CELEX CAPSULES

Prescription Only Medicine

Composition:

Celex 100

Each capsule contains:
Celecoxib 100 mg
Celex 200

Each capsule contains:
Celecoxib 200 mg

Pharmacological Activity:

Celex is a nonsteroidal anti-inflammatory drug (NSAID) that exhibits anti-inflammatory, analgesic, and
antipyretic activities through a mechanism of action based on inhibition of prostaglandin synthesis,
primarily via the inhibition of cyclooxygenase-2 (COX-2) (isoenzyme).

Celex does not inhibit the cyclooxygenase-1 (COX-1) isoenzyme.

Indications:
Celex is used for the relief of signs and symptoms of:
Osteoarthritis (OA).
Rheumatoid Arthritis (RA).
Juvenile Rheumatoid Arthritis (JRA).
Ankylosing Spondylitis (AS).
Acute Pain.
Primary Dysmenorrhea.

ANANANANA YN

When Not This Product Should Be Used:

Celex is contraindicated in patients with following medical conditions:

Allergy to celecoxib or any of the other ingredients in Celex.

Allergy to sulfonamide drugs.

Allergy to ASA (Acetylsalicylic Acid) or other NSAIDs (Nonsteroidal Anti-Inflammatory Drugs).
Current pregnancy (from 30 weeks of pregnancy).

For the treatment of peri-operative pain in the setting of coronary artery bypass graft (GABA)
surgery.

ANANENENRN

Do Not Take This Medicine Without Consulting Your Physician Before Starting Treatment If
You Have Any Of The Following:

¢ Cardiovascular thrombotic events.

¢ Hepatic diseases.

¢ Renal diseases.

e Pregnancy (in first and second trimester).

¢ Breast-feeding.

Pregnancy & Breast-feeding:




Pregnancy: Pregnancy category (C) up to 30 weeks. Pregnancy category (D) from 30 weeks of
gestation onward.

In first and second trimester, use only if the potential benefit outweighs potential risk.

Patient women should be informed that in late pregnancy (third trimester) Celex should be avoided
because it may cause premature closure of the ductus arteriosus.

Breast-feeding: Limited data has shown this drug is excreted into human milk in low levels. Caution
should be exercised when Celex is administered to a nursing woman.

How Will This Medicine Affect Your Daily L ife:

Celex may cause you to become drowsy or tired. Be careful about driving or participating in activities
that require you to be alert. If you become drowsy, dizzy or light-headed after taking Celex, do not drive
or operate machinery.

Warnings & Precautions:

e With longer duration of use NSAIDs, there is a trend for increasing the likelihood of developing
serious adverse events at some time during the course of therapy. However, even short term therapy is
not without risk.

e Some factors that increase the risk of adverse reactions including : concomitant use of oral
corticosteroids or anticoagulants or other NSAIDs, smoking, use of alcohol, older age, and poor
general health status.

e Physicians and patients should remain alert for signs and symptoms of Gl ulceration and bleeding
during Celex therapy and promptly initiate additional evaluation and treatment; because these serious
events can occur at any time, with or without warning symptoms. So a CBC and chemistry profile
should be checked periodically.

e Patients should be informed about the signs and symptoms of serious skin manifestations and use of

the drug should be discontinued at the first appearance of skin rash or any other sign of hypersensitivity.

e Celex cannot be expected to substitute for corticosteroids or to treat corticosteroid insufficiency.

e Patients on long term treatment with Celex should have their hemoglobin or hematocrit checked if
they exhibit any signs and symptoms of anemia or blood loss.

e The pharmacological activity of Celex in reducing inflammation, and possibly fever, may diminish
the utility of these diagnostic signs in detecting infectious complications of presumed noninfectious,
painful conditions.

e Blood pressure should be monitored closely during the initiation of therapy with Celex and
throughout the course of therapy. However, NSAIDs including Celex should be used with caution in
patients in Patients with hypertension.

e Fluid retention and edema have been observed in some patients taking NSAIDs, including Celex.
However, Celex should be used with caution in patients with fluid retention or heart failure.

e Rare cases of anaphylactic reactions and angioedema have been reported in patients receiving Celex.
This symptom complex typically occurs in asthmatic patients who experience rhinitis with or
without nasal polyps, or who exhibit sever, potentially fatal bronchospasm after taking aspirin or
other NSAIDs.

e The use of aspirin in patients with aspirin-sensitive asthma has been associated with sever
bronchospasm, which can fatal. Celex should not be administered to patients with this form of
aspirin sensitivity, and should be used with caution in patients with preexisting asthma.

e Safety and efficacy have not been studied below six months in children.




Adverse Effects:

In addition to the desired effect of the medicine, adverse reactions may occur during the course of taking

this medicine:

e Get emergency medical help if you have signs of an allergic reaction to Celex: sneezing, runny or
stuffy nose, wheezing or trouble breathing, hives, swelling of your face, lips, tongue, or throat.

e Get emergency medical help if you have signs of a heart attack or stroke: chest pain spreading to your
jaw or shoulder, sudden numbness or weakness on one side of the body, slurred speech, and feeling
short of breath.

e Stop using Celex and call your doctor at once if you have:

v' The first sign of any skin rash, no matter how mild.

v" Shortness of breath (even with mild exertion).

v Swelling or rapid weight gain.

v" Signs of stomach bleeding - bloody or tarry stools, coughing up blood or vomit that looks like
coffee grounds.

v" Liver problems - nausea, upper stomach pain, itching, tired feeling, flu-like symptoms, loss of
appetite, dark urine, clay-colored stools, jaundice (yellowing of the skin or eyes).

v" Kidney problems - little or no urinating, painful or difficult urination, swelling in your feet or
ankles, feeling tired or short of breath.

v" Low red blood cells (anemia) - pale skin, feeling light-headed or short of breath, rapid heart rate,
and trouble concentrating.

v" Severe skin reaction - fever, sore throat, swelling in your face or tongue, burning in your eyes,
skin pain followed by a red or purple skin rash that spreads (especially in the face or upper body)
and causes blistering and peeling.

e Common Celex side effects may include:

v’ Stomach pain, indigestion, gas, and diarrhea.

v" Swelling in your hands or feet.

v" Dizziness.

v’ Rash.

v Cold symptoms such as stuffy nose, sneezing, sore throat.

Drug Interactions:

If you are taking another drug concomitantly or if you have finished treatment with another medicine,

inform your physician, in order to prevent hazards or lack of efficacy arising from drug interactions,

especially for the followings:

e Warfarin.

Lithium.

Aspirin.

ACE-inhibitors and Angiotensin Il Antagonists.

Fluconazole.

Furosemide.

Other NSAIDs.

To Avoid Poisoning:
o Keep the medicine out of the reach of children.




e If you have taken an overdose or if a child has accidentally swallowed the medicine, proceed
immediately to a hospital room and bring the package of the medicine with you.

e Do not induce vomiting without consulting your physician.

¢ Do not take your medication in the dark, check the label and the dose each time you take your
medication.

e Always notice the expiry date, and never use medicines after the mentioned date.

e Avoid exposure of the drug to excessive heat and humidity during storage.

e Do not exceed the dosage prescribed by your physician.

Dosage & Directions Of Use:
e Unless otherwise prescribed by the doctor, the recommended doses are as follows:

v' For osteoarthritis the recommended oral dose is 200 mg per day administered as a single dose or
as 100 mg twice daily.

v" For rheumatoid arthritis the recommended oral dose is 100 to 200 mg twice daily.

v For Ankylosing Spondylitis the recommended oral dose is 200 mg each day, increased by your
doctor to a maximum of 400 mg, if no effect is observed after 6 weeks.

The dose is usually:
= One 200 mg capsule once a day, or
= One 100 mg capsule twice a day.

v" For Juvenile rheumatoid arthritis the recommended oral dose as follows:
= Pediatric patients (age 2 years and older) is based on weight.
= Patients >10 Kg to <25 Kg: 50 mg twice daily.
= Patients >25 Kg: 100 mg twice daily.

v' For Acute pain & Primary Dysmenorrhea the recommended oral dose is 400 mg initially,
followed by an additional 200 mg dose if needed on the first day. On subsequent days, the
recommended dose is 200 mg twice daily as needed.

e Celex can be taken at any time of the day, with or without food. However try to take each dose of

Celex at the same time each day.

e Use lowest effective dose for the shortest duration consistent with treatment goals for the individual
patient.

Missed Dose:

- Take the missed dose as soon as you remember, unless it is the time for your next dose, skip the
missed one and continue as your regular dose schedule.

- Do not double the dose to make up the missed dose.

Attention!
Swallow capsule as a whole, do not break or chew it.

Storage:
Store at a temperature between 15 — 30 °C.

Presentation:
Celex 100 mg: A box of 20 capsules.
Celex 200 mg: A box of 10 capsules.
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