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Food and Drug Administration
Rockville, MD 20857

NDA 19-810/S-083

AstraZeneca

Attention: Judy W. Firor, Director
Regulatory Affairs

1800 Concord Pike

P.O. Box 15437

Wilmington, DE  19850-5437

Dear MsFiror:

Please refer to your supplemental new drug application (NDA) dated July 27 2005, received July 28,
2005, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Prilosec®
(omeprazole) Delayed rel ease Capsules.

This*“Changes Being Effected” supplemental new drug application provides for the following changes:
revisonsto the PRECAUTIONS, Drug I nteractions, section of the package insert.

We completed our review of this application. This application is approved, effective on the date of this
letter, for use as recommended in the agreed-upon labeling text.

The final printed labeling (FPL) must be identical to the submitted and enclosed labeling (package
insert submitted July 27, 2005).

Please submit an electronic version of the FPL according to the guidance for industry titled Providing
Regulatory Submissionsin Electronic Format - NDA. Alternatively, you may submit 20 paper copies
of the FPL as soon as it is available but no more than 30 days after it is printed. Individually mount 15
of the copies on heavy-weight paper or similar material. For administrative purposes, designate this
submission "FPL for approved supplement NDA 19-810/S-083.” Approval of this submission by
FDA isnot required before the labeling is used.

In our facsimile of January 23, 2006 we requested the following changes be made to both the
WARNINGS and PRECAUTIONS section of your package insert. Your sentence: “Concomitant
administration of omeprazole has been reported to reduce the plasma levels of atazanavir.” Our
recommendation: “Concomitant use of omeprazole and atazanavir is not recommended.
Co-administration of omeprazole with atazanavir is expected to reduce the plasmalevels of
atazanavir by 70% to 80% (Cmax, AUC, Cin) and reduce its therapeutic effect”.

Asdiscussed at our teleconference on January 24, 2006, we agreed to your change in the CBE
supplement. However, we were concerned that this change needed to be further refined. Y ou agreed
to add more detailed language which you anticipate will differ from the January 23, 2006 facsimile due
to the availability of additional data. Y ou committed to providing us with this datain atimely fashion
asaPrior Approva Supplement.



Please submit draft labeling as a Prior Approval Supplement to this application. Please incorporate all
previous revisions as reflected in the most recently approved package insert. To facilitate review of
your submission, provide a highlighted or marked-up copy that shows the changes that are being made.

We remind you that you must comply with reporting requirements for an approved NDA (21 CFR
314.80 and 314.81).

If you have any questions, call Mary Lewis, Regulatory Project Manager, at (301) 796-0941.

Sincerely,

Brian E. Harvey, M.D., Ph.D.

Director

Division of Gastroenterology Products
Office of Drug Evauation I11

Center for Drug Evaluation and Research

{See appended electronic signature page}
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