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Medsafe is seeking comments on:

Oral Diclofenac warning statements

Novartis Consumer Health supports the addition of cardiovascular warning statements on the
labels of over-the-counter (OTC) oral diclofenac. However, Novartis Consumer Health requests
that Medsafe considers a harmonised approach with the Therapeutic Goods Administration (TGA),
both in terms of the exact wording of the warning statements and in terms of consistency across all
OTC oral non-steroidal anti-inflammatory drugs (NSAIDs). Please see attached response
document.

Topical Diclofenac warning statements

For OTC topical diclofenac, Novartis Consumer Health strongly opposes the addition of a
cardiovascular warning. There is no safety signal, trial data or observational research data to
suggest an increased cardiovascular risk with topical diclofenac. Novartis Consumer Health
considers that the addition of label warning statements based on insufficient evidence as not
justified. Please see attached response document.

12 December 2015 - target date for implementation:

Novartis Consumer Health proposes an alternative target implementation date of 1 July 2016. This
is in line with the target implementation date in Australia.

Please see attached response document.
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