PRITAREN TABLET 50MG

Description: Light brown, round, biconvex. top-scored tablet.
Enteric- coated.

Content:

Each tablet contains diclofenac sodium 50mg

Indication:

y and ive forms of id arthritis, osteoarthritis, ankylosing spondylitis ai

acute gout.
Pharmacology

a is a non-steroidal anmnﬂammamry agenl which has i i ic and antii
propeme: I(lsanmhtbmfof of the is used mainly as the sodium salt for the relief of
such as id arthritis, it renaloohc,awtegotnandfdlowmgsomesu\

pmcedures In more acute inflammatory diseases, diclofenac has an aﬁecuve antunﬂammalnry and analgesic action. It has prtwen

the treatment of acute gout and it is also permissible in the treatment of juvenile chronic arthritis. It was found that diclofenac is effecti
relieving pain and stifiness and more effective in improving hip- or knee - joint movement in patients with osteoarthristis of the hip or knees.
Diclofenac was detected in synovial fiuid 2 hours after a dose and the concentration rsmamed relahvely constant for the next 9 hours. £
therapeuﬁc oonoenlrahons. it ls more than 99% bound b plasma proteins.
5+ and 4', 5-dil hac. Itis excreied in the form of glucurcride and sulphate conjug
mainly in the urine. Itis also excreted through the bile.

Adverse effects :
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Heart Failure

Fluid retention and oedema have been observed in some patients taking NSAIDs, there caution is advised in patients with fluid
retention or heart failure.

Gastrointestinal Events

All NSAIDs can cause gastrointestinal discomfort and rarely serious, potentially fatal gastrointestinal effects such as ulcers,
bleeding and perforation which may increase with dose or duration of use, but can occur at any time without warning. Caution
is advised in patients with risk factors for gastrointestinal events e.g. the elderly, those with a history of serious gastrointestinal
events, and When gastroi bleeding or ulcerations occur in patients, receiving NSAIDs, the drug
should be withdrawn immediately. Doctors should warn patient about signs and of serious g inal toxicity.
The concurrent use of aspirin and NSAIDs also increases the risk of serious gastrointestinal adverse events.

Severe Skin Reactions

NSAIDs may very rarely cause serious cutaneous adverse events such as exfoliative dermatitis, toxic epidermal necrolysis

(TEN) and Stevens-Johnson Syndrome (SJS), which can be fatal and occur without warning. These serious adverse events are
ic and are of dose or duration of use. Patients should be advised of the signs and symptoms of serious

skin reactions and to consult their doctor at the first appearance of a skin rash or any other sign of hypersensitivity.

Drug Interactmns
- ioration of renal function in concomitant use with diclofenac.

The most frequently reported adverse effects are gastrointestinal effects. Ata/erse effects assomat?g v;ntfhe diclofenac are us Dlgoxm m“ﬂT and e AC 5 wr:gnblm e wﬂﬁ ob.served in anti-i ory doses.
mild and transient and appear to be unrelated to the dose of the drug given. Rectal of diclofenac E
cause local reactions suggaas itching, buming or exacerbation of hagrgorrhonds |: epigastric pain, nausea,vor g;unolone antibiotics - Increased in central nervous system effects leading to convulsion.

and diarrhoea. Peptic ulcer and Gl bleeding rarely occurs. Kidneys: renal papillary necrosis and nephrotic syndrome may o her NSAIDs and steroids - in freq of adverse

Liver: of serum activity and clinical hepatitis. Blood: aplastic anaemia, hemolytic anaemia, thromt risk of

topenia and agranulocytosis. Localised spontaneous bleeding, bruising, inhibiti of platelet ion and p! blee

time. Central nervous system: tinnitus, i ion and i Special X srbanc Contraindications:

the sensory, memory, vision, taste and tremor. §JSL occasnonally rashes or skm eruptlons may occeur. Cases of hair
bullous P , erythema St (Lyell's syndrome)
photosensitivity reactions have been reportad QaLd_La_iQLal'_ isolated cases of palpltatlon ches! pains and hypertension.

cardiac dlsorders p

cardiac failure, palpitations, chest pain.
'Tne frsquency reﬂects data from long term treatment with a high dose (150 mg/day).

Description of selécted adverse drug reactions

Arteriothrombotic events

Meta-analysis and pharmacoepidemiological data point towards an increased risk of arteriothrombotic events (for example myoc:
infarction) associated with the use of diclofenac, particularly at a high dose (150 mg daily) and dunng long-term treatment (see se
WARNINGS AND PRECAUTIONS). ¥

Warnings and Precautions

Cardiovascular effects

Treatment w.m NSAIDs including dxclolenac, particularly at mgh dose and in long term, maybe associated with an increased
serious events and stroke)

Tr with in patients with i disease ive heart {
established ischemic heart disease. penpheml arterial dlsease) or uncontrolled hypertension. If needed, patients with estat
cardiovascular disease, risk factors for cardiovascular disease (e.g. hyperte
hyperlipidaemia, diabetes melilitus and smoking) should be treated with diclofenac only after careful consideration and only at d
100mg daily when treatment continues for more than 4 weeks.

As the cardiovascular risks of diclofenac may increase with dose and duration of exposure, the lowest effective daily dose sho

used for the shortest duration possible. The patient's need for symptomatic relief and response to therapy should be re-eva
when for more than 4 weeks.

Patients should remain alert for the signs and of ser i

weakness, slurring of speech), which can occur without wamlngs Pahants should be i

events (e.g. : chest pain, shortness of t
toseea ician i i i

Itis contraindicated in patients h to inal ulcers or bleeding, patients in whom
attacks of asthma, urticaria or acute rhinitis are precipitated by aspmn or other NSA!Ds and, in ulcerative or acute inflammatory
conditions of the anus, rectum and sigmoid colon.

* Severe cardiac failure (see section WARNINGS AND PRECAUTIONS).

Dosage and administration:
Adults: Oral, 25-50mg three times daily, or as directed. Children: As directed by physician.
After assessing the risk/benefit ratio in each individual patient, the lowest effective dose for the shortest possible duration should
be used.
¥y
As a general recommendation, the dose should be individually adjusted.
Adverse effects may be minimized by using the lowest effective dose for the shortest duration necessary to control symptoms
(see section WARNINGS AND PRECAUTIONS).

Established di lar di or significant cardiovascular risk factors

Ti with di is not in patients with disease ive heart

failure, established ischemic heart disease, i arterial di: or hypertension. If needed, patients with
i i dlsease hypertension, or significant risk factors for oardmvascular disease (e g.

hypertension, h: melilitus and should be treated with dit after careful

and only at dos% <100 mg daily if treated for more than 4 weeks (see section WARNINGS AND PRECAUTIONS)

Treatment of overdosage.
is usually and ive. Owing to the high protein binding rate and extensive metabolism,
forced diuresis; dialysis or hemoperfusion are not helpful

of such an event.

Patients iving long term with should have periodic-blood counts. It should be given with care
elderly to patients with asthma or a history of peptic ulcer
and in liver or renal failure. Care is also required in those patlents who are also iving coumarin {{
aspirinsensitive patients. Severe hnson d and toxic epit nec
(Lyell's syndrome), have been reported wnh dlclafenac sodlum Patients !reated WIth diclofenac sodium should be ¢
for signs of y if rash occurs. Like other N
may mask signs and of il ion due to its prop
Car Thr E:

Observauonal studies have mdmted that non—seiecl:ve NSAIDs may be associated with an increased risk of serious cardiova
events, which may i with dose or duration of use. Patients with cardlovascular dise
cardiovascular risk of an adverse cardiovascular event in patient taking NSAID, ially in those with risk facto
lowest effective dose should be used for the shortest possible duration.
There is no that the 1t use of aspirin
thrombotic events associated with NSAID use.

the possible i risk of serious cardiove

Hypertension

NSAIDs may lead to the onset of new or the pi istil and patients taking antihypertensive
NSAIDs may have an impaired anti-hypertensive response. Caution is advised when prescribing NSAIDs to patients with hypertensi
Blood pressure should be monitored closely during initiation of NSAIDs treatment and at regular intervals thereafter.

WARNINGS

RISK OF GI ULCERATION, BLEEDING AND PERFORATION WITH NSAID

Serious Gl toxicity such as and can occur at any nme, W|lh or without warning symptoms, in
patients treated with NSAID therapy. Although minor upper Gl pi (e.g. usually ping eal
| therapy, prescribers should remain atert for uiceration and bleeding in’ m‘lﬁNSWeven in the absence of previous
Gl tract symptoms. Studies to date have not identified any subset of patienls not at risk of developing peptic ulceration and
bleeding. Patients with prior history of serious adverse events and other risk factors associated with peptic ulcer disease (e.g.
alcoholism, smoking, and i iod therapy) are at risk. Elderly or debilitated patients seem to tolerate ulceration or
bleeding less than other individuals and account for most spontaneous reports for fatal Gl events.

Storage conditions Keep container tightly closed. Store in a cool, dry place below 30°C.
Protect from light. Keep away form children.
Shelf life 2 3years
Presentation 100 x 10's/blister )
Manufactured & PRIME PHARMACEUTICAL SDN. BHD.
Distributed by 1505, Lrg Perusahaan Utama 1, Taman Perindustrian Bukit Tengah, 14000 Bukit Mertajam, Penang Malaysia.
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