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March 23, 2006 

Division of Dockets Management (HFA-305) 
U.S . Food and Drug Administration 
Room 1061 
5630 Fishers Lane 
Rockville, MD 20852 

Re: Response to Banner Pha!-maca~.~s Inc, 
Citizen Petition Docket No . 2005P-0436 

The citizen petition filed by Banner Pharmacaps Inc . ("BartDer") requests that FDA 
refuse to approve a Section 505(b)(2) application submitted by Ra.abaxy Laboratories, Inc . 
("Ranbaxy") for Ibuprofen Liquid Filled Gelatin Capsules 200 nlg UnlCsS it contains a 
certification to the patent listed in the Orange Book for Banner's ibttp~~ofcn capsules 200 mg. On 
February 22, 2006, Ranbaxy submitted a response explaining why Banner's petition should be 
denied . Response to Banner Phatnlacaps Inc., Locket No. 200SP-043G, Feb . 22, 2006 
("Ranbaxy Response") . On March 17, 2006, Banner submitted a suppleinc.it to its citizen 

; petition, replying to Ranbaxy. Supplement to Citizen PetitiOn; Docket No. 2GOSY-0436 (Mar. 
, 15, 2006) (`Banner Supp.") . On March 2l, 2006, Banner submitted yet another supplement to 
. its citizen petition, this time arguing that Ranbaxy's 505(b)(2) application should be converted to 

an ANDA. Second Supplement to Citizen Petition, Docket No . 2005P-04w?6 (Mar. 21, 20061) 
("Banner Sec. Supp.�), 

Banner's citizen petition seeks to Unduly and unjustifiably delay ffic approval of 
Ranbaxy s ibuprofen drug product. Ranbaxy is poised to launch its ibuprofen drug product 
following approval, which is anticipated on March 28, 2006, None, of Banner's arguments 
justify delaying approval . 

Banner Conti~i~aes to Ii nore the Plain Langua,~,Ye of The Food, Drm,,, and Cosmetic Act 

Banner's failure to address the govei-riin; statUtOry Iangua~e in its i~~itiai petition, or in 
either of its two supplements, is both noteworthy and telling . Seclioil 5(?5(b)(2) of the Food, 
Drug, and Cosmetic Act (`FDCA") describes when a Section SOS(b)(?) applicant must certify to 
the patents listed far a previously approved drug product . 

An application si.cbinitted under paragraph (1) for ci drug for 
which the irai,estigations (k:seribecz in clause (A) . . . and relied upon 
by the applicant for approval of the applicuiion were not 
conducted by or for the appficant and for Nvh1ch the applicant has 
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FDA's Fenofibrate Decision Does Not Surmoi-t Banner's Ar4urnent 

Banner argues that Rambaxy ignored FDA's previous decision answering Abbott's 
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