
Dockets management Branch 
Food and Drug Administration 
Department of Wealth and IIuman Services 
5630 Fishers Lane 
Raom 1061 
Mail Stop WFA-305 
Rockville, MD 20852 

Re: Docket No. OlP-042WCP 1 

Supp~e~ent~~ Citizen Petition Regarding Proposed Generic Cefuroxime Axetilt Products 

Dear Sir or Madam: 

SUPPLEMENTAL CITZEN PETITION 

We write to further sup lement the Citizen’s Petition filed on September 19,200l by Professional 

retailing, Inc. and its wholly-owned affiliate LifeCycle Ventures (collectively, “PIDIrt), the exclusive 

distributor of CEFTINB Tablets (cefuroxime axetil tablets) and CEFT @ for Oral Suspension 

(cef~roxime axetil powder for oral sus ension) in the United States. In its Petition, Docket No. OlP- 

U4Z~/CP 1, PI31 has requested that the Food and Drug Administration (“FDA”): 

1. Decline to approve any Abbreviated New rug Application (“ANDA”) that seeks approval for a 

generic product containing a mixture of amorphous and crystalline cefuroxime axetil. 

Decline to approve the pending ANDA submitted by Ranbaxy Laboratories, Inc. (“R~baxy~~~, in 

oses to market a drug containing a ixture of amorphous and crystalline 
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~e~roxime axetif as a generic substitute for ~~FT~~~ which contains wholly amorphous 

cefuroxime axetil. 

3. ecline to make effective any approval of the ending ANDA submitted by Ranbaxy or the 

pending ANDA submitted by Apotex, Inc. (“‘Apotex”) for a generic drug containing a mixture of 

amo~hous and crystalline cefuroxime axetil until either (a) thirty months from the date on which 

Glaxo ~omrne~~ed a patent in~ngement action agains that applicant, or (b) the date on which a 

court enters a final order or judgment declaring Glaxo’s U.S. Patent No. 4,562, I8 1 to be invalid 

and/or not infringed by that applicant’s ANDA. 

. lation to set uniform standards for new drug applications in which the applicants seek 

approval for drugs that contain a different form of an active ingredient that is contained in a 

On October 16,200 I, PDT filed a Supplemental Citizen’s Petition in which PDI discussed and a~a~bed 

major i~te~at~onal pharmacopoeia monographs that provide further support for its Citizen’s Petition- 

ed to its October 16,2001 Supplemental Citizen’s Petition copies of the European, British 

Pha~a~opue~a monographs for cefuroxime axetif. In each case, the monograph provides 

that the drug substanee must be in amorphous form and must have a specified isomer& mixture. None 

of these pba~acopoeial authorities permits the ~n~l~s~on of crystalline material to this drug substance. 

he Japanese Pha~a~opoeia monograph for cefuroxime axetif similarly provides that the drug 

substance must be in amurphous form and have a specified isomeric mixture. (A copy of the Japanese 

Ph~a~opoeia monograph is appended hereto as Exhibit 24.) PDT has filed this second supplement to 

its ~it~z~n’s Petition to bring the Japanese Ph~macopoe~a reference to the Agency’s attention. 
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For a11 the reasons set forth in its Citizen’s Petition and the sup ements thereto, PDI renews its request 

that FDA take the action described above. 

~es~e~~fu~ly submitted, 

Tracy Zurzolo Frisch 
Reed Smith LLP 
2500 One Liberty Place 
1650 Market Street 
Philadelphia, PA 19 f 03 
Phone: 21~.$~~.~~~~ 
Fax: 215.851.1420 

CC: Ms. Jane A. Ax&ad (w/enc.) (via overnight mail) 
Mr. Gary J. BuehZer (w/enc.) (via overnight mail) 
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