RELAXON Capsules

Composition:

Each RELAXON Capsule contains:

Paracetamol 300 mg and Chlorzoxazone 250 mg.

Mechanism of Action:

Chlorzoxazone is a centrally acting muscle relaxant, which
exerts its effect at the level of the spinal cord and sub-cortical
areas of the brain to inhibit multi synaptic reflex arcs responsi-
ble for skeletal muscle spasm. The clinical result is a reduction
of the skeletal muscle spasm with relief of pain and increased
mobility of the involved muscles.

Paracetamol has analgesic and antipyretic properties. Paraceta-
mol may act predominantly by inhibiting prostaglandin synthe-
sis in the central nervous system and to a lesser extent, through
a peripheral action by blocking pain-impulse generation.
Pharmacokinetics:

Chlorzoxazone is completely absorbed after oral administration
and peak plasma concentrations are achieved after 1 to 2 hours.
The drug is well distributed, with the highest concentrations
found in plasma and fat. Chlorzoxazone is rapidly metabolized
and is excreted in the urine, primarily in a conjugated form as
the glucuronide. Less than 1% of a dose of Chlorzoxazone is
excreted unchanged in the urine in 24 hours.

Paracetamol is rapidly absorbed from the gastrointestinal tract.
The concentration in plasma reaches a peak in 30 minutes to 2
hours after ingestion the oral dosage. It is metabolized in the
liver and excreted in the urine mainly as the glucuronide and
sulphate conjugates. Less than 5% is excreted as unchanged
paracetamol. The elimination half-life varies from about 1 to
4 hours.

Indications:

RELAXON is indicated for the relief of discomfort associated
with acute musculoskeletal conditions. Such conditions may
include skeletal muscle spasm and pain associated with sprains,
strains and other traumatic muscle injuries; myalgias; arthritis;
low back pain; tension headache; torticollis; fibrositis; spondy-
litis; and cervical root and disc syndromes.
Contraindications:

Hypersensitivity to the active substances or to any of the ex-
cipients.

Warnings & Precautions:

- Care is advised in the administration of RELAXON to patients
with severe renal or hepatic impairment.

- Do not to take with other paracetamol-containing products.

- RELAXON should be used with caution in patients with
known allergies or with a history of allergic reactions to drugs.
- Serious (including fatal) hepatocellular toxicity has been
reported rarely in patients receiving Chlorzoxazone. Patients
should be instructed to report early signs and/ or symptoms of
hepatoxicity such as fever, skin rash, anorexia, nausea, vomit-
ing, fatigue, right upper quadrant pain, dark urine, or jaundice.
Chlorzoxazone should be discontinued immediately, and a
physician consulted if any of these signs or symptoms develop.
- Chlorzoxazone should also be discontinued in the event of
abnormal liver enzymes (e.g.; AST, ALT, alkaline phosphatase
and bilirubin).

Pregnancy & Lactation:

Pregnancy: May be used during pregnancy only if the potential
benefit justifies the potential risk to the fetus.

REVA PHARMA

Lactation: RELAXON is not recommended during lactation be-
cause safety in nursing mothers has not been established.

Drug Interactions:

- Patients receiving antipsychotics, antianxiety agents or other
CNS depressants (including alcohol) concomitantly with RE-
LAXON may exhibit an additive CNS depression.

- The speed of absorption of paracetamol is reduced by
cholestyramine. Therefore, the cholestyramine should not be
taken within one hour if maximal analgesia is required.

- The anticoagulant effect of warfarin and other coumarins
may be enhanced by prolonged regular daily use of paraceta-
mol with increased risk of bleeding; occasional doses have no
significant effect.

Side Effects:

Occasional GI disturbances (e.g.; diarrhea, dyspepsia, flatu-
lence, and nausea), anxiety, dizziness, drowsiness, nervousness,
or vertigo. Rarely, a patients may develop allergic reactions
(e.g.; skin rash) and skin discoloration.

Driving & Using Machines:

The CNS depressant effects of Chlorzoxazone may impair the
ability to drive or operate machinery.

Dosage & Administration:

Initially dose, 1 to 2 capsules given 3 to 4 times per day. The
usual initial dose for diseases of the painful musculoskeletal
system is 2 capsules 3 to 4 times daily. Geriatric or debilitated
patients may need a lower initial dose. There are risk factors if
the dose taken exceeds 8 capsules per day. In situation of GI
upset RELAXON can be taken with food, milk, or fruit juice.
Overdose:

Symptoms: Symptoms of paracetamol overdosage in the first
24 hours are pallor, nausea, vomiting, anorexia and abdominal
pain. Also, Chlorzoxazone can cause extreme weakness, CNS
depression, labored breathing.

Significant overdoses of acetaminophen may result in poten-
tially fatal hepatotoxicity. Liver damage may become apparent
12 to 48 hours after ingestion it.

Treatment:

Immediate treatment is essential in the management of over-
dose. Gastric lavage or induction of emesis should be carried
out, followed by administration of activated charcoal, if the
overdose has been taken within 1 hour. Plasma paracetamol
concentration should be measured at 4 hours or later after in-
gestion of the drug. Treatment with N-acetylcysteine may be
used up to 24 hours after ingestion of paracetamol. However,
the maximum protective effect is obtained up to 8 hours post
ingestion it. For Chlorzoxazone poisoning there is no specific
antidote. If it has been a while since overdose of Chlorzoxaz-
one, treatment should be supportive and symptomatic.
Storage:

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

Packaging:

Each RELAXON carton box contains 20 Capsules in two blis-
ter strips.
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