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4.1Therapeutic indications 1

Local treatment of rheumatic disorders. inflammation due to spraining, etc.2
Self medication for the following indications: 

For the relief of pain Local treatment of pain, inflammation and swelling due to:

· Soft-tissue injuries Pain and inflammation and swelling in trauma of the tendons, ligaments, muscles and joints, e.g. due to sprains, strains, bruises and backache (sports injuries); 

· Localised forms of soft tissue rheumatism:  such as tendonitis (e.g. tennis elbow), bursitis, , shoulder-hand syndrome and periarthropathy; 

·  For the relief of pain of non-serious arthritis
  By physician order: Pain caused by osteoarthrosis of the peripheral joints,  as of the knee or fingers.
(  localised forms of degenerative rheumatism, e.g. osteoarthritis of the peripheral joints and of the vertebral column).
The gel should not to be used for more than 14 days for soft-tissue injuries or soft tissue rheumatism unless recommended by a doctor, or 21 days for arthritis pain. 


	
4.1 Therapeutic indications 1

Local treatment of rheumatic disorders. inflammation due to spraining, etc.2
For the relief of pain, inflammation and swelling in:

· Soft-tissue injuries: trauma of the tendons, ligaments, muscles and joints, e.g. due to sprains, strains, bruises and backache (sports injuries); 

· Localised forms of soft tissue rheumatism: tendonitis (e.g. tennis elbow), bursitis,shoulder-hand syndrome and periarthropathy;
  •  For the relief of pain of non-serious arthritis
 of the knee or fingers.
 (  localised forms of degenerative rheumatism, e.g. osteoarthritis of the peripheral joints and of the vertebral column). 


	CLINICAL PARTICULARS

	  The duration of treatment depends on the indication and clinical response.  The gel should not to be used for more than 14 days for soft-tissue injuries or soft tissue rheumatism unless recommended by a doctor, or 21 days for arthritis pain, unless recommended by a doctor 1.
	   The duration of treatment depends on the indication and clinical response.  The gel should not to be used for more than 14 days for soft-tissue injuries or soft tissue rheumatism or 21 days for arthritis pain 
	 4.2 Posology and method of administration

	Hypersensitivity to diclofenac, acetylsalicylic acid or other non-steroidal anti-inflammatory drugs5, or any of the excipients contained in the gel (see 6.1, list of excipients).  

Patients with or without chronic asthma5 in whom attacks of asthma, urticaria, or acute rhinitis are precipitated by acetylsalicylic acid or other non-steroidal anti-inflammatory drugs (NSAIDs).

Voltaren® Gel is contraindicated in the setting of coronary artery bypass graft (CABG) surgery [see Warnings and Precautions (5.1)].4

Concomitant use of oral NSAID's.5

Voltaren Emulgel should not be co-administered with other products containing diclofenac.5


	Hypersensitivity to diclofenac, or any of the excipients contained in the gel (see 6.1, list of excipients).  

Patients in whom attacks of asthma, urticaria, or acute rhinitis are precipitated by acetylsalicylic acid or other non-steroidal anti-inflammatory drugs (NSAIDs).


	 
4.3Contra-indications



	Cardiovascular Thrombotic Events
Clinical trials of several COX-2 selective and nonselective NSAIDs of up to three years duration have shown an increased risk of serious cardiovascular (CV) thrombotic events, myocardial infarction, and stroke, which can be fatal. All NSAIDs, both COX-2 selective and nonselective, may have a similar risk. Patients with known CV disease or risk factors for CV disease may be at greater risk. To minimize the potential risk for an adverse CV event in patients treated with NSAIDs, the lowest effective dose should be used for the shortest duration possible. Physicians and patients should remain alert for the development of such events, even in the absence of previous CV symptoms. Patients should be informed about the signs and/or symptoms of serious CV toxicity and the steps to take if they occur.

There is no consistent evidence that concurrent use of aspirin mitigates the increased risk of serious CV thrombotic events associated with NSAIDs use. The concurrent use of aspirin and NSAIDs such as diclofenac, does increase the risk of serious GI events [see Warnings and Precautions (5.2)].

Two large, controlled, clinical trials of a COX-2 selective NSAID for the treatment of pain in the first 10-14 days following CABG surgery found an increased incidence of myocardial infarction and stroke [see Contraindications (4)]. 

Gastrointestinal Effects – Risk of GI Ulceration, Bleeding, and Perforation
 NSAIDs, including diclofenac, can cause serious gastrointestinal (GI) 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. Only one in five patients who develop a serious upper GI adverse event on NSAID therapy is symptomatic. Upper GI ulcers, gross bleeding, or perforation caused by NSAIDs occur in approximately 1% of patients treated for 3-6 months, and in about 2-4% of patients treated for one year. These trends continue with longer duration of use, increasing the likelihood of developing a serious GI event at some time during the course of therapy. However, even short-term therapy is not without risk.

NSAIDs should be prescribed with extreme caution in patients with a prior history of ulcer disease or gastrointestinal bleeding. Patients with a prior history of peptic ulcer disease and/or gastrointestinal bleeding who use NSAIDs have a greater than 10-fold increased risk for developing a GI bleed compared to patients with neither of these risk factors. Other factors that increase the risk of GI bleeding in patients treated with NSAIDs include concomitant use of oral corticosteroids or anticoagulants, longer duration of NSAIDs therapy, smoking, use of alcohol, older age, and poor general health status. Most spontaneous reports of fatal GI events are in elderly or debilitated patients and therefore special care should be taken in treating this population.

To minimize the potential risk for an adverse GI event, the lowest effective dose should be used for the shortest possible duration. Physicians and patients should remain alert for signs and symptoms of GI ulceration and bleeding during diclofenac therapy and promptly initiate additional evaluation and treatment if a serious GI adverse event is suspected. For high-risk patients, alternate therapies that do not involve NSAIDs should be considered
	
	
4.4Special warnings and precautions for use



	Voltaren Emulgel should be applied only to intact, non-diseased skin, and not to skin wounds or open injuries. It should not be used with occlusion5. It should not be allowed to come into contact with the eyes or mucous membranes, and should not be ingested.  

	Voltaren Emulgel should be applied only to intact, non-diseased skin, and not to skin wounds or open injuries. It should not be allowed to come into contact with the eyes or mucous membranes, and should not be ingested.  

	

	Laboratory Tests
When taking Voltaren Emulgel according to physician’s instructions, in a high dose or for a prolonged period of time, it is recomended to conduct laboratory tests (blood, urine, liver and kidney function), to make sure the test results are within the normal range.


	
	

	Hepatic Effects4
An increase in liver enzymes,which require discontinuation of treatment after consulting a physician, may occur

Close medical surveillance is required when prescribing Voltaren to patients with impaired hepatic function, as their condition may be exacerbated.

As with other NSAIDs, including diclofenac, values of one or more liver enzymes may increase. During prolonged treatment with Voltaren, regular monitoring of hepatic function is indicated as a precautionary measure. If abnormal liver function tests persist or worsen, if clinical signs or symptoms consistent with liver disease develop, or if other manifestations occur (e.g. eosinophilia, rash), Voltaren should be discontinued. Hepatitis may occur with use of diclofenac without prodromal symptoms.

Caution is called for when using Voltaren in patients with hepatic porphyria, since it may trigger an attack.2

If abnormal liver tests persist or worsen, if clinical signs and/or symptoms consistent with liver disease develop, or if systemic manifestations occur (e.g., eosinophilia, rash, abdominal pain, diarrhea, dark urine, etc.), diclofenac sodium should be discontinued immediately. To minimize the possibility that hepatic injury will become severe between transaminase measurements, physicians should inform patients of the warning signs and symptoms of hepatotoxicity (e.g., nausea, fatigue, lethargy, diarrhea, pruritus, jaundice, right upper quadrant tenderness, and “flu-like” symptoms), and the appropriate action patients should take if these signs and symptoms appear.4

To minimize the potential risk for an adverse liver related event in patients treated with diclofenac sodium, the lowest effective dose should be used for the shortest duration possible. Caution should be exercised in prescribing diclofenac sodium with concomitant drugs that are know to be potentially hepatotoxic (e.g., antibiotics, anti-epileptics). 4

	Hepatic Effects4
An increase in liver enzymes,which require discontinuation of treatment after consulting a physician, may occur


	

	Hypertension 4
NSAIDs, including Voltaren® Gel, can lead to the onset of new hypertension or worsening of preexisting hypertension, either of which may contribute to the increased incidence of cardiovascular events. Patients taking thiazides or loop diuretics may have impaired response to these therapies when taking NSAIDs. NSAIDs, including Voltaren® Gel should be used with caution in patients with hypertension. Blood pressure should be monitored closely during the initiation of therapy with Voltaren® Gel and throughout the course of therapy.

	
	

	Congestive Heart Failure and Edema 4
Fluid retention and edema have been observed in some patients treated with NSAIDs, including Voltaren® Gel. Voltaren® Gel should be used with caution in patients with fluid retention or heart failure.

	
	

	Anaphylactoid Reactions4

s with other NSAIDs, anaphylactoid reactions may occur in patients without prior exposure to Voltaren® Gel. Voltaren® Gel should not be given to patients with the aspirin triad. This symptom complex typically occurs in asthmatic patients who experience rhinitis with or without nasal polyps, or who exhibit severe, potentially fatal bronchospasm after taking aspirin or other NSAIDs [see Contraindications (4), Warnings and Precautions (5.7)]. Emergency help should be sought in cases where an anaphylactoid reaction occurs.


	
	

	Skin Reactions 4
NSAIDs, including Voltaren® Gel, can cause serious skin adverse events such as exfoliative dermatitis, Stevens-Johnson Syndrome (SJS), and toxic epidermal necrolysis (TEN), which can be fatal. These serious events may occur without warning. Patients should be informed about the signs and symptoms of serious skin manifestations, and the use of the drug should be discontinued at the first appearance of skin rash or any other signs of hypersensitivity.

Voltaren® Gel should not be applied to open skin wounds, infections, inflammations, or exfoliative dermatitis, as it may affect absorption and tolerability of the drug. Voltaren® Gel should not be allowed to come into contact with the eyes or with mucous membranes.

The effect of Voltaren® Gel under occlusive dressings has not been evaluated, and should be avoided.

	
	

	Corticosteroid treatment4
Voltaren® Gel cannot be expected to substitute for corticosteroids or to treat corticosteroid insufficiency. Abrupt discontinuation of corticosteroids may lead to exacerbation of corticosteroid-responsive illness. Patients on prolonged corticosteroid therapy should have their therapy tapered slowly if a decision is made to discontinue corticosteroids.

	
	

	Inflammation 4
The pharmacological activity of diclofenac in reducing inflammation, and possibly fever, may diminish the utility of these diagnostic signs in detecting infectious complications of presumed noninfectious, painful conditions.

	
	

	Preexisting Asthma4
Patients with asthma may have aspirin-sensitive asthma. The use of aspirin in patients with aspirin sensitive asthma has been associated with severe bronchospasm, which can be fatal. Since cross reactivity, including bronchospasm, between aspirin and other nonsteroidal anti-inflammatory drugs has been reported in such aspirin-sensitive patients, Voltaren® Gel should not be administered to patients with this form of aspirin sensitivity and should be used with caution in patients with preexisting asthma.

	
	

	Sun Exposure4
Patients should minimize or avoid exposure to natural or artificial sunlight on treated areas because studies in animals indicated topical diclofenac treatment resulted in an earlier onset of ultraviolet light induced skin tumors. The potential effects of Voltaren® Gel on skin response to ultraviolet damage in humans are not known.

	
	

	Eye Exposure4
Contact of Voltaren® Gel with eyes and mucosa, although not studied, should be avoided. Patients should be advised that if eye contact occurs, they should immediately wash out the eye with water or saline and consult a physician if irritation persists for more than an hour.

	
	

	Since systemic absorption of diclofenac from topical application of the gel is very low, such interactions are very unlikely
Concurrent use of aspirin or other NSAIDs may result in an increased incidence of adverse reactions.5
Anticoagulants 4

The effects of anticoagulants such as warfarin and NSAIDs on GI bleeding are synergistic, such that users of both drugs together have a risk of serious GI bleeding higher than users of either drug alone. 

ACE-Inhibitors

NSAIDs may diminish the antihypertensive effect of angiotensin converting enzyme (ACE) inhibitors. This interaction should be given consideration in patients taking NSAIDs concomitantly with ACE-inhibitors.

Lithium

NSAIDs have produced an elevation of plasma lithium levels and a reduction in renal lithium clearance. The mean minimum lithium concentration increased 15% and the renal clearance was decreased by approximately 20%. These effects have been attributed to inhibition of renal prostaglandin synthesis by the NSAID. Thus, when NSAIDs, including diclofenac, and lithium are administered concurrently, patients should be observed carefully for signs of lithium toxicity.

Methotrexate

NSAIDs have been reported to competitively inhibit methotrexate accumulation in rabbit kidney slices. This may indicate that they could enhance the toxicity of methotrexate. Caution should be used when NSAIDs, including diclofenac, are administered concomitantly with methotrexate.

Cyclosporine
Diclofenac, like other NSAIDs, may affect renal prostaglandins and increase the toxicity of certain drugs. Therefore concomitant therapy with diclofenac may increase cyclosporine's nephrotoxicity. Caution should be used when diclofenac is administered concomitantly with cyclosporine.

Oral Nonsteroidal Anti-inflammatory Drugs

Specific interaction studies of Voltaren® Gel and oral NSAIDs were not performed. Also, the clinical trials of Voltaren® Gel prohibited concomitant use of oral NSAIDS. There is systemic exposure to diclofenac following normal use of Voltaren® Gel, up to 6% of the systemic levels of a single oral dose of diclofenac sodium. [see Clinical Pharmacology (12.3)] Therefore, concomitant administration of Voltaren® Gel with oral NSAIDs or aspirin may result in increased adverse NSAID effects.

Topical Treatments

Concomitant use of Voltaren® Gel with other topical products, including topical medications, sunscreens, lotions, moisturizers, and cosmetics, on the same skin site has not been tested and should be avoided because of the potential to alter local tolerability and absorption.

	Since systemic absorption of diclofenac from topical application of the gel is very low, such interactions are very unlikely
	4.5.
Interactions with other medicinal products and other forms of interaction



	In case of suspicion of liver function disturbances, which may appear as nausea, an increase in transaminase, tiredness, drowsiness, diarrhea, itching, jaundice (yellowing of the skin and eyes), tenderness of the upper right part of the abdomen and flu-like symptoms: discontinue treatment and refer to the physician immedately!3


	
	4.8 Undesirable Effects

	Pack sizes: 20, 30, 50, 100, 150 gm 

	Pack sizes: 20, 30, 50, 100 gm 

	 
6.5Nature and contents of container



	NCH Ltd. 14 Hamefalsim St, Petach- Tikva


	
	7.MARKETING  AUTHORISATION HOLDER

	03766 25000 00 / 05


	
	6. MARKETING AUTHORISATION NUMBER(S)



	Manufacturer: Novartis Consumer Health SA, Switzerland

	
	

	
	
	

	 
	 
	 


טקסט שחור – עלון מאושר 


קו חוצה – מחיקת טקסט מעלון מאושר.


קו תחתי – הוספת טקסט לעלון מאושר.


סימון צהוב – טקסט המהווה החמרה.
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