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COMPOSITION
Aimcoxib capsules 100mg-200mg
Each capsule contains Celecoxib..................... 100mg-200mg
PROPERTIES

Aimcoxib(celecoxib) is chemically designated as 4-[5-(4-methylphenyl)-3- (trifluoromethyl)- 1H -pyrazol- 1-y|]
benzenesulfonamide and is a diaryl substituted pyrazole.

The empirical formula for celecoxib is C,H.FN,0,S and the molecular welght is 381.4.

INDICATIONS

Forrelief of the signs and symptoms of osteoarthritis.

For relief of the signs and symptoms of rheumatoid arthritis in adults

For the management of acute pain in adults, including dental pam

For the treatment of primary dysmenorrhea.

DOSAGE AND ADMINISTRATION Osteoarthritis:

The recommended dose is 200mg once dally.

Rheumatoid Arthritis:

The recommended dose |§200mg once daily; which may be increased t0200mg twrce a day as needed

Managementof Acute Pain and Treatment of Primary Dysmenorrhea: .

The recommended dose is 100mg-200mg up to a maximum daily dose of 400mg. Dosing intervals should not be less than 4
Hours.

Elderly:

No dosage adjustment is necessary

Hepaticimpalrment:

No dosage adjustment s necessary in patients wrth mild to moderate hepatic impainnent

There is no clinical experience in patients with severe renal impairment.

Chiidren: g

Aimcoxib has not been studied in subjects under 18 years old.

MECHANISMOFACTION =~

Aimcoxib is a nonsieroidal anti-inflammatory drug that exhibits anti-inflammatory anaigesic, and antipyretic actrvrties in
animai models. The mechanism of action of Aimcoxib is believed to be due to inhibition of prostaglandin synthesis, primarily
via inhibition of cyclooxygenase-2 (cox-2) and at therapeutic concentrations in humans, Aimcoxib does not inhibit the
cyclooxygenase-1 {cox- 1)rsoenzyme

PHARMACOKINETICS )

The rate of absorption after oral administraticn is moderate, with peak plasma levels occuting aﬂer 2 to 4 hours; the extent
-of absorption is not known. Celecoxib is extensively bound to plasma proteins. Little drug is excreted unchanged; most is
excreted as carboxylic acid and glucuromde metabolites in the urine and feces. The elimination half-life is approximately 11
hiours. Plasma concentrations are lower in patients with renal insufficiency, in whom there is a 47% incfease in apparent
clearance. Plasma concentrations are increased by approximately 40% o 180% in patients with mild and moderats hepatic
impairment, respectively. Significant interactions occur with fluconazole and lithium but not with ketoconazole or
methotraxate. Celecoxib is metabolized by CYP2C9, so crmcal vigilance is necessary during co-administration of other
substrates or inhibitors of the enzyme.

CONTRA-INDICATIONS

Aimcoxib is contraindicated in pabents with known hypersensitivity to celecoxib. 2
Aimcoxib should not bé given to pabents who have demonstrated allergic-type reacuona to suifonamides.
Aimeoxib should not be given to patients who have experienced asthma, urticaria, or allergic-type reactions after taking
aspirin or other nsaids. Severe, rarejy fatal, anaphylacuc-hke reactions to nsaids have been reported in such patients.
PRECAUTIONS

Aimcoxib can not be expected to substitute for corticosteroids or to treat corticosteroid msufﬁuency Abrupt discontinuation
of corticosteroids may lead to exacerbation of corticosteroid-responsive iliness. Patients on prolonged corticosteroid
therapy should have their therapy tapered slowly if a decision is made to discontinue-corticosteroids. ’

Warfarin: anticoagulant activity should be monitored, particularly in the first few days, after initiating or changing Aimcoxib
therapy in patients receiving warfarin or similar agepts, since these patients are at an increased risk of bleeding
complications. The effect of celecoxib on the anticoagulant (warfarin) was studied ina group of healthy subjects receiving
daily doses of 2 to 5 mg of warfarin, In these subjects, celecoxib did not. alter the anticoagulant effect of warfarin as
determined by prothrombin time. However, in post-marketmg experience, bleeding events have been reported, -
predominantly in the elderly, in association with i increases in prothrombir;. Time in patients recelving Aimcoxib concurrently
with tvarfarin,

The phannacoiogoca! activity of Aimcoxibin reducing inflammation, and possibly fever, may diminish the utility of these
diagnostic signs in detecting infectious_complications of presumed noninfectious, painful conditions. Hepatic effects:
borderiine elevations of one or more liver tests may occur in up to 1 5% of patients taking nsaids, and notable elevations of
alt or ast (approximate'y three or more times the upper limit of normal) have been reported in approximately 1% of pabents in
clinical trials with nsaids. These laboratory abnormalilies may progress, may remain

Unchanged, or may be transient with continuing therapy. Rare cases of severe hepatic reactions, including jaundice and
fatal fulminant hepatitis, liver necrosis and hepatic failure (some with fatal cutcome) have been reported with nsaids. In
controlied clinical triais of Aimcoxib, the incidence of bordertine elevations of liver tests was 6% for Aimcoxib and 5% for
placebo, and approximately 0.2% of patients taking Aimcoxib and 0.3% of patients taking piacebo had notable elevations of
altand ast.
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A patiant with symptoms and/or signs suggesting fivar dysfunation, of inn whom an abnarmal fiver tast has occirred, should
be menitored carefully for evidence of the devalopment of a more savera hepatic reaction while on therapy with Aimeoyih If
chinical gigns and symptoms consictent with liver diseage davelop, or if systemic manifestations oerr (8 g aosirophilla
rash, etc )Aimooxib should be discontinued.
Renal effects, tong term administration of nsaids has resulted in renal papillary nacrosis and other renal injury Renal toxic ity
has also been seen In patients in whom renal prostaglandins have a compensatory role in the maintanancs of ranal
perfusion. In these patients, administration of a nonsteroidal anti-inflammatory drug may cause a dose depardent
reduction *in prostaglandin formation and secondarﬂy, in renal blood flow, which may precipitate over ranal
decompensation. Patients at greatest risk of this reaction are those with impaired renal function, heart failure, liver
dysfunction, those taking diuretics and ace inhibitors, and the elderly. Discontinuation of nsaid therapy is usually followed by
recovery to the pretreatment state. Clinical trials with Aimcoxib have shown renal effects similar to those observaed with
comparator nsaids.
Caution should be used when initiating treatment with Aimcoxib in patients with considerable dehydration. It is advisabie to
rehydrate patients first and then start therapy with Aimcoxib. Caution is also reoomrnended in patients with pra-existing
kidney disease.
Hematological effects: anemia is sometimes seen in patients receiving Aimcoxib. In controlled clinical tri incidence of
anemia was 0.6% with Aimcoxib_and 0.4% with placebo. Patients on long-term treatment with Aimcoxib should have their
hemoglobin or hematocrit checked if they exhibit any signs or symptoms of anemia or blood loss. Aimcoxib does not
generally affect platelet counts, prothrombin time (pt), or partial thromboplastin time (ptt), and does not appear to inhibit
platelet aggregation atindicated dosages
Fluid retention and edema: fluid retention and edema have been observed in some patients laking Aimcoxib.
Therefore, Aimcoxib should be used with caution in patients with fluid retention, hypertension, or heart failure. '
Pre-existing asthma; patients with asthma may have aspirin-sensitive asthma. The use of aspirin in patients with aspirin-
sensitive asthma has been associated with severe bronchospasm which can be fatal. Since cross reactivity, including
bronchospasm, between aspirin and other nonsteroidal anti-inflammatory drugs has been reported in such aspirin-sensitive
patients, Aimcoxib should not be administered to patients with this form of aspirin sensitivity and should be used with
caution in patients with preexisting asthma.
LABORATORY TESTS
Because serious Gl tract ulcerations and bleedmg can occur without wammg symptoms, physnaans should monitor for
signs or symptoms of gi bleeding.
During the controlled clinical trials, there was an increased mcedence of hyperchioremia in patients.receiving celecoxxb
compared with patients on placebo. Othér laboratory abnormalities that occurred more frequently in the patlents receiving
celecoxib included hypophosphatemia; and elevated bun. These laboratory abnormalities were also seen in patients who
received comparator nsaids in these studies. The clinical significance of these, abnormartxes has notbeen established.
ADVERSE EFFECTS
Adverse effects reported in controlled clinical trials:
Central Netvous System: Headache, dizziness. :
Gastrointestinal: Constipation, nausea, abdominal pain, dlarrhoea dyspepsia, flatulence, vomiting, Serious “clinicaily
significant upper gastro-intestinal bleeding has been observed in- patients receiving celecoxib, although infrequently.
Among 5,285 patients who received celecoxib in controlled clinical trials of 1 to 6 months duration (most were 3 months
studies) ata daily dose of 200mg or more, only 2 (0.4%) experienced s:gnlﬁcant Glbleeding, at 14 and 22 days after initiation
of dosing.
Respiratory: Bronchitis, coughmg. pharyngms rhinitis, sinusitis, and upper respu'atory tract infection.
Other: Arthralgia, back pain, insomnia, myalgia; pain, peripheral pain, pruritus, tooth dlSOl‘def accidental injury, allergy
aggravated, flu-like symptoms, penpheral oedema, rash, urinary tract infection.
OVER DOSAGE -
Symptoms following acute nsa:d overdoses are usually Ilmnted to lethargy, drowsmess nausea, vomiting, and epigastric
pain, which are generally reversible with supportive care._,Gastrointestinal bleeding can occur.
Hypertension, acute renal failure, respiratory depression and coma may occur but are rare. Anaphylactic reactions have
been Treported with therapeutic ingestion of nsaids, and may occur following an overdose.
Patients should be managed by symptomatic and supportive care following an nsaid overdose. There are no specific
antidotes. No information is available regardlng the removal of celecoxib by hemodialysis, but based on'its high degree of
plasma protein binding(97%) dialysis is unlikely to be useful in overdose. Emesis and/or activated charcoal (60 to 100 g in
adults, 1 to 2 g/kg in children) and/or osmotic cathartic may be indicated in patients seen within 4 hours of ingestion with
symptoms or following a large overdose. Forced diuresis, alkalinazation of urine, hemodialysis, or hemoperfusion may not
be useful due to high protein binding: :

INSTRUCTIONS , e , B sk
-Store in a cool, dry place below 25°C . 8 "
-Protect from heat & light.

-Do notexceed the expiry date mentnoned onthe pack

KEEP ALL MEDICINE AWAYFROM CHILDREN.
Aimcoxib Capsule 100mg-200mg°  Inpackof 1x 10 capsules

Q Manufactured By: _ )
' s Aims Pharmaceutacals 75 ;
Plot # 291, Industrial Triangle, Kahuta Road

Hims Islamabad-Pakistan
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