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Ent 1 ® Oral use
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2 milliards/5 ml, suspension buvable / 2 billion/5 ml oral suspension o
Spores de Bacillus clausii polyantibio-résistantes/Spores of poly-antibiotic resistant Bacillus clausii SANOFI| v
—

BEFORE TAKING THIS PRODUCT PLEASE READ ALL THE INFORMATION CONTAINED IN THE LEAFLET CAREFULLY
This is o medicinal product for selfmedication that you can use fo treat mild, transitory distutbances that are easily recognisable and resolvable without needing fo seek medical advice.
It can therefore be bought without @ prescription, but should be used correcly in order fo guarantee iis efficacy and minimise the undesired effects.
For further information and advice, ask the pharmacist. Seek medical advice if the prob%em does not clear up after a short period of freatment.

In this leaflet:

. What ENTEROGERMINA is and what it is used for
. Before you fake ENTEROGERMINA

. How to take ENTEROGERMINA

. Possible side effects

. How to store ENTEROGERMINA

. Further information

1. WHAT IS ENTEROGERMINA AND WHAT IT IS FOR
Entrogermina support the Balance of beneficial bacteria IN Gastro
Intestinal Tract system.

2. BEFORE YOU TAKE ENTEROGERMINA

If one nofes the presence of corpuscles, that is to say minute paricles, in the bofiles of
ENTEROGERMINA, this does not mean that the product has undergone any changes; they
are just aggregates of the Bacillus clausii spores.

Health education nofes

The intestinal bacterial flora constitutes a true defence barrier against harmful bacteria. Its
balance can be distutbed by infestinal infections, infoxication, alimentary disorders,
changes in diet, the use of anfibiofics. This imbalance makes itself manifest with diarrhoea,
abdominal pain, increased amounts of air in the bowel.

Do not take ENTEROGERMINA

- if you are llergic (hypersensifive) fo the active substance or any of the other ingredients.
Taking other medicines

During therapy with antibiofics, ENTEROGERMINA should be administered in the inferval
between one dose of antibiofic and the next.

There are no known medicinal products or foods that can modify the effect of
ENTEROGERMINA.

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

Pregnancy and breastfeeding

ENTEROGERMINA may be used during pregnancy and while breastfeeding.

3. HOW TO TAKE ENTEROGERMINA

O~ whN —

Dosage

Adults: 2 - 3 botfles per day.
Children: 1 -2 boiles per day.
Babies: 1 -2 botiles per day.

Importont:  do not exceed the recommended doses without first consuliing @ doctor.
Method and route of administration

This product is for oral use only. Do not inject or administer in any other way

The bottle should be shaken before use. To open the boftle, twist the upper part and break off.
Swallow the content of the bottle as it is or dilute it in water or some other beverage [e. g.
milk, tea, orange juice].

Once opened, the product should be used within a short space of fime fo avoid pollution of
he suspension.

Frequency of administration

Take ENTEROGERMINA at regular infervals during the day.

Consult your docor if the problem continues fo reoccur or if you have noted any recent
change in ifs characterisfics.

Duration of treatment

Important: use only for short periods of freatment.

If you take more ENTEROGERMINA than you should

Excessive doses of ENTEROGERMINA do not normally produce any sideeffects. | is best,
however, fo stick fo the recommended doses.

If you forget to take ENTEROGERMINA

There are no particular problems. It should be remembered, however, that correct and
regular adminisiration cids the therapeuic effect.

If you stop taking ENTEROGERMINA

No particular problems have been reported, apart from @ lack of therapeufic effect.

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

4, POSSIBLE SIDE EFFECTS

L}!ke all medicines, ENTEROGERMINA can cause side effects, although not everybody gefs
them.

Hypersensitivity reactions including rash and urficaria have been reported in postmarketing
experience.

Following the instructions given on this package leaflet reduces the risk of undesired effects.
I any of the undesired effects gsis serious, or if you nofice any undesired effects not listed
in this leaflet, please tell your doctor or pharmacist.

5. HOW TO STORE ENTEROGERMINA

Store at a temperature no higher than 30° C.

Shelf life: see the expiry date printed on the package.

Important: do not use the product affer the “use by" date indicated on the container. This
date refers to the product in its original unopened packaging, correctly stored.

KEEP THE MEDICINE OUT OF THE REACH AND SIGHT OF CHILDREN
Medicines should not be disposed of via wastewater or household waste. Ask your
pharmacist how fo dispose of medicines no longer required. These measures will help fo
profect the environment.

It is important fo always have the information regarding the medicine af hand, so keep both
the packet and the package leafle.

6. FURTHER INFORMATION

What ENTEROGERMINA contains

- The active substance is: spores of poly-antibiofic resistant* Bacillus clausii.

Each botfle contains 2 billion spores of poly-antibiofic resistant* Bacillus clausii.

- The other ingredient is: purified water.

* "Poly-aniibiofic resistani” means resistant fo @ cerfain number of anfibiofics. This is an
exiremely important characteristic of ENTEROGERMINA, which makes it possible fo take it
even during freatment with anfibiofics, with the aim of preventing imbalance of the infesfinal
flora caused by the antibiofics themselves (penicillins, cephalosporins, fefracyclines,
macrolides, aminoglycosides, novobiocin, chloramphenicol, thiamphenicol, lincomycin,
isoniazid, cycloserine, rifampicin, nalidixic acid and pipemidic acid).

Contents of the pack

Boxes containing 10 or 20 5milllirre botles.

Not all pack sizes may be markefed.

Marketing Authorisation Holder

sanofi-aventis S.p.A. - Vidle L. Bodio, 37/b - 20158 Milan [lialy)

Manufacturer

sanofi-aventis S.p.A.

Viale Evropa, 11 - Origgio VA) - lialy

This leaflet was last approved in

February 2010.
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KSA_Pharmacovigilance@sanofi.com

National Pharmacovigilance & Drug Safety Centre (NPC)
Fax: 00966-11-205-7662
Tall free phone: 8002490000

E-mail: npe.drug@sfda.govsa .sa
Website: www.sfda.govsa/npe
Sanofi Pharmacovigilance:

KSA_Pharmacovigilance@sanofi.com
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