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RE: MARKETING AUTHORISATIONS FOR MEDICINAL PRODUCTS (HUMAN USE)
Further to Circular No. 278/01 dated 22" November 2001 regarding the Market
Authorisations for Medicinal Products for Human Use, and following requests by several
wholesale dedlers as well as discussions held with the Chamber of Commerce, the deadline
for submission of questionnaires refered to in DH 278/2001 was extended. This resulted in a
delay in winding up the first phase of the project thus creating a setback in the launch of the

second stage of the project and the publication of fees.

As aresult the date of 1% September mentioned in the third paragraph of this DH circular has
been extended to 15th November 2002. Therefore products which are covered by a valid
CPP, recieved at the MRU offices by this date, will be granted a Provisiona Market
Authorisation (PMA) as explained in the subsequent fourth and fifth paragraphs of the
circular.

Moreover CPPs covering these products will have their validity date extended up to 31%
March 2003.

In all other respects, the requirements and requisites stated in Circular No. 278/01 will be

mai ntai ned.

The application for the PMA, for the above mentioned products, together with the relevent
fees, will be published immently.
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