VOLTAC Suppositories

Composition:

Each VOLTAC Suppository Contains:

Diclofenac sodium 12.5, 25, 50 or 100 mg.
Pharmacological Properties:

Diclofenac Sodium belongs to the family of NSAIDs,
with anti-inflammatory, analgesic and antipyretic proper-
ties. This is due to its inhibition of prostaglandin synthe-
sis (cyclooxygenase), which makes it suitable for treating
both Rheumatic and non-rheumatic inflammatory pain.
VOLTAC Suppositories quickly relieve occasional pain
and movement pain and reduce inflammatory tumors and
wound edema.

Pharmacokinetics:

Diclofenac sodium is rapidly absorbed after rectal adminis-
tration. Peak plasma concentrations are reached within one
hour. Higher concentrations of diclofenac sodium are main-
tained in the synovial fluid compared to plasma concentra-
tions in patients with osteoporosis and rheumatoid arthritis.
Half-life in plasma Up to 1.5 hours, it binds over 99% to
plasma proteins, is metabolized in the liver, about 60% of
the dose is excreted in the urine as glucuronide bound form,
less than 1% of the dose is excreted unchanged. The re-
mainder of the dose is excreted as metabolites through the
bile in the faeces.

Indications:

VOLTAC Suppositories are used to relieve acute and
chronic pain and inflammation in cases of:

- Degenerative rheumatic disorders.

- Osteoarthritis.

- Acute gout.

- Ankylosing spondylitis.

- Pain following trauma and infections.

- After surgery.

- Primary dysmenorrhea.

- Adenomyosis.

- Severe neck and shoulder pain.

- As an adjunctive treatment for acute otolaryngitis.

- Inflammatory rheumatoid arthritis or extra-joint diseases
of muscles, joints, or joint portfolios, bursitis and sheath.
- Lumbar pain, tendinitis, and sciatica.

- Neck pain and other nerve pain and inflammation.
Contraindications:

- Hypersensitivity to NSAIDs or any of the components of
the product.

- Severe renal or hepatic impairment.

- People with asthma, urticaria, or allergic rhinitis.

- Patients with gastric or intestinal ulcers or with a history
of bleeding or perforation in the gastrointestinal tract.
Warnings & Precautions:

- Caution should be exercised when VOLTAC is adminis-
tered to elderly patients.

- VOLTAC should be used with caution in patients with a
history of gastrointestinal or cardiac disorders.

- Liver function and blood counts should be monitored peri-
odically when long-term treatment with diclofenac.

REVA PHARMA

Preg y & Lactation:

Pregnancy: Pregnancy category C. Inhibition of prosta-
glandin synthesis may adversely affect the pregnancy or
the fetus during the first and second trimester of pregnancy.
VOLTAC Suppositories should not be administered unless
clearly necessary. It is also contraindicated during last tri-
mester of pregnancy.

Lactation: As with other NSAIDs, diclofenac sodium ex-
creted in breast milk in small amounts. Therefore, adminis-
tration of VOLTAC Suppositories should be avoided during
breastfeeding to avoid unwanted effects on the infant.
Drug interactions:

- VOLTAC Suppositories can lead to an increase in the
plasma concentrations of digoxin and lithium, and may po-
tentiate the effect of both antidiabetic drugs and anti-plate-
let drugs including anticoagulants and heparin.

- Concomitant use of VOLTAC Suppositories with potassi-
um-sparing diuretics can lead to elevated potassium levels
in serum.

- Concomitant use of diclofenac sodium with corticoster-
oids or other NSAIDs may lead to an increase risk of gas-
trointestinal bleeding or ulcers.

Side Effects:

The most common side effects are headache, dizziness,
nausea, vomiting, indigestion, abdominal pain, and allergic
reactions such as skin rash and bronchospasm may occur.
Dosage & Administration:

Adults: The usual dose depends on the severity of the
condition, but is generally between 50 and 150 mg of di-
clofenac sodium per day. The maximum dose is not exceed
150 mg/day. The daily dose is usually given in 2-3 batches.
- Children over 1 year of age: 1-3 mg/kg/day, in divided
doses, for the treatment of juvenile chronic arthritis

- Children 6 to 12 years: 1-2 mg/kg/day, in divided doses, in
acute post-operative pain.

Overdose:

Symptoms: Overdose may cause symptoms such as head-
ache, nausea, vomiting, epigastric pain, gastrointestinal
bleeding, and rarely diarrhea, dizziness, confusion, coma,
drowsiness, fainting, and convulsions.

Treatment: Symptoms should be treated as needed within
one hour of taking the drug. Activated charcoal may be
used. In adults, gastric lavage may be performed within an
hour of taking diclofenac.

Storage:

Store at a temperature between (15-25) °C.

Packaging:

Each VOLTAC Suppositories carton box (12.5-25-50-100)
contains 10 Suppositories in two PVC/PE strips.
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