Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before startingu  se
Betastin ” 8, 16, 24 mg Tablets

COMPOSITION:

Betastin 8 mg tab: Each tablet contains 8 mg of Bet  ahistine Hydrochloride.
Betastin 16 mg tab: Each tablet contains 16 mg of B etahistine Hydrochloride.
Betastin 24 mg tab : Each tablet contains 24 mg of Betahistine Hydrochlo ride.
THERAPEUTIC ACTIVITY: Histamine analogue.

APPROVED INDICATION: Betahistine is used for vertigo associated with Men iere’s disease.
WHEN SHOULD THE PREPARATION NOT BE USED?

- In patients with known hypersensitivity to the acti ve ingredient .

- During pregnancy and lactation.

- In children less than 18 years.

- In patients suffering from phaeochromocytoma.

- In patients with active peptic ulcer or a history of this condition.

DO NOT TAKE THIS MEDICINE WITHOUT CONSULTING A PHYS ICIAN: If you are pregnant in the first or third trimester , or
breast-feeding. If you suffer or have suffered from one of the following diseases; disease in digestiv e system (peptic

ulcer), pheochromocytoma or asthma.

WARNINGS: Do not use this medicine if you are allergic to an  y type of food or medicine, unless under direct med ical
supervision. Do not repeat the treatment for longt  imes without consulting your doctor.

- It is unsafe to take this drug with porphyria.

- It should be taken with caution in bronchial asth ma.

DRUG INTERACTIONS: If you are taking another drug concomitantly or if you have just finished treatment with another

medicine, inform your attending doctor, in order to prevent hazards or lack of efficacy arising from t he drug interaction.
This is especially important for medicines belongin g to the following groups: Antihistaminic preparati ons. Consult your
doctor or pharmacist if you are not sure.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the period of ta king

this medicine such as; Gastro-intestinal disturbanc es, Headache, Nausea, Hypersensitivity reactions wh ich quickly
subside after betahistine has been discontinued suc h as: rash in several areas of the body, itching an  d hives, swelling of
the face, tongue and mouth, tingling, numbness, bur ning sensations, shortness of breath and labored br eathing,
decreased appetite, daytime sleepiness, confusion, liver problems, low blood pressure, dyspepsia and s tomach upset. In
the event that you experience side effects not ment  ioned in this leaflet, or if there a change in your general health, consult
your doctor immediately.

RECOMMENDED DOSAGE: The usual recommended dose is according to physicia n’s instructions only. Do_not exceed
the recommended dosage. This medicine is to be taken at specific time inte  rvals as determined by your doctor only.

MISSED DOSE: If you missed a dose, take it as soon as you remem  ber, then continue to take it at the usual times, b _ut
never take a double dose to compensate the missed o ne. If you have missed several doses, please informy  our doctor.
DIRECTIONS FOR USE: Do not chew or bite the tablet! Swallow the medic  ine with an adequate amount of water with or
after meal, if you suffer from gastrointestinal ups et take the drug during meals or ask your doctor.

Attention: _the tablets should be taken immediately after openi ng the foil. Do not break the tablet. Never share t he drug
with others.

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 im provement in your health, do not discontinue using this medicine, before
consulting your physician.

AVOID POISONING: This medicine contains substances, which can be po isonous 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 treatmen  t 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 yo  u take your medicine .

OVERDOSE: In case of accidental overdose or if a child takes this medicine by accident, seek professional assist ance or

rush to a hospital emergency room accompanied with the medicine’s package. Do not induce vomiting unle ss explicitly
instructed to do so by a doctor! Overdosage can cau se nausea, somnolence (sleepiness) and abdominal pa  in with doses
up to 640 mg.

Treatment of overdose: No specific antidote is know n. Treatment of overdose should include standard su pportive
measures.
STORAGE: Store in a cool and dry place at temperature not e  xceeding 25°C. Even if kept in their original cont  ainer and

stored as recommended; medicine may be kept for al  imited period only. Please note the expiry date of the medicine! In
case of doubt consult the pharmacist who dispensed the medicine to you.

PRESENTATION: Box of 3 blisters (Alu/Alu) of 30 tablets. | | | | | I | | I I | |
Pharmacare PLC

Beitunia- Industrial zone- P.O. Box 677 - Ramallah, Palestine
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