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Balan Kodery, RSO 

 
Telephone No. 
 

 
203-852-2783 

Subject: 
(NOTE:  This will be used as the  
 Documents Title in ADAMS) 

Amendment not needed  

 
On July 28, 2012 I spoke to B. Kodery about his amendment request to add a rubidium-82 generator (CardioGen-
82).  According to an FDA correspondence dated 7/26/11, the CardioGen-82 generator is being voluntarily recalled 
by the manufacturer, Bracco.  At that time B. Kodery stated that he would like to withdraw his amendment request.  
After further discussions with RI staff, it was determined that an amendment was not necessary because Rb-82 falls 
under 35.200 for imaging and localization.  On 8.1.11  informed B. Kodery that an amendment was not necessary 
because their license currently authorizes 35.200 use at the PET facility at 148 East Avenue, Norwalk, CT. 
 
 
Action Required:  Send a letter stating that an amendment is not needed.  
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