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The Medical and Health Research Ethics Committee (MHREC) states that the above protocol meets
the ethical principle outlined in the Declaration of Helsinki 2013 and therefore can be carried out.

The Medical and Health Research Ethics Committee (MHREC) has the right to monitor the research
activities at any time.

The investigator(s) is/are obliged to submit:
0 Progress report as a continuing review : Annually
\ i Report of any serious adverse events (SAE)
Final report upgn the completion of the study
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0 Continuing review submission form (AF 4.3.01-014.2013-03)
O Serious adverse events (SAE) report form (AF 6.1.01- 019.2013-03)
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