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ANDA 75-086

Taylor Pharmaceuticals

Attention: James G. Baumann, Jr. JIN 25 1997
1222 West Grand Avenue

Decatur IL 62525

(B FARABABAIAY

Dear Sir:

Reference is made to your abbreviated new drug application submitted pursuant to Section 505 (j)
of the Federal Food, Drug and Cosmetic Act for Diltiazem Hydrochloride Injection 5 mg/mL in
5 mL and 10 mL vials.

The Division of Bioequivalence has completed its review and has no further questions at
this time.

Please note that the bioequivalency comments expressed in this letter are preliminary. The above
bioequivalency comments may be revised after review of the entire application, upon consideration
of the chemistry, manufacturing and controls, microbiology, labeling or other scientific or regulatory
issues. A revised determination may require additional information and/or studies, or may conclude
that the proposed formulation is not approvable.

Sincerely yours,

N - / ’

. L
Nicholas Fleischer, Ph.D.

7 Director, Division of Bioequivalence
Office of Generic Drugs
Center for Drug Evaluation and Research
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Diltiazem HCI Injection Taylor Pharmaceuticals

5 mg/mil in 5 ml and 10 ml vials (an Akorn Co.)

NDA #75-086 Decatur, Illinois

Reviewer: J. Lee Submission date:

75086W.297 February 28, 1997
Revi faR t for Wai

The sponsor has submitted an application for diltiazem HCI injeétion 5 mg/ml and is requesting a
waiver of in-vivo bioequivalence requirements under 21 CFR 320.22 (b)(1).

In support of the waiver request the sponsor has submitted a formulation comparison as well as a
side-by-side comparison of the proposed product vs Cardizem Injection (Marion Merrell Dow)
with respect to conditions of use, active and inactive ingredients, dosage form, route of
administration and strength (appended).

The drug product is intended for direct IV bolus injection and continuous IV infusion; it is AP
listed.

Taylor Cardizem
per ml per ml

Niltiazem HCI Smg S5mg
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Recommendation:

1. The Division of Bioequivalence agrees that the information submitted by Taylor
Pharmaceuticals demonstrates that diltiazem HCl injection 5 mg/m! falls under 21 CFR
320.22 (b)(1) of Bioavailability/Bioequivalence Regulations. The Division of
Bioequivalence recommends that the waiver of an in-vivo bioavailability study be
granted. Taylor’s diltiazem HCI injection 5 mg/ml is deemed bioequivalent to Cardizem®
Injectable 5 mg/ml manufactured by Marion Merrell Dow.
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J. Lee
Division of Bioeguivalence
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