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Composition:
Benzima 0.15%:

Each 1 ml contains:
Benzydamine HCI 1.5 mg

Benzima 0.3%:
Each 1 ml contains:
Benzydamine HCI 3.0 mg

Preservative:
Methylparaben 0.05 %

Therapeutic Activity:
Non steroidal anti-inflammatory drug.

Indications:

Benzima Oromucosal Spray is indicated for relief of painful conditions of the mouth and throat
including tonsillitis, sore throat, radiation mucositis, aphthous ulcers, pharyngitis, swelling,
redness and inflammatory conditions, post orosurgical and periodontal procedures.

When Should This Preparation Not Be Used:
Benzima Oromucosal Spray is contraindicated in patients with known hypersensitivity to
Benzydamine hydrochloride.

Do Not Use This Medicine Without Consulting Your Physician Before Starting Treatment:

If you are pregnant or breastfeeding.

Warnings and Precautions:

- If you have a hypersensitivity to acetylsalicylic acid or other NSAIDs

- Stop using and contact your doctor if condition is aggravated or not improved

- Try not to get Benzima Oromucosal Spray in your eyes. If you do, wash them thoroughly with
clean water

- Take special care when using Benzima Oromucosal Spray if you are suffering from or with a
previous history of bronchial asthma

- You may experience stinging when using Benzima Oromucosal Spray that disappear upon
continuation of the treatment, however if it persists discontinue treatment and consult your
physician

- Benzima Oromucosal Spray contains 8% ethanol.

Side Effects:

In addition to the desired effects of Benzima Oromucosal Spray, some side effects may occur
during the course of treatment such as

Most common: Numbness and a stinging feeling in the mouth

Very rare: Hypersensitivity reactions which may be associated with pruritus, urticaria,
photosensitivity reaction and rash, laryngospasm or bronchospasm

Frequency not known: Angioedema, anaphylactic reaction
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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 physician immediately.

Drug Interactions:

If you are taking another medicine concomitantly or if you have just finished treatment with
another medicine, inform your physician in order to prevent hazards and lack of efficacy resulting
from drug interactions.

To Avoid Poisoning:

1. Keep the medicine out of the reach of children

2. If an excessive dose is taken, or if a child swallowed the medication accidentally, seek help at an
emergency and take the remaining medicine with you

3. Do not induce vomiting without consulting the physician

4. Do not take your medication in the dark, always read the label and make sure you are using the
right medication

5. Always notice the expiry date and never use the medicine after the mentioned date

6. Avoid exposure of the drug to excessive heat and humidity during storage

7. Use the drug only as prescribed.

Dosage And Directions For Use:

Dosage
- Benzima 0.15% Oromucosal Spray:
e Adults, adolescents and elderly: 4 to 8 puffs every 1% - 3 hourly
e Children (6-12): 4 buffs every 1% - 3 hourly
e Children under 6: One puff to be administered per 4 kg body weight, up to a maximum of 4
puffs, 1% - 3 hourly

- Benzima 0.3% Oromucosal Spray:
e Adults, adolescents and elderly: 2 to 4 puffs every 1% - 3 hourly
e Children (6-12): 2 buffs every 1% - 3 hourly
e Benzima 0.3% Oromucosal Spray is not recommended in children under the age of 6

Directions for use

- Keep the bottle upright.

- Lift the nozzle through 90 degrees

- When using for the first time, press the plunger down several times until a fine spray
appears out of the end of the nozzle. It is now ready for use

- Aim the nozzle at the affected area of the mouth and press down on the plunger again. Each time
you press down, one puff is released

- After applying the correct numbers of puffs, wipe the end of the nozzle with a tissue

- Push the nozzle down

- Do not use this medicine more than seven days unless under medical supervision

- Do not exceed the stated dose. If the pain persists, consult your doctor.

Missed Dose:

Use the missed dose as soon as you remember, unless it is almost the time for your next dose,
skip the missed one and continue as your regular dose schedule.
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Storage:
- Store at temperature below 25°C
- Do not refrigerate or freeze

- Do not use the product after 30 days from opening the bottle.

Presentation:
A bottle of 30 ml with sprayer.

B
Beit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.O. Box 58

Beit Jala - Palestine

http: //www.beitjalapharma.com

1405210-0
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