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Dispercam

(Suppositories, Ampoules, Dispersible Tablets)

150225051016

Composition of:

Suppositories:

Each suppository contains:

Active Ingredient:

Piroxicam 20 mg

Inactive Ingredients:

Betadex, Colloidal silicon dioxide, Propylene glycol, Polysorbate 80, Hard fat,
Propyl gallate, Cetomacrogol emulsifying wax .

Ampoules:

Each ampoule(1 ml) contains:

Active Ingredients:

Piroxicam 20 mg

Inactive Ingredients:

Benzyl alcohol, Nicotinamide, Propylene glycol, Ethyl alcohol, Sodium dihydrogen orthophosphate, Sodium hydroxide, HCI.
Dispersible Tablets:

Each dispersible tablet contains:

Active Ingredient:

Dispercam 10mg Tablets : Piroxicam 10 mg

Dispercam 20mg Tablets : Piroxicam 20 mg

Inacitve Ingredients:

Microcrystalline cellulose, Sodium starch glycolate, Magnesium stearate, Colloidal silicon dioxide.
Pharmaceutical Form: Suppositories, Ampoules, Dispersible Tablets

\ This product contain benzyl alcohol, which may be not for use in neonates and infants \

Properties:

Piroxicam is a member of a new chemical class of teroidal anti-i y agents

analgesic and antipyretic properties. While its mode of action is not fully understood,independent studies in vitro as well as in vivo
have shown that piroxicam interacts at several steps in the immune and inflammation responses through:

-inhibition of neutrophil aggregation.

- inhibition of polymorphonuclear cell migration and monocytes to the area of inflammation.

- inhibition of lysosomal enzyme release from stimulated leucocytes.

- inhibition of superoxide anion generation by the neutrophil.

- reduction of both systemic and synovial fluid id factor in patients with it id arthritis.

Itis established that piroxicam does not act by pituitary-adrenal axis stimulation .in vitro studies have neither revealed any negative
effects on cartilage metabolism.

In primary dysmenorrhea the increased levels of
ischemia and pain.

piroxicam, as an inhibitor of prostaglandin synthesis ,has been shown to reduce uterine hypercontractility and to be effective in the
treatment of primary dysmenorrhea.piroxicam is well absorbed following oral and rectal administration. with food there is a slight delay
in the rate but not the extent of absorption following oral administration .As with any drug dosed in suppository form,individual drug
absorption depends on the condition of rectal ampulla and of the length of contact between the suppository and the rectal
mucosa.passing stools too soon after administering a suppository may impair therapeutic effect.

The plasma half-life is approximately 35 to 70 hours in man and stable plasma concentrations are maintained throughout the day on
once-daily dosage .protein binding in the plasma approximates 90%

Continuous treatment with 20mg/day for periods of 1 year produces similar blood levels to those seen once steady state first is
achieved.drug plasma concentration are propotional for 10 and 20 mg doses and generally peak within three to five hours after
medication .A single 20 mg dose generally produces peak piroxicam plasma levels of 1.5 to 2 meg/ml while maximum drug plasma
concentration ,after repeated daily ingestion of 20 mg piroxicam ,usually stabilize at 3 to 8 mcg/ml.treatment with a loading dose
regimen of 40 mg daily for the first two days followed by 20 mg daily thereafter allows ahigh percentage (approximately 76%)of steady
state levels to be achieved immediately following the second dose.steady state levels , area under the curves and elimination half-life
are similar to that following a 20mg daily dose regimen.

Piroxicam is extensively metabolized and less than 5% of the daily dose is excreted unchanged in urine and feces. One important
metabolic pathway is hydroxylation of the pyridyl ring of piroxicam side chain, followed by conjugation with glucuronic acid and urinary
elimination.

INDICATIONS:

Dispercam is indicated for symptomatic relief of osteoarthritis, rheumatoid arthritis or ankylosing spondylitis.

Due to its safety profile , Dispercam is not a first line option should an NSAID be indicated

The decision to prescribe Dispercam should be based on an assessment of the individual patient's overall risk.

Dosage and Administration:

For Adult use only.

Oral use: Dispersible Tablets.

Note: Dispercam Dispersible Tablets can be swallowed whole with a little liquid, or allowed to disperse in at least 50 ml of water and
Laken as a drink.

Arthritis, O: itis, and ing : The starting dose s 10 - 20 mg as a single daily
dose The majority of patients will be adequately maintained on such a dose. Some patients may require up to 30 mg daily given in
single or divided doses. Long-term administration of doses of 30 mg or higher daily carries an increased risk of gastrointestinal side
effects.

Rectal form: Suppositories
For each md\cahon Ihe dosage of Dispercam suppositories, when used alone, is |dem|ca\ with the dosage of Dispercam oral form.
offer an al route of for those who wish to prescribe them in certain
pallents or those patients who prefer them.
Ampoules for .M. Administration:
Dispercam intramuscular is suitable for initial treatment of acute exacerbations of chronic conditions. For continuation of treatment
oral dispersable tablets or suppository forms should be utilized. Dosage of inframuscular Dispercam is identical with the dosage of
Dispercam oral.
Intramuscular injection of Dispercam should be made using aseptic technique into a relatively large muscle.
The preferred site is the upper outer quadrant of the buttock (i.e. gluteus maximus).
Combined administration:
The combined total daily dosage of piroxicam administered as dispersable tablets, suppositories and ampoules should not exceed the
maximum recommended daily dosage as indicated above.
General recommendation:
As with all NSAIDs, titration for minimal effective dose and evaluation of the opportunity to pursue treatment in time are
recommended, especially in case of long-term therapy. Such rational therapeutic approach often helps minimize the implications of
untoward reactions. This is especially true when treating elderly patients and/or patients in poor health who represent a population at
risk that may present with a pathology predisposing to complications, notably of the Gl system.
Contraindications:
Piroxicam should not be used in those patients who have previously shown a hypersensitivity to the drug.
In addition, the possibility exists of cross- sensitivity with acetylsalicyclic acid and other NSAID agents. Therefore, piroxicam will not
be prescribed to patients in whom acetylsalicylic acid or other NSAID agents are known to cause symptoms of asthma, nasal
polyposis, angioneurotic edema or urticaria.
Piroxicam will not be used in patients with peptic ulcer, and it should be used with great caution in patients with a history ulceration, GI
bleeding, and gastritis.
Dispercam suppositories should not be used in patients with inflammatory lesions of the rectum or anus, or in patients with a recent
history of rectal or anal bleeding
Dosage recommendations and indications for use in children under age 16 have not been established.
Pregnancy, Nursing Mothers & pediatric use.
Do not administer injections preserved with benzyl alcohol to premature infants, neonates, infants below 13 years, pregnant women or
nursing mothers. Benzyl alcohol has been associated with serious adverse events& death, particularly in pediatric patients. (it may
cause Gasping Syndrome) Injections preservative free should be used in these populations.
Undesirable effects
Gastrointestinal these are the most commonly encountered side-effects but in most instances do not interfere with the course of
therapy. They include stomatitis, anorexia, epigastric distress, gastritis ,nausea, vomiting, constipation, abdominal discomfort,
flatulence, diarrhoea, inal pain and indigestion, rare cases of itis have been reported
Objective evaluations of gastric mucosa appearances and intestinal blood loss show that20 mg / day of Dispercam administered
either in single or divided doses is significantly less irritating to the gastro-intestinal tract than aspirin.
Peptic ulceration, perforation and gastro-intestinal bleeding ( including haematemesis and melaena ) in rare cases fatal, have been
reported with Dlspercam
Some studies have d that piroxicam is with higher risk of gastrointestinal adverse reactions
compared with some NSAIDs, but this has not been confirmed in all studies.
Administration of doses exceeding 20 mg daily ( of more than several days duration ) carries an increased risk of gastro-intestinal
side-effects, but they may also occur with lower doses.
Oedema, hypertension, and cardiac failure, have been reported in association with NSAID treatment. The possibility of precipitating
congestive heart failure in 456789p[oiuytrewq XCVBNM,.J005Ah compromised cardiac function should therefore be borne in mind.
CNS: Dizziness, headache insomnia depression, L f mood dream
mental confusion, paraesthesiae and vertigo have been reported rarely.
Dermal hypersensu' ity: Rash and pruritis. Onycholysis and analopoecia have rarely been reported.
reactions occur i
As with other non-steroidal anti-inflammatory drugs, toxic epidermal necrolysis
(Lyell's dlsease ) and stevens-johnson syndrome may develop in rare cases. Vesiculo bullous reactions have been reponed rarely.
reactions : reactions such as as oedema,

vasculitis and serum sickness have been reported rarely.
Renal function: Interstitial nephritis, nephrouc syndrome renal failure and renal papillary necrosis have been reported rarely.

ical: Decreases in and with obvious gastro-intestinal bleeding have occurred.
Anaem\a thrombocytopenia purpura (Henoch- and ilia have been reported. Cases of aplastic
anaemia, haemolytic anaemia and epistaxis have rarely been reported.
Liver function: Changes in various liver function parameters have been observed. As with most other non-steroidal anti-inflammatory
drugs, some patients may develop increased serum transaminase levels during treatment with Dispercam. Severe hepatic reactions
including jaundice and cases of fatal hepatitis have been reported with Dispercam. Although such reactions are rare, if abnormal liver
function tests persist or worsen, if clinical symptoms consistent with liver disease develop, or if systemic manifestations occur e.g.
eosinophilia
, rash etc., Dispercam should be discontinued.

cause uterine

resulting in uterine

Other: The following have been reported rarely, palpitations and dyspnoea, anecdotal cases of positive ANA, anecdotal cases of
hearing ies, metabolic such as weight increase or decrease. Swollen eyes,
blurred vision and eye irritations have been reported. Routine and slit-lamp ion have revealed no evidence
of ocular changes. Malaise and tinnitus may occur.

Clinical trial and epidemiological data suggest that use of some NSAIDs (particularly at high doses and in long term treatment) may be
associated with a small increased risk of arterial thrombotic events (for example myocardial infarction or stroke)

.M. only:

Intramuscular: Transient pain upon injection has occasionally been reported. Local adverse reactions (burning sensations) or tissue
damage (sterile abscess formation, fatty tissue necrosis) may occasionally occur at the site of injection

Special warnings and ion for use:-

Restrictions on the use of piroxicam-containing medicinal products because of the risk of gastrointestinal side effects and serious skin
reactions. Piroxicam should no longer be used for treatment of short-term painful and inflammatory conditions in Which the risk is
more than the benefits compared to the other NSAIDs in short term Irea\ment

Piroxicam can only be p for the symp ic relief of arthritis and

However it should not be the first choice of non-steroidal anti-inflammatory drug ( NSAID) treatment in these conditions

Prescription of piroxicam should always be initiated by a physician experienced in the treatment of patients with inflammatory or
degenerative rheumatic diseases and treatment should be used in the lowest dose (no more than 20 mg per day) And for the shortest
duration possible. In any case, the treatment be reviewed after the first 14 days of starting.

Warnings:

This product contains benzyl alcohol which is potentially toxic when administered locally to neural tissues.

Undesirable effects may be minimized by using the minimum effective dose for the shortest duration necessary to control symptoms.

The clinical benefit and tolerability should be re-evaluated periodically and treatment should be immediately discontinued at the first

appearance of cutaneous reactions or relevant gastrointestinal events.

Special warning for benzyl alcohol substance: -pregnancy,nursing mother,pediatric.

-do not administer injections preserved with benzyl alcohol to premature infants, Neonates,infants below 13 years,pregnant women or

nursing mothers.

Benzyl alcohol has been associated with serious adverse events&death, Particularly in pediatric patients.(it may cause Gapsing

Syndrome)so injections Preservative free should be used in these populations.

-Undessirable effects may be minimized by using the minimum effective dose for the shortest duration necessary to control symptoms.

~The clinical benefit and tolerability should be re-evaluated periodically and treatment should be immediately discontinued at the first

appearance of cutaneous reactions or relevant gastrointestinal events.

Gastrointestinal (Gl) Effects, Risk of Gl Ulceration, Bleeding, and perforation NSAIDs, including piroxicam, can cause serious

gastrointestinal events including bleeding, ulceration, and perforation of the stomach, small intestine or large intestine, which can be

fatal. These serious adverse events can occur at any time, with or without warning symptoms, in patients treated with NSAIDs.

NSAID exposures of both short and long duration have an increased risk of Gl event. Evidence from observational studies suggests

that piroxicam may be associated with a high risk of serious gastrointestinal toxicity, relative to other NSAIDs.

Patients with significant risk factors for serious Gl events should be treated with piroxicam only after careful consideration.

The possible need for combination therapy with gastro - protective agents (e.g. misoprostol or proton pump inhibitors ) should be

carefully considered.

Serious Gl complications: Identification of at-risk subjects

The risk for developing serious Gl complications increases with age. Age over 70 years is

The administration to patients over 80 years should be avoided.

Patients taking concomitant oral corticosteroids, selective serotonin reuptake inhibitors ( SSRIs ) or anti-platelet agents such as low-

dose acetylsalicylic acid are at increased risk of serious GI complications.

As with other NSAIDs, the use of piroxicam in combination with protective agents ( e.g. misoprostol or proton pump inhibitors ) must

be considered for these at-risk patients.

Patients and physicians should remain alerted for signs and symptoms of Gl ulceration and / or bleeding during piroxicam treatment.

Patients should be asked to report any new or unusual abdominal symptom during treatment. If a gastrointestinal complication is

suspected during treatment, piroxicam should be discontinued immediately and additional clinical evaluation and treatment should be

considered.

Appropriate monitoring and advice are required for patients with a history of hypertension and/or mild to moderate congestive heart

failure as fluid retention and cedema have been reported in association with NSAID therapy.

Patients with heart failure, ischaemic heart disease,

Peripheral arterial disesase, and / or cerebrovascular disease should only be treated with piroxicam after careful consideration. Similar

consideration should be made before initiating longer-term treatment of patients with risk factors for cardiovascular events ( e.g.

hypertension, hyperlipidaemia, diabetes mellitus, smoking ).

Clinical trial and epidemiological data suggest that use of some NSAIDs (particularly at high doses and in long term treatment) may be

associated with a small increased risk of arterial thrombotic events ( for example myocardial infaction or stroke ).there are insufficient

data to exclude such a risk for Dispercam.

Dispercam should be used with caution in patients with  history of bronchial asthma.

Patients who are known or suspected to poor CYP2C9 metabolizers based on previous history/experience with other CYP2C9

substrates should be administered piroxicam with caution as they may have abnormally high plasma levels due to reduced metabolic

clearance.

Skin reactions: Serious skin reactions, some of them fatal, including exfoliative dermatitis. Stevens-Johnson syndrome, and toxic

epidermal necrolysis, have been reported very rarely in association with the use of NSAIDs. Evidence from observational studies

suggests that piroxicam may be associated with a higher risk of serious skin reaction than other non-oxicam NSAIDs. Patients appear

to be at highest risk of these reactions early in the course of therapy, the onset of the reaction occurring in the majority of cases within

the first month of treatment. Piroxicam should be discontinued at the first appearance of skin rash, mucosal lesions, or any other sign

of hypersensitivity.

Dispercam should be used with caution in patients with renal, hepatic and cardiac impairment. In rare cases, non-steroidal anti-

inflammatory drugs may cause interstitial nephritis, glomerulitis, papillary necrosis and the nephrotic syndrome. Such agents inhibit

the synthesis of the in which plays a rtive role in the mait of renal perfusion in patients whose renal blood

flow and blood volume are decreased. In these patients, administration of a non-steroidal anti-inflammatory drug may precipitate over

renal decompensation, which is typically followed by recovery to p state upon di of teroidal anti-

inflammatory therapy. Patients at greatest risk of such a reaction are those with congestive heart failure, liver cirrhosis, nephrotic

syndrome and overt renal disease, such patients should be carefully monitored whilst receiving NSAID therapy. Because of reports of

adverse eye findings with non-steroidal anti-i y drugs, itis that patients who develop visual complaints during

treatment with Dispercam have ophthalmic evaluation.

Impaired female fertility: The use of Dispercam may impair female fertility and is not recommended in women attempting to

conceive. In women who have difficulties or who are i of infertility, of Dispercam should

be considered.

Cardiovascular Risk* NSAIDs may cause an increased risk of serious cardiovascular thrombotic events, myocardial infarction, and

stroke, which can be fatal. This risk may increase with duration of use. Patients with cardiovascular diseases or risk factors for

cardiovascular diseases may be at greater risk.

NSAIDs is contraindicated for the treatment of peri-operative pain in the setting of coronary artery by pass graft (CABG) surgery.

Gastrointestinal Risk* NSAIDs cause an increased risk of serious gastrointestinal adverse events including inflammation, bleeding,

ulceration, and perforation of the stomach or intestine, which can be fatal. These events can occur at any time during use and without

warning symptoms. Elderly patients are at greater risk for serious gastrointestinal

DRUG INTERACTIONS: Combined administration of piroxicam and other NSAIDs is not recommended. Piroxicam is highly protein

bound, and therefore might be expected to displace

other protein-bound drugs.

The physician should closely monitor patients for change in dosage requirements when administering piroxicam to patients on highly

protein-bound drugs.

NSAID including piroxicam, have been reported to increase steady state plasma lithium levels. It is recommended that these levels be

monitored when initiating, adjusting and discontinuing piroxicam.

The results of two different studies show that absorption of piroxicam is slightly increased after administration of cimetidine, while
remain With cimetidine, AUC (at 0 to 120 hours) and piroxicam maximum Concentrations increase

by about 13 - 15 per cent. Elimination constants and serum half-life show no significant differences. The slight, but significant,

increase in absorption does not appears to have any clinical relevance.

Studies in man have shown that the concomitant administration of piroxicam and acetylsalicylic acid resulted in a reduction of plasma

levels of piroxicam to about 80% of the normal values.

Concomitant administration of antacids had no effect on piroxicam plasma levels. Neither did concurrent therapy with piroxicam and

digoxin or piroxicam and digitoxin affect the plasma levels of either drug.

NSAIDs including piroxicam have an antiaggregant effect on blood platelets. When these agents are administered in combination with

coumarin-type anti-coagulants an increased risk of hemorrage may ensure, particularly in cases of GI mucosal lesions.

Patients should be monitored closely if piroxicam and oral anticoagulants aren administered together.

NSAIDs may cause sodium retention and fluid retention which interfere with the effect of any antihypertensive therapy; NSAIDs

interfere with the natriuretic action of diuretic agents, especially with loop diuretics.

Overdosage: In the event of overdosage with piroxicam supportive and symptomatic therapy is indicated. Preliminary studies indicate

that administration of activated charcoal may result in reduced reabsorption of piroxicam thus reducing the total amount of active drug

available.

Although there are no studies to date, haemodialysis is probably not useful in enhancing elimination of piroxicam since the drug is

highly protein bound.

Packing:

Suppositories:

Carton box contains five suppositories in aluminium soft tamper extruded with LDPE strip + Insert Leaflet

Ampoules:

Carton box contains 3 ampoules in PVC tray with aluminum cover + insert leaflet

Carton box contains 6 ampoules in PVC tray with aluminum cover + insert leaflet

Dispersible Tablets:

Dispercam 10mg : A carton box containing 20 tablets and an inner pamphlet.

Dispercam 20mg : A carton box containing 10 tablets and an inner pamphlet.

Storage.

with high risk of

Store at not d 25°C
Ampoules8 Dispersible Tablets : Store at temperature not exceeding 30 °c away from light in a dry place.
Keep out of the reach of children
Produced by: Medical Union Pharmaceuticals,
Abu-Sultan, Ismailia, Egypt.
Issue Date: 8/1/2000, Rerevision Date: 22 :7/2012

THIS MEDICAMENT is a product which affects your health and its consumption contrary
to instructions is dangerous for you. Follow strictly the doctor's prescription, the method
of use and the it ions of the pl who sold the The doctor and
the pharmacist are the experts in medicines, their benefits and risks. Do not by yourself
interrupt the period of treatment prescribed. Do not repeat the same prescription without
consulting your doctor.

Keep all out of the reach of children.
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