Celecoxib 200

" 30 Capsules
Each capsule contains.
Calecoxib mg
For access to the leaflet, scan QR code,

To be dispensed only by prescription.
Keap aut of reach and sight of children.

¥ Store below 30°C, protect from light
and moisture. .‘
~£n¢ '

Manufactured by Marham Daru Co.
Tehran-lran

IRC : 3848949363167052

GTIN : 6260336200343

Batch No : Embossed

EXP : Embossed

Price : Embossed
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Celecoxib Celecoxib Celecoxib Celecoxib Celecoxib

CELECOXIB

Capsules

Category:

Antirheumatic (nonsteroidal anti-inflammatory).
Indications:

Rheumatoid arthritis or osteoarthritis.

Pharmacology/Pharmacokinetics:

Celecoxib absorption is rapid orally, Administration
of celecoxib with a high fat meal resultedina 1 to
2 hours delay in the peak plasma concentration
level and a 10 to 20% increase in the area under
the plasma concentration-time curve. Celecoxib
may be co-administered with meals without altering
the dosing schedule based on the timing of meals.
Celecoxib biotransformation is hepatic via cytoch-
rome P450 C9 enzymes to inactive metabolites.
Approximately 57% and 27% of dose is eliminated
in the feces and urine, respectively, Less than 3%
is excreted in the feces and urine unchanged.
The primary metabolite in the feces and urine is
carboxylic acid metabolite (73% of dose).

Pregnancy & Breast-feeding:

FDA Pregnancy Category C. Celecoxib may cause
premature closure of the ductus arteriosus.
Therefore, use of celecoxib is not recommended
during late pregnancy. It is not known whether
celecoxib is distributed into human breast milk,
However, celecoxib may potentially cause serious
adverse effects in the nursing infants.

Drug interactions and/or related problems:

The following drug interactions and/or related
problems have been selected on the basis of
their potential clinical significance.

Angiotensin converting enzyme (ACE) inhibitors,
aluminum or magnesium containing Antacids,
Aspirin, Thiazide or Furosemide Diuretics,
Fluconazole, Lithium, Warfarin.

Medical considerations/Contraindications:
The medical considerations/contraindications
included have been selected on the basis of their
potential clinical significance. Severe allergic
reaction such as anaphylaxis or angioedema
induced by aspirin, other NSAIDs or sulfonamide
derived medications, aspirin induced nasal
polyps associated with bronchospasm.

Risk-benefit should be considered when the
following medical problems exist:

Anemia, pre-existing asthma, alcoholism, active
gastrointestinal bleeding or prior history of, active
or pre-existing peptic ulcer disease, tobacco use,
conditions predisposing to and/or exacerbated
by fluid retention, such as compromised cardiac
heart function, congestive heart disease, pre-
existing edema, hypertension, extracellular
volume depletion, especially associated with
pre-existing renal disease, hepatic function
impairment, renal function impairment, sensitivity
to celecoxib.

Side/Adverse Effects:

Those indicating need for medical attention
Incidence more frequent: Edema; skinrash; upper
respiratory tract infection.

Incidence less frequent or rare: Bronchitis; dys-
pnea; gastritis; gastroenteritis; gastrointestinal
bleeding or ulceration; influenza like symptom
tachycardia; unusual weight gain.

Those indicating need for medical attention only
if they continue or are bothersome

Incidence more frequent: Back pain; diarrhe
dizziness; dyspepsia; flatulence; headache;
insomnia; nausea; pharyngitis; rhinitis; sinusitis;
stomach pain.

Overdose:

For more information on the management of
overdose or unintentional ingestion, contact a
Poison Control Center.

Dosing:

Usual adult dose

Rheumatoid arthritis: 100 to 200 mg twice a day.
Osteoarthritis: 200 mg daily as a single dose or
100 mg twice a day.

Usual pediatric dose

Safety and efficacy have not been established.

How supplied:

200 mg celecoxib capsules; 3 blisters of 10's in
a folding box with leaflet.

storage:

Store below 30°C, protect from direct sunlight
and moisture.
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