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To pennit review of your ANDA sq@&$n, $U must kbmit a!1 i??f@$a&?~~$$ui~~~ under 
Sections 5056)(2);(A) and (B) of the‘Act. To bek$pro%& ilie d&g products, fill, amddg’other ._‘ .__.Y, 
things, be ikquired to m@ qsent bioavailability requirements VcdeK, %&on ?5@(2)(4)(iV) of --*-:” > irr,“;‘l.Sr.‘~~~ &tts&#~~~*~~ , __ ,_) _,* ___ 
the Act. We.suggest th<t “yOii Submit your protocol for&~&&!~ products to the ~ffiG~$f~!%!~&.., i , ” 
Drugs, Division of&&quivalence, prior to tlie submission of your AWA. !hring the review of jj. .l.!r~-',r,>,~‘",‘ 
your application, the FDA may require the subnzission ,g.oIs ~~~i~~~~~~~.~~~~~nn~~~ont :,, ,-_, ] ,+, ,‘ :_:_ : ,‘:’ j_ :_ ,., 1 1 

,;_ ., ,,,‘( / /. .I / ,: . / / . ; 1,. . .,1 ,,,. + , ,, II, ,_,_ , ‘ . _I ; _: 
The listed drug product to which YOU refer in ydur -AHDA .G!vst be t&,?J$ upon which You based 
this petition: h addifion, you should refer in your AND;A to. the appropriate petition d:ocket -, 
number cjiqd,~t&bW9*y~, and include a copy of this ktter in f&,qNDA subkissiw. Please note t&t I. .- ;* ..a I 9 ;d~&$s+g+.~~ .x.:,$ -~,~~~~~j;..?c,;;;~~~~....: .(,, / i_ ,- 
once ai application is. ~pp~ovedsf&*a &%g product that is the @me as the subJect Ofthis petltlon, 

,, / ,/. _ 
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that drug product will. be 3 listed drug. Thereafter, the petition may not be utilized a? $tj: b?sk * _) 6.. b~*:.--:.,i “Swc- forsub&issionofan~A~ A .... ” :I’ : ,-- ‘-* “‘“,<“;;‘ ‘::,’ ‘.‘-:m-“-=‘:‘ .:__, .” “_,, ,_; -_: , :..; 
.a..,” - 
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‘Director ’ 
Office of Generic I$& “(_ .I ‘I: 


