IMPROMOOD SR

Amitriptyline Hel 25 mg

(Sustained-Release Capsules)

COMPOSITION & EXCIPIENTS:

Each capsule contains Amitriptyline Hel (as sustained-release pellets) 25 mg .
Excipients : pellets.

INDICATIONS:

Impromood SR is used to treat:

* Depression in adults (major depressive episodes)

* Neuropathic pain in adults

* Chronic tension type headache prophylaxis in adults

* Migraine prophylaxis in adults

* Bed-wetting at night in children aged 6 years and above, only when organic causes,
such as spina bifida and related disorders, have been excluded and no response has
been achieved to all other non-drug and drug treatments, including muscle relaxants
and Desmopressin.

Impromood SR should only be prescribed by doctors with expertise in treating patients
with persistent bed-wetting.

CONTRAINDICATIONS:

Do not take this drug in these situations:

« if you are allergic to amitriptyline or any of the other ingredients of this medicine.

« if you recently have had a heart attack (myocardial infarction) .

« if you have heart problems such as disturbances in heart rhythm which are seen on
an electrocardiogram (ECG), heart block, or coronary artery disease

« if you are taking medicines known as monoamine oxidase inhibitors (MAOIs)

« if you have taken MAOISs within the last 14 days

« if you have taken Moclobemide the day before

« if you have a severe liver disease.

If patient is treated with Impromood SR, you have to stop taking this medicine and
wait for 14 days before you start treatment with a MAOIL.

This medicine should not be used for children below 6 years of age.

WARNINGS & PRECAUTIONS:

Heart rhythm disorders and hypotension may occur if you receive a high dosage of
amitriptyline. This might also occur in usual doses if you have pre-existing heart disease.
Prolonged QT interval :

A heart problem called “prolonged QT interval” (which is shown on your electrocardio-
gram, ECG) and heart rhythm disorders (rapid or irregular heart beat) have been reported
with Amitriptyline.

Tell your doctor if you:

* have slow heart rate.

« have or had a problem where your heart cannot pump the blood round your body as
well as it should (a condition called heart failure),

« are taking any other medication that may cause heart problems ,

* have a problem that gives you a low level of potassium or magnesium, or a high level
of potassium in your blood

« have a surgery planned as it might be necessary to stop the treatment with amitriptyline
before you are given anaesthetics. In the case of acute surgery, the anaesthetist should be
informed about the treatment of amitriptyline.

* have an over active thyroid gland or receive thyroid medication.

Thoughts of suicide and worsening of depression:

If you are depressed, you can sometimes have thoughts of harming or killing themselves.
These may be increased when first starting antidepressants, since these medicines all take
time to work, usually about two weeks but sometimes longer.

You may be more likely to think like this:

« If you have previously had thoughts about killing or harming yourself.

* If you are a young adult. Information from clinical trials has shown an increased risk
of suicidal behavior in young adults (less than 25 years old) with psychiatric condi-
tions who were treated with an antidepressant.

Episodes of mania:

Some patients with manic-depressive illness may enter into a manic phase. This is
characterized by profuse and rapidly changing ideas, exaggerated gaiety and excessive
physical activity. In such cases, it is important to contact your doctor who probably will
change your medication.

Tell your doctor if you have, or have had in the past, any medical problems,
especially if you have

* narrow angle glaucoma (loss of vision due to abnormally high pressure in the eye)
« epilepsy, a history of convulsions or fits

« difficulty in passing urine

« enlarged prostate

« thyroid disease

* bipolar disorder

« schizophrenia

« severe liver disease

* severe heart disease

* pylorus stenosis (narrowing of the gastric outlet) and paralytic ileus (blocked intestine)
« diabetes as you might need an adjustment of your anti-diabetic medicine.

If you use antidepressants such as Selective Serotonin Re-uptake Inhibitors (SSRIs),
your doctor might consider changing the dose of your medicine .

Elderly are more likely to suffer from certain side effects, such as dizziness when you
stand up due to low blood pressure.

Children and adolescents:

Depression, neuropathic pain, chronic tension type headache and migraine prophy-

laxis : Do not give this medicine to children and adolescents aged below 18 years for
these treatments as safety and efficacy have not been established in this age group.
Bed-wetting at night:

» An ECG should be performed prior to initiating therapy with amitriptyline to exclude
long QT syndrome.

* This medicines should not be taking at the same time as an anticholinergic drug .

* Suicidal thoughts and behaviours may also develop during early treatment with antide-
pressants for disorders other than depression; the same precautions observed when treating
patients with depression should therefore be followed when treating patients with enuresis
DRUGS INTERACTIONS:

Some medicines may affect the action of other medicines and this can sometimes
cause serious side effects.

Tell your doctor or pharmacist if you are taking or have recently taken any other
medicines, such as:

* Monoamine oxidase inhibitors (MAOISs) e.g. Phenelzine, Iproniazid, Isocarboxazid,
Nialamide or Tranylcypromine (used to treat depression) or Selegiline (used to treat
Parkinson’s disease). These should not be taken at the same time as Amitriptyline

* Adrenaline, Ephedrine, Isoprenaline, Noradrenaline, Phenylephrine and Phenylpropa-
nolamine (these may be present in cough or cold medicine, and in some anaesthetics)

* Medicine to treat high blood pressure for example calcium-channel blockers (e.g.
Diltiazem and Verapamil), Guanethidine, Betanidine, Clonidine, Reserpine and Meth-
yldopa

* Anticholinergic drugs such as certain medicines to treat Parkinsons disease and gastro-
interstinal disorders (e.g. Atropine, Hyoscyamine)

» Thioridazine (used to treat schizophrenia)

* Tramadol (painkiller)

» Medicines to treat fungal infections (e.g. Fluconazole, Terbinafine, Ketoconazole,
and Itraconazole)

« sedatives (e.g. Babiturates)

* Antidepressants (e.g SSRIs {Fluoxetine, Paroxetine, Fluvoxamine}, and Bupropion)
* Medicines for certain heart conditions (e.g. beta blockers and anti-arrhythmics)

« Cimetidine (used to treat stomach ulcers)

» Methylphenidate (used to treat ADHD)

« Ritonavir (used to treat HIV)

« Oral contraceptives

« Rifampicin (to treat infections)

« Phenytoin and Carbamazepine (used to treat epilepsy)

* St. John’s Wort (hypericum perforatum) — a herbal remedy used for depression

* Thyroid medication.

You should also tell your doctor if you take or have recently taken medicine that
may affect the heart’s rhythm. e.g.:

* Medicines to treat irregular heartbeats (e.g. Quinidine and Sotalol)

* Astemizole and Terfenadine (used to treat allergies and hayfever)

* Medicines used to treat some mental illnesses (e.g. Pimozide and Sertindole)

« Cisapride (used to treat certain types of indigestion)

» Halofantrine (used to treat malaria)

» Methadone (used to treat pain and for detoxification)

* Diuretics (“water tablets” e.g. Furosemide)

PREGNANCY AND BREAST-FEEDING:

Amitriptyline is not recommended during pregnancy unless your doctor considers it
clearly necessary and only after careful consideration of the benefit and risk. If you
have taken this medicine during the last part of the pregnancy, the newborn may have
withdrawal symptoms such as irritability, increased muscle tension, tremor, irregular
breathing, poor drinking, loud crying, urinary retention, and constipation.
DRIVING AND USING MACHINES:

This medicine may cause drowsiness and dizziness, especially in the beginning of the
treatment. Do not drive or work with tools or machinery if you are affected.
DOSAGE AND ADMINISTRATION:

* Depression:

Adults The recommended initial dose is 50 mg in the evening. Depending on your
response to the medicine, your doctor may gradually increase the dose to 150 mg in
the evening.

Elderly (above 65 years of age) and patients with cardiovascular disease:The recom-
mended initial dose is 25 mg in the evening. Depending on your response to the medicine,
your doctor may increase the dose to 100 mg.

If you receive doses in the range of 100 mg - 150 mg in the evening, your doctor may
need to do more frequent follow-up with you.

Use in children and adolescents: This medicine should not be given to children or
adolescents for treatment of depression.

* Neuropathic pain. chronic tension type headache and migraine prophylaxis:
Your doctor will adjust the medication according to your symptoms and your response
to the treatment.

Adults :Your doctor will most likely choose to initiate your treatment with Amitriptyline
film-coated tablets before starting treatment with Amitriptyline Retard.

The initial dose should be 10 mg - 25 mg in the evening. The recommended doses are
25 - 75 mg in the evening.

Depending on your response to the medicine, your doctor may gradually increase
the dose. If you receive doses above 100 mg daily, your doctor may need to do more
frequent follow-up with you.
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Elderly (above 65 years of age) and patients with cardiovascular disease :A starting
dose of 10 mg - 25 mg in the evening is recommended. Depending on your response
to the medicine, your doctor may gradually increase the dose.

If you receive doses above 75 mg daily, your doctor may need to do more frequent
follow-up with you.

Use in children and adolescents: This medicine should not be given to children or ado-
lescents for treatments of neuropathic pain, chronic tension type headache prophylaxis
and migraine prophylaxis.

* Bed-wetting at night :

Use in children and adolescents :The recommended doses for children:

-aged below 6 years: contraindicated.

-aged 6 to 10 years: 10 mg - 20 mg daily. A more suitable dosage form should be used
for this age group.

-aged 11 years and above: 25 mg — 50 mg.

The dose should be increased gradually.

Take this medicine 1-1% hours before bedtime.

Before starting treatment, your doctor will conduct an ECG of your heart to check for
sign of unusual heartbeat.

Your doctor will re-evaluate your treatment after 3 months and if needed perform a
new ECG.

Do not stop the treatment without consulting your doctor first.

Patients with special risks Patients with liver diseases or people known as “poor me-
tabolisers” usually receive lower doses.

POSSIBLE SIDE EFFECTS:

Very common: sleepiness/drowsiness, shakiness of hands or other body parts, dizziness,
headache, irregular/ hard or rapid heartbeat, dizziness when you stand up due to low blood
pressure (orthostatic hypotension), dry mouth, constipation, nausea, excessive sweating,
weight gain, slurred or slow speech, aggression, congested nose.

Common: confusion ,sexual disturbances (decreased sex-drive, problems with erection),
disturbance in attention, changes in taste, numbness or tingling in the arms or legs, dis-
turbed coordination, dilated pupils, heart block, fatigue, low sodium concentration in the
blood, agitation, urination disorders, feeling thirsty.

Uncommon: excitement, anxiety, difficulties sleeping, nightmares, convulsions , increased
blood pressure, diarrhoea, vomiting, skin rash, nettle rash (urticarial), swelling of the face
and tongue, difficulties passing urine, increased production of breast milk or breast milk
outflow without breast feeding, increased pressure in the eye ball, collapse conditions,
worsening of cardiac failure, liver function impairment (e.g. cholestatic liver disease).
OVER DOSAGE:

Symptoms of overdose include: dilated pupils, fast or irregular heartbeats, difficulties
passing water, dry mouth and tongue, intestinal blockage, fits, fever, agitation, confu-
sion, hallucinations, uncontrolled movements, low blood pressure, weak pulse, pallor,
difficulty breathing, blue discolouration of the skin, decreased heart rate, drowsiness,
loss of consciousness, coma, various cardiac symptoms such as heart block, heart
failure, hypotension, cardiogenic shock, metabolic acidosis, hypokalemia.

If you forget to take Impromood SR :Take the next dose at the usual time. Do not
take a double dose to make up for a forgotten dose.

If you stop taking Impromood SR:Your doctor will decide when and how to stop
your treatment to avoid any unpleasant symptoms that might occur if it is stopped
abruptly (e.g. headache, feeling unwell, sleeplessness and irritability).
STORAGE CONDITIONS: store at room temperature, 15°— 30 ° C, away from
moister and light.

PACKAGING: 2 Blisters, each contains 10 sustained-release capsules / carton box .

THIS IS A MEDICAMENT

~ A medicament is a product but unlike any other products.

~ A medicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for yor

~ Follow strictly the doctor's prescription, the method of use and the instructions of the ~ phar-
macist who sold the medicament. The doctor and the pharmacist are experts in - medicine,
its benefits and risks.

~ Do not by yourself interrupt the period of treatment prescribed for you

Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Manufactured by:
HAMA PHARMA Hama - Syria §\\“///(
Tel.; +963 33 8673941 Fax: +063 33 8673943 _SPPRAMA PHARMA
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