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the authority under section 505(3) of the act to fully investigate
this question and to facilitate a determination of whether there is a
ground for withdrawal of approval of the drug product under section
505(e) of the act; Markéting of these products may be continued only
under the followiﬁg conditions: .

(1) Digoxin products for oral use, other than tablets: Any
person marketing digoxin products for .oral use, other ;han tablets,
shall submit to the Food and Drug Administration on or before (insert

date 30 days after the date of publication in the FEDERAL REGISTER),

an abbreviated new drug application for these products. Any such drug
product then on the market which is not the subject of an application
submitted for the drug product shall be subject to regulatory procedures
under section 505 of the act., In addition go the information specified
in § 130.4(f), the application shall contain:

(1) Avfull list of the articles used as components of the
digoxin product, specifications for components, detailed identification
and analytical procedures used to assure that the components: meet
established specifications of 1dent1ey,kstreggth, qgality, and purity
and a complete description of the manufacturing process.

(11) The source of the digoxin used in tﬁe formulation including
‘thé name and address of the supplier. v

(111) A statement that stability studies will be conducted
to establish a suit;ble expiration date for the digoxin product in the
form in which it is distributed.
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