
Here the Dkft Guidance appears 
comniercial distribtitiou of a 
and the regulation; neither of which s-p& ini& listing: 1, 

Section 5 10 (j) (1) under the act states: 

Every’person who registers virith- 
shall, at the time of regis 
drugs~and a list of all devices and 
included in the list is a devic 
by its established name (as 
name) which are being manu 
him.for commercial distribution 
filed by him with the Secre 
registration. 

21 CFR $207.21.(a) further:cl 

The owner or operator of a 
drug or -drugs shall register the 
operation’ and shall submit a’ list 
owner or operator, of the establis 
ow’ner or’ operator shall regis%r w 
animal drug application, medica 

I ibution at-that time. If the ,‘, ibution at-that time. If the 
entered into such an operation, the 

fter~$&mtting a new drug ~ap&ation, new 
Q nhcation, ‘b. .. or a biologics license 

entered into such an operation, the 
fter~$&mtting a new drug ~ap&ation, new 

I phcation, ‘b. .. or a biologics license 
application. 
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After subkitting the initial 
under 026j.20 shalI submit 0~ 
subsequent Jun$ and Decepibei; or 
the follo$‘g inf6rfiaGon:: __’ 
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has not been included in 

Based on the above disCusSion, sulxniw 
not required within 5 dais of cc 

-- 



The Draft .Guidance u 
inforn$ioti. The Draft 
change &curs so that the4n 
Howevei-, the Draft Gtiidance faits to’ 
at any time after the, initial k&g so 
listing,,21 CER, §2Q7.:30 (b) 

When no changes 

Therefore, we recommend that the, 
folloiing statement: 

Submission of form FDA 
the pretiouily submitted list. “. 

Barr Laboratories appreciates 
respectfully submits, this evaluation. 




