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authorization holders (MAHs), it would also

July, after finding that the deadline may be

remove from the market medicines that
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Macolić Šarinić warned. The HALMED chief
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came into effect when Croatia acceded to

the medicines to stay on the market "at least
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until their expiry date." Dr. Macolić Šarinić

of medicines that are authorized at EU level
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presentation on HALMED's experiences
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country's EU accession. On the accession
date, all European Commission decisions for
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centrally-authorized drugs became valid in

Ministry of Health to see what can be done

Croatia and any previous national

about the deadline. At "the initiative of the

authorizations for these products were

concerned marketing authorisation holders

revoked. However, batches made before the
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As the deadline nears, it has become clear

Regulatory Affairs. "With the discussion still
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in process, we cannot predict the outcome
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at this moment, and are waiting for the

Šarinić, who is the head of Croatia's
healthcare products regulatory agency,
HALMED.
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Drug availability problem

A positive experience overall

Since joining the EU, Croatia is also

Aside from this particular drug availability

experiencing a problem common to other
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small EU member states relating to the
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and/or where the marketing authorization
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The EU legislation was fully transposed in

justified need to protect human health," the

Croatian drug law and bylaws on time, the
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