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DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED:

The following observation pertain to studies 4 ) (for| .. ) and #

(b)(4)
(b)(4) ) .

(for

1. During the validation of insulin aspart in human serum (validation report #1000-2403020), the effect of lipemia

for selectivity and matrix effect experiments was not evaluated. Specifically, the firm used plasma matrix to study
the lipemia effect for selectivity and matrix effect in serum. e e -

2. Whole blood stability of insulin aspart was not assessed during method validation (validation report
#1000-2403020). Specifically, short term stability testing was conducted in plasma.

3. Source records for method validation experiments of long-term stability (validation report #1000-091480-2),

dilution integrity, stability in matrix and ion suppression (validation report #1000-091480-1), do not document that
lithium heparinized human lysed whole blood was utilized as the matrix. The study samples from study

- utilized lithium heparinized human lysed whole blood.
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