
BIOCON BIOLOGICS LIMITED                IPR2023-01444 Ex. 1055, p. 1 of 12

4/1/23, 5:43 PM Stelara I European Medicines Agency 

~ EUROPEAN MEDICINES AGENCY \,;I SCIENCE MEDICINES HEALTH 

Stelara 
ustekinumab 

Table of contents 

• Overview 

• Authorisation details 

• Product information 

• Assessment history 

AUTHORISED 
../ This medicine is authorised for use in the European Union. 

Overview 

Stelara is a medicine used to treat: 

• moderate to severe plaque psoriasis (a disease causing red, scaly patches on the skin). It is 

used in adults and children above the age of 6 years whose condition has not improved 

with, or who cannot use, other systemic (whole-body) psoriasis treatments, such as 

ciclosporin, methotrexate or PUVA (psoralen ultraviolet A). PUVA is a type of treatment 

where the patient receives a medicine called psoralen, before being exposed to ultraviolet 

light; 

• active psoriatic arthritis (inflammation of the joints associated with psoriasis) in adults, 

when the condition has not improved enough with other treatments called disease­

modifying anti- rheumatic drugs (DMARDs). Stelara may be used alone or combined with 

methotrexate (a DMARD); 

• moderately to severely active Crohn's disease (a disease-causing inflammation of the gut) 

in adults whose condition has not improved enough with other treatments for Crohn's 

disease or who cannot receive such treatments; 

• moderately to severely active ulcerative colitis (inflammation of the large intestine causing 

ulceration and bleeding) in adults whose condition has not improved enough with other 

treatments for ulcerative colitis or who cannot receive such treatments. 

Stelara contains the active substance ustekinumab. 

https:/lwww.ema.europa.eu/en/medicines/human/EPAR/stelara 1/12 
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%&'()*)IkIlIbdcI]m9Iidd�[�\]MN�I�M,,',,3'-&�N'51*&�J]K_̀e>ee�LgO

M.15&'.

_+*,&�57=(+,2'.[�ec̀ièaian
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