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Package leaflet: Information for the patient

Fosfinex® 3 g granules for oral solution
Fosfomycin trometamol

Read all of this leaflet carefully before you start taking this medicine because it contains
important information for you.

«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 only. Do not pass it on to others. It may harm
them, even if their signs of illness are the same as yours.

« If you get any side effects, talk to your doctor or pharmacist. This includes any possible
side effects not listed in this leaflet. See section 4.

What is in this leaflet

1. What Fosfinex®is and what it is used for

2. What you need to know before you take Fosfinex®

3. How to take Fosfinex®

4. Possible side effects

5. How to store Fosfinex®

Fosfinex® contains the active substance Fosfomycin trometamol that belong to the group of
medicines named antibiotics used to treat bacterial infections.

This medicine is used for the treatment and prophylaxis (after surgery or trans-urethral
diagnostic maneuvers) of acute uncomplicated lower urinary tract infections caused by
Fosfomycin-susceptible microorganisms.

2-What you need to know before you take Fosinex ®

Do not take Fosfinex®:

-Ifyouareallergic(hypersensitive)to Fosfomycin trometamol, orany of the otheringredients of
this medicine(listed in section 6).

- If you have a severe renal disease.

- If you are undergoing hemodialysis.

- Children younger than 12 years of age.

Warnings and precautions

Talk to your doctor or pharmacist before taking Fosfinex®.

- Before beginning the treatment with Fosfinex®, please take into consideration whether inthe
past you suffered from allergic reactions to Fosfomycin.

-If2 or 3 days after the treatment with Fosfinex® some local symptoms persist, it does not
meanatherapeutic failure, it could probably be a consequence of the inflammation process(see
How to take Fosfinex®).

-Food may delay oral absorption of Fosfmycin trometamol, see below.

Other medicines and Fosfinex®

Tellyour doctor or pharmacist if you are taking, have recently taken or might take use any
medicines.

Simultaneous co-administration with Metoclopramide (medicine used to treat nauses
and vomiling) may reduce the antibiotic effect of Fosfomycin.

Although no more cases of interaction have been reported, medicines that increase the
movement of the stomach or intestines (like bethanechol, cisapride, domperidone and
laxatives may also reduce the effect of the antibiotic.

Use of Fosfinex © with food, drink and alcohol

Itis recommended to take the medicine on an empty stomach, either 1Thour before eating food
or 2 hours after eating them, since this can delay the absorption of Fosfomycin trometamol.
Pregnancy and breast-feeding

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

Fosfinex ®should be administered to pregnant or breast-feeding women only if the doctor
considers that the benefit/risk balance is favorable.

Driving and using machines

No effects on the ability to drive or use machines have been reported.
Fosfinex®contains sucrose

This medicine 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 Fosfinex®

Always take this medicine exactly as your doctor or pharmacist has told you. Do not forget to
take the medicine. Your doctor will tell you the duration of the treatment with Fosfinex®. Check
with your doctor or pharmacist if you are not sure.

The content of the sachet should be dissolved in a half glass of water and drink it preferably
before the night resting, after voiding the bladder. Do not administer in its dry form or mix
with hot water.

Posology

Adults:

Inthe treatment of acute infections of the lower urinary tract caused by germs susceptible to
Fosfomycin, the dosage is 1sachet of Fosfinex®in a single dose.

Inthe prevention of urinary infections after surgery and trans-urethral diagnosis(trans-urethral
diagnostic maneuvers), the normal dose is 1sachet of Fosfinex © three hours before, and
another sachet 24 hours after surgery.

Elderly patients and other clinical situations

Inelderly patients, or in other cases(for instance, bed-ridden patients), 2 sachets of Fosfinex®
can be necessary, administered at a 24 hiinterval.

Patients with renal insufficiency

For patients with mild to moderate renal insufficiency, dose adjustments are not needed.
If you take more Fosfinex © than you should

In case of accidental intoxication, urinary excretion of the active ingredient

should be encouraged by the administration of fluids.

If you forget to take Fosfinex®

Do not take a double dose to make up for a forgotten sachet.

If you forget to take your corresponding dose, take it as soon as you realize of it. However, if the
time of the next intake is very close, omit the forgotten dose and take the next dose at your usual
time.

If you have any further questions on the use of this medicine, ask your doctor or pharmacist.
If you stop taking Fosfinex®

Do not interrupt the treatment before your consult with your doctor,since the treament
will not have the expected effect.

4-Possible side effects

Like allmedicines, this medicine can cause side effects, although not everybody gets them.

Common side effects (may affect up to 1in 10 people):

-Digestive problems such as, vomiting, diarrhea, dyspepsia (sensation of fullness with

gastric acidity)and nausea.

Rare side effects (may affect up to 1in 1000 people):

-Skin reactions such as exanthema(cutaneous rash), urticaria(reddish blisters with itching),

angioedema (swelling of the skin) and anaphylaxis (severe allergic or hypersensitivity

reactions).In this case, ask your doctor or pharmacist, since you can take amedicine that may

make disappear this side effect and should not have to discontinue Fosfomycin treatment.

-Slightincrease in the count of eosinophilic leukocytes and platelets(blood cells)as well as
some mild petechial reaction (small red points in the skin) and aplastic anemia

(reduction of red blood cells).

Other effects that have been reported, and which frequency cannot be estimated from

the available data, include:

-Visual impairments, inappetence, phlebitis (formation of thrombi in veins), dyspnea

(problems while breathing), bronchospasm(severe difficulty to breath)and cephalea(headache).

-Hepatic changes due toatransient increase in the hepatic enzymes of the liver(transaminases),

-Super infections from resistant bacteria.

Reporting of side effects

If you get any side effects, talk to your doctor or pharmacist. This includes any possible side

effects not listed in this leaflet.

You canalso report side effects directly via the national reporting system listed in Appendix V.

By reporting side effects you can help provide more information on the safety of this medicine.

Store below 30°C.

Keep away from light & moisture.

The reconstituted solution should be used immediately.

Keep this medicine out of the sight and reach of children.

Do not use Fosfinex® after the expiry date which is stated on the carton and the sachet after

EXP. The expiry date refers to the last day of that month.

Do not throw away any medicines viawastewater or household waste. Ask your pharmacist how

to throw away medicines you no longer use. These measures will help protect the environment.

ROUGINE

PHARMACEUTICAL

Manufactured by Rougine Pharmaceutical Co.
Kaveh Special Economic Zone - Iran




