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This document was produced by the CMDh as a guidance to inform Applicants of the possible timetables for the applications referred to the CMDAh, in accordance with
Article 29(1) of Directive 2001/83/EC, as amended and Article13 of Regulation (EC) No 1234/2008.

The starting date for the 60 days procedure should be, in principle, no later than 30 days after Day 90 or Day 210 of the Mutual Recognition or Decentralised Procedures,
respectively, or the final draft of the Variation procedure.
However due to the calendars of CMDh meetings, it might not be possible to comply with the 30-day rule in all situations.

Start of CMDh End of

Referral date procedure LoQ to Applicant | Response to LoQ Updated AR MS comments Scientific discussions orocedure

Day 90/210 Day 1 Day 10 (£) Day 25 Day 35 (£) CKAd[‘;"K Snf’er;g; . Day 50 (£) Day 60
19.10.11-24.11.11 28.11.11 07.12.11 22.12.11 02.01.12 9.01.12 16-18.01.12 26.01.12
25.11.11-22.12.11 26.12.11 04.01.12 19.01.12 30.01.12 06.02.12 13-15.02.12 23.02.12
23.12.11-19.01.12 23.01.12 01.02.12 16.02.12 27.02.12 05.03.12 12-14.03.12 22.03.12
20.01.12-23.02.12 27.02.12 07.03.12 22.03.12 02.04.12 10.04.12 16-18.04.12 26.04.12
24.02.12-28.03.12 02.04.12 11.04.12 26.04.12 07.05.12 14.05.12 21-23.05.12 31.05.12
29.03.12-26.04.12 30.04.12 08.05.12 24.05.12 04.06.12 11.06.12 18-20.06.12 28.06.12
27.04.12-24.05.12 28.05.12 06.06.12 21.06.12 02.07.12 09.07.12 16-18.07.12 26.07.12

CMDh 60-day procedures — 2012 CMDh/183/2010, Rev.1 Page 1/2



Referral date pfct)igfjﬁl;e LoQ to Applicant : Response to LoQ Updated AR MS comments Scienti f(i:chliDsEussions pr%gg d?]fre

Day 90/210 Day 1 Day 10 (4) Day 25 Day 35 (&) CI7\/IdSF}1/ Srﬁer;g; g Day 50 (&) Day 60
25.05.12-28.06.12 02.07.12 11.07.12 26.07.12 06.08.12 13.08.12 20-22.08.12 30.08.12
29.06.12-26.07.12 30.07.12 08.08.12 23.08.12 03.09.12 10.09.12 17-19.09.12 27.09.12
27.07.12-23.08.12 27.08.12 05.09.12 20.09.12 01.10.12 08.10.12 15-17.10.12 25.10.12
24.08.12-28.09.12 24.09.12 03.10.12 18.10.12 29.10.12 05.11.12 12-14.11.12 22.11.12
21.09.12-17.10.12 22.10.12 30.10.12 15.11.12 26.11.12 03.12.12 10-12.12.12 20.12.12
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