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SUMMARY OF PRODUCT CHARACTERISTICS 
 

 

1. NAME OF THE MEDICINAL PRODUCT 
RUFENAC-50 Tablets 

2. QUALITATIVE AND QUANTITATIVE COMPOSITION 

Ingredients Quantity per tablet 
Diclofenac Sodium BP 50.0 mg 

Calcium Hydrogen Phosphate BP 42.751 mg 

Sodium Starch Glycolate BP 15.0 mg 

*Maize Starch BP 53.027 mg 

Sodium Benzoate BP 0.40 mg 

Magnesium Stearate BP 1.50 mg 

Cellacefate BP 15.70 mg 

Purified Talc BP 0.86 mg 

Titanium Dioxide BP 0.68 mg 

Sunset Yellow Supra IH 0.17 mg 

Purified water BP 49.1 µl 

**Acetone BP 92.10 mg 

**Methanol BP 30.75 µl 

**Castor Oil BP 0.86 mg 

**Diethyl Phthalate BP 1.00 µl 

* 8% extra added to compensate loss on drying. 
** Does not appear in final product. 
Note:  BP: British Pharmacopoeia Edition 2015 

IH: In-House Specification 
3. PHARMACEUTICAL FORM 
Tablets (Solid Oral) 

4. CLINICAL PARTICULARS 
 

4.1 Therapeutic indications 
Rufenac-50 is an anti-inflamm atory drug: As a long term treatm ent in certain inflammatory 

rheumatisms, certa in polyarthr itis an d arthr itis, a s a short ter m treatm ent in inf lammatory growths of  

localised rheumatism, gout and sciatica. 

4.2 Posology and method of administration 
Route of Administration: Oral 

Adults: 1 tablet of 50 mg. 3 times a day (150mg/day).  

As a support treatment: 1 tablet of 50 mg. 2 times a day (100mg/day).  

It is advisable to take the tablets before meals. 
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4.3 Contraindications 

Rufenac-50 must not be used in the following cases: An known allergy to dicl ofenac or a related drug, 

ulcers of the stom ach or duodenum in the past, serious disorders of th e liver, serious dysfunctioning of 

the kidneys. 

4.4 Special warnings and precautions for use 

Must not be given to children less than one year old. Those driving vehicles and using machines must be 

careful the treatment can rarely cau se dizzin ess. As it is necessary to adapt the treatment, the doctor 

preparing the prescription must be informed in case of: heart, liver or kidney problems, any old allergy 

or attack of asthm a at the tim e of t aking aspirin or another anti-inflamm atory drug, contraception by 

wearing a loop, pregnancy & nursing.  

4.5 Interaction with other medicinal products and other forms of interaction 

Serious interactions have been re ported after the use of high dose m ethotrexate with diclofenac. Blood 

concentrations of lithium are increased when diclofenac is administered concomitantly.  

Aspirin: Protein binding of dicl ofenac m ay be  reduced; in addition, the risk of gastric erosion and 

bleeding may be increased. Cyclosporine: May incr ease nephrotoxicity. Digoxin: May increase digoxin 

serum concentrations. Furosem ide and Thiazide Diuretics: May inhi bit diuretic and antihypertensive 

effects. Lithium: May decrea se lithium Cl. Methotre xate: May inc rease methotrexate levels. Warfarin: 

May increase risk of gastric erosion. 

4.6 Pregnancy and lactation 

The use of  diclofenac in pregnant wom en has not  been  studied. T hese ag ents (NSAIDs) inhib it 

prostaglandin synthesis and, when gi ven during the latter pa rt of pregnancy, m ay cause closure of the 

foetal ductus arteriosus, foetal renal impairment, inhibition of platelet aggregation, and delay labour and 

birth. Therefore, diclofenac should not  be used during the f irst two tr imesters of pregnancy unless the  

potential benefit to the mother outweighs th e risk to th e foetus. As with other NSAIDs, use during the 

third trim ester of pregnancy is c ontraindicated owing to the possib ility of  uterine iner tia and/o r 

premature closure of the ductus arteriosus. Like othe r NSAIDs, diclofenac passes in to the breast milk in 

small amounts. Therefore, diclofenac should not be administered during breast feeding in order to avoid 

adverse effects in the infant. 

4.7 Effects on ability to drive and use machines 

None. 

4.8 Undesirable effects 

Stomach ache, vom iting, skin eruption, itching, asthm atic attack, fever, tonsillit is, or other signs of 

infection. In certain rare cases, th ere can be a possibility of haem orrhage in the digestive tract (blood 

through the mouth and in stools). Stop the treatment at once and inform your doctor. 
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4.9 Overdose 

There is no specific antidote. In cases of overdosage, absorption should be prevented as soon as possible 

by the induction of vomting, gastric lavage or treatment with activated charcoal. Supportive and 

symptomatic treatment should be given for complications such as hypotension, renal failure, 

convulsions, gastro intestinal irritatio n and resp iratory dep ression. Measu res to  accelerate elim ination 

(forced diuresis, hemoperfusion, dialysis) may be c onsidered, but may be of lim ited use because of the  

high protein-binding and extensive metabolism. 

5. PHARMACOLOGICAL PROPERTIES 

ATC Code: M01AB05 

5.1 Pharmacodynamic properties 

Diclofenac sodium  is a non-steroidal com pound, a phenylacetic acid derivative, with analgesic, 

antipyretic and anti-inflammatory effects. Diclofenac sodium inhibits the bios ynthesis and release of 

prostaglandins, which are known to be im plicated in the pathogenesis of  inflammation, pain and fever. 

Rufenac 50 Tablets are enteric-coated so that absorption occurs in the gastrointestinal tract to give peak 

plasma concentrations approximately 2 hours after ingestion. 

5.2 Pharmacokinetic properties 

A comparison of diclofenac pharmac okinetics in young volunteers with rheumatoid patients showed a  

reduction in the peak plasm a concentration in the latter group but no significa nt change in A UC or  

elimination half-life. 

Oral absorption  : 90% 

Pre-systemic metabolism : 40% 

Plasma half-life  : 1-2 h 

Volume of distribution : 0.121 kg-1 

Plasma protein binding : 99.5% 

5.3 Preclinical safety data 

No additional data of relevance. 

6. PHARMACEUTICAL PARTICULARS 
Go to top of the page  

6.1 List of excipients 

Calcium Hydrogen Phosphate BP, Sodium Starch Glycolate BP, Maize Starch BP, Sodium Benzoate 

BP, Magnesium Stearate BP, Cellacefate BP, Purified Talc BP, Titanium Dioxide BP, Castor oil BP and 

Diethyl Phthalate BP. 

6.2 Incompatibilities 

None. 

6.3 Shelf life 
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36 months. 

6.4 Special precautions for storage 
Do not store above 30°C. Protect from sunlight. Keep out of reach of children. 

6.5 Nature and contents of container 

Aluminium / PVC film blister.  

Rufenac-50 is available in a blister pack of 10 tablets. 25 such filled blisters are packed in a printed 

carton along with one leaflet.  

6.6 Special precautions for disposal and other handling 

None.  
Go to top of the page  

7. MARKETING AUTHORISATION HOLDER 
 

SHALINA HEALTHCARE DMCC 

30th  Floor, Almas Towers,  

Jumeirah Lakes Towers Dubai-UAE. 

8. MARKETING AUTHORISATION IN OTHER COUNTRIES 

Product is registered in Democratic Republic of Congo, Central African Republic, Nigeria,  

Zambia and Kenya.  
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1.3.2 Labelling (outer & inner labels) - Enclosed 
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1.3.3 Package Insert (also known as patient information PIL) - Enclosed 
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