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The Sodium Diphenylhydanﬁoin used in the manufacture of the finished capsules
shall be in accordance with the tests, standards, and requiremsnts of the :
U.S.P., including any supplements or revisions thereto, *

In addition to complying with the tests, standards, and requirements of the .
U.8.P., theysodium diphenylhydantoin used in the manufacture of the finished
capsules shall comply with the following pequirementss - L

Assay. - - .

Shall.assay to contain not less than 99.5 percent and not mors than 100.5
pe:}clegt sodium diphenylhydantein, when assayed in accordance with the U.S.P.
methoQG. . 5,

e e e,

Melting range,

The residue oot diphenylhydantoin obtained in the U.S.P. assay shall melt
batween 294° C. te 297° C, .

Thin layer chrematography.

.

The chromatograph of the scdium diphenylhydantoin powder used in the manufasture
of the napsulss shall match that of the soditm dighenylhydantoin standards

when determined by using the Thin Layer Chromatograph Procedure ) )

for the finished capsules, except that 100 mg of Sodium Diphenylhydantoin
_powder shall be used in lieu of the contents of a capsuls, and a portion of

the Jtandard. Capsule Mixture. , ;

The emoty, hard, gslatin cavsulés used 1rMme manufacture of the finished

product shall be Size No. 3, and ahall conform to ‘the epplicable parsgraphs of

gegﬂgl Specification U=C-115%, dated 10 February 1958, except as specified -
olows - & R

341 Delste in its entirety and substitute:

13,17 Material, . The gelatin, used in the manufacture of the
pharmaceutical oapsules, shall be typs A or type B or a sultsble
mixture of both and shall bé in sccordance with the réquirements -
of the U.8.P, The.gelatin mey contain hot more. than 0.15 percent
aulfur dioxids and may have a lower gel strength.® - . - ° o

342.3:3  Apvesrance and color, The finished product (filied capsulés) E
#hall be white in colors  The sesling band may be eolored. - . e

- Gapsules ghall be unifcrm and free from manufacturing and other defects,

such as, oracks, dénts, splits, specks, eto. e T e

¥ e T

¥ivailable upon reqmot!m ':gctorntév of ‘Medical Materiel, Tecbnical . :
Opsrations. Mvisien, Defense Personnsl Support Center, 2800, South: 20th Street,
" Philadelphia, Pa., 19101, Attention:- Material Standards Branch, DPSC-ATSB-l.-.




