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Orfadin® (nitisinone) — First-time generic

e On September 4, 2019, Endo announced that Par Pharmaceutical would be launching Novitium’s
AB-rated generic version of Swedish Orphan Biovitrum’s Orfadin (nitisinone) capsules sometime this
month.

e Orfadin is approved for the treatment of adult and pediatric patients with hereditary tyrosinemia
type 1 (HT-1) in combination with dietary restriction of tyrosine and phenylalanine.

e Orfadin is also available as a brand oral suspension that carries the same indication as Orfadin
capsules.

e According to Swedish Orphan Biovitrum, global sales for Orfadin were approximately $85 million
over the last four quarters.
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