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Janssen Research Foundation
Attention: Edward G. Brann
Manager, Regulatory Affairs

1125 Trenton-Harbourton Road

P. O. Box 200

Titusville, New Jersey 08560-0200

Dear Mr. Brann:

Please refer to your new drug application (NDA) dated April 27, 1998, received April 27, 1998,
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Sporanox®
{itraconazole) Injection 10mg/mlL.

This new drug application provides for the use of Sporanox® (itraconazole) Injection 10mg/mL
for the treatment of blastomycosis, histoplasmosis and aspergillosis in immunocompromised and
non-immunocompromised patients.

We have completed the review of this application and have concluded that adequate information
has been presented to demonstrate that the drug product is safe and effective for use as
recommended in the enclosed labeling text. Accordingly, the application is approved effective
on the date of this letter.

The final printed labeling (FPL) must be identical to attached submitted draft labeling (package
insert submitted March 29, 1999, immediate container and carton labels submitted April 27,
1998). Marketing the product with FPL that is not identical to the approved labeling text may
render the product misbranded and an unapproved new drug.

Please submit 20 copies of the FPL as soon as they are available, in no case more than 30 days
after they are printed. Please individually mount ten of the copies on heavyweight paper or
simnilar material. For administrative purposes, this submission should be designated "FPL for
approved NDA 20-966." Approval of this submission by FDA is not required before the labeling
is used.






