Voltazon-12

Film Coated Tablets

&

Reva Pharma

Composition: Each Voltazon-12 Film Coated Tablet contains:
Diclofenac Potassium 50 mg, Betamethasone 0.3 mg, Vitamin B12
(Cyanocobalamin) 5 mg.

Mechanism of Action:

Diclofenac is a NSAIDs agent, which has analgesic and anti-in-
flammatory action. This analgesic and anti-inflammatory action is
due to inhibition of prostaglandin biosynthesis.

Betamethasone is a synthetic glucocorticoid that suppresses

inflammation by multiple mechanisms. It inhibits the production

of various intermediates of the inflammatory reaction, including
vasoactive and chemotactic factors. Also, it decreases the secretion
of lipolytic and proteolytic enzymes; it produces less extravasation
of leukocytes towards the areas of injury and reduces fibrosis.

Vitamin B12 acts through its coenzymes in many metabolic process-

es including the synthesis of myelin and essential lipoprotein for the

integrity of the nervous system.

Pharmacokinetic:

Diclofenac is rapidly and completely absorbed from the gastroin-

testinal tract. But it undergoes metabolism during the first hepatic

passage. The plasma concentrations show a linear relationship to
the size of the dose. Diclofenac is highly bound to plasma proteins

(99.7%), chiefly albumin. Approximately 60% of the administered

dose is excreted via the kidneys in the form of metabolites and less

than 1% in unchanged form. The rest is eliminated as metabolites
through the bile in the faeces.

Betamethasone is absorbed from the gastrointestinal tract.

Corticosteroids are metabolized mainly in the liver, it can also be

metabolized in the kidneys and excreted in the urine.

Vitamin B12 is rapidly absorbed in the small intestine when taken

orally. The presence of the intrinsic factor is necessary for its absorp-

tion. It is metabolized in the liver and is excreted in urine and bile.

Indications:

Voltazon-12 is indicated for the occasional and short-term
treatment of patients who do not respond to acute anti-inflam-
matory monotherapy with neuropathic pain and musculoskeletal
spasms - sciatica.

Contraindications:

- Hypersensitivity to the active substances or to any of the excipients.

- Gastric or intestinal ulcer, bleeding or perforation.

- Hepatic failure and renal failure.

- Congestive heart failure (NYHA-II-IV), ischemic heart disease,
peripheral arterial disease and/or cerebrovascular disease.

- Untreated or uncontrolled psychotic states.

- All infectious state where there is no specific indication.

- Patients in whom attacks of asthma, angioedema, rash or acute
rhinitis.

‘Warnings & Precautions:

- Use the lowest effective dose to control the condition being
treated.

- Abrupt discontinuation (rapid withdrawal) of corticosteroid ther-
apy may result in secondary renal failure. To avoid this problem,
stopping the drug should be gradual.

- The administration of live vaccines is contraindicated in patients
receiving immunosuppressive doses of corticosteroids.

- Corticoid effect is increased in patients with hypothyroidism or
cirrhosis.

- Allergic reactions including anaphylaxis have been reported with
diclofenac and glucocorticoids.

- During treatment with glucocorticoids and diclofenac, edema
and fluid retention have been observed so the formula must be
used with caution in patients with a history of decompensation,
hypertension or other factors predisposing to fluid retention.

Pregnancy & Lactations:

Pregnancy: The safe use of Voltazon-12 during pregnancy has not

been established. Therefore, it is not recommended for use during
pregnancy.

Lactation: Voltazon-12 should not be taken during lactation to
avoid undesirable effects on the nursing infant.

Drug Interactions:

- Diclofenac may raise plasma concentrations of Phenytoin, Lithium,
Methotrexate and Digoxin.

- Diuretics and Anti-hypertensive agents: concomitant use of
Diclofenac with diuretics or antihypertensive agents including ACE
inhibitors 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, which should therefore be monitored frequently.

- Anticoagulants: Caution is recommended since concomitant ad-
ministration with diclofenac could increase the risk of bleeding.

- Other NSAIDS, selective serotonin reuptake inhibitors (SSRIs) and
corticosteroids: Co-administration of Diclofenac with these drugs
may increase the risk of gastrointestinal bleeding or ulceration.

- Antacids may decrease the absorption of corticosteroids, and this may
require dose adjustment, especially in patients receiving low doses.

- Barbiturates, Carbamazepine, Phenytoin, Rifampin or Ephedrine:
these drugs enhance the metabolism of corticosteroids reducing
their therapeutic action.

- Ciclosporin: Diclofenac should be given at doses lower than
those that would be used in patients not receiving Ciclosporin.

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

- Colestipol and Cholestyramine: These agents can induce a delay
or decrease in absorption of Diclofenac.

Side Effects:

The incidence of these effects > 1 %: Diarrhea, nausea, consti-

pation, flatulence, abnormal liver enzymes, peptic ulcer with or

without bleeding and/or perforation, dizziness, tremor.

The incidence of these effects < 1 %: Decreased hemoglobin,

leukopenia, thrombocytopenia, hemolytic anemia, aplastic anemia,
agranulocytosis, epistaxis, asthma, laryngeal edema.

Driving & Using Machines:

Patients who experience visual disturbances, dizziness, vertigo,
somnolence while taking Voltazon-12 should refrain from driving
or operate machinery.

Dosage & Administration:

Adults: one tablet 2 times a day. If it is necessary, it can be

administered up to one tablet three times a day. It is preferable to

take the tablets after food. The duration of treatment is determined
by the doctor.

Overdose:

Symptoms: Rare cases of toxicity or death from glucocorticoid
overdose have been reported. Effects of NSAID overdose usually
include lethargy, drowsiness, nausea, vomiting, epigastric pain,
and gastrointestinal bleeding, but acute kidney failure and liver
damage rarely occur.

Treatment: General treatment including vomiting or gastric lavage,

administration of activated charcoal or not, laxatives (45 to 60

minutes after activated charcoal), and dialysis, according to the as-

sessment of the patient’s condition and the time of taking the drug.

Storage:

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

original package and in a dry place.

Packaging:

Each Voltazon-12 carton box contains 20 Film Coated Tablets in
two Alu\Alu Strips.
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