THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the
European Economic Community, and in particular
Article 100 thereof; :

Having regard to the proposal from the Commission;

Whereas the approximation begun by Council
Directive 65/65/EEC (1) of 26 January 1965 on the
approximation of provisions laid down by law,
regulation or administrative action relating to
proprietary medicinal products should be continued
and the implementation of the principles laid down
in that Directive should be ensured;

Whereas among existing disparities those relating
to the control of proprietary medicinal products are
of fundamental importance and point 8 of Article 4,
second paragraph of the said Directive requires that
applications for authorization to place a proprietary
medicinal product on the market should be
accompanied by particulars and documents relating
to the results of tests and trials carried out on the
product concerned;

Whereas standards and protocols for the performance
of tests and trials on proprietary medicinal products
are an effective means of control of these products
and hence of protecting public health and can
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facilitate the movement of these products by laying
down uniform rules applicable to tests and trials,
the compilation of dossiers and the examination of
applications;

Whereas the adoption of the same standards and
protocols by all the Member States will enable the
competent authorities to arrive at their decisions on
the basis of uniform tests and by reference to uni-
form criteria and will therefore help to avoid differ-
ences in evaluation;

Whereas the physico-chemical, biological or micro-
biological tests provided for in point 8 of Article 4,
second paragraph, of Directive 65/65/EEC are closely
related to points 3, 4, 6 and 7 of the same paragraph
and it is therefore necessary to specify the data to
be provided pursuant to these points;

Whereas the quality of the tests is the essential
consideration; whereas therefore tests carried out in
accordance with these provisions must be taken into
consideration irrespective of the nationality of the
experts who perform them or the country in which
they are carried out;

Whereas the concepts of ‘harmfulness’ and ‘thera-
peutic efficacy’ referred to in Article 5 of Directive
65/65/EEC can only be examined in relation to each
other and have only a relative significance depending
on the progress of scientific knowledge and the use
for which the proprietary medicinal product is




































