
Votan SR Film Coated Tablets 100 mg “S.T”
[INGREDIENT]
Each SR F.C. Tablet contains:
Diclofenac sodium...................100 mg

[PHARMACODYNAMIC]
Votan SR F.C. Tablets 100 mg “S.T” contains a non-steroidal compound with pronounced antirheu-
matic, and anti-inflammatory, analgesic, and antipyretic properties. Inhibition of prostaglandin 
biosynthesis, which has been demonstrated experimentally, is regarded as having as important bearing 
on its mechanism of action.

[PHARMACOKINETICS]
Diclofenac is completely absorbed from the sustained-release tablets. As a result of delayed release of 
the active substance, the peak plasma concentrations attained are lower than those achieved following 
the administration of conventional dosage forms. On the other hand, concentrations remain 
measurable for some hours after attaining their peak. Absorption sets in later following ingestion of a 
sustained-release tablet either with or after a meal than it does following administration on an empty 
stomach. Since about half the active substance is metabolized during its first passage through the liver 
(”first pass” effect), the area under the concentration curve (AUC) is about half as large following oral 
or rectal administration as it is following a parenteral dose of equal size. Pharmacokinetic behaviour 
remains unchanged  following repeated administration. No accumulation occurs provided the 
recommended dosage intervals are observed. Diclofenac enters the synovial fluid, where maximum 
concentration are measured 2-4 hours after the peak  plasma values have been attained. The apparent 
half-life for elimination from the synovial fluid is 3-6 hours. Only 4-6 hours after administration, 
therefore, concentrations of the active substance are already higher in the synovial fluid than they are 
in the plasma and remain higher for up to 12 hours. The biotransformation of diclofenac involves 
partly glucuronidation of the intact molecule but mainly single and multiple hydroxylation followed 
by glucuronidation. About 60% of the administered dose is excreted in the urine in the form one of 
these two processes; less than 1% excreted as unchanged substance. The remainder of the dose is 
eliminated as metabolites through the bile in the feces.
No relevant age-dependent differences in the drug’s absorption, metabolism, or excretion have been 
observed.
In patients suffering from renal impairment, no accumulation of the unchanged active substance can 
be inferred from the single-dose kinetics when applying the usual dosage schedule. At a creatinine 
clearance of <10 ml/min, the theoretical steady-state plasma levels of metabolites are about 4 times 
higher than in normal subjects. However, the metabolites are ultimately cleared through the bile. In the 
presence of impaired hepatic function (chronic hepatitis, non-decompensated cirrhosis), the kinetics 
and metabolism of diclofenac are the same as in patients without liver disease.

[INDICATIONS]
- Inflammatory and degenerative forms of rheumatism; rheumatoid arthritis, ankylosing spondylitis,   
  osteoarthritis and spondylarthritis
- Painful syndromes of the vertebral column;
- Non-articular rheumatism;
- Painful post-traumatic and postoperative inflammation and swelling;
- Primary dysmenorrhoea.

[DOSAGE AND ADMINISTRATION]
1 tablet of Votan SR daily.
Where the symptoms are most pronounced during the night or in the morning, Votan SR should 
preferably be taken in the evening.
The tablets of Votan SR should neither be fragmented nor chewed. They should be taken with liquid, 
preferably at mealtimes.
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 cardiovascular disease or significant cardiovascular risk factors
Treatment with diclofenac is generally not recommended in patients with established cardiovascular 
disease (congestive heart failure, established ishemic heart disease, peripheral arterial disease) or 
uncontrolled hypertension. If needed, patients with established cardiovascular disease, uncontrolled 
hypertension, or significant risk factors for cardiovascular disease (e.g. hypertension, hyperlipidaemia, 
daibetes mellitus and smoking) should be treated with diclofenac only after careful consideration and 
only at doses ≥100 mg daily if treated for more than 4 weeks (see section WARNINGS AND 
PRECAUTIONS).

[CONTRAINDICATIONS]
●  Peptic ulcer.
●  Hypersensitivity to the active substance.
● Like other non-steroidal anti-inflammatory agents. Votan is also contraindicated in patients in whom 
attacks of asthma, urticaria, or acute rhinitis are precipitated by acetylsalicylic acid or by other drugs 
with prostaglandin-synthetase inhibiting activity. ‘Last trimester of pregnancy-severe hepatic renal 
and cardiac failure’
● Severe cardiac failure (see section WARNINGS AND PRECAUTIONS).

[WARNINGS AND PRECAUTIONS]
Strict accuracy of diagnosis and close medical surveillance are imperative in patients with symptoms 
indicative of a gastro-intestinal disorder, with a case history suggestive of gastro-intestinal ulceration, 
with ulcerative colitis, or with Crohn’s disease, as well as in patients suffering from severe  impairment 
of hepatic function.
Owing to the importance of prostaglandins for maintaining renal blood flow, particular caution is 
called for when using Votan in cases of impaired cardiac or renal function, in patients being treated 
with diuretics, and in those recovering from major surgical operations.
In the rare instances where peptic ulceration or gastro-intestinal bleeding occur in patients receiving 
the medication, the drug should be withdrawn.
During prolonged treatment with Votan-as with other highly active non-steroidal anti-inflammatory 
agents-monitoring of renal and hepatic function, as well as blood counts, are indicated as precaution-
ary measures.
Severe cutaneous reactions, including Stevens-Johnson syndrome and toxic epidermal necrolysis 
(Lyell’s syndrome), have been reported with diclofenac sodium. Patients treated with diclofenac 
sodium should be closely monitored for signs of hypersensitivity reactions. Discontinue diclofenac 
sodium immediately if rash occurs.
Warning Risk of GI Ulceration, Bleeding, and perforation with NSAID Serious GI toxicity such as 
bleeding, ulceration and perforation can occur at any time, with or without warning symptoms, in 
patients treated with NSAID therapy. Although minor upper GI problems (e.g. dyspepsia) are 
common, usually developing early in therapy, prescibers should remain alert for ulceration and 
bleeding in patients treated with NSAIDs even in  the absence of previous GI tract symptoms.  Studies 
to date have not identified  any subset of patient not at risk of developing peptic ulceration and 
bleeding. Patients with prior history of serious GI events and other risk factors associated with peptic 
ulcer disease (e.g. alcoholism, smoking, and corticosteroid  therapy) are increased risk. Elderly or 
debilitated patients seems to tolerate ulceration or bleeding less than other individuals and account for 
most spontaneous reports for fatal GI events.

Cardiovascular effects
Treatment with NSAIDs including diclofenac, particularly at high dose and in long term, maybe 
associated with an increased risk of serious cardiovascular thrombotic events (including myocardial 
infarction and stroke).
Treatment with diclofenac is generally not recommended in patients with established cardiovascular 
disease (congestive heart failure, established ischemic heart disease, peripheral arterial disease) or 
uncontrolled hypertension. If needed, patients with established cardiovascular disease, uncontrolled 
hypertension, or significant risk factors for cardiovascular disease (e.g. hypertension, hyperlipidaemia, 
diabetes mellitus and smoking) shoud be treated with diclofenac only after careful consideration and 
only at doses ≤100 mg 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 should be used for the shortest duration possible. The patient’s need for symptomatic 

[DESCRIPTION]
It is a pale sunset yellow, biconvex film-coated tablet.

[ROUTE OF ADMINISTRATION]
Oral
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Gastrointestinal effects
NSAIDs, including diclofenac, may be associated with increased risk of gastrointestinal 
anastomotic leak. Close medical surveillance and caution are recommended when using
diclofenac after gastrointestinal surgery.

Kounis syndrome：Frequency “not known”


