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Abitren® Teva 75 mg/3ml

Solution for I.M. Injection
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Treatment of:

- Exacerbations of inflammatory and degenerative forms of rheumatism: rheumatoid arthritis,
ankylosing spondylitis, osteoarthritis, spondylarthritis, non-articular rheumatism.

- Treatment of painful conditions due to inflammation of non-rheumatic origin.

- Renal colic and biliary colic.

- Post-traumatic and post-operative pain, inflammation and swelling.
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4.4 Special warnings and precautions for use
[...]
Skin effects:
Serious skin reactions, some of them fatal, including exfoliative dermatitis, Stevens-Johnson
syndrome, ane toxic epidermal necrolysis and generalised bullous fixed drug eruption; have been reported

very rarely in association with the use of NSAIDs, including Abitren Teva 75mg/3 ml (see section 4.8
Undesirable effects).
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Injection site reactions:

Injection site reactions have been reported after the administration of diclofenac intramuscularly, including
injection site necrosis, and embolia cutis medicamentosa, also known as Nicolau syndrome (particularly after
inadvertent subcutaneous administrationy- ), fixed drug eruption and generalised bullous fixed drug eruption.
Appropriate needle selection and injection technique should be followed during intramuscular administration
of diclofenac (see section 4.2).

4.8 Undesirable effects
[...]

Skin and subcutaneous tissue disorders

Common Rash.
Rare Urticaria.
Very rare Bullous eruptions, eczema, erythema, erythema multiforme,

Stevens-Johnson syndrome, toxic epidermal necrolysis (Lyell's
syndrome), dermatitis exfoliative, loss of hair, photosensitivity
reaction, purpura, allergic purpura, pruritus.

Fixed drug eruption, generalised bullous fixed drug eruption.

Not Known

[...]

Adverse drug reactions from post-marketing experience (freuency not known)

Injection site reactions: Embolia cutis medicamentosa (Nicolau syndrome)

Skin and subcutaneous tissue disorders: Fixed drug eruption and generalised bullous
fixed drug eruption.

[...]
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