ANDA 75- 315/ S-004, S-005 June 30, 2000

Eon Labs Manufacturing, Inc.
Attention: Sadie M G ganek
227-15 North Conduit Avenue
Laurelton, New York 11413

Dear Madam

This is in reference to your suppl enental new drug applications
dat ed Novenber 17, 1999, subnitted under section 505(j) of the
Federal Food, Drug, and Cosnetic Act, regarding your abbreviated
new drug application for Am odarone Hydrochl oride Tabl ets 200

ny.
Ref erence is also made to your anmendnent dated June 5, 2000.

The suppl emental applications, submtted as “Prior Approval
Suppl enents”, provide for the foll ow ng changes:

S- 004: Addi tion of a new 400 ng tabl et dosage strength;
and
S- 005: Labeling revisions to reflect the addition of the

new 400 ng strength.

We have conpl eted the review of these suppl enental applications
and have concluded that the drug is safe and effective for use
as recommended in the submtted | abeling. Accordingly, the
suppl enental applications are approved. The Division of

Bi oequi val ence has determ ned that your Am odarone Hydrochl ori de
Tabl ets, 400 ng, can be expected to have the sanme therapeutic
effect as that of the reference listed drug product upon which
the agency relied as the basis of safety and effectiveness.
Your dissolution testing should be incorporated into the
stability and quality control programusing the sane nethod
proposed in your application.



W remind you that you nust conply with the requirenments for an
approved abbrevi ated new drug application described in 21 CFR
314.80-81 and 314.98. The O fice of Ceneric Drugs should be
advi sed of any change in the marketing status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy, which you intend to use in your
initial advertising or pronotional canpaigns. Please submt al
proposed materials in draft or nock-up form not final print.
Submit both copies together with a copy of the proposed or final
printed labeling to the Division of Drug Marketing, Advertising,
and Comruni cations (HFD-40). Please do not use Form FD- 2253
(Transm ttal of Advertisenments and Pronotional Labeling for
Drugs for Human Use) for this initial subm ssion.

We call your attention to 21 CFR 314.81(b)(3) which requires
that materials for any subsequent advertising or pronotional
canpai gn be submitted to the Division of Drug Marketing,
Advertising, and Comruni cations (HFD-40) with a conpleted Form
FD- 2253 at the tinme of their initial use.

The materials subnmtted are being retained in our files.

Si ncerely yours,

Gary Buehl er

Acting Director

O fice of Generic Drugs

Center for Drug Eval uati on and Research



