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Appendix: List of ‘relevant data’ as identified by the evaluating Competent Authority (eCA) in the
Renewal Assessment Report of Warfarin, PT 14, see Article 95(7) of Regulation (EU) No 528/2012

(BPR)!

Impurities Alice’s
Keton, (trans-)
Benzalacetone and
Water in Five Batches
of Warfarin Technical
Report No.:
16H09241-01-5B

2016 Appendix II Determination of Yes Warfarin Task | No
Confidential Warfarin and its Force
Addendum

1 Status 19 October 2021. The non-confidential version Renewal Assessment Report (RAR) will be updated by the eCA accordingly.
2 For further information, and criteria of “relevant”, please see please see CA-Sept20-Doc.7.1.b - Relevant Renewal Data under Article 95 FINAL






