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Table 2: Adverse drug reactions Table 2: Adverse drug reactions
(ADRS) identified during post- (ADRSs) identified during post- 4.8 Undesirable
marketing surveillance (frequencies - | marketing surveillance effects
where known - calculated based on (frequencies - where known -
pooled clinical trial data N= 1093) calculated based on pooled

clinical trial data N= 1093)

Respiratory, thoracic and Respiratory, thoracic and
mediastinal disorders mediastinal disorders
Rare Rare

(> 1/10,000 to < 1/1,000) * (> 1/10,000 to < 1/1,000) *
Bronchospasm?® Bronchospasm?®
Frequency

not known

Pulmonary arterial hypertension*

Musculoskeletal, and connective
tissue disorders

Very common

(= 1/10)*

Musculoskeletal, and
connective tissue disorders
Very common

_ >1/10) !
Arthralgia ,(Arthral)gia
Frequency

not known

Drug-induced lupus erythematosus

Renal and urinary disorders
Nephrotic syndrome,

23 | glomerulosclerosis (see section
4.4

Renal and urinary disorders
Nephrotic syndrome,
glomerulosclerosis (see section 4.4)

“ Class label for interferon products,
see below Pulmonary arterial
hypertension.

Pulmonary arterial hypertension
Cases of pulmonary arterial
hypertension (PAH) have been
reported with interferon beta
products. Events were reported at
various time points including up to
several years after starting treatment
with interferon beta.
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