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assured of s homogenous distridbution of the sctive ingredient, aince

it is initialdly in the form of & true solution. The Weight Variation
requiremeat, combined with the assay and rudric definition, then provide
complote assurance 7f the satisfactory quality of the lyophilized
saterial in the dndividual final conteiners.

Consequently, it is our opinion that thereiis no basis for the statement
in the third paregraph of ysur enclosure which resds "DFS fwels the
above standards are inadequate.” (Incidentally, the sentence which
iomediately follows this quoted sentence does not appear £o make sense
a3 1t reads~-1it would sppesr that the word “not” was left oub of the

- secopd clause in this sentence.)

I trust these additfonsl comments will be helpful to you in pmm&g your
dmendnents $0 the Federal Standard for Parenterals. )

Vith xind regards,
Bincerely,

Edvard G. Feldumsnn, Ph.D.
Director
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