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If two capsules, but not more than two capsules fail paragraph 2, above, or
if one cansule, but not more than one capsule falls paragraph h, abgve, ¢
accurately weigh and aseay the contents of an additional 20 capsules, indle ..
vidually. The capsules shall comply with the following requiremsntss
1. The average of the 30 weight shall be between 95 percemtv .
and 105 percent of the theorstical, in addition, o
2. the weight of not more than 3 of the 30 contents shall be: laas
than 90 percent or more than 110 .percent of the theorst jenl}f: the
weight of not more than 1 of the 30 capsules shall be less than’
85 percent or more than 115 percent of the theoretical} and vone
of the 30 capsules shall weigh less than 75 percent or mors than
125 percent of the theoretical. )

3, The average of the 30 assays shall be between 95 percent and ’
105 percent of the required amount of sodium diphenylhydantoin,
in addition, : , . ST

L. the assay of not more than 3 of the 30 contents shall be less than
90 percent or more than 110 percent of the required amownt of.
sodium diphenylhydantoin; the assay of not more than 1 of the 30.
contents shall be less than 85 percent or more than 115 percent
of the required amount of sodium diphenylhydantoin; and the assay.
of none of the contents shall be less than 75 percent or more than
125 percent of the required amount of sodium diphenylhydantoin,

The sodium diphenylhydantoin content (asgay) of each capsule shall be determined
in accordance with the U.S.P. methed, suitably modified to accommodate assaying
sne capsule, The theoretical weight of each capsule shall be determined from
the batch formulation record. . .

Melting range, The divhenylhydantoin cbiained in the U.S.P. assay shall melt _-
between 294° C. and 297° C. ) =

Thin Layer Chromatography. \

The pattern of the chrqmatog;ranh for the c#paulea shall match: that of the
Standard Cavsule Mixture, vwhen determined using the following method:

Preparation of plate.

Ccat a suitable plate using a slurry prepared by mixing 30 Gm Silica 7
Gel D-S and 60 ml of O,1N Boric Acid, Activate the plate at.105° G, -
for 15 to 30 minutes, i !
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