
Serious side effects
Refer to your doctor immediately if you notice any of these serious side effects:
∙ Allergic reactions which might include symptoms of rash, hives, swelling of the lips, 

tongue or face or sudden difficulty breathing.
∙ Severe skin reactions which might include symptoms of skin rash, blistering, or mouth 

ulcers.
∙ Severe infections or sepsis (a potentially life-threatening type of infection) which might 

include symptoms of high fever, shaking, chills, reduced urine flow, or confusion.
∙ Serious liver disease which might include symptoms of yellowing of the skin or the 

whites of the eyes, darker urine than usual, unexplained nausea and vomiting or 
abdominal pain.
∙ Inflammation of the lungs which might include symptoms of shortness of breath or 

persistent cough.
∙ Inflammation of the pancreas which might include symptoms of severe pain in the 

upper abdominal area that may also be felt in the back, nausea, or vomiting.
Additional side effects can occur at the following frequencies
Very common side effects (may affect more than 1 in 10 people):
- Headache
- Diarrhea, nausea
- Increased ALT values (increase in the blood levels of certain liver enzymes), 

demonstrated in blood tests
- Decreased hair density
Common side effects (may affect up to 1 in 10 people):
- Flu, upper respiratory tract infection, urinary tract infection, bronchitis, sinusitis, 

sore throat and discomfort when swallowing, bladder infection, gastrointestinal viral 
infection, oral herpes, tooth infection, laryngitis, fungal infection in the leg

- Lab values: reduced red blood cell count (anemia), changes in liver function test 
results and white blood cell count (see section 2), as well as an increase in muscle 
enzyme (creatine phosphokinase) have been observed

- Moderate allergic reactions
- Feeling anxious
- Paresthesia (pins and needles), feeling weak, numbness, tingling or pain in the lower 

back or leg; numbness, burning, tingling or pain in the palms and fingers (carpal 
tunnel syndrome)

- Palpitations
- Increased blood pressure
- Nausea (vomiting), toothache, upper abdominal pain
- Rash, acne
- Tendon, joint, bone pain, muscle pain (musculoskeletal pain)
- Urge to urinate more frequently than usual
- Heavy menstrual bleeding
- Pain
- Lack of energy or feeling weak
- Weight loss
Uncommon side effects (may affect up to 1 in 100 people):
- Decreased number of platelets (thrombocytopenia)
- Increased sensation or increased sensitivity, especially of the skin, stabbing or 

throbbing pain along one or more nerve paths, nerve problems in the arms or legs 
(peripheral neuropathy)

- Nail disorders
- Post-traumatic pain
Side effects with unknown frequency (effects with a frequency that has not yet 
been determined):
- Severe infections (including sepsis)
- Severe allergic reactions (including anaphylactic shock)
- Pulmonary reaction (interstitial lung disease)
- Inflammation of the liver, pancreas, or mouth/lips
- Severe skin reactions
- Abnormal fat (lipid) levels in the blood
- Psoriasis
If a side effect occurs, if one of the side effects worsens or if you suffer from a 
side effect not mentioned in this leaflet, consult with the doctor.
Side effects can be reported to the Ministry of Health by clicking on the link 
“Report Side Effects of Drug Treatment” found on the Ministry of Health homepage  
(www.health.gov.il) that directs you to the online form for reporting side effects, or 
by entering the link:   
/https://sideeffects.health.gov.il

5. HOW SHOULD THE MEDICINE BE STORED?
Avoid poisoning! This medicine and any other medicine should be kept in a safe place 
out of the reach and sight of children and/or infants in order to avoid poisoning. Do 
not induce vomiting unless explicitly instructed to do so by the doctor.
Do not use the medicine after the expiry date (Exp. Date) that appears on the package. 
The expiry date refers to the last day of that month.
Storage conditions
Store in the original package. Store at a temperature below 30°C.
Do not discard any medicine via waste water or household waste.
Ask your pharmacist how to throw away medicines you no longer use. These measures 
will help protect the environment.
6. FURTHER INFORMATION
In addition to the active ingredient, the medicine also contains:
Lactose monohydrate, maize starch, microcrystalline cellulose, sodium starch glycolate 
(Type A), hydroxypropylcellulose, magnesium stearate, hypromellose, titanium dioxide 
(E171), talc, macrogol, indigo carmine aluminum lake (E132).
What the medicine looks like and the contents of the package:
Film-coated, light-blue, pentagon-shaped tablets, with an embossment on one side 
(‘14’) and the company logo engraved on the other side.
Pack: 5 or 28 film-coated tablets. Not all pack sizes may be marketed.
Registration Holder and Importer: sanofi-aventis Israel ltd., 10 Beni Gaon Street, 
P.O.B. 8090, Netanya 4250499
Manufacturer: Sanofi Winthrop Industrie, Compiegne, France
This leaflet does not contain all the information about your medicine. If you have any 
questions or are not sure about anything, please ask your doctor.
Registration number of the medicine in the National Drug Registry of the Ministry of 
Health: 151-36-33946
The format of this leaflet was determined by the Ministry of Health and its content 
was checked and approved by the Ministry of Health in February 2016, and updated 
in accordance with the Ministry of Health guidelines in January 2020.






