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EXäß1Ples()f!'Finôlt'.tI.$jJ~r ¥ès? Ifn()t,JRstifcatiÕJ1,.~ÇtjQQ.I~ståJ'is
alternate is equivalent (21 CFR 610.9) to
that specified by regulation. List:
i: LAL instead of rabbit pyrogen Y N
i: mycoplasma y N
i: sterility y N
i:
i:
identification by lot number, and Y N
submission upon request, ofsample(s)
representative of the product to be
marketed; summaries of test results for
those samples
floor diagrams that address the flow of Y N
the manufacturing process for the drug
substance and drug product
description of precautions taken to Y N
prevent product contamination and cross-
contamination, including identification of
other products utilizing the same
manufacturing areas and equipment
information and data supporting validity Y N
of sterilzation processes for sterile
products and aseptic manufactunng
operations
if this is a supplement for post-approval Y N
manufacturing changes, is animal or
clinical data needed? Was it submitted?

List any issue not addressed above which should be identified as a rcason for not fiing the
BLA/LS. Also provide additional details ifabove chaits did not provide enough room (or
attach separate memo).
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