Patient Information Leaflet (PIL)
The dispensing of this medicine requires a doctor's prescription
Mubizeen Nasal Ointment
(Mupirocin (as calcium))

Read all of this leaflet carefully before you start using this medicine.

- Keep this leaflet. You may need to read it again

- If you have any further questions, ask your doctor or pharmacist

- This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even
if their symptoms are the same as yours

- If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

In this leaflet:
What Mubizeen is and what it is used for

What you need to know before you use Mubizeen
How to use Mubizeen

Possible side effects

How to store Mubizeen

Contents of the pack and other further information.
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1. What Mubizeen is and what it is used for
Mubizeen is a topical antibiotic.

Mubizeen is indicated to treat bacterial infections in the nose caused by a group of bacteria
called Staphylococci; including methicillin-resistant Staphylococcus aureus (MRSA).

2. Before you use Mubizeen
Do not use Mubizeen in the following conditions:
If you have known hypersensitivity to the active substance, Mupirocin calcium, or to Mupirocin.

Take special care with Mubizeen. Tell your doctor or pharmacists before you use
Mubizeen:

If you are pregnant or breast-feeding, think you may be pregnant or are planning to become
pregnant.

Warnings & Precautions:

e Mubizeen can cause severe skin reactions or allergies. If you develop a severe skin reaction or
allergy; wash of the ointment, stop using it and refer to your doctor immediately

¢ Do not use this medicine frequently, or for a prolonged period, without consulting a physician

e Thrush (a yeast infection) may develop if Mubizeen is used for a long time. If this occurs, tell
your physician or pharmacist

¢ Keep the ointment away from your eyes. If the ointment gets into your eyes accidentally, wash
them thoroughly with water.



Taking other medicines, herbal or dietary supplements

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 or lack of efficacy resulting
from drug interactions.

Please tell your doctor or pharmacist if you are taking or have recently taken any other
medicines, including medicines obtained without a prescription.

Pregnancy and breast-feeding

e As there is no clinical experience on its use during pregnancy, Mubizeen should only be used in
pregnancy when the potential benefits outweigh the possible risks of treatment

¢ There is no information on the excretion of Mupirocin calcium in milk. Mubizeen should only
be used during breastfeeding under physician supervision.

Driving and using machines.
Mubizeen has no influence on the ability to drive and use machines.

3. How to use Mubizeen
Always use Mubizeen exactly as your doctor has told you. You should check with your doctor or
pharmacist if you are not sure

Dosage and instructions for proper use

¢ Always use the preparation according to the physician's instructions

¢ Check with the doctor or pharmacist if you are uncertain

¢ Do not exceed the recommended dose

¢ The dosage and treatment regimen will be determined by the physician only. The usual dosage
is generally twice a day. Apply Mubizeen as below:
- Wash and dry your hands
- Place a small amount of Mubizeen, about the size of a match head, on your little finger
- Apply it to the inside of one nostril
- Repeat steps 2 and 3 for your other nostril
- Press the sides of your nose together to spread the ointment in the nostril
- Replace the cap on the tube and wash your hands

e A cotton bud can be used instead of your little finger to apply the ointment, particularly in
infants or very ill patients

¢ Use Mubizeen for as long as your physician has instructed you to. If you are not sure, ask your
physician or pharmacist. The bacteria are normally cleared from your nose within 3 to 5 days of
starting treatment

¢ Adhere to the treatment regimen as recommended by the physician

o If you stop using Mubizeen too early, not all the bacteria may have been killed or they may
continue to multiply. Ask your physician or pharmacist when to stop using the ointment

¢ Do not use for more than 10 days. Throw away any ointment that is left over.

Attention!
¢ Do not swallow
e For nasal use only.

If you use more Mubizeen than you should:
o If you swallowed the ointment, consult your physician or pharmacist
o If a child has accidentally swallowed the medicine, refer immediately to a physician or to a
hospital emergency room and bring the package of the medicine with you.



If you forget to use Mubizeen:
o If you forgot to apply Mubizeen, apply it as soon as you remember
o If your next dose is supposed to be applied within one hour, skip the missed dose
¢ Do not use a double dose to make up the missed dose.

If you have any further questions on the use of this product, ask your doctor or pharmacist.

4. Possible side effects
Like all medicines, Mubizeen can cause side effects, although not everybody gets them.

Discontinue using Mubizeen and refer to a physician immediately if you experience:

e Severe skin reactions or allergies (very rare); signs include: Raised and itchy rash, swelling
(sometimes of the face or mouth, causing difficulty in breathing), collapse or loss of
consciousness

e Inflammation of the colon (rare), causing diarrhea, usually accompanied by blood and mucus,
abdominal pain and fever (pseudomembranous colitis)

Uncommon: Itching, redness, burning sensation, tingling or stinging of the nose

Very rare: Some people can develop a skin reaction or allergy that is severe. The signs can
include a rash, itchiness, redness or soreness

Reporting of side effects:
o If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist
¢ To report any side effect(s) to ministry of health directly fill the on-line reporting form at the
following link: https://www.pharmacy.moh.ps/index/Form/Language/ar and to the marketing
authorization holder website: http://www.beitjalapharma.com/index.php/en-gb/reports/.

5. How to store Mubizeen

e Keep out of the reach and sight of children

e Store this medicine at temperature below 25°C

¢ Do not use Mubizeen after the expiry date which is stated on the carton. The expiry date refers to
the last day of that month

¢ Do not use for more than 10 days. Throw away any ointment that is left over.

e Mubizeen is an off-white ointment; do not use it if it looks different than normal

e Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist
how to dispose of medicines no longer required. These measures will help to protect the
environment.

6. Contents of the pack & other further information
What Mubizeen contains
The active ingredient is Mupirocin (as calcium) 2% wi/w.

What Mubizeen looks like and contents of the pack:
Mubizeen is an off-white ointment. It is available in aluminum tube of 3 g.

Marketing Authorisation Holder

Product Licence held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma.com



https://www.pharmacy.moh.ps/index/Form/Language/ar
http://www.beitjalapharma.com/index.php/en-gb/reports/
http://www.beitjalapharma.com/

Manufacturing company

B

Eeit Jala Pharmaceutical Co.
81, Al-Madaress Str.
P.O.Box 58
Beit Jala —Palestine
http://www.beitjalapharma.com

This leaflet was last revised in August 2019, version number 1410205-0.


http://www.beitjalapharma.com/
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