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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986
This medicine can be sold with a doctor’s prescription only

KETOSPRAY 10%
Dermal Spray

Composition:
Active ingredient:
1 gram of solution contains: Ketoprofen 100 mg

Each spray dose (0.2 ml) contains: Ketoprofen 20 mg
The product contains 2.5% alcohol.

Read this entire leaflet carefully before you start taking this
medicine.This leaflet contains concise information about the
medicine. If you have any further questions, refer to your doctor
or pharmacist.

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

Ketospray is intended for use in adults and adolscents over 12
years.

Therapeutic group: Ketospray is a medicine of the non-
steroidal anti-inflammatory drugs (NSAIDs) class.

What is the medicine used for?

Ketospray is a spray for local use on the skin. Ketospray
contains an active ingredient named ketoprofen. This active
ingredient belongs to the group of medicines named NSAID.
This active ingredient has anti-inflammatory and pain relieving
attributes. Ketospray is given for local treatment of pains caused
by trauma (e.g. sport injuries), such as injuries, strains, sprains,
local hematomas, joint and muscle pains and lower back pains.

Before using this medicine

Do not use this medicine if:

« Do not use this medicine if you have a known sensitivity
to any of the medicines ingredients.

o Do not use this medicine if you have ever experienced
an allergic reaction to aspirin, to other anti-inflammatory
products (e.g. NSAIDs such as ketoprofen and ibuprofen),
to fenofibrate, to tiaprofenic acid, to UV blockers, to
different perfumes, to products containing octocrylene
(an ingredient present in cosmetic and hygiene products
such as: shampoo, aftershave, creams, lipstick etc.) or
when these products caused symptoms of asthma, nasal
polyps, allergic rhinitis or irritation and inflammations of
the skin.

o Asensitivity reaction to sun or UV light appears.

« Do not use this medicine in children under 12 years.

o Do not use this medicine if you are in the last trimester of
pregnancy.

Special warnings regarding the use of this medicine:
o Before treatment with this medicine inform your doctor if you
suffer or have suffered in the past from impaired function
of the respiratory tract (e.g. asthma); the gastrointestinal

tract (e.g. ulcer); the kidney/urinary tract; the heart and/or
vascular system; the blood system (e.g. coagulation etc.)
and the liver.

o Do not cover the treated area with a sealed dressing.

o Do not use Ketospray on sensitive skin such as mucous
membranes (as the mouth, genitals and anus) or the eyes.

o Do not use Ketospray on damaged skin such as: eczema
(an itching rash with scales) or acne, infectious skin or open
wounds.

o This medicine may cause acute sensitivity upon
exposure to the sun: therefore, avoid exposure to
the sun during the treatment and for two weeks after
discontinuation of the treatment (including solarium
treatments and exposure to UV rays) and take care to
use appropriate protection such as: long clothes, a hat,
sunscreen etc.

o Wash your hands thoroughly after use, unless your hands
were the treated area.

e Do not exceed the recommended treatment duration,
because the danger of developing side effects such as
dermatitis or sensitivity to light increases as the duration
of the treatment gets longer.

o Patients suffering from asthma, chronic diseases of the
respiratory system (such as bronchitis), hay fever and
allergic rhinitis are more likely to develop asthma attacks,
swelling of the face or urticaria following use of aspirin
and/or other anti-inflammatory non-steroidal medicines
(NSAIDs).

o Stop the treatment immediately if you have a skin reaction
following the use of Ketospray.

Children
Safety and efficacy in children have not been proved, therefore
do not use this medicine in children under the age of 12 years.

Tell your doctor or pharmacist if you are taking or

have recently taken any other medicines, including non-
prescription drugs and nutrition supplements.

Especially inform your doctor or pharmacist if you are taking:
anticoagulants (such as: coumarin derivatives)

Pregnancy and breastfeeding

If you are pregnant, think you are pregnant, planning to become
pregnant or breastfeeding, do not use this medicine before
consulting a doctor.

Do not use Ketospray if you are in the last trimester of pregnancy
Itis not recommended to use Ketospray if you are in the first or
second trimester of pregnancy.

It is not recommended to use Ketospray during breastfeeding
because small amounts might be transferred into the milk.

Driving and operating machinery
There is no expected effect on driving or operating machinery.

Ketospray contains Propylene glycol
Propylene glycol may cause skin irritation.

How to use this medicine

Always use according to doctors’s instructions. Check with your
doctor or pharmacist if you are not sure.

The dosage and administration will be determined by the doctor
only. Do not exceed the recommended dose.

®

Recommended dosage for adults and adolescents above 12

years of age is:

The number of sprays of the medicine is according to the treated

area, three times within 24 hours:

o Forasmall organ such as a finger or toe — two sprays

e For a medium size organ such as an ankle or wrist — four
sprays

o Foralarge organ such as a shoulder, knee or back — up to
six sprays

o Do not cover the treated area with a sealed dressing.

o Do not spray more than 18 sprays within 24 hours.

o After each 1-2 sprays, absorb the medicine into the skin by
spreading it on the required area and wait for the skin to dry.

e Wash your hands after use, unless your hands are the
treated area.

o Discontinue treatment once symptoms disappear (e.g.:
pain and swelling), this usually occurs after approximately
seven days of treatment.

o If there is no improvement in your condition within seven
days refer to your doctor again.

If you have accidentally taken an higher dosage or
if a child has accidentally swallowed the medicine,
proceed immediately to a doctor or hospital emergency room
and bring the package of the medicine with you. Because
Ketospray is given as local treatment, absorption into the blood
circulation is low and signs of poisoning due to an overdose
are unlikely.

If you forget to take this medicine at the specified
time, do not take a double dose next time. Continue with the
treatment as recommended by your doctor.

If you have any further questions regarding the use of this
medicine, consult to your doctor or pharmacist.

Side effects:

Like all medicines, Ketospray can cause side effects, although
not everybody gets them. Do not be alarmed while reading the
list of side effects, you may not suffer from any of them.

Appear commonly:
o Local skin irritation (such as: redness, itching, eczema that

can spread over the body and a burning sensation of the
skin)

Appear rarely:

o Sensitivity to the sun and to light (photosensitivity), hives-
like rash.

o More severe reactions of skin irritations such as: skin rash
with blisters or fistulas which may spread.

Appear very rarely:

o Worsening of an existing renal insufficiency.

Appear at unknown frequency:

o Allergic reactions that may lead to breathing difficulties
and/or may be severe (anaphylactic shock), angioedema,
symptoms of hypersensitivity.

When used on large areas for a prolonged period of time,
absorption into the blood system may occur. In this case, side
effects which are typical to oral administration may appear,
mainly in the digestive system (rare).

If any of the side effects appears or worsens or if you experience

@»

side effects not mentioned in this leaflet, consult your doctor.

How to store the medicine

o Avoid poisoning! This medicine, and all other medicines,
must be stored in a safe place out of the reach of children
and/or infants, to avoid poisoning. Do not induce vomiting
unless explicitly instructed to do so by your doctor.

« Do not take medicines in the dark! Check the label and the
dose each time you take your medicine. Wear glasses if
you need them.

« Do not use the medicine after the expiry date (exp. date)
stated on the package. The expiry date refers to the last day
of that month.

« Store in a cool place, below 25°C.

« Store in the original package and protect from light.

o Use this medicine within 12 months from first opening the
package.

Additional information

« In addition to the active ingredient Ketoprofen,
this medicine also contains:
Propylene Glycol, Isopropyl Alcohol, Soy bean Lecithin,
Ethanol anhydrous, Sodium dihydrogen phosphate
dihydrate, Disodium Phosphate dodecahydrate, Sodium
Hydroxide, Peppermint Oil, Purified Water.

« What the medicine looks like and contents of the
pack: Ketospray contains spray for local use on the skin
only, in a brown glass bottle with a button to release the
spray and a cap. Comes in packs of 12.5 gr and 25 gr.

« Registration holder: Megapharm Ltd., P.0.B. 519, Hod
Hasharon 4510501

« Manufacturer:
Pharbil Waltrop GmbH, Germany
For: CYATHUS Exquirere Pharmafoschungs GmbH
Rudolfsplatz 2/1/8, AT — 1010 Wien, AUSTRIA

o This leaflet was checked and approved by the Ministry of
Health in February 2013.

o Drug registration number at the national
medicines registry of the Ministry of Health:
144 45 33067 00

Ketospray PIL PB0413-04
KET PIL 092013 p.2
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Propylene GchoI Isopropyl Alcohol, Soy bean Lecithin,
ethanol anhydrous, ~ Sodium dlhydrogen phosphate
dihydrate, Disodium Phosphate dodecahydrate, Sodium
Hydroxide, Peppermint Oil, Purified Water
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