
Actions Taken by FDA Center for Veterinary Medicine 
The following corrections or additions to the list were completed in November 2015. 
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Original Approvals 
 
This section displays the original approval. To read the complete approval, please refer to 21 CFR Parts 
500 and the related Federal Register notices. 
 
NADA Number:  141-456 
 
 Trade Name: SILEO® 
 Ingredients: Dexmedetomidine  
 Sponsor: Orion Corp. 
 Approval Date: November 19, 2015 
 Status: Rx 
 Route: Oromucosal 
 Species: Dog 
 Drug Form: Oromucosal gel 
 Concentration: Each mL contains 0.09 mg dexmedetomidine (equivalent to 0.1 mg 
   dexmedetomidine hydrochloride) 

Indications: For the treatment of noise aversion in dogs. 
Exclusivity:             3 years 
 

NADA Number:  141-454 
 
 Trade Name: AquAdvantage Salmon 
 Ingredients: opAFP-GHc2 rDNA construct  
 Sponsor: AquaBounty Technologies, Inc. 
 Approval Date: November 19, 2015 
 Species: Atlantic salmon 
 Indications: Significantly more AquAdvantage Salmon grow to at least 100 g within 2,700 
   Celsius degree-days than their comparators. 
     

Sponsor Change 
 
NADA Numbers:  006-084, 008-774, 033-373, 040-181, 055-012, 055-018, 
055-039, 065-071, 065-269, 065-440, 122-271, 122-272 
 
 Previous Sponsor: Boehringer Ingelheim Vetmedica, Inc. 
 
 New Sponsor:  Huvepharma AD 
   
 Drug Labeler Code:   016592 
 
(A)NADA Numbers:  200-178, 200-193, 200-248, 200-265, 200-287,  
200-297, 200-298, 200-365, 200-382, 055-002, 094-170, 123-815, 141-245 
 

Previous Sponsor: Bayer HealthCare LLC, Animal Health Division 
 
 New Sponsor:  Cronus Pharma LLC 
   
 Drug Labeler Code:   69043 
 

Sponsor Name Change 
 

Previous Name: Novartis Animal Health US, Inc. 
 
 New Name: Elanco US Inc. 
 
 


