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EDA performs label update to include the following: 

Special warnings and precautions for use  

Systemic effects  

 Sulphonamide inhibitor of carbonic anhydrase and, although administered topically, is absorbed sys-

temically. The same types of adverse drug reactions that are attributable to sulphonamides may occur 

with topical administration, including Stevens-Johnson syndrome (SJS) and toxic epidermal necrol-

ysis (TEN). At the time of prescription, patients should be advised of the signs and symptoms and mon-

itored closely for skin reactions. If signs of serious reactions or hypersensitivity occur, AZOPT should be 
withdrawn immediately. 

 

Undesirable effects 
 

 
 
 
 
 
 
 

 

 

 

 

References:   EMA (Click here)     
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Skin and subcutaneous tis-
sue disorders 

Uncommon: rash, rash maculo-papular, skin tightness Rare: urti-
caria, alopecia, pruritus generalised Not Known: Stevens-Johnson 
syndrome (SJS)/toxic epidermal necrolysis (TEN) (see section 
4.4), dermatitis, erythema 

https://www.ema.europa.eu/en/documents/product-information/azopt-epar-product-information_en.pdf

