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[Celecoxib] It Grenser e

DESCRIPTION:
CRIL (Celecoxib belongs to a new class of arthritis/analgesic medication called "COXIBS". Celecoxib is an oral, selective,
cyclooxygenase-2 (COX-2) inhibitor.
QUALITATIVE AND QUANTITATIVE COMPOSITIO!
CRIL (Celecoxib) is available for oral administration as:
1. CRIL Capsules 100mg

Each capsule contains:

Celecorib.......100mg

(Product Specs.: Sigma)

2. CRIL Capsules 200mg

Each capsule contains:

Celecorib.......200mg

(Product Specs.: Sigma)

CLINICAL PHARMACOLOGY:

WARNINGS:
Cardiovascular Thrombotic Events:
Chronic use of celecoxib may cause an increased risk of serious adverse cardiovascular thrombotic events, myocardial
infarction and stroke, which can be fatal. To minimize the risk, the lowest effective dose should be used for the shortest
duration possible.
PRECAUTIONS:
- NSAIDS should be prescribed with extreme caution in patients with a prior history of ulcer disease or gastrointestinal
bleeding. To minimize the potential risk for an adverse Gl event, the lowest effective dose should be used for the shortest
possible duration
- Celecoib should be used with caution in patients with flid retention, hypertension or heart failure.
- with liver p, orif
rash, etc), celecoxib should be discontinued.
- Celecoxib should be discontinued at the first appearance of skin rash, mucosal lesions, or any other sign of hypersensitiviy.
~Treatment with celecoxib in FAP has not been shown to reduce the risk of gastrointestinal cancer or the need for

other Therefore, FAP patients should not be altered
because of the concurrent administration of celecoxib.
~The concomitant use of celecoxib with any dose of a non-aspirin NSAID should be avoided due to the potential for
increased risk of adverse reactions,
Pregnancy:
Celecoxib should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus. In late
pregnancy, starting at 30 weeks gestation, celecadb should be avoided because it may cause premature closure of the

(e.g, eosinophilia,

« during nursing.

Mechanism of Acton:
Celecoxibis that exhibits malgesic, and antipyretic activiies ductus ortrioss
‘The mechanism of action of celecoxib is believed to be due to mhnbmen of pmslag\andm synthesis, primarily via mh\bman Nursing mothers:
of cyclooxygenase? (COX-2), and at therapeuic in humans, ot infibi the

(COX-1) isoenzymme
Pharmi(nkineli(s:

Absor

e wellsbsord rescin
concentrations are reached within 5 days of treatment. Dosing oo (high fat mean de\ayx absorption by about 1 hour,
2 celecoxib with an al containing antacid resulted in a reduction in plasma
Lelecnx\b concentrations.

Distributi
Ceecoxl i highyprotein bound about 7%, The apparnt volume o distributon at

DRUG INTERACTIONS:
Cytochrome 2C9 Inhibitors:

Celecoxib metabolism s predominantly mediated via cytochrome P4S0 2C9 i the liver. Co-adrministration of celecoxib with
drugs that are known to inhibit 2C9 should be done with caution.

ACE Inhibitors and Diureti
Concomitant use with ACE inhibitors reduce I
Aspirin:
c

Celecoib is not preferentially bound to red blood cells.

Metabolism:

Celecoxib metabolism is primarily mediated via cytochrome P450 2€9. Three inactive metabolites identified, a primary

alcohol,the corresponding carboxylic acid and its glucuronide conjugate.

Excretion:

Celecoxib is mainly eliminated by hepatic metabolism. Less than 19% of the dose is excreted unchanged in urine. Elimination

half-ife is 8-12 hours,

Special Populations:

Geriatric:

Dose adjustment in the elderly s not generaHy necessary. However, for patients of less than 50kg body weight, intiate

therapy at the lowest recommended doss

Hepatic Impairment:

Steady state telemﬂb AUCis increased in mild (Child-Pugh Class A) and moderate (Child-Pugh Class B). Therefore, the daily
be reduced by in patients with moderate (Child-Pugh Class B)

hepatic impairment oot sovere hepatic impairment (Child-Pugh Class C) have not been studied.

Renal Impairment:

Caution is advised when treating patients with renal impairment. Severe renal impairment is contindicated

THERAPEUTIC INDICTAIONS WITH DOSAGE AND ADMINISTRATION:

CRIL (Celecoxib i indicated in adults.CRIL can be taken with or without food.

Indication Dosage Maximum Dose Duration
Osteoarthy 200mg/day 400mg/day 2weeks®
Rheumatoid arthritis 100mg to 200mg twice daily 400mg/day 2weeks®
Ankylosing .
spondyli 200mg/day 400mg/day 2 weeks'
400mginitialy, followed by an 400mg/day

Management of acute
pain and treatment of
primary dysmenorhea

aditional 200mg dose i needed
on the fist day on subsequent days,
the recommended dose 400mg/daily

Polyposis(FAP)** 400mg ¥

* Inthe absence of an increase in therapeutic benefit after two weeks, other therapeutic options should be considered,
- forf RIL (celecoxib).

Special Populations:
Elderly patients (>65 years):
Dose adjustment in the elderly is not generally necessary. However, for patients of less than 50kg body weight, nitiate
therapy at the lowest recommended dose.
Hepatic insufficient patients:
In patients with moderate
Poor Metabolizers of CYP2CO Substrates:
Start a treatment with haf the lowest recommended dose in these patients.
CONTRAINDICATIONS:
Celecoxib is contraindicated in
Patients with known Pypersensifty o celecor or oher sulfonamides.
urticaria, hinitis or allergi g acety! other

(Child-Pugh Class be reduced by

NSAIDS.
~Renal impairment with creatinine clearance of <30mL/min.

Severshepatc impainent (G Pugh Class )

- Patients with active bleedin

~Patients with established ws:hem:c ot dseas (angestiv heort i), perpherl anenal sesseandfor

cerebrovascular disease.

aspirin increases the rate of Gl ulceration or other complications
Fluconazole:

Fluconazole increases two fold the plasma concentration of Celecoxib

Lithium:

Patients on lithium treatment should be closely monitored when celecaxib s introduced or withdrawn as celecoxib may.
increase lthium level

‘Warfarin: Anticoagulant activty should be monitored, when celecoxib is used with warfarin or similar agents, to avoid risk
of bleeding complications.

ADVERSE REACTIONS:

“The following have been reported during therapy of celecorib:

Most Common: Abdominal pain, diarrhea, dyspepsia, flatulence, nausea, dizziness, headache, rhiniti, sinusiti, upper
respiratory tract infection, insomnia and rash.

Less Common: Constipation, dysphagia, esophagitis, gastriti, gastroesophageal reflux, stomatitis, vomiting, cardiovescular
disturbances, bronchitis, coughing, depression, d

OVERDOSAGE:

following an over dose
There are no specific antidotes.

INSTRUCTION:
- Store below 30°C.
- Protect from light & moisture.

- Keep out of reach of children.

To be sold on prescription of a registered medical practitioner.
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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

Manfactured By:

LY [¢7]/[J:Y) SIGMA PHARMA (International Private Limited.)
E50 North Western Industrial Zone

[, IUYVY Fort Qasim Authority, Karachi-Pakistan
www.sigmapharma.com.pk
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