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DESCRIPTION

Parix™ is a preparation of Parecoxib Sodium. Following injection,
Parecoxib Sodium is rapidly converted to Valdecoxib. The
mechanism of action of Parecoxib is by inhibition of
cyclooxygenase-2 (COX-2)-mediated prostaglandin synthesis.
Parecoxib is anti-inflammatory, analgesic, and antipyretic. By
inhibition of both peripheral and central COX-2, Parecoxib reduces
the production of prostaglandins that are important mediators of
pain and inflammation.

INDICATIONS
Treatment of postoperative pain.

DOSAGE AND ADMINISTRATION

The recommended dose is 40 mg administered intravenously (IV)
or intramuscularly (IM), followed every 6 to 12 hours by 20 mg or
40 mg as required, not to exceed 80 mg/day. Opioid analgesics
can be used concurrently with Parecoxib, dosing as described in
the paragraph above.

In Elderly Patients:

No dose adjustment is generally necessary in elderly patients (=65
years). However, for elderly patients weighing less than 50 kg,
treatment should be initiated with half the usual recommended
dose of Parecoxib and reduce the maximum daily dose to 40 mg.
In Hepatic Impairment Patients:

No dosage adjustment is generally necessary in patients with mild
hepatic impairment. Parecoxib should be introduced at half the
usual recommended dose in patients with moderate hepatic
impairment and the maximum daily dose should be reduced to 40
mg. There is no clinical experience in patients with severe hepatic
impairment, therefore Parecoxib should not be used in these
patients.

In Renal Impairment Patients:

No dose adjustment is necessary in patients with mild to moderate
renal impairment (creatinine clearance of 30-80 mL/min.). In
patients with severe renal impairment (creatinine clearance <30
mL/min.) or patients who may be predisposed to fluid retention,
Parecoxib should be initiated at the lowest recommended dose 20

mg and the patient’s kidney function should be closely monitored.

In Children

Parecoxib injection has not been studied in patients under 18
years old. Therefore, Parecoxib is not recommended in children
under 18 years old.

METHOD OF ADMINISTRATION

The IV injection may be given rapidly and directly into a vein or
into an existing IV line. The IM injection should be given slowly
and deeply into the muscle. Precipitation may occur when
Parecoxib is combined in solution with other medicinal products
and therefore Parecoxib must not be mixed with any other
medicinal product, either during reconstitution or injection.
Reconstitution Solvent

Parix™ 40 mg must be reconstituted before use with 2 mL sodium
chloride 9 mg/mL (0.9%) solution.

Reconstitution process

(1) Remove the flip-off cap to expose the central portion of the
rubber stopper of the 40 mg Parix™ vial.

(2) Withdraw 2 mL sodium chloride 9 mg/mL (0.9%) solution
with a sterile needle and syringe.

(3) Insert the needle through the central portion of the rubber
stopper transferring the solvent into the 40 mg Parix™ vial.

(4) Prepare Parix™ injection by dissolving the powder
completely using a gentle swirling motion.

(5) The reconstituted injection should not be used if discolored
or cloudy or particulate matter is observed.

(6) Parix™ injection should be administered within 24 hours of
reconstitution or discarded.

(7) Do not freeze and refrigerate after reconstitution.

CONTRAINDICATIONS

Parecoxib injection is contraindicated in patients with known
hypersensitivity to Parecoxib sodium, Valdecoxib or to any other
ingredient of the product. Parecoxib injection is contraindicated in
patients undergoing CABG or other major vascular surgery. The
injection should not be given to patients who have experienced
Urticaria, Asthma, Inflammatory Bowel Disease (IBD), Severe
Hepatic Impairment, Congestive heart failure. Parecoxib injection
is contraindicated in patients with unstable or significant
established ischaemic heart disease, peripheral arterial disease
and/or cerebrovascular disease. Parecoxib injection is also
contraindicated in patients who have demonstrated allergic-type
reactions to sulfonamides.

WARNINGS AND PRECAUTIONS

Parecoxib has been associated with an increased risk of
cardiovascular adverse events like myocardial infarction and
stroke when taken long term. Caution should be exercised when
co-administering  Parecoxib with warfarin and other oral
anticoagulants. The concomitant use of Parecoxib with other non-
acetylsalicylic acid NSAIDs should be avoided. Parecoxib should
be used with caution in patients with compromised cardiac
function, pre-existing oedema, or other conditions predisposing
to, Parecoxib is worsened by, fluid retention including those
taking diuretic treatment.

USE IN PREGNANCY AND LACTATION

Pregnancy Category C. Use of Parecoxib injection during
pregnancy is not recommended as there are no adequate and
well-controlled studies in pregnant women. Parecoxib must not
be administered to women who breast-feed because of the
potential for adverse effects. Parecoxib is contraindicated in the
third trimester of pregnancy.

SIDE EFFECTS
Nausea, Vomiting, Abdominal Pain, Constipation, Dyspepsia,
Oedema, Post-operative Anaemia.

PHARMACEUTICAL PRECAUTION

Store at or below 25 °C temperature. Keep away from light and
wet place. Keep out of reach of children. To be used under medical
supervision.

PACKAGING

Parix™ for Injection:

Each box contains one vial of Parecoxib Sodium INN equivalent to
Parecoxib 40 mg Lyophilized powder for Injection.

Each box also contains:

* One ampoule of 2 mL Sodium Chloride 0.9% Injection

* One 3 mL sterile disposable syringe

* One alcohol pad
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Manufactured by

ESKAYEF PHARMACEUTICALS LTD.
TONGI, GAZIPUR, BANGLADESH
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