Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before starting use
FexoEZ® 180 FILM COATED TABLETS

COMPOSITION: Each tablet contains 180 mg Fexofenadine Hydrochloride.

THERAPEUTIC ACTIVITY: It is an antihistamine.

INDICATIONS: It is indicated for relief in cases of prolonged rash accompanied by itching.
WHEN SHOULD THE PREPARATION NOT BE USED?

- If you are allergic (sensitive) to the active ingredient.
- In children under 12 years of age.

DO NOT USE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you suffer from impaired function of the
kidney or liver. If you suffer or have suffered in the past from heart disease, since this kind of medicine may lead to
a fast or irregular heartbeat. If you are elderly. If you are pregnant or plan to become pregnant. If you are breast-
feeding or plan to breast-feed.

WARNINGS & PRECAUTIONS: Do not use this medicine frequently or for long periods of time without consulting
your physician. If you are sensitive to any type of food or medicine, consult your physician prior to commencing
treatment. If you suffer or have suffered in the past from heart disease, since this kind of medicine may lead to a
fast or irregular heartbeat. If you are pregnant or plan to become pregnant. If you are breast-feeding or plan to
breast-feed.

DRIVING AND USING MACHINE: This medicine is unlikely to affect your ability to drive or operate machinery;
however you should check that these tablets do not make you feel sleepy or dizzy before driving or operating
machinery.

DRUG INTERACTIONS: If you are taking any additional drugs or if you have just finished a course with another
medicine, inform the attending physician or pharmacist, in order to avoid any interaction between medicines
especially if you are taking, or have recently taken, other medicines, including non-prescription medicines and food
supplements, if you are taking medicines for digestive problems that contain Aluminum or Magnesium which may
lower the amount of FexoEZ absorbed. It is recommended that you take these medicines two hours before or after
taking FexoEZ. If you are unsure of anything, do not hesitate to ask your physician or pharmacist for advice.

SIDE EFFECTS: As with any medicine, use of FexoEZ may cause side effects in some of the users. Do not be
alarmed by the list of side effects, you may not suffer from any of them. Refer to your physician immediately and
stop taking FexoEZ if you suffer from swelling of the face, lips, tongue or throat, and difficulty breathing, as these
may indicate that you suffer from a serious allergic reaction.

Common side effects (occurring in less than 1 in 10 but more than 1 in 100 patients): headache, drowsiness, nausea
and dizziness.

Uncommon side effects (occurring in less than 1 in 100 but more than 1 in 1,000 patients): tiredness/sleepiness.
Additional side effects (frequency unknown) which may occur: difficulty falling asleep, sleeping disorders, bad
dreams, nervousness, fast or irregular heartbeat, diarrhea, skin rash and itching, hives, serious allergic reactions
which may cause swelling of the face, lips, tongue or throat, flushing, chest tightness and difficulty breathing. If one
of the side effects worsens or if you notice a side effect not mentioned in the leaflet, consult your physician.
RECOMMENDED DOSAGE: FexoEZ should be administered according to physician’s instructions only depending
on the case of patient. Do not exceed the recommended dose. If you are unsure of anything, it is essential that you
ask your physician or pharmacist for advice.

MISSED DOSE: If you forget to take this medicine at the specified time, take the dose as soon as you remember. If it
is close to your next dose do not take the missed dose, just take the next dose at regular time, but never take a
double dose. If you have missed several doses, inform your physician immediately.

DIRECTIONS FOR USE: Do not chew, crush or split the tablet! Swallow the tablet with at least one full glass of water
before a meal. Do not exceed the recommended dosage.

OVERDOSE: In case of accidental overdose or if a child uses this medicine by accident, seek professional
assistance or rush to a hospital emergency room accompanied with the medicine’s package. Do not induce
vomiting unless explicitly instructed to do so by a doctor! Symptoms of overdose in adults are dizziness,
drowsiness, fatigue and dry mouth.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? Complete the full course of treatment as
instructed by the physician. Even if there is an improvement in your health do not discontinue using this medicine
without consulting your physician. If you want to stop taking FexoEZ before finishing the course of treatment
recommended by the physician, inform your physician. If you stop taking FexoEZ earlier than planned, your
symptoms may return. If you have further questions regarding use of this medicine, ask the physician or
pharmacist.

AVOID POISONING: This medicine contains substances, which can be poisonous or fatal in large doses to children
and/or infants, therefore must be kept out of their reach. This medicine has been prescribed for the treatment of
your illness; it may harm other patients. Do not give this medicine to your relatives, neighbors, or anybody else. Do
not take medicine in the dark! Check the label and the dose each time you take your medicine. Please note the
expiry date of the medicine! In case of doubt consult the pharmacist who dispensed the medicine to you.

STORAGE: Store tablets at temperature not exceeding 25°C. Medicines do not remain valid after the expiration date
even if they are kept in their original package and were stored under the recommended storage conditions.

PRESENTATION: - A box of 20 film-coated tablets (two blisters and each blister contains 10 tablets).
- A box of 15 film-coated tablets (one blister of 15 tablets). I]:Iﬂ”ﬂ]l]llﬂ
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