


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

THEOTRIM 100, 200, 300

Sustained-release tablets

The dispensing of this medicine requires a doctor's prescription
Read this package insert carefully
in its entirety before using this medicine
Composition:
Each sustained-release tablet contains:
Theotrim 100: Theophylline Anhydrous 100 mg
Theotrim 200: Theophylline Anhydrous 200 mg
Theotrim 300: Theophylline Anhydrous 300 mg
Inactive ingredients: Albumen, Magnesium Stearate, HPMC,
Titanium Dioxide, Polyethylene Glycol 400.
Therapeutic group:
This drug belongs to the xanthines group.
Therapeutic activity:
Bronchodilator for the prevention and treatment of
bronchospasm in asthma, chronic bronchitis and emphysema.

When should the preparation not be used?

Do not use this medicine if you are sensitive to any of its
ingredients or to other xanthines, including caffeine,
aminophylline, dyphylline etc.

Do not take this medicine without consulting a doctor
before starting treatment:
If you are pregnant or breastfeeding.
If you are suffering, or have suffered in the past, from impaired
function of the heart and/or vascular system, the liver, the
kidney/urinary tract, the digestive system (e.g. ulcer), the
thyroid gland, the prostate gland, from seizures, from
hypertension, from viral respiratory infections (especially in
infants and the elderly).
If you use any other preparation from the xanthine group.
If at the moment your body temperature is high (due to illness
for example).
How will this medicine affect your daily life?
Do not drink wine or alcoholic beverages during treatment with
this medicine. If you smoke, inform your doctor before
commencing treatment with this medicine.
Warnings:
During treatment with this medicine, tests should be performed
to determine the theophylline level in the blood.
If you are sensitive to any type of food or medicine, especially
to eggs, coffee, tea, cola, chocolate, theophylline, aminophylline,
dyphylline etc., inform your doctor before commencing treatment
with this medicine.

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, depression, allergy, surgical anesthetics,
narcotic analgesics, lithium); anticoagulants; cough and cold
preparations; erythromycin, norfloxacin or ciprofloxacin,
levofloxacin - antibiotics; contraceptive pills; drugs for the heart
or hypertension; cimetidine (for ulcer); allopurinol (for gout) in
high doses; nicotine (in preparations for cessation of smoking);
influenza vaccine; isoniazide (for tuberculosis); interferon; other
xanthines; Rofecoxib (Vioxx®) - theophyliine blood levels should
be monitored.

Side effects:
In addition to the desired effect of the medicine, adverse effects

may occur during the course of taking this medicine, for
example: diarrhea, abdominal pain, headache, insomnia,
agitation, nervousness, anxiety.

If these side effects appear, refer to your doctor.

Effects that require special attention:

The following effects are rare: skin rash or irritation, dizziness,
recurrent vomiting, bloody vomit, nausea, tremor, seizures,
dry mouth, increased or irregular heartbeat, decrease in blood
pressure, difficulty breathing, severe abdominal pain, changes
in urination, heartburn - continue treatment and refer to your
physician 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.

Adverse effects and drug interactions in children and
infants:

Parents must inform the attending doctor about any side effects,
as well as any additional medicine given to the child. See
above for details of side effects and drug interactions.
Dosage:

Dosage is according to doctor’s instructions only.

This medicine is not usually intended for administration to
children and infants under 3 years of age.

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 to compensate for
a missed one or within a short period of time!

Attention:
Do not take this medicine with tea, coffee, cola or chocolate.

Directions for use:

Theotrim tablets may be divided.

Do not chew! Do not crush! Swallow with a large amount of
water. Theotrim should be taken on an empty stomach one
hour before meals or two hours after meals, or with a small
amount of food when gastrointestinal disturbances occur.

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

This medicine, and all other medicines, must be 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.

Do not induce vomiting unless explicitly instructed to do so by
a doctor! 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 your medicine. Wear glasses if you
need them.

Storage: Store in a cool and 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.

License numbers: Theotrim 100: 050-47-23896-00
Theotrim 200: 050-48-23897-00
Theotrim 300: 050-49-23898-00

The format of this leaflet was determined by the Ministry of

Health and its content was checked and approved by it.
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