredients
Elatrol Elatrolet

Lactose monohydrate,
microcrystalline cellulose,
sodium starch glycolate,
magnesium stearate,
colloidal silicon dioxide,
hydroxypropyl
methylcellulose
(hypromellose), titanium

Lactose monohydrate,
microcrystalline cellulose,
starch, sodium starch
glycolate, magnesium
stearate, colloidal silicon
dioxide, hydroxypropyl
methyl cellulose. titanium
dioxide, macrogol/

dental surgery) or any other operation requiring anesthesia,
inform the treating physician that you are taking this
medicine.

Elderly patients are more likely to exhibit dose-related
sensitivity, especially agitation, confusion and orthostatic
hypotention.

DRUG INTERACTIONS

If you are taking another drug concomitantly or if you
have just finished treatment with another medicine, 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, drugs for parkinsonism,
epilepsy, anti-allergics, anesthetics for surgical operation
and narcotic analgesics), antihypertensives (such as
guanethidine or duretics), cough and cold preparations,
drugs for thyroid disease, anticholinergic drugs or drugs
possessing anticholinergic activity (such as
antispasmodics), antidepressants (such as SSRIs and
tricyclic antidepressants), MAOIs (e.g. phenelzine),
medicines to treat some mental illnesses (such as
clozapine, sulpiride, thioridazine), alretamine (to treat
some types of cancer), antiarrhythmics (such as
amiodarone or diltiazem), rifampicin (to treat infections),
ritonavir (to treat HIV), beta-blockers (e.g. sotalol), muscle
relaxants (e.g. baclofen), nitrates (for the treatment of
angina), oral contraceptives,
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For the relief of symptoms of depression and for the
treatment of involuntary night urination (Enuresis nocturna).
WHEN SHOULD THE PREPARATION NOT BE USED?
Do not use this medicine if you are sensitive to any of
its ingredients or to other drugs belonging to the same
pharmacotherapeutic class (Tricyclic antidepressants).
Do not use this medicine if you are being treated
concomitantly with monoamine oxidase inhibitors or
during 14 days after discontinuation of such treatment.
Do not use this medicine if you have heart disease
such as irregular heart beats, heart block or failure,
coronary artery disease or have recently had a heart
attack.
Do not use this medicine if you suffer from severe liver
disease.
Do not use this medicine if you suffer from periods of
increased and exaggerated behavior (Mania).
Do not use this medicine if the child is under 12 years
old.
Do not use this medicine if you are taking cisapride or
using concurrently antihypertensive medicine,
particularly guanethidine.
Do not take this medicine without consulting a doctor
before starting treatment if you are pregnant, plan to
become pregnant or are breastfeeding or 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, the eyes (e.g. glaucoma), the liver,
the kidney/urinary tract (history of urinary retention), the
digestive system (e.g. ulcer), the thyroid gland, the blood
slyst%m (e.g. coagulation disorder, anemia) or the prostate
gland.
Do not use this medicine without consulting a doctor also
if you are suffering or have suffered in the past from
diabetes (use of the product may cause a rise or a lowering
in the blood sugar levels), epilepsy, psychiatric disorder
(e.g. schizophrenia or manic depression), if you have
suicidal thoughts or have attempted suicide in the past,
if you are consuming large quantities of alcoholic
beverages or if you are receiving electroconvulsivetherapy

HOW .WILL THIS MEDICINE AFFECT YOUR DAILY
LIFE?

Use of this medicine may impair alertness and therefore
caution should be exercised when engaging in activities
such as driving a car, operating dangerous machinery
and in any other activity which requires mental alertness.
Children should be cautioned against engaging in
activities such as bicycle riding or playing near roads
and the like.

Do not drink wine or alcoholic beverages while under
treatment with this medicine.

This medicine may cause particular sensitivity upon
exposure to the sun and excessive skin tanning. Therefore,
avoid exposing yourself to the sun and use appropriate
protection (long clothes, a hat, sunscreen agents, etc.).
WARNINGS

The preparation contains lactose and may cause an
allergic reaction in patients sensitive to lactose.
It is recommended that the treated patients and their
family members keep a follow-up regarding changes such
as: intensified depression, suicidal thoughts,
aggressiveness, etc. In the event that these changes
occur, the doctor should be consulted immediately. This
recommendation should even be more strictly adhered
to in young patients aged 18-24 years.

In children, adolescents, and young adults up to 24 years
of age who have taken antidepressant medicines, an
increase in the incidence of side effects have been
observed such as: attempts to commit suicide, suicidal
thoughts and hostility. The doctor may, nevertheless,
prescribe this medicine for you if convinced it is for your
benefit.

If you have been prescribed this medicine, and you wish
to talk to your doctor about it, refer to him/her again.
You must report to the doctor in the event any of the side
effects detailed appear or worsen.

If you are sensitive to any type of food or medicine,
including non- prescription medicines or dietary
supplement, inform your doctor before commencing
treatment with this medicine.

If you are about to undergo an elective surgery (including

disorientation, delusions, excitement, dizziness,
sleeplessness, restlessness, nightmares, weakness,
difficulty concentrating, lack of co-ordination, anxiety,
unpleasant taste, abdominal pain, loss of apetite, increase
in body weight, malaise, hepatitis, jaundice, increased
sweating, hair loss, ringing in the ear (tinnitus), irregular
heart beats (palpitations), faining, sever hypotention or
increased blood pressure, disturbances in sexual function
or sex drive, breast enlargement or changes in blood
sugar levels.

If the above side effects continue or are bothersome,
refer to your doctor.

Effects that require special attention

Skin irritation or skin rash, sensitivity to sun or sun lamps,
swollen face or tongue, very high fever, difficulty in
swallowing, black tongue, shortness of breath, tremor,
constipation, intestinal obstruction, sore throat,
hallucinations, eye pain, difficulty in speech, impaired
mobility or difficulty in urination, swelling, shock and
collaps (rare): stop treatment and refer to your doctor
immediately!

Withdrawal symptoms

Nausea, malaise and headache, dream and sleep
disturbances, irritability and restlessness. Mania or
hypomania may occur 2-7 days after stopping the tablets.
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.
ADMINISTRATION AND DOSAGE

Dosage is according to doctor's instructions only.

Do not exceed the recommended dosage.
This medicine is to be taken at specific time intervals as
determined by the attending doctor.

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

Do not chew, crush or divide! Swallow the medicine with
a small amount of water.

1 HOW CAN YOU CONTRIBUTE TO THE SUCCESS ;
VOFTHETREATMENT? ________________ ;
Complete the full course of treatment as instructed by
the doctor.

Even if there is an improvement in your health, do not
suddenly discontinue use of this medicine before consulting
your doctor. If your physician decides that you discontinue
the treatment, this should be done gradually.
Please be informed that the effect of this medicine may
be observed only following several weeks of treatment.
Avoid Poisoning!

This medicine and all other medicines must be stored in
a safe place out of the reach of children and/or infants,
in order 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
s0 by a doctor!

This medicine has been prescribed for the treatment of
your ailment; in another panent it may cause harm.
Do not give this icine to your S
or acquaintances.

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

STORAGE

Store this medicine in a dry place, below 25°C.

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.
DRUG REGISTRATION NO.:

ELATROL®: 051 75 24391 00

ELATROLET: 051 41 24390 00

Teva Pharmaceutical Industries Ltd.,

P.0.Box 3190, Petah-Tikva 3354033000311
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Lactose monohydrate,
microcrystalline cellulose,
starch, sodium starch
glycolate, magnesium
stearate, colloidal silicon
dioxide, hydroxypropyl
methyl cellulose. titanium
dioxide, macrogol/PEG 400
(poly-ethylene glycol).

Lactose monohydrate,
microcrystalline cellulose,
sodium starch glycolate,
magnesium stearate,
colloidal silicon dioxide,
hydroxypropyl methyl-
cellulose (hypromellose),
titanium dioxide, D&C yellow
#10 aluminium lake,
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macrogol/PEG 400 (poly-
ethylene glycol), FD&C
yellow #6/Sunset yellow
FCF aluminium lake.
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Elatrolet

Elatrol

Lactose monohydrate,
microcrystalline
cellulose, starch,
sodium starch glycolate,
magnesium stearate,
colloidal silicon dioxide,
hydroxypropy! methyl
cellulose. titanium
dioxide, macrogol/
PEG 400 (polyethylene
glycol).

Lactose monohydrate,
microcrystalline
cellulose, sodium starch
glycolate, magnesium
stearate, colloidal silicon
dioxide, hydroxypropyl
methylcellulose
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(polyethylene glycol),
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