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Qualification Status

Qualification of as per protocol no. has been
completed.

All deviations and additional protocol results for the batch are documented in this
interim report. All acceptance criteria have been met according to protocol no.

|:|The qualification for the use of has been successfully completed.

|:]The qualification status of the use of in the
manufacture remains on-going until all qualification data has been compiled for
this study and will be documented in a subsequent report.
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2. VALIDATION STRATEGY

3. RESULTS

4. CONCLUSIONS AND RECOMMENDATIONS
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