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WARNINGS:

Cardiovascular Thrombo�c Events:

Chronic use of celecoxib may cause an increased risk of serious adverse cardiovascular thrombo�c events, myocardial 

infarc�on and stroke, which can be fatal. To minimize the risk, the lowest effec�ve dose should be used for the shortest 

dura�on possible.

PRECAUTIONS:

‐  NSAIDs should be prescribed with extreme cau�on in pa�ents with a prior history of ulcer disease or gastrointes�nal 

bleeding. To minimize the poten�al risk for an adverse GI event, the lowest effec�ve dose should be used for the shortest 

possible dura�on.

‐  Celecoxib should be used with cau�on in pa�ents with fluid reten�on, hypertension or heart failure.

‐  If clinical signs and symptoms consistent with liver disease develop, or if systemic manifesta�ons occur (e.g., eosinophilia, 

rash, etc.), celecoxib should be discon�nued.

‐  Celecoxib should be discon�nued at the first appearance of skin rash, mucosal lesions, or any other sign of hypersensi�vity.

‐  Treatment with celecoxib in FAP has not been shown to reduce the risk of gastrointes�nal cancer or the need for 

prophylac�c colectomy or other FAP‐related surgeries. Therefore, the usual care of FAP pa�ents should not be altered 

because of the concurrent administra�on of celecoxib.

‐  The concomitant use of celecoxib with any dose of a non‐aspirin NSAID should be avoided due to the poten�al for 

increased risk of adverse reac�ons.

Pregnancy:

Celecoxib should be used during pregnancy only if the poten�al benefit jus�fies the poten�al risk to the fetus. In late 

pregnancy, star�ng at 30 weeks gesta�on, celecoxib should be avoided because it may cause premature closure of the 

ductus arteriosus.

Nursing mothers:

Contraindicated during nursing.

DRUG INTERACTIONS:

Cytochrome 2C9 Inhibitors:

Celecoxib metabolism is predominantly mediated via cytochrome P450 2C9 in the liver. Co‐administra�on of celecoxib with 

drugs that are known to inhibit 2C9 should be done with cau�on. 

ACE Inhibitors and Diure�cs:

Concomitant use with ACE inhibitors or thiazides may reduce the an�hypertensive or diure�c effects respec�vely

Aspirin: 

Co‐administra�on with aspirin increases the rate of GI ulcera�on or other complica�ons

Fluconazole: 

Fluconazole increases two fold the plasma concentra�on of Celecoxib

Lithium: 

Pa�ents on lithium treatment should be closely monitored when celecoxib is introduced or withdrawn as celecoxib may 

increase lithium level.

Warfarin: An�coagulant ac�vity should be monitored, when celecoxib is used with warfarin or similar agents, to avoid risk 

of bleeding complica�ons.

ADVERSE REACTIONS:

The following adverse drug reac�ons have been reported during therapy of celecoxib: 

Most Common: Abdominal pain, diarrhea, dyspepsia, flatulence, nausea, dizziness, headache, rhini�s, sinusi�s, upper 

respiratory tract infec�on, insomnia and rash. 

Less Common: Cons�pa�on, dysphagia, esophagi�s, gastri�s, gastroesophageal reflux, stoma��s, vomi�ng, cardiovascular 

 disturbances, bronchi�s, bronchospasm, coughing, depression, increased liver enzymes and allergic reac�ons.

OVERDOSAGE:

Pa�ents should be managed by symptoma�c and suppor�ve care following an over dose

There are no specific an�dotes.

INSTRUCTIONS: 
o

‐  Store below 30 C.
‐  Protect from light & moisture.
‐  Keep out of reach of children.
To be sold on prescrip�on of a registered medical prac��oner.

HOW SUPPLIED:
CRIL (Celecoxib) Capsules 100mg is available in blister pack of 20's.
CRIL (Celecoxib) Capsules 200mg is available in blister pack of 20's.

[Celecoxib]
CRIL 100mg, 200mg Capsules100mg, 200mg Capsules100mg, 200mg Capsules

DESCRIPTION: 
CRIL (Celecoxib) belongs to a new class of arthri�s/analgesic medica�on called "COXIBS". Celecoxib is an oral, selec�ve, 
cyclooxygenase‐2 (COX‐2) inhibitor.
QUALITATIVE AND QUANTITATIVE COMPOSITION:
CRIL (Celecoxib)  is available for oral administra�on as: 
1. CRIL Capsules 100mg 
Each capsule contains: 
Celecoxib........100mg 
(Product Specs.: Sigma)
2. CRIL Capsules 200mg 
Each capsule contains: 
Celecoxib........200mg 
(Product Specs.: Sigma)
CLINICAL PHARMACOLOGY: 
Mechanism of Ac�on:
Celecoxib is a nonsteroidal an�‐inflammatory drug that exhibits an�‐inflammatory, analgesic, and an�pyre�c ac�vi�es. 
The mechanism of ac�on of celecoxib is believed to be due to inhibi�on of prostaglandin synthesis, primarily via inhibi�on 
of cyclooxygenase2 (COX‐2), and at therapeu�c concentra�ons in humans, celecoxib does not inhibit the cyclooxygenase‐1 
(COX‐1) isoenzyme.
Pharmacokine�cs:
Absorp�on:
Celecoxib is well absorbed reaching peak plasma concentra�ons a�er approximately 2‐3 hours. Steady state plasma 
concentra�ons are reached within 5 days of treatment. Dosing with food (high fat meal) delays absorp�on by about 1 hour. 
Co‐administra�on of celecoxib with an aluminum and magnesium containing antacid resulted in a reduc�on in plasma 
celecoxib concentra�ons.
Distribu�on:
Celecoxib is highly protein bound about 97%. The apparent volume of distribu�on at steady state is approximately 400L. 
Celecoxib is not preferen�ally bound to red blood cells. 
Metabolism:
Celecoxib metabolism is primarily mediated via cytochrome P450 2C9. Three inac�ve metabolites iden�fied, a primary 
alcohol, the corresponding carboxylic acid and its glucuronide conjugate.
Excre�on:
Celecoxib is mainly eliminated by hepa�c metabolism. Less than 1% of the dose is excreted unchanged in urine. Elimina�on 
half‐life is 8‐12 hours.
Special Popula�ons:
Geriatric: 
Dose adjustment in the elderly is not generally necessary. However, for pa�ents of less than 50kg body weight, ini�ate 
therapy at the lowest recommended dose.
Hepa�c Impairment: 
Steady state celecoxib AUC is increased in mild (Child‐Pugh Class A) and moderate (Child‐Pugh Class B). Therefore, the daily 
recommended dose of celecoxib should be reduced by approximately 50% in pa�ents with moderate (Child‐Pugh Class B) 
hepa�c impairment. Pa�ents with severe hepa�c impairment (Child‐Pugh Class C) have not been studied.
Renal Impairment: 
Cau�on is advised when trea�ng pa�ents with renal impairment. Severe renal impairment is contraindicated.
THERAPEUTIC INDICTAIONS WITH DOSAGE AND ADMINISTRATION:
CRIL (Celecoxib) is indicated in adults.CRIL can be taken with or without food. 
 
 Indication Dosage Maximum Dose Duration

Osteoarthritis

Rheumatoid arthritis

Ankylosing
spondylitis

Management of acute 
pain and treatment of
primary dysmenorrhea

400mg initially, followed by an 
additional 200mg dose if needed 

on the first day on subsequent days,
the recommended dose 400mg/daily

100mg to 200mg twice daily

200mg/day

200mg/day

400mg/day

400mg/day

400mg/day

400mg/day

400mg twice daily With Food

2 weeks*

2 weeks*

2 weeks*

Familial Adenomatous,
Polyposis(FAP)**

* In the absence of an increase in therapeu�c benefit a�er two weeks, other therapeu�c op�ons should be considered.

** usual medical care for fap pa�ents should be con�nued while on CRIL (celecoxib).

Special Popula�ons:
Elderly pa�ents (>65 years): 
Dose adjustment in the elderly is not generally necessary. However, for pa�ents of less than 50kg body weight, ini�ate 
therapy at the lowest recommended dose.
Hepa�c insufficient pa�ents: 
In pa�ents with moderate hepa�c impairment (Child‐Pugh Class B) dosage should be reduced by approximately 50%. 
Poor Metabolizers of CYP2C9 Substrates: 
Start a treatment with half the lowest recommended dose in these pa�ents.
CONTRAINDICATIONS:
Celecoxib is contraindicated in:
‐  Pa�ents with known hypersensi�vity to celecoxib or other sulfonamides. 
‐  Pa�ents experienced asthma, ur�caria, rhini�s or allergic ‐type reac�ons a�er taking acetyl salicylic acid (ASA) or other 
NSAIDs.
‐  Renal impairment with crea�nine clearance of <30mL/min.
‐  Severe hepa�c impairment (Child‐Pugh Class C).
‐  Pa�ents with ac�ve pep�c ulcera�on or gastrointes�nal bleeding and inflammatory bowel disease.
‐  Pa�ents with established ischemic heart disease (conges�ve heart failure), peripheral arterial disease and/or 
cerebrovascular disease. 
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