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SCHEDULE 7

STANDARD PROVISIONS FOR MANUFACTURING AUTHORISATIONS

PART 3
PROVISIONS WHICH MAY BE INCORPORATED IN AN
AUTHORISATION RELATING TO THE IMPORTATION

OF INVESTIGATIONAL MEDICINAL PRODUCTS
1. The holder of the authorisation shall—

(a) provide and maintain such staff, premises, equipment and facilities for the handling,
storage and distribution of the investigational medicinal products [F1or EAMS medicinal
products] which he handles, stores or distributes under his authorisation as are necessary
to avoid deterioration of the investigational medicinal products [F1or EAMS medicinal
products];

(b) not use for such purposes premises other than those specified in the authorisation or which
may be approved from time to time by the licensing authority; and

(c) ensure that any arrangements he makes with a person for the storage and distribution of
the investigational medicinal products [F1or EAMS medicinal products] are adequate to
maintain the quality of those products.

Textual Amendments
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