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DENVER

December 5, 2000

Dockets Management Branch
Food and Drug Administration
5630 Fishers Lane

Room 10-61

Rockville, MD 20857

Re:  Docket No. 00P-1550, Citizen Petition Relating to Cefuroxime Axetil
Dear Sir or Madam:

To clarify the record, we wish to correct an error that we have discovered in our
supplemental letter to this Petition docket dated October 30, 2000. With that letter, we
enclosed three supplemental exhibits, including a copy of Report No. HVT/80/27,
“Human Volunteer Trial to Investigate the Urinary Recovery of Cefuroxime After Single
Oral Doses of 250 mg Cefuroxime as E.47 ester in Four Different Isomer Ratios” (1980)
(designated as Exhibit P). In the text of the letter, we mistakenly described that study as
having evaluated the relative bioavailabilities of four formulations containing different
ratios of A and B isomers of cefuroxime axetil in crystalline form. In fact, the four
formulations comprised differing proportions of the A and B isomers in amorphous form.

Respectfully submitted,

Donald O. Beers
David E. Komn
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