VOLTAC 100 S.R Capsules

REVAPHARMA

Composition:
Each VOLTAC 100 S.R Capsule contains:

Diclofenac sodium as Sustained Release Pellets 100 mg.

Mechamsm of Action:

1 sodium is a anti-infl y drug that pos-
sesses anti-inflammatory, analgesic and antipyretic activity. The ther-
apeutic effects are due to its cyclooxygenase inhibitory effect, which
leads to a significant decrease in the synthesis of prostaglandins.
Pharmacokinetics:

Diclofenac is 100% absorbed after oral administration. However, due
to metabolism during the first hepatic passage, only about 50% of the
absorbed dose reaches the systemic circulation.

Diclofenac is more than 99% bound to human serum proteins, primar-
ily to albumin. Diclofenac diffuses into and out of the synovial fluid.
Biotransformation of diclofenac takes place mainly by single and mul-
tiple hydroxylation and methoxylation, resulting in several phenolic
metabolites, most of which are converted to glucuronide conjugates.
The metabolites are excreted in the urine (65%) and in the bile (35%).
Indications:

VOLTAC 100 S.R is used to relieve pain and inflammation of all de-
grees in a wide range of cases, including:

- Arthritic: rheumatoid arthritis, osteoarthritis, ankylosing spondylitis,
acute gout,

- Acute musculo-skeletal disorders: Such as periarthritis (for example
frozen shoulder), tendinitis, tenosynovitis and bursitis.

- Other painful conditions resulting from trauma, including fracture,
low back pain, sprains, strains, dislocations, orthopaedic, dental and
other minor surgery.

Contraindications:

VOLTAC 100 S.R is contraindicated in patients with:

- Known hypersensitivity to the active substance or to any of the ex-
cipients.

- History of asthma, urticaria, or allergic-type reactions after taking
aspirin or other NSAIDs.

- Active gastric or intestinal ulcer, bleeding or perforation of the di-
gestive tract.

- Hepatic failure and renal failure.

- Congestive heart failure (NYHA-II-1V), ischemic heart diseases, pe-
ripheral arterial diseases and/or cerebrovascular diseases.

Warnings & Precautions:

- Like other NSAIDs, diclofenac may mask the signs and symptoms
of infection.

- Allergic reactions, including anaphylactic/anaphylactoid reactions
can occur without earlier exposure to diclofenac.

- Caution is recommended when using diclofenac after gastro-intes-
tinal surgery and in patients with ulcerative colitis, as their condition
may be exacerbated.

- To reduce gastrointestinal risk in patients with a history of ulcers,
treatment should be initiated and maintained at the lowest effective
dose.

< dal

- During prolonged treatment with diclofenac, regular monitoring of

hepatic and renal function is recommended.

- Patients with congestive heart failure (NYHA-1) or patients with
significant risk factors for cardiovascular disease (e.g., hypertension,
hyperlipidaemia, diabetes mellitus, smoking) should only be treated
with diclofenac after careful consideration.

- Diclofenac may reversibly inhibit platelet aggregation. Patients with
coagulation defects, haematological abnormalities, or a predisposition
to blccdmg should be carcl‘ully monitored.

- Di can precip: bronct if ad d to patients
suffering from, or with a previous history of bronchial asthma.
Pregnancy & Lactation:

Pregnancy: Pregnancy category C. During the 1* and 2™ trimester of

pregnacy, VOLTAC 100 S.R should not be given unless clearly nec-

essary. During the last trimester of pregnancy VOLTAC 100 S.R is
contraindicated.

Lactation: Diclofenac passes into the breast milk in small amounts.
Therefore, diclofenac should not be administered during breast feed-
ing.

Drug Interactions:

- Lithium, Phenytoin, Methotrexate and Digoxin: If used concomitant-
ly, diclofenac may raise plasma concentrations of these drugs.

- Diuretics and Anti-hypertensive drugs: Concomitant use of di-
clofenac with diuretics or antihypertensive drugs may cause a decrease
in their antihypertensive effect.

- Drugs known to cause hyperkalemia: Concomitant treatment with
potassium-sparing diuretics, ciclosporin, tacrolimus or trimethoprim
may be associated with increased serum potassium levels.

- Anticoagulants and anti-platelet drugs: Caution is recommended
since concomitant administration could increase the risk of bleeding.
- Other NSAIDS, selective serotonin reuptake inhibitors (SSRIs) and
corticosteroids: Co-administration with these drugs may increase the
risk of gastrointestinal bleeding or ulceration.

- Mifepristone: NSAIDs should not be used for 8-12 days after mife-
pristone administration as NSAIDs can reduce the effect of mifepris-
tone.

- Cardiac glycosides: Concomitant use of cardiac glycosides and
NSAIDs in patients may exacerbate cardiac failure, reduce GFR and
increase plasma glycoside levels.

- Colestipol and cholestyramine: These drugs can decrease the absorp-
tion of diclofenac.

Side Effects:
Common side effects mclude Headache, dizziness, vemgo nausea
vomiting, diarrhoea, dyspepsia, abdominal pain, fl

appetite, rash and transaminases increased.

Uncommon and rare side effects include: Somnolence, tiredness, car-
diac failure, palpitations, chest pain, gastritis, gastrointestinal ulcer
with or without bleeding or perforation and hypersensitivity.
Driving & Using Machines:

Patients who experience side effects like visual disturbances, dizzi-
ness, vertigo and somnolence while taking NSAIDs should refrain
from driving or operate machinery.

Dosage & Administration:

The capsule should be swallowed whole with liquid, preferably with or
after food, and must not be divided or chewed.

Adults: One capsule VOLTAC 100 S.R daily. If necessary, the daily
dosage can be increased to maximum (150 mg) by supplementation
with the conventional dosage forms containing diclofenac sodium 25
mg or 50 mg.

Elderly: It is recommended that the lowest effective dosage be used in
frail elderly patients or those with a low body weight.

Children: This medicine is not suitable for children.

Overdose:
Symptoms: Headache, nausea, vomiting, epigastric pain, gastrointes-
tinal haemorrhage, diarrhoea, dizziness, excitation, coma, drowsiness,
fainting and convulsions. In the case of significant poisoning acute
renal failure and liver damage are possible.

Treatment: Patients should be managed by symptomatic and support-
ive care following a NSAID overdose. There are no specific antidotes.
Emesis and/or the use of activated charcoal and/or osmotic cathartic
may be used in patients whose did not take the overdose more than
4 hours old.

Storage:

Keep out of reach of children. Store below 30 °C.

Packaging:

Each VOLTAC 100 S.R carton box contains 20 Capsules in two blister
strips.
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