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These two methods, the so-called "paddle-water” and "paddle-acid" methods, are
described below and are identical with the éxception of the nature of the
dissolution medium used‘in the procedures (i.e., distiiled'or delonized

water vs. dilute ﬁydfochloric acid (0.6 percent volume/volume)). The
dissolution apparatus used in these two methods differs.eignificantly from the
apparatus describeﬁ in the method in the compendium. Tﬁg Food and.

Drug Administrafion is aware that the three methods (i.e.,, USP,
"paddle-water," and "'paddle-acid") show significant differences in

dissolution in comparative tests on some formulations. Definitive
bioavailability data to compare the relative value of each of these

methods to predict bioavailability of the few formulations where the

methods show significant differences in dissolution rate are not now
available. Manufacturers who conduct research utilizing the ' paddle—

water' and "paddlgjacid" methods, particularly in comparison with the

method in The United Stétes Phatmacopeif, shall submit any data obtained

using these mechddé to the Food and Drvg Administration pursuant to

section 505(1) of the act, l ‘

(1) Disaolution apparatus. (NOTE: Throughout this procedure use

e

scrupulously cieéﬂ glnsaware, which previously has beeﬁ rinaéd with
dilute hydrochloric ‘acid, distilled or deionized water, then with alcoho],
and carefully dried. Take precahtions to prevent c tamination from
airborne, f]uorescent perticles and from metal ‘and rul ber surfaces )

The apparatus.consists of a suitgble water bath, a 1000 milliliter
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