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PATIENT INFORMARION LEAFLET: INFORMATION FOR THE USER 

 

PARAFENAC PLUS 

(Diclofenac Sodium & Paracetamol Capsules) 

 

Read all of this leaflet carefully before you start PARAFENAC PLUS using 

- Keep this leaflet. You may need to read it again. 

- If you have any further questions, ask your health care provider. 

- This medicine has been prescribed for you. Do not pass it on to others. It may harm them, 

 even if their symptoms are the same as yours. 

- If any of the side effects becomes serious, or if you notice any side effects not listed in this 

 leaflet, please tell your health care provider. 

 

In this leaflet:  

1. What PARAFENAC PLUS is and what it is used for 

2. Before you take PARAFENAC PLUS  

3. How to take PARAFENAC PLUS  

4. Possible side effects 

5. How to store PARAFENAC PLUS  

6. Further information 

 

1. WHAT PARAFENAC PLUS AND WHAT IT IS USED FOR 

PARAFENAC PLUS is indicated in the treatment of painful rheumatic disorders such as rheumatoid 

arthritis, osteoarthritis, ankylosing spondylitis and acute gout. Acute musculoskeletal disorders and 

soft tissue inflammation such as periarthritis, sprains, strains, tenosynovitis, bursitis, pain in fractures 

and dislocation. Relief of pain and inflammation associated with orthopaedic, dental, gynaecological 

and other minor surgical procedures. 

 

 

2. BEFORE YOU TAKE PARAFENAC PLUS  

 

Paracetamol: 

Paediatric population 

Not recommended for children under 10 years of age. 

Care is advised in the administration of paracetamol to patients with severe renal or severe hepatic 

impairment. The hazard of overdose is greater in those with non-cirrhotic alcoholic liver disease. 

Do not exceed the recommended dose. 

Do not take with any other paracetamol-containing products. 

If symptoms persist, consult your doctor. 

Keep out of the reach of children. 

Immediate medical advice should be sought in the event of an overdose even if you feel well, because 

of the risk of delayed, serious liver damage. 
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Diclofenac Sodium 

As with other NSAIDs, allergic reactions, including anaphylactic/anaphylactoid reactions, can also 

occur in rare cases without previous exposure to the drug. Diclofenac sodium  may mask the signs and 

symptoms of infection due to its pharmacodynamic properties. 

The use of Diclofenac Sodium  with concomitant NSAIDs including cyclo-oxygenase-2 selective 

inhibitors should be avoided due to the absence of any evidence demonstrating synergistic benefits 

and the potential for additive undesirable effects. 

Older people: 

Caution is indicated on basic medical grounds. Older people have an increased frequency of adverse 

reactions to NSAIDs especially gastrointestinal bleeding and perforation which may be fatal (see 

section 4.2). It is recommended that the lowest effective dose be used in frail older people or those 

with a low body weight. 

Respiratory disorders: 

In patients with asthma, seasonal allergic rhinitis, swelling of the nasal mucosa (i.e. nasal polyps), 

chronic obstructive pulmonary diseases or chronic infections of the respiratory tract (especially if 

linked to allergic rhinitis-like symptoms), reactions to NSAIDs like asthma exacerbations (so-called 

intolerance to analgesics / analgesics-asthma), Quincke's oedema or urticaria are more frequent than 

in other patients. Therefore, special precaution is recommended in such patients (readiness for a 

medical emergency). This is also applicable to patients who are known to be allergic to other 

substances and have previously presented with skin reactions, pruritus or urticaria. 

Cardiovascular, Renal and Hepatic Impairment: 

Close medical surveillance is required when prescribing diclofenac to patients with impaired hepatic 

function, as their condition may be exacerbated. 

As with other NSAIDs, treatment with diclofenac can be associated with a rise in liver enzymes. 

During prolonged treatment with diclofenac, regular monitoring of hepatic function is indicated as a 

precautionary measure. If abnormal liver function tests persist or worsen, or if clinical signs or 

symptoms consistent with liver disease develop, or if other manifestations occur (e.g. eosinophilia, 

rash), diclofenac should be discontinued. Hepatitis may occur without prodromal symptoms. Caution 

is called for in patients with hepatic porphyria, since it may trigger an attack. 

Fluid retention and oedema have been reported with NSAID therapy, including diclofenac; particular 

caution is called for in patients with impaired cardiac or renal function, a history of hypertension, older 

people, patients receiving concomitant treatment with diuretics or medicinal products that can 

significantly impact renal function, and in those patients with substantial extracellular volume 

depletion from any cause, e.g. before or after major surgery (see section 4.3). Monitoring of renal 

function is recommended as a precautionary measure when using diclofenac in such cases. 

Discontinuation of therapy is usually followed by recovery to the pre-treatment state. 

The administration of an NSAID may cause a dose dependent reduction in prostaglandin formation 

and precipitate renal failure. Patients at greatest risk of this reaction are those with impaired renal 

function, cardiac impairment, liver dysfunction, those taking diuretics and older people. Renal function 

should be monitored in these patients. 

Cardiovascular and cerebrovascular effects: 

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 oedema have been reported in association 

with NSAID therapy. 
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Clinical trial and epidemiological data suggest that use of diclofenac, particularly at high dose (150 

mg daily) and in long term treatment may be associated with a small increased risk of arterial 

thrombotic events (for example myocardial infarction or stroke). 

Diclofenac treatment for patients with uncontrolled hypertension and/or congestive heart failure 

(NYHA-I) should be given only after careful consideration. 

Patients with significant risk factors for cardiovascular events (e.g. hypertension, hyperlipidaemia, 

diabetes mellitus, smoking) should only be treated with Diclofenac Sodium after careful consideration. 

As the cardiovascular risks of diclofenac may increase with dose and duration of exposure, the shortest 

duration possible and the lowest effective daily dose should be used. The patient's need for 

symptomatic relief and response to therapy should be re-evaluated periodically. 

Gastrointestinal bleeding, ulceration and perforation: 

GI bleeding, ulceration or perforation, which can be fatal, has been reported with all NSAIDs at any 

time during treatment, with or without warning symptoms or a previous history of serious GI events. 

The risk of GI bleeding, ulceration or perforation is higher with increasing NSAID doses, in patients 

with a history of ulcer, particularly if complicated with haemorrhage or perforation, and in older 

people. These patients should commence treatment on the lowest dose available. Combination therapy 

with protective agents (e.g. misoprostol or proton pump inhibitors) should be considered for these 

patients, and also for patients requiring concomitant low dose aspirin, or other drugs likely to increase 

gastrointestinal risk. 

Patients with a history of GI toxicity, particularly when older, should report any unusual abdominal 

symptoms (especially GI bleeding) particularly in the initial stages of treatment. 

Caution should be advised in patients receiving concomitant medications which could increase the risk 

of ulceration or bleeding, such as oral corticosteroids, anticoagulants such as warfarin, selective 

serotonin-reuptake inhibitors or anti-platelet agents such as aspirin. 

When GI bleeding or ulceration occurs in patients receiving Diclofenac Sodium, the treatment should 

be withdrawn. 

NSAIDs should be given with care to patients with a history of gastrointestinal disease (ulcerative 

colitis, Crohn's disease) as these conditions may be exacerbated. 

SLE and mixed connective tissue disease: 

In patients with systemic lupus erythematosus (SLE) and mixed connective tissue disorders there may 

be an increased risk of aseptic meningitis. 

Dermatological: 

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. Patients appear to be at highest risk for 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. Diclofenac 

Sodium should be discontinued at the first appearance of skin rash, mucosal lesions, or any other sign 

of hypersensitivity. 

Female fertility: 

The use of Diclofenac Sodium may impair female fertility and is not recommended in women 

attempting to conceive. In women who have difficulties conceiving or who are undergoing 

investigation of infertility, withdrawal of Diclofenac Sodium should be considered. 

Haematological Effects: 

Diclofenac, in common with other NSAIDs, can reversibly inhibit platelet aggregation and with such 

patients, careful monitoring is advised. 
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3. HOW TO TAKE YOUR MEDICINE  

 

Adults, the elderly and children over 12 years of age: 

1 capsule two or three times daily  

Not recommended for children under 12 years of age. 

 

Method of Administration:  

Oral administration 

 

 

4.    POSSIBLE SIDE EFFECTS 

Diclofenac sodium 

The information below lists reported adverse reactions, ranked using the following frequency 

classification: 

Very common (≥1/10); common (≥1/100 to <1/10); uncommon (≥1/1,000 to <1/100); rare (≥1/10,000 

to <1/1,000); very rare (<1/10,000), not known (cannot be estimated from the available data). 

Immune system disorders 

Hypersensitivity including skin rash may occur. 

Not known: anaphylactic shock, angioedema 

Blood and lymphatic system disorders 

Not known: blood dyscrasias including thrombocytopenia and agranulocytosis 

Skin and subcutaneous disorders 

Very rare cases of serious skin reactions such as toxic epidermal necrolysis (TEN), Stevens-Johnson 

syndrome (SJS), acute generalised exanthematous pustulosis, fixed drug eruption have been reported. 

Reporting of suspected adverse reactions 

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It 

allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare 

professionals are asked to report any suspected adverse reactions via Yellow Card Scheme at: 

www.mhra.gov.uk/yellowcard. 

Overdose 

Liver damage is possible in adults who have taken 10g or more of paracetamol. Ingestion of 5g or 

more of paracetamol may lead to liver damage if the patient has risk factors (see below). 

Risk factors 

If the patient: 

• is on long term treatment with carbamazepine, phenobarbitone, phenytoin, primidone, rifampicin, St. 

John's Wort or other drugs that induce liver enzymes, or 

• regularly consumes ethanol in excess of recommended amounts, or 

• is likely to be glutathione deplete e.g. eating disorders, cystic fibrosis, HIV infection, starvation, 

cachexia. 

Symptoms 

Symptoms of paracetamol overdosage in the first 24 hours are pallor, nausea, vomiting, anorexia and 

abdominal pain. Liver damage may become apparent 12 to 48 hours after ingestion. Abnormalities of 

glucose metabolism and metabolic acidosis may occur. In severe poisoning, hepatic failure may 

progress to encephalopathy, haemorrhage, hypoglycaemia, cerebral oedema, gastrointestinal bleeding 

and death. Acute renal failure with acute tubular necrosis, strongly suggested by loin pain, haematuria 

and proteinuria may develop even in the absence of severe liver damage. Cardiac arrhythmias and 

pancreatitis have been reported. 
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Management 

Immediate treatment is essential in the management of paracetamol overdose. Despite a lack of 

significant early symptoms, patients should be referred to hospital urgently for immediate medical 

attention. Symptoms may be limited to nausea or vomiting and may not reflect the severity of overdose 

or the risk of organ damage. Management should be in accordance with established treatment 

guidelines (see BNF overdose section). 

Treatment with activated charcoal should be considered if the overdose has been taken within 1 hour. 

Plasma paracetamol concentration should be measured at 4 hours or later after ingestion (earlier 

concentrations are unreliable). Treatment with N-acetylcysteine may be used up to 24 hours after 

ingestion of paracetamol, however, the maximum protective effect is obtained up to 8 hours post-

ingestion. The effectiveness of the antidote declines sharply after this time. If required the patient 

should be given intravenous N-acetylcysteine, in line with the established dosage schedule. If vomiting 

is not a problem, oral methionine may be a suitable alternative for remote areas, outside hospital. 

Management of patients who present with serious hepatic dysfunction beyond 24h from ingestion 

should be discussed with the NPIS or a liver unit. 

 

Paracetamol 

The information below lists reported adverse reactions, ranked using the following frequency 

classification: 

Very common (≥1/10); common (≥1/100 to <1/10); uncommon (≥1/1,000 to <1/100); rare (≥1/10,000 

to <1/1,000); very rare (<1/10,000), not known (cannot be estimated from the available data). 

Immune system disorders 

Hypersensitivity including skin rash may occur. 

Not known: anaphylactic shock, angioedema 

Blood and lymphatic system disorders 

Not known: blood dyscrasias including thrombocytopenia and agranulocytosis 

Skin and subcutaneous disorders 

Very rare cases of serious skin reactions such as toxic epidermal necrolysis (TEN), Stevens-Johnson 

syndrome (SJS), acute generalised exanthematous pustulosis, fixed drug eruption have been reported. 

Reporting of suspected adverse reactions 

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It 

allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare 

professionals are asked to report any suspected adverse reactions. 

 

5. HOW TO STORE PARAFENAC PLUS  

 

Store in a dry place below 30°C. Protect from light, heat & moisture. 

KEEP MEDICINES OUT OF REACH AND SIGHT OF CHILDREN. 

 

6. FURTHER INFORMATION 

What PARAFENAC PLUS contains: 

- The active pharmaceutical ingredient(s) are  

Paracetamol 

Diclofenac Sodium 

 

- The other ingredient(s) are  

Povidone (K-30) 

Isopropyl Alcohol 

Purified Talc 
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Magnesium Stearate 

Aerosil 

Size “0” Yellow/Yellow Colour hard Gelatin Capsules 

 

What PARAFENAC PLUS looks like and contents of the pack:  Size “0” Yellow/Yellow Colour 

hard gelatin Capsules. 

 

10 x 1 x 10 Capsules Alu-PVC blister. 

 

 

Manufacturer 

  

Company Name : RONAK EXIM PRIVATE LIMITED 

Address : Plot No. J-6, OIDC, Mahatma Gandhi Udyog Nagar, 

Dhabhel, Daman – 396210. U.T. 

Country : INDIA 

Phone : +91-265-242 8444 

Fax : +91-265-243 8444 

E-mail : ahmedi@ronakoverseas.com 

 

 

This leaflet was last approved on: 03/01/2020.  

 


