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(iv) - A statement that the product label will contain a suitable
expiration date. 1In the absence of any stability‘téat data, this
expiration_date shall be no longer than one‘year after the batch is manufactured.
If the expiration date is greater than onme year, supporting stability
daté shall be included in the application. .

(v) Labeling that is in compliance with all requirements of the act
and regulations promulgated thereunder, the pertinent parts of which
are as indicated in paragraph (e) of this section.

(vi) A statement‘that the applicant will initiate recall of all
stocks of the drug product outstanding when so requested by -the Food and
Drug Administration.

(vi1) A statement that the applicant intends to conduct in vivo
bioavailabilit} tests and that the applicant, under the records and reports
provisions of section 505(j) of the act, will: o

(a) Within 30 days after the submissfon of the applicatioﬁ, submit
to the Food and Drug Administration the protocol which the applicant proposes
to follow in conducting these in vivo bioavailability tests. The protocol
shall contain all of the essential elements set forth in paragraph (d) of
this section. The tests shall not be initiated prior to receiving notifica-
tion from the Food and Drug Administration that the bioavailability protocol
has been reviewed And elther approved or its deficiencies delineated. :

(b) Within 180 days after receiving notification from the Food and
Drug Administration that the bioavailabili;y protogol“has been reviewed,
submit to the Food and Drug Administration the results of the in vivo

bioavailability tests.
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