Patient Information Leaflet (PIL)
The dispensing of this medicine requires a doctor's prescription
FosfoClean Granules for Oral Solution
Fosfomycin (as Trometamol)

Read all of this leaflet carefully before you start taking 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 FosfoClean is and what it is used for

What you need to know before you take FosfoClean
How to take FosfoClean

Possible side effects

How to store FosfoClean

Contents of the pack and other further information.
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1. What FosfoClean is and what it is used for
Antibiotic

FosfoClean is intended as a single dose treatment for uncomplicated infection of the bladder in
women and female adolescents.

FosfoClean is used as antibiotic prophylaxis for transrectal prostate biopsy in adult man.

2. Before you take FosfoClean

Do not take FosfoClean:

o If you have known hypersensitivity to the active substance, Fosfomycin trometamol or any of
the other ingredients

o If you have severe renal insufficiency (creatinine clearance below 10 ml/min)

o If you are undergoing Haemodialysis.

Take special care with FosfoClean.Tell your doctor or pharmacists before you take
FosfoClean:

o If you are pregnant or breast-feeding, think you may be pregnant or are planning to get pregnant
o If have suffered in the past from impaired function of the kidneys/urinary system

o If you have renal impairment (creatinine clearance above 10 ml/min)

o If you previously had diarrhea after taking any other antibiotics

o If you have persistent infections of the bladder.

Warnings & Precautions:
This medicine should not be used in children less than 12 years of age.

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. This is especially important for the following drugs: Metoclopramide or
other medicinal products that increase bowel movement, anticoagulants.

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

Taking FosfoClean with foods and drinks
Food may delay the absorption of fosfomycin. Therefore, this medicinal product should be taken
on an empty stomach (2-3 hours before or 2-3 hours after a meal).

Pregnancy and breast-feeding

o If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a
baby, ask your doctor or pharmacist for advice before taking this medicine

o If you are pregnant your doctor will only give you this medicine when it is clearly needed

e Fosfomycin is excreted into human milk at low level after a single dose. Therefore a single
dose of FosfoCleancan be used during breastfeeding.

Children & adolescents
FosfoClean should not be used in children less than 12 years of age.

Driving and using machines.
The use of this medicine may cause dizziness. If you feel dizzy, do not drive or operate machines
or equipment.

Important information about some of the ingredients of FosfoClean that may have
undesirable effects on some patients:

FosfoClean contains:

Sucrose: If you have been told by your doctor that you have intolerance to some sugars, contact
your doctor before taking this medicinal product.

3. How to take FosfoClean
Always take FosfoClean 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

e The dose is according to the physician’s instructions

¢ Do not exceed the recommended dosage

e The recommended doses are:
- For acute uncomplicated bladder infections in women and female adolescents: 1 sachet
- When used as antibiotic prophylaxis for transrectal prostate biopsy: 1 sachet 3 hours prior to

the procedure and 1 sachet 24 hours after the procedure

e Take this medicine by mouth, on an empty stomach (2-3 hours before or 2-3 hours after meal)
preferably before going to bed after emptying the bladder

¢ Dissolve the content of one sachet in a glass of water and drink immediately.

If you take more FosfoClean than you should:
If you accidentally take more than your prescribed dose, contact your doctor or pharmacist.

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

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



Serious side effects; stop using this medicine and contact your doctor immediately if you

develop any of the following symptoms (the frequency of these symptoms is unknown):

¢ Anaphylactic shock, a life threatening type of symptoms include a sudden onset of rash, itching
or hives on the skin and/or shortness of breath, wheezing or difficulty in breathing

e Swelling of the face, lips, tongue or throat with breathing difficulties (angioedema)

e Moderate to severe diarrhea, abdominal cramps, bloody stools, and/or fever may mean that you
have an infection of the large intestine (antibiotic-associated colitis).Do not take medicines
against diarrhea that inhibit the bowel movement (antiperistaltics)

Common: Headache, dizziness, diarrhea, nausea, indigestion, abdominal pain, infection of the
female genital organs (with symptoms like inflammation, irritation, itching)

Uncommon: Vomiting, rash, urticaria, itching, allergic reactions

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 FosfoClean

o Keep out of the reach and sight of children

e Store this medicine at temperature below 25 °C, away from direct sunlight

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

e After you have dissolved FosfoClean in the water, the solution can be stored at room
temperature (below 25°C) for 24 hours.

¢ 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 FosfoClean contains

Active ingredient:

Fosfomycin (as trometamol) 3 g

What FosfoClean looks like and contents of the pack:
FosfoClean is a white to off-white granules with orange and mandarin odor. It is available in a
box of 1 sachet contains 8 g of this medicine.

Marketing Authorisation Holder

Product License 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

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

This leaflet was last revised in March 2021, version number 1401390-0.


http://www.beitjalapharma.com/
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