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AZERA® 100
Acetylsalicylic acid

Description:

AZERA® 100 (Acetylsalicylic acid) is a non-steroidal anti-inflammatory
drug, which possesses analgesic, anti-inflammatory and antipyretic prop-
erties. It inhibits the enzyme cyclo-oxygenase, which results in the direct
inhibition of the biosynthesis of prostaglandins and thromboxanes from ara-
chidonic acid.

Acetylsalicylic acid also inhibits platelet aggregation.

Indications:

AZERA® 100 is indicated for the relief of:

- Mild to moderate pain.

- Fever.

Dosage and administration:

AZERA® 100 tablets should be taken whole with plenty of liquid and
not on an empty stomach.

Unless otherwise prescribed, infants and children should take the following:

Age Single dose
Y. -1 year Y - 1 tablet
1- 3 years 1 tablet
4 - 6 years 2 tablets
7 -9 years 3 tablets

The single dose may, if required, be taken up to 3 times daily at intervals of
4 - 8 hours between doses.

Formulations with a higher active ingredient content are recommended for
older children.

Notes:

- In patients with liver or kidney function disturbances the dose must be
reduced or the interval between doses increased.

- To treat pain and fever, do not take Acetylsalicylic acid for longer than 3 - 4
days without the doctors or dentists advice.

Contraindications:

- Known hypersensitivity to Acetylsalicylic acid and to salicylates.

- Stomach and duodenal ulcers.

- Pathologically increased tendency to bleed.

Precautions:

« The patient may only take Acetylsalicylic acid with particular caution (i.e.
with longer intervals between doses or at a reduced dose) and under medi-
cal supervision in the presence of:

- Hypersensitivity to other analgesic, anti-inflammatory or anti-rheumatic
drugs or the presence of other allergies.

- Simultaneous treatment with anticoagulants (e.g. coumarin derivatives or
heparin (except low-dose heparin therapy)).

- Bronchial asthma.

- Chronic or recurring gastric or duodenal ulcers.

- Previous kidney damage.

- Severe liver function disturbances.

« Owing to the possibility of Reyes syndrome, Acetylsalicylic acid should
be used only on the doctor’s advice and then only if other measures have
proved ineffective in children and adolescents with febrile diseases. Persist-
ent vomiting in these conditions can be a sign of Reyes syndrome, a very
rare but potentially fatal illness, which requires immediate medical treatment.
« Acetylsalicylic acid should not be used for a prolonged period or in high
doses without consulting the doctor or dentist.

« Patients who suffer from asthma, hay fever, swelling of the nasal mucosa
(nasal polyps), or chronic respiratory tract infections (especially when com-
bined with hay-fever-like symptoms) and patients known to be hypersensi-
tive to analgesics and anti-rheumatics of any kind run the risk of asthma
attacks when using Acetylsalicylic acid (so-called analgesics intolerance/an-
algesics asthma). They should consult their doctor before taking the product.
The same applies to patients who react hypersensitivity (allergically) to other
substances, e.g. with skin reactions, itching, or nettle rash. If you are taking
Acetylsalicylic acid, the doctor or dentist must be informed and consulted
before any surgery.

« Prolonged improper use of analgesics at high doses may cause headaches
which cannot be treated by increased doses of the drug.

« Very generally, prolonged use of analgesics, particularly combinations of
several analgesically active ingredients, can lead to permanent kidney dam-
age with the risk of renal failure (analgesic nephropathy).

Effects on ability to drive and use machines:

No special precautions are necessary in driving, operating machinery and
work of a precise and demanding nature.

Use during pregnancy and lactation:

Pregnancy category C (1st & 2nd trimester) / D (3rd trimester)

Pregnancy: If pregnancy is established during long-term use of Acetylsali-
cylic acid a doctor must be consulted. During the first and second trimester,
Acetylsalicylic acid should only be taken after consultation with the doctor.

Acetylsalicylic acid must not be used in the last three months of pregnancy
because of the increased risk of complications for mother and infant at birth.
Lactation: The active ingredient Acetylsalicylic acid and its degradation prod-
ucts pass in small quantities into breast milk. Since no side effects on the
infant have been observed, interruption of breastfeeding is usually unneces-
sary in the case of short-term use at the recommended dose for pain relief
or fever. However, in individual cases where longer-term use or higher doses
(more than 3 tablets per day) have been prescribed, early weaning should
be considered.

Drug interaction:

Acetylsalicylic acid should not be taken with any of the below-mentioned
drugs unless it has been expressly prescribed by the doctor.

 The following have intensified action with Acetylsalicylic acid:

- The action of anticoagulants (e.g. coumarin derivatives and heparin).

- The risk of gastrointestinal hemorrhage during concomitant treatment with
drugs containing Cortisone or substances similar to Cortisone or on simulta-
neous consumption of Alcohol.

- The action of certain hypoglycemic drugs (sulfonylureas).

- The desirable and undesirable effects of Methotrexate.

- The plasma concentrations of Digoxin, barbiturates and Lithium.

- The desirable and undesirable effects of a specific group of analgesics
and anti-rheumatics non steroidal analgesics anti-inflammatories; the effect
of certain antibiotics sulfonamides and sulfonamide combinations (e.g. Sul-
famethoxazole / Trimethoprim).

- The action of Triiodothyronine, a drug for the treatment of thyropenia.

« Acetylsalicylic acid reduces the effects of the following:

- Certain drugs which increase urinary output (so-called aldosterone antago-
nists and loop diuretics),

- Drugs which reduce blood pressure,

- Drugs used in gout treatment which promote excretion of uric acid (e.g.
Probenecid, Sulfinpyrazone).

« Whilst taking Acetylsalicylic acid, Alcohol should be avoided as far as pos-
sible.

Side effects:

Common side effects are gastrointestinal complaints such as stomach pain
and minor losses of blood from the gastrointestinal system (micro-hemor-
rhages).

Occasionally, nausea, vomiting and diarrhea occur.

In rare cases gastric bleeding and gastric ulcers and, mainly in asthmatic
patients, hypersensitivity reactions (attacks of difficult breathing, skin reac-
tions) occur.

Liver and kidney function disturbances, lowering of blood glucose (hypogly-
cemia), and particularly severe skin reactions (right through to erythema

multiform) have been described in isolated cases.

Even at low doses, Acetylsalicylic acid reduces the excretion of uric acid,
and this can trigger gout in predisposed patients.

Central nervous system disturbances such as headaches, dizziness, vomit-
ing, tinnitus, visual disturbances, drowsiness and anemia due to Iron defi-
ciency (Iron deficiency anemia) may occur with prolonged or chronic use.

In exceptional cases anemia due to occult gastrointestinal blood losses can
develop alter long-term use of Acetylsalicylic acid.

If the patient notices the above-mentioned side effects, Acetylsalicylic acid
should no longer be taken and he should inform the doctor so that he can
determine the severity and decide upon the further course of action.

At the first sign of hypersensitivity reaction Acetylsalicylic acid must not
longer be taken.

On passage of black stools (tarry stools, a sign of severe gastric bleeding)
the doctor must be informed immediately.

Overdosage:

Dizziness and tinnitus may appear as symptoms of serious intoxication, es-
pecially in children and elderly patients.

If an overdose with Acetylsalicylic acid is suspected please inform your doc-
tor, in accordance with the degree of intoxication, he can decide upon the
further course of action.

Storage conditions:

Store up to 30° C.

Presentation:

AZERA® 100: Each enteric coated tablet contains Acetylsalicylic acid
100 mg in jars of 90 tablets.

This is a medicament

 Medicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for you.
« Follow strictly the doctor's prescription, the method of use and the instructions of the
pharmacist 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 medicament out of the reach of children.
COUNCIL OF ARAB HEALTH MINISTERS
UNION OF ARAB PHARMACISTS

The United Pharmaceutical Manufacturing Co. Ltd.
P.O. Box 69 Amman 11591, Jordan
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