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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS' REGULATIONS (PREPARATIONS) - 1986

The medicine is dispensed with a doctor's prescription only

Profenid 100 mg suppositories
For rectal administration

Profenid 50 mg capsules
For oral administration SANOFI ‘j

Active ingredient and its quantity:

Each suppository for rectal administration contains:
Ketoprofen 100 mg

Each capsule for oral administration contains:
Ketoprofen 50 mg

Inactive ingredients - see section 6

Read this leaflet carefully in its entirety before using
the medicine.

Keep this leaflet; you may need to read it again.

This leaflet contains concise information about the medicine.
If you have further questions, refer to the doctor or
pharmacist.

This medicine has been prescribed for your treatment. Do not
pass it on to others. It may harm them even if it seems to you
that their medical condition is similar.

If aside effects worsens or if a side effect not mentioned in this
leaflet occurs, please refer to a doctor or pharmacist.

1. WHAT IS THE MEDICINE INTENDED FOR?

The medicine is used as an anti-inflammatory,
anti-rheumatic or analgesic agent.

Therapeutic group: Profenid contains the active
ingredient ketoprofen, which belongs to the non-steroidal
anti-inflammatory drugs (NSAIDs) group of medicines.

2. BEFORE USING THE MEDICINE:

Do not use the preparation if:

* You are after the fifth month of pregnancy (24 weeks
from the last menstruation). See section Pregnancy and
breastfeeding.

* You have a known sensitivity to ketoprofen or to any of
the other ingredients of the medicine (see section 6).

* You have suffered in the past from an allergic reaction, e.g.,
bronchospasm, asthma, allergic rhinitis, allergic rash or
another allergic reaction to ketoprofen, aspirin, salicylates
or other non-steroidal anti-inflammatory preparations.
Severe allergic reactions that, rarely, can be fatal, have
been reported in patients with such a medical history.

* You suffer from bleeding (such as gastrointestinal or
vascular bleeding).

* You suffer from severe impairment of liver/kidney
function.

* You suffer, or have suffered in the past, from an active
ulcer or recurrent gastrointestinal bleeding.

* You suffered in the past from gastrointestinal bleeding or
ulcers related to taking non-steroidal anti-inflammatory
preparations.

* You suffer from severe heart failure or heart function
problems.

* Do not use in children under 15 years of age.

* For the suppositories dosage form - if you are currently
suffering or have recently suffered from rectal bleeding,
hemorrhoids or sores/inflammation in the anal area.

Special warnings regarding use of the medicine:
« Before treatment with the medicine, tell the doctor if:
* You are suffering, or have suffered in the past, from
impaired function of:
* The respiratory system (e.g., asthma) or nasal polyps,
chronic rhinitis, chronic sinusitis
. ]Ihe he)art and/or blood vessels (hypertension and/or heart
ailure
* Stroke or stroke risk factors (e.g., high blood pressure,
diabetes, high cholesterol or smoking)
* The liver
* The kidney/urinary system or from fluid retention
* The gastrointestinal system (e.g., ulcers, bleeding, chronic
inflammation of the intestine, e.g., Crohn's disease or
ulcerative colitis)
* The blood system (e.g., blood clotting problems or taking
anticoagulants)
* You suffer from:
* Diabetes
o Sensitivity to light or if you have suffered in the past

from a skin reaction upon exposure to the sun or UV
rays (tanning beds).
Systemic lupus erythematosus or an autoimmune disease
(mixed connective tissue disorders).
Sugar tolerance problems (the capsules contain lactose).
This medicine contains a non-steroidal anti-inflammatory
agent: ketoprofen. Do not use this medicine while taking
another medicine that contains a non-steroidal anti-
inflammatory agent and/or aspirin. Read the leaflet of
the other preparations you are taking in order to confirm
this.

Medicines such as Profenid may increase the risk of a

heart attack or a stroke. The risk increases with increase

in dosage and duration of treatment. Do not exceed the
dosage and duration of treatment prescribed for you.

Elderly patients have a greater risk for the occurrence

of side effects, mainly gastrointestinal bleeding, ulcers

and perforation of the intestinal or stomach wall. In
these patients, kidney, liver and heart function should
be monitored and the dosage lowered.

If bleeding or an ulcer occur during the course of

treatment with Profenid, stop treatment with the

medicine immediately!

For women: The medicine may impair fertility. Do not use

this medicine if you are trying to become pregnant, are

having difficulties becoming pregnant or are undergoing
fertility treatments.

If, during treatment, you experience symptoms of

inflammation or exacerbation of symptoms you are

suffering from, notify the doctor. As with any medicine
in the NSAID group, ketoprofen can mask symptoms of
infection (e.g., fever).

01 If you are taking, or have recently taken, other medicines,

including non-prescription medicines and nutritional

supplements, tell the doctor or pharmacist. It is especially
important to inform the doctor or the pharmacist if you
are taking:

* Salicylates or non-steroidal anti-inflammatory preparations
(e.g., aspirin and ibuprofen)

* Diuretics

* Antihypertensives and heart medicines such as beta blockers
(propranolol), ACE inhibitors and angiotensin Il receptor
antagonists

* Anticoagulants (e.g., ticlopidine, clopidogrel, tirofiban,
heparin, warfarin), and thrombolytic preparations (e.g.,
streptokinase, alteplase, reteplase or tenecteplase)

* Certain medicines for treatment of infections - trimethoprim,
sulfonamides, and quinolone antibiotics (e.g., ciprofloxacin,
levofloxacin, ofloxacin)

* SSRI-type medicines for treatment of depression (e.g.,
fluoxetine, sertraline, citalopram, paroxetine)

* Corticosteroids - for treatment of inflammations (e.g.,
hydrocortisone, betamethasone or prednisolone)

e Ciclosporin or tacrolimus (given after an organ
transplantation)

* Mifepristone - used to terminate pregnancy. Do not take
Profenid for 8-12 days after taking Mifepristone

o Lithium (for treatment of depression)

* Methotrexate (used to treat some types of cancer and
psoriasis)

* Pentoxifylline (to improve blood circulation)

* Probenecid (for treatment of gout)

* Potassium salts

* Pemetrexed (for treatment of cancer)

* Hydantoin

* Deferasirox (for treatment of iron overload)

0 Pregnancy and breastfeeding

Do not take this medicine if you are pregnant, may become

pregnant or think that you are pregnant.

Do not breastfeed while using Profenid, as small quantities

of the medicine may pass into the breast milk.

If you are pregnant or breastfeeding, consult the doctor or

pharmacist before using any medicine.

0l Driving and use of machines

Do not drive or operate dangerous machines if, while using the

medicine, you feel drowsy, dizzy, faint, blurred vision or if you

may suffer from convulsions (see Side Effects section).

0 Important information regarding some of the ingredients

of the medicine

Profenid capsules contain lactose. If you have been told by

a doctor that you have a problem tolerating sugars, consult

with the doctor before taking the medicine.

3. HOW SHOULD YOU USE THE MEDICINE?

Always use according to the doctor’s instructions. Check with

the doctor or pharmacist if you are uncertain.

The dosage and treatment regimen will be determined by the

doctor only. Do not exceed the recommended dose.

Do not induce vomiting unless explicitly instructed to do so

by the doctor!

This medicine is not intended for children under 15 years

of age.

Suppositories intended for rectal use:

Do not swallow! This medicine is intended for rectal use only.

Directions for use:

1.First, wash your hands thoroughly. Remove the wrapper
from the suppository and moisten a hit with water.

Lie on your side. Insert the suppository as deeply as you
can into the rectum, with the aid of your finger. If the
suppository is too soft to insert, chill it in the refrigerator
for 30 minutes or run cold water over it before removing
it from the wrapper.

2.Wash your hands after inserting the suppository.

Oral capsules:

Swallow the medicine whole with a glass of water.

Take the medicine with or immediately after a meal.

Do not crush or chew the capsule.

Tests and follow-up

* During treatment with this medicine, there may be a need
to perform blood and urine tests, liver, kidney and heart
function tests.

* If you are due to undergo surgery (including dental), inform
the doctor that you are taking this medicine.

* Inform the doctor if you are due to have laboratory tests,
as treatment with this medicine may affect the results.

If you took an overdose or if a child has accidentally

swallowed the medicine, proceed immediately to a hospital

emergency room and bring the package of the medicine with

you. You may experience the following effects: drowsiness,

stomach pain, vomiting, feeling faint due to low blood pressure,

difficulty breathing, wheezing, tightness in the chest or blood

in the stools.

If you forget to take the medicine at the required time,

take it as soon as you remember. But, if it is almost time for

the next dose, skip the forgotten dose. Do not take a double

dose to compensate for a forgotten dose.

Adhere to the treatment regimen recommended by the

doctor.

Even if there is an improvement in your health, do not

discontinue treatment with the medicine without consulting

the doctor or pharmacist.

Do not take medicines in the dark! Check the label and the dose

each time you take medicine. Wear glasses if you need them.

If you have further questions regarding use of the medicine,

consult the doctor or pharmacist.

4. SIDE EFFECTS:
As with any medicine, use of Profenid may cause side effects
in some users. Do not be alarmed when reading the list of
side effects. You may not suffer from any of them.
Medicines such as Profenid can increase the risk of a heart
attack or a stroke.
Generally, the frequency of side effects is ranked as follows:
Very common (occurring in more than 1in 10 users)
Common (occurring in 1-10 in 100 users)
Uncommon (occurring in 1-10 in 1,000 users)
Rare (occurring in 1-10 in 10,000 users)
Very rare (occurring in less than 1in 10,000 users)
Frequency unknown (the frequency cannot be estimated from
the available data)
If the following effects occur, stop treatment and refer to the
doctor or proceed to an emergency room immediately:
Allergic reactions that may occur are:
- Skin reactions
° Uncommon: skin rash, tingling, itching
° Frequency unknown: allergic rash, exacerbation of
chronic allergic rash
- Respiratory reactions
° Rare: asthma attack
° Frequency unknown: allergic rhinitis, difficulty breathing,
mainly in patients allergic to aspirin or to non-steroidal
anti-inflammatory preparations
- General reactions
o Frequency unknown: sudden swelling of the face and
neck (angioedema), allergy-induced shock
The following effects may also occur:
- Gastrointestinal reactions
° Frequency unknown: gastrointestinal bleeding, perforation
of the gastrointestinal wall (see Warnings section). These
effects usually occur when taking a high dosage of the
medicine or in prolonged use of the medicine
- Skin reactions
° Frequency unknown: skin reaction upon exposure to the
sun or UV rays (tanning bed), peeling of the skin that can
spread rapidly over the entire body
If the following effects occur, notify the doctor:
- Gastrointestinal reactions
° Common: nausea, vomiting, digestion problems,
abdominal pain
e Uncommon: diarrhea, constipation, flatulence,
inflammation of the stomach
o Rare: inflammation in the mouth, gastrointestinal ulcers,
inflammation of the colon (colitis)
° Frequency unknown: severe bowel inflammation,
Crohn’s disease
- Neurological reactions
° Uncommon: headache, dizziness, sleepiness
o Rare: tingling sensation
e Frequency unknown: convulsions, mood disorders, taste
disorders
- Ear reactions
° Rare: ringing in the ears
- Eye reactions
o Rare: vision problems (blurred vision)
- Heart-related reactions
° Uncommon: edema
o Frequency unknown: high blood pressure, heart failure,
vasodilation
- Skin reactions
o Frequency unknown: loss of body or scalp hair
- General reactions
° Uncommon: tiredness
o Rare: weight gain
- Changes in laboratory test results
° Blood tests
* Rare: anemia due to bleeding, decrease in the number
of white blood cells
* Frequency unknown: significant decrease in the
number of certain white blood cells that can lead to
severe infection, decrease in platelets, inadequate bone
marrow activity
o Liver function tests
* Rare: increase in liver enzymes, liver disease, increase
in bilirubin
o Kidney function tests
* Frequency unknown: increased potassium levels, kidney
disease, kidney function problems
- Local effects associated with the dosage form (for rectal
suppositories): rectal irritation such as a burning sensation.
This effect occurs at a higher frequency with prolonged
treatment, with high frequency of treatment and at high
dosages.
In the event that you experience any side effects not mentioned
in the leaflet, or if there is a change in your general health,
consult with the doctor immediately.
Side effects and drug interactions in children and infants:
Parents must notify the attending doctor of any side effect and
of any additional medicine being given to the child!
See above for details of side effects and special drug
interactions.
If any of the side effects worsen, or if you suffer from a side
effect not mentioned in this leaflet, consult the doctor.
5. HOW SHOULD THE MEDICINE BE STORED?
Avoid poisoning!
This medicine and all other medicines must be kept in a safe
place out of the reach of children and/or infants to avoid
poisoning.
Do not use the medicine after the expiry date (exp. date) that
appears on the carton. The expiry date refers to the last day
of that month.
Storage conditions:
Store at a temperature below 25°C.
Store in the original package; do not store different medicines
in the same package.

6. FURTHER INFORMATION:
In addition to the active ingredient, the medicine also contains
the following inactive ingredients:

Profenid 100 mg suppositories for rectal administration:
Hard fat, Hydrophobic silica colloidal anhydrous

Profenid 50 mg capsules for oral administration:

Lactose monohydrate, Magnesium stearate, Titanium dioxide
(E171), Gelatin, Iron oxide yellow (E172).

Each capsule contains 93 mg lactose monohydrate.

What does the medicine look like and what are the contents
of the package:

Profenid 100 mg suppositories for rectal administration: White-
cream-colored suppositories packaged in a blister tray.
Profenid 50 mg capsules for oral administration: Yellow
capsules that contain white powder, packaged in a blister
tray.

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.

License holder: sanofi-aventis Israel Itd., Address: P.0.B. 8090,
Netanya 4250499.

Manufacturer:

Suppositories: Unither Liquid Manufacturing, France.
Capsules: Famar Healthcare Services Madrid, S.A.U, Spain.
This leaflet was checked and approved by the Ministry of
Health in February 2013.

Registration numbers of the medicine in the National Drug
Registry of the Ministry of Health:
Profenid 100 mg suppositories:
Profenid 50 mg capsules:

034 35 22781
109 50 21745
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