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STATUTORY INSTRUMENTS

2005 No. 2789

The Medicines for Human Use (Manufacturing, Wholesale
Dealing and Miscellaneous Amendments) Regulations 2005

Additional standard provisions for manufacturers licences which relate to vaccines, toxins
and sera

7.—(1)  In addition to the standard provisions for manufacturer's licences set out in Schedules 1
and 2, there shall be the following additional standard provisions for manufacturer's licences, insofar
as those licences relate to relevant medicinal products which are vaccines for human use—

(a) for all vaccines, including smallpox and BCG vaccines, those provisions set out in Part
1 of Schedule 3;

(b) for smallpox vaccine, those provisions set out in Part 2 of Schedule 3; and
(c) for BCG vaccine, those provisions set out in Part 3 of Schedule 3.

(2)  In addition to the standard provisions for manufacturer's licences set out in Schedules 1 and
2, there shall be the following additional standard provisions for manufacturers licences relating to
relevant medicinal products which are toxins and sera for human use—

(a) for toxins, those provisions set out in Part 4 of Schedule 3; and
(b) for sera, those provisions set out in Part 5 of Schedule 3.
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