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FROM: In 1ra G 1r a, Che
Product Chemistry Review Section
Registration Support Branch/RD (7505W)

THRU: Harold Podall, Section Head 2777{¢V/////9‘V
Product Chemlstry Review Section

SUMMARY OF FINDINGS:

Applicant has submitted an updated CSF for addition of multiple
sources of inert ingredients to be added to the Basic formulation,
RSB has reviewed this formulation and compared it with the latest
original basic formulation submitted on 9/28/92. Our comments which
are based on the findings of comparisons of two basic CSF’S are
llsted below: V” "
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1. The basic CSF dated 6/29/98 /submitted is not identical to the
original basic CSF, the amounts of inert components vary
considerably, each inert ingredient must be exactly in equal amount
as the original basic CSF.

2. If the applicant is using different proportions of inert
ingerdients, then entire product specific product data matrix is
required, or the appllcant may request for a waiver giving
technical reasons for the waiver of such a request.

RECOMMENDATIONS :
The basic CSF dated 6/24/94 cannot be accepted as submitted,

applicant must clarify the aforementioned issues and satisfy the
conditions as stated above. RSB has no objection to the proposed

alternate sources of inert ingredients provided. 1nerts used are
in identical proportions and used for (ide ial purpose as the
original basic CSF. 7 ,/E/



