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Attachment 1: 
 
1. Package Insert 
 
(a) “Highlights” Section 
 
INTRAROSA™. 
INTRAROSA™ (prasterone) vaginal inserts 
Initial U.S. Approval: 2016 
 
 INDICATIONS AND USAGE  
INTRAROSA™ is a steroid indicated for the treatment of moderate to severe 
dyspareunia, a symptom of vulvar and vaginal atrophy, due to menopause. (1) 
 
 DOSAGE AND ADMINISTRATION  
One vaginal insert, once daily at bedtime. (2) 
 
 DOSAGE FORMS AND STRENGTHS  
Vaginal Insert: 6.5 mg of prasterone. (3) 
 
(b) “Full Prescribing Information” Section 
 
 
#3. Dosage Form and Strength 
 
Vaginal insert: 6.5 mg of prasterone, smooth, white to off-white solid fat bullet-shaped, 
measuring 28 mm in length, 9 mm in width at its wider end, and weighing 1.2 gram. 
  
#11. Description 
  

INTRAROSA (prasterone) vaginal insert is a vaginally administered steroid. Prasterone 
is identified chemically as 3β-hydroxyandrost-5-en-17-one. It has the empirical formula 
C19H28O2 with a molecular weight of 288.424 g/mol. Prasterone is a white to off-white 
crystalline powder insoluble in water and soluble in sodium lauryl sulfate (SLS). The 
structural formula is:  
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