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(iv) Submit a sample of each batch of digoxin tablets as provided
for in paragraphs (a)(3)(1i) of this section until he is notified by
the Food and Drug Administration that he 1s released from the certification
program. This notification will be made on tﬁe basis of sample test
results, inspectional findings regarding compliance with current good
manufactur;ﬁg practice, and compliance with all other requirements of
this .section and any other directives issued by the Food and Drug Adminis-
tration as a condition for release from the certification program.

(4) Any manufacturer who has distributed any batch of digoxin
tablets which does not meet the compendial requirement for dissolution,
when tested by the method in The United‘Statés Pharmacopeia (USP XVIII),
shall initiate recall of the subjéct batch when so requested by the Food
and Drug Administration.

(b) TFailure of an applicant to submit the protocol and/or the
results of the in vivo bicavailability tests showing adequate evidence of
the product's bioavailability within the times specified in paragraph (a)
(1) (vii) of this section and/or to comply with all of the certificiation
requirements of paragraph (a)(3) of this section shall be jugtificatiqn for
withdrawal of approval of the application under section 505(e) of the act.

(¢) Any product reformulation or change in mapufacturing process
will require the submission of a supplement to the approved abbreviated
new drug application containing adequate data to demonstrate the bioavail-
ability of the reformulated product. Food and Drug Administration approval
of the supplement is required before the reformulated product is marketed.

The Food and Drug Administration recommends that, where digoxin tablets

are reformulated, manufacturers reformulate their
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