VOLTAC & VOLTAC D.S Emulzel 37

REVAPHARMA

Composition:

Each 1g of VOLTAC Emulgel contains Diclofenac Diethylamine
11.6 mg equivalent to Diclofenac Sodium 10 mg.

Each 1g of VOLTAC D.S Emulgel contains Diclofenac Diethyl-
amine 23.2 mg equivalent to Diclofenac Sodium 20 mg.
Pharmacological group:

Non-steroidal anti-inflammatory drugs (NSAIDs).

Intended Use (Common Use of the Drug):

Topical symptomatic treatment for injuries of tendons, liga-
ments, muscles and joints.

Mechanism of Action:

VOLTAC Emulgel contains the active substance diclofenac
which is a potent non-steroidal anti-inflammatory drug (NSAID)
with effective analgesic, anti-inflammatory and antipyretic prop-
erties. Diclofenac exerts its therapeutic effects through inhibition
of prostaglandin synthesis by cyclo-oxygenase 2 (COX-2). In
addition, VOLTAC Emulgel has a soothing and cooling effect.
Pharmacokinetic:

When applied locally, diclofenac is absorbed through the skin.
The absorption is approximately 6% of the applied dose. Di-
clofenac binds to serum proteins 99.7 % (mainly to albumin). The
terminal plasma half-life is 1-2 hours. Approximately 60 % of the
administered dose is excreted in urine in the form of metabolites.
The rest of the dose is excreted as metabolites in bile and faeces.
Indications:

Use this medicine exactly as described in this leaflet or as direct-
ed by your doctor or pharmacist, consult your doctor if you are
not sure.

VOLTAC Emulgel is used for the topical symptomatic treatment
of pain and inflammation in the following conditions:

- Trauma of the tendons, ligaments, muscles and joints e.g. due
to sprains, strains and bruises.

- Localized forms of soft tissue rheumatism.

It is recommended that treatment should be reviewed after 14
days in these indications. These indications should not warrant
treatment for more than 6 weeks.

- For the symptomatic treatment of osteoarthritis of superficial
joints such as the knee.

In the symptomatic treatment of osteoarthritis, therapy should be
reviewed after 4 weeks.

Contraindications:

- This medicine is contraindicated in case of hypersensitivity to
diclofenac, any of the excipients, or to acetylsalicylic acid and
other non-steroidal anti-inflammatory drugs.

- Patients in whom asthma, angioedema, urticaria, or acute
rhinitis are precipitated by aspirin or other non- steroidal anti-in-
flammatory drugs (NSAIDs).

- The use in children and adolescents aged less than 14 years is
contraindicated.

Side Effects:

Like all medicines, this one can cause side effects, although not
everyone experiences them.

Very rare: Rash pustular, hypersensitivity (including urticaria),
angioneurotic oedema, Asthma and Photosensitivity.

Rare: Dermatitis bullous.

Common: Dermatitis (including contact dermatitis), rash, ery-
thema, eczema, pruritus.

Inform your doctor or pharmacist if you experience any side
effects not listed in this leaflet.

Warnings & Precautions:

- VOLTAC Emulgel is for exterior application only and should
not be applied to broken skin or open wounds.

- Discontinue the treatment if a skin rash develops after applying
the product.

- Avoid contact with eyes or mucous membranes.

- Diclofenac, similar to other NSAIDs, may trigger bronchospasm
in patients with a current or past history of bronchial asthma.

- VOLTAC Emulgel should only be used with great caution in
patients with a history of peptic ulcer, gastrointestinal bleeding,
hepatic or renal insufficiency, or bleeding diathesis, or intestinal
inflammation.

- After applying VOLTAC Emulgel do not cover with bandages
or sticking plaster.

- If your symptoms do not improve within 2 weeks or they get
worse, seek immediate medical advice.

Pregnancy & Lactation & Fertility:

Pregnancy :VOLTAC Emulgel should only be used under medical
advice during the first 6 months of pregnancy. VOLTAC Emulgel
is contraindicated during the last 3 months of pregnancy.
Lactation: VOLTAC Emulgel should only be used under medical
advice during breast-feeding.

Fertility: Diclofenac had no effect on fertility after topical appli-
cation in humans.

Drug and Food Interactions:

Tell your doctor or pharmacist if you are using, have recently
used or might use any other medications, and for how long you
will be using the drugs. No drug interactions have been reported
with diclofenac topical products.

Effects on ability to drive and use machines:

VOLTAC Emulgel is not expected to have any effect on the
ability to drive or use machines.

Method of use:

- Use this drug exactly as your doctor or pharmacist has pre-
scribed it. Ask your doctor if you are not sure.

For cutaneous use only

Adults: VOLTAC Emulgel should be rubbed gently into the
skin. Depending on the size of the affected site to be treated 2-4
g should be applied 3-4 times daily. After application, the hands
should be washed unless they are the site being treated.
Children and adolescents below 14 years: There are insufficient
data on safety and efticacy available for children and adoles-
cents below 14 years of age.

If this product is required for use in children 14 years of age and
older for more than 7 days to relieve symptoms, or if symptoms
worsen, consult a doctor.

¢ It is recommended that treatment be reviewed after 14 days.
These indications should not

warrant treatment for more than 6 weeks.

- Inform your doctor or pharmacist if you forget to apply the
Emulgel and before stopping its use.
Overdoses\Toxicity\methods of treatment:

Symptoms: The low systemic absorption of VOLTAC Emulgel
renders overdose very unlikely. However, undesirable effects,
similar to those observed following an overdose of diclofenac
tablets such as hypotension, renal failure, convulsions, gastro-
intestinal irritation, and respiratory depression, can be expected
if VOLTAC Emulgel is inadvertently ingested.

Treatment: Management of overdosage with NSAIDs essentially
consists of supportive and symptomatic measures. In the event
of accidental ingestion, resulting in significant systemic adverse
effects the use of activated charcoal should be considered, es-
pecially within a short time (within one hour) of ingestion of a
toxic dose.

Physical Properties:

Milky white ,smooth, uniform, free from foreign matter Emulgel.
Storage Conditions:

Store at a temperature below 25° C.

Keep out of reach of children.

Keep tube tightly closed.

Packaging:

Each VOLTAC \ VOLTAC D.S Emulgel carton box contains
Aluminum Tube of 20 g, 30 g or 50 g.
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