
Hoping this e-mail finds you well 

We would like to inquire about some information needed to be reviewed and 

clarified from your side regarding an approved FDA product; Bromsite®. 

The quantity of bromfenac sodium sesquihydrate descriped in the published label 

and other reviews on FDA website may need to be revised in light of the following 

points: 

 The molecular weights of  Bromfenac sodium sesquihydrate and Bromfenac 

free acid. 

 The quantity stated in the other concentrations.  

 The USAN name for bromfenac sodium sesquihydrate is bromfenac sodium. 

 Bromsite®  PROLENSA® XIBROM® 

Labeled Strength 0.075% 0.07% 0.09% 

m
g

/m
l 

bromfenac Free acid 

 (MWt= 334.16) 

0.76 0.7 0.9 

QTY/ml; bromfenac 

sodium  

(MWt= 356.15) 

- - - 

QTY/ml; bromfenac 

sodium sesquihydrate 

(MWt= 383.17) 

0.81* 

 

0.80 1.035 

* By calculation ; it should be 0.87 mg as follows; 

(1) Using Mwt; 0.76*383.17/334.16=0.87  

(2)  By extrapolation from other products;0.76*1.035/0.9=87 
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Bromsite® Chemical review 

 

 

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2016/206911Orig1s000ChemR.pdf 

 

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2016/206911Orig1s000ChemR.pdf

