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Th is document lists obser vations made by the FDA represent ative(s) during the inspection of your facility. They are ins pectional 
observation s, and do not represent a final Age ncy de termin at ion regarding your compliance. If you have an objection regarding an 
observation, or have implemented, or plan to implem ent . correc tive action in respons e to an observat ion , you may discu ss the objection or 
action with the FDA representati ve(s) during the inspecti on or submit this information to FDA at the address above. If you have any 
questions, please cont act FDA at the phone number and add ress above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Records are not maintained so that data ther ein can be reviewed a t lea;t ann ua lly to ev a lua te the qu ality s ta ndards o f ea ch 

drug pr oduct to determine the need (o r c ha ng es in spec ifica tions or manufacturing o r con tro l pr ocedures . 
-

Specificall y, the firm did not co m ple te a change contro l form for the pl anned deviation in th e manufacturing process for 

ND  (B)(4)... .,1 The current process for 
commerc ial 15a tclies aoes not unaergo a filtration step tliat was siibiiiiffed III tlie applIcatI on ana approved in June 200 5. 

Si nc e the appr ov a l, there ha ve be en approxima   tc (b)(4)hes of        (b)(4)     _ m an ufac tu re d . 

-
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