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Self-medication for the following indications:
Local treatment of pain, inflammation and swelling due to:
e Pain and inflammation and swelling in trauma of the tendons, ligaments, muscles and joints, e.g.
due to sprains, strains and bruises and/or backache (e.g. sports injuries).
e Localized forms of soft tissue rheumatism such as tendonitis (e.g. tennis elbow), bursitis.
By Physicians order:

e Pain caused by osteoarthritis of the peripheral joints, as of the knee or fingers
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4.3. Contraindications

e Third trimester of pregnancy.

e The use in children and adolescents aged less than 12years is contraindicated.

4.4. Special warnings and precautions for use

...Discontinue the treatment if a skin rash develops after applying the product.
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Patients with a history of, or active, peptic ulceration. Some possibility of gastro- intestinal
bleeding in those with a significant history of this condition has been reported in isolated cases.

Like other drugs that inhibit prostaglandin synthetase activity, diclofenac and other NSAIDs can
precipitate

bronchospasm if administered to patients suffering from or with a previous history of asthma or
allergic disease.

...Voltaren Emulgel can be used with non-occlusive bandages but should not be used with an
airtight occlusive dressing.

... The product contains alcohol. Do not light a cigarette or expose yourself to fire until the gel is
completely dried
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4.5. Interactions with other medicinal products and other forms of interaction

Since systemic absorption of diclofenac from a topical application of Voltaren Emulgel is very
low, such interactions are very unlikely. There are no known interactions with Voltaren Emulgel
but for a list of interactions known with oral diclofenac the Summary of Product Characteristics
for oral dosage forms should be consulted.

Concurrent use of aspirin or other NSAIDs may result in an increased incidence of adverse
reactions

GSK Consumer healthcare Israel Ltd n"ya v anpna ol 1Mpnmolopa www.gsk.com

25 Basel St., Petach-Tikva nipn-nno ,25 %1a'nn Tel: 972-3-9297100 1970
P.0.B. 3256 Israel 4900202 4900202 mijp'm wxwr 3256 .0 Fax: 972-3-9297139 :ojo



n"ya W P N0 INroalp 1p.oN.Ma
GSK Consumer healthcare Israel Ltd

4.6. Fertility, Pregnancy and lactation

Pregnancy

The systemic concentration of diclofenac is lower after topical administration, compared to oral
formulations. With reference to experience from treatment with NSAIDs with systemic uptake,
the following is recommended:

Inhibition of prostaglandin synthesis may adversely affect the pregnancy and/or the embryo/fetal
development. Data from epidemiological studies suggest an increased risk of miscarriage and of
cardiac malformation and gastroschisis after use of a prostaglandin synthesis inhibitor in early
pregnancy. The absolute risk for cardiovascular malformation was increased from less than 1%,
up to approximately 1.5 %. The risk is believed to increase with dose and duration of therapy. In
animals, administration of a prostaglandin synthesis inhibitor has been shown to result in
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and embryo fetal lethality. In addition, increased incidences of various malformations, including
cardiovascular, have been reported in animals given a prostaglandin synthesis inhibitor during
the organogenetic period.

During the first and second trimester of pregnancy, diclofenac should not be given unless clearly
necessary. If diclofenac is used by a woman attempting to conceive, or during the first and
second trimester of pregnancy, the dose should be kept as low and duration of treatment as short
as possible.

During the third trimester of pregnancy, all prostaglandin synthesis inhibitors may expose the
fetus to:

- Cardiopulmonary toxicity (with premature closure of the ductus arteriosus and pulmonary
hypertension);
- Renal dysfunction, which may progress to renal failure with oligohydroamniosis;
The mother and the neonate, at the end of pregnancy, to:

- Possible prolongation of bleeding time, an antiaggregating effect which may occur even
at very low doses.
- Inhibition of uterine contractions resulting in delayed or prolonged labour.
Consequently, diclofenac is contraindicated during the third trimester of pregnancy.

Lactation
Like other NSAIDs, diclofenac passes into breast milk in small amounts.

However, at therapeutic doses of Voltaren Emulgel no effects on the suckling child are
anticipated.

Because of a lack of controlled studies in lactating women, the product should only be used
during lactation under advice from a healthcare professional. Under this circumstance,Voltaren
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breasts of nursing mothers, nor elsewhere on large areas of skm or fora prolonged period of time

4.8. Undesirable effects

Immune system disorders: Very rare: Hypersensitivity (including urticaria)...

Skin and subcutaneous tissue disorders: Common: ...pruritus

4.9. Overdose

..Supportive and symptomatic treatment should be given for complications such as hypotension,
renal failure, convulsions, gastrointestinal irritation, and respiratory depression; specific
therapies such as forced diuresis, dialysis or haemoperfusion are probably of no help in
eliminating NSAIDs due to their high rate of protein binding and extensive metabolism.
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