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RECORD

Anvisa approves three new biological
medicines

Products will be used in the treatment of an unusual type of cancer, signs and symptoms of menopause
and asthma.

The National Agency of Sanitary Surveillance (Anvisa) registered three new biological medicines for commercialization
in the national market. The first is Bavencio (avelumab), a rare disease treatment product approved for single use
(single use) in adult Merkel (MCC) carcinoma (cancer) patients, an uncommon type of cancer exhibits aggressive
clinical features.

The second was Duavive, indicated for the treatment of signs and symptoms associated with the fall of estrogen
(female hormone), a fact that causes discomfort to the woman, such as hot flashes. This product was approved for the
treatment of vasomotor symptoms (nerves responsible for the contraction and relaxation of blood vessels) classified as
moderate to severe and associated with menopause.

Duavive is an innovative combination of conjugated estrogens and bazedoxifene acetates. The latter acts by inhibiting
the negative effects associated with the isolated use of the female hormone. It can be used after the menopause has
occurred in women who still have a uterus and have recorded the last natural menstrual period for more than 12
months.

The third approved product was Fasenra (benralizumab), indicated as adjuvant (maintenance) maintenance treatment
for severe asthma with eosinophilic phenotype in adult patients.

The new registrations were published by Anvisa in the Official Gazette (DOU) on June 4, 2018.
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