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Act amending the Medicinal Products Act

The following amendments shall be made to the Medicinal Products Act: 

1) in subsection 18(1), clause 42 is added, worded as follows: 

‘42) holder of an activity licence for the provision of hospital pharmacy services – medicinal
products and active substances of medicinal  products for the performance of the function
provided for in subsection 30(4) of this Act;’; 

2) Subsection 54(5) is amended and worded as follows: 

‘(5) If medicinal products are imported by the holder of an activity licence for wholesale
distribution of medicinal products or by the holder of an activity licence for the provision of
hospital pharmacy services, the competent person shall be required to ascertain whether the
storage conditions  have  been observed during the transport  of  the  medicinal  product  and
whether the packaging of the medicinal product conforms to the requirements and complies
with the marketing authorisation.’;

3) the  legislative  note  to  the  Act  is  supplemented  with  the  text  ‘,  and  Directive
(EU) 2015/1535 of the European Parliament and of the Council laying down a procedure for
the provision of information in the field of technical regulations and of rules on Information
Society services (OJ L 241, 17.9.2015, pp. 1–15)’.
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