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Patient Information Leaflet (PIL)

Olfen™ 140 mg Patch
Diclofenac sodium

Read all of this leaflet carefully before you start using this medicine.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor, health care provider or
pharmacist.

- This medicine has been prescribed for you. Do not pass it on to others. It
may harm them, even if their symptoms are the same as yours.

- If any of the side effects gets serious, or if you notice any side effects not
listed in this leaflet, please tell your doctor, health care provider or pharmacist.

In this leaflet:

1. What Olfen™ 140 mg Patch is and what it is used for
2. Before you use Olfen™ 140 mg Patch

3. How to use Olfen™ 140 mg Patch

4. Possible side effects

5. How to store Olfen™ 140 mg Patch

6. Further information

1. What is Olfen™ Patch and when is it used?

Olfen™ 140 mg/140cm? is a self-adhesive patch; it contains diclofenac as the
active substance, a substance with pain-relieving and anti-inflammatory
properties.

Olfen™ Patch is used for the topical treatment of pain, inflammation and
swelling due to sprains, dislocations, bruises and strains.

2. Before you use Olfen™ Patch

Olfen™ Patch must not be used:

- in cases of hypersensitivity to the active substance or to any of the other
listed ingredients (see “What does Olfen™ Patch contain?”)

- in cases of hypersensitivity to other pain-relieving and anti-inflammatory
medicines (e.g. acetylsalicylic acid).

Olfen™ Patch must not be used on open wounds (e.g. grazes, cuts, etc.) or on

eczematous skin.

When caution is needed while using Olfen™ Patch?

Olfen™ Patch must not come into contact with the eyes and mucous mem-

branes.

Tell your doctor or pharmacist if you

- have already used similar products (ointments for rheumatism) and these
have led to allergic reactions,

- are suffering from other illnesses,

- have any allergies or

- are taking or externally using any other medicines (including those purchased
without a prescription).

Olfen™ Patch use during pregnancy or breast-feeding

As a precaution, you should not use Olfen™ Patch during pregnancy and
breast-feeding, unless expressly prescribed by a doctor. Olfen™ Patch must
not be used in the last 3 months of pregnancy.

3. How to use Olfen™ Patch

1 self-adhesive patch is applied to the skin area to be treated twice a day,
morning and evening.

Before use, remove the transparent film that protects the jellylike surface.
The duration of treatment should not be longer than 14 days.

Children

The use of Olfen™ Patch in children has not yet been systematically tested.
Keep to the dosage stated in the package leaflet or prescribed by the doctor.
If you think that the effect of the medicine is too weak or too strong, talk to
your doctor or pharmacist.

4. Possible side effects of Olfen™ Patch

The following side effects may occur when using Olfen™ Patch:

In sensitive patients, itching, redness, swelling or blistering may occur at the
treated area. Very rarely, severe skin rash and allergic reactions, such as
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wheezing, shortness of breath or facial swelling, increased sensitivity to
sunlight, have been observed.

If any of the following side effects occur, stop treatment with Olfen™ Patch and
tell your doctor immediately: severe rash, wheezing, shortness of breath or
facial swelling.

If you notice any side effects not described here, you should tell your doctor or
pharmacist.

5. How to store Olfen™ Patch

- Keep out of the sight and reach of children.

- Do not store above 30°C.
Do not refrigerate or freeze.
This medicine may be used only up to the date marked with “EXP” on the
pack. After first opening the pouch, the patches are to be used within
3 months. After cutting the pouch open, it should be resealed, so that the
patches retain their moisture.

Further information may be obtained from your doctor or pharmacist. These

persons have the detailed prescribing information at their disposal.

6. Further information

a. What does Olfen™ Patch contain?

Active substance: 140 mg diclofenac sodium per 14 g, corresponding to a
concentration of 1% diclofenac sodium.

Excipients: propylene glycol, antioxidants: sodium sulphite (E221), butylated
hydroxytoluene (E321), aromatic agents, Macrogol lauryl ether, diisopropyl
adipate, glycerol, sorbitol, sodium polyacrylate, carmellose sodium, basic
butylated methacrylate copolymer, silica, colloidal anhydrous, natural light
kaolin, disodium edetate, dried aluminium potassium sulphate and tartaric
acid.

b. What Olfen™ Patch looks like and contents of the pack
Olfen™ 140 mg Transdermal Patch

Packs of 2, 5 and 10 patches.

Not all pack sizes may be marketed.

c¢. Marketing Authorisation Holder and Manufacturer:
Manufactured by Teika Pharmaceutical,

Toyama, Japan for Acino Pharma AG, Liesberg, Switzerland.
d. This leaflet was last revised in June 2016.

e. To report any side effect(s):

o Saudi Arabia:

- The National Pharmacovigilance and Drug Safety Centre (NPC)
o Fax: +966-11-205-7662
« Call NPC at +966-11-2038222,
Exts: 2317-2356-2353-2354-2334-2340.
« Toll free phone: 8002490000
« E-mail: npc.drug@sfda.gov.sa
» Website: www.sfda.gov.sa/npc

This is a Medicament

- Medicament is a product which affects your health and its consumption
contrary to instructions is dangerous for you.

- Follow strictly the doctor’s prescription, the method of use and the in-
structions of the pharmacist who sold the medicament.

- The doctor and the pharmacist are the experts in medicines, their benefits
and risks.

- Do not by yourself interrupt the period of treatment prescribed for you.

- Do not repeat the same prescription without consulting your doctor.

- Keep all medicaments out of reach of children

Council of Arab Health Ministers
Union of Arab Pharmacists
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