MOVERYL Capsules
(Celecoxib)

COMPOSITION:

Moveryl® 100mg Capsules:

Each capsule contains: Celecoxib MS....... 100mg
Moveryl® 200mg Capsules:

Each capsule contains: Celecoxib MS....... 200mg

PHARMACOLOGY:
Pharmacodynamics:

overyl® (Celecoxib) is a non steroidal anti-inflammatory drug that exhibits anti-inflammatory,
pnalgesic and anti-pyretic activities. The mechanism of action of Celecoxib is believed to be due
o inhibition of prostaglandin synthesis, primarily via inhibition of cyclo-oxygenase-2 (Cox-2)

Pharmacokinetics:

Peak plasma levels of Celecoxib occur approximately 3 hours after an oral dose. In healthy
subjects, Celecoxib is highly protein bound (~97%) within the clinical dose range. Its
metabolism is primarily mediated via cytochrome P450 2C9 and excretion is predominantly
in bile with little unchanged drug recovered in urine and feces

INDICATIONS AND USAGE:

overyl® (Celecoxib) is indicated for relief of the signs and symptoms of osteoarthritis and
rheumatoid arthritis, for the treatment of primary dysmenorrhoea and for the management
of acute pain, such as post-operative and dental pain

DOSAGE AND ADMINISTRATION:
Osteoarthritis: Recommended dose is 200mg/day as a single dose or as 100mg twice per
day. Rheumatoid arthritis: 100 to 200mg twice per day. Management of acute pain and|
treatment of dysmenorrhoea: 400mg initially, followed by an additional dose of 200mg,
if needed on the first day. On subsequent days 200mg twice daily as needed. No dosage
adjustment is necessary in case of elderly or in-patients with mild hepatic or renal impairment
OR
as directed by the physician

CONTRA-INDICATIONS:

Known hypersensitivity to the drug or other sulfonamides. It is also contra-indicated in
patients who have experienced asthma, urticaria or allergic-type reactions after taking aspirin
or other NSAIDs

WARNINGS AND PRECAUTIONS:

Celecoxib should not be used in patients having ulcer, asthma, urticaria or acute rhinitis
No clinical experiences are available in patients with severe hepatic and renal impairment
Safety of the drug during pregnancy and lactation and in children below 18 years has not
been established

DRUG INTERACTIONS:

Celecoxib metabolism is predominantly mediated via cytochrome P 450 2C9 in the liver

Co-administration of it with the drugs that are known to inhibit 2C9 should be done with
aution

ACE inhibitors and Diuretics:
Concomitant use with ACE inhibitors or thiazides may reduce the antihypertensive or
diuretic effects respectively

Aspirin:
Co-administration with aspirin increases the rate of Gl ulceration or other complications

Fluconazole:
Fluconazole increases two fold the plasma concentration of Celecoxib

ADVERSE EFFECTS:
Headache, sinusitis, backache, abdominal pain, diarrhoea, dyspepsia, nausea, rash, insomnia
etc. Rarely gastro-intestinal bleeding and anaphylactic reaction may occur

OVER DOSAGE:
Patients should be managed by symptomatic and supportive care following an over dose
[There are no specific antidotes

STABILITY:
See expiry on the pack

PRESENTATIONS:
overyl® 100mg Capsules in pack of 20’s
overyl® 200mg Capsules in pack of 20’s

INSTRUCTIONS:

Keep out of reach of children

IAvoid exposure to heat, light and humidity
Store at 30°C or below

Improper storage may deteriorate the medicine
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B~ Manufactured by:
M | SAMI PHARMACEUTICALS (PVT) LTD.
'€ F-95, S.I.T.E., Karachi-Pakistan
www.samipharmapk.com




