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STATUTORY INSTRUMENTS

2019 No. 775

The Human Medicines (Amendment
etc.) (EU Exit) Regulations 2019

PART 5
Amendment of Part 5 (marketing authorisations)

Amendment of Schedule 8A (material to accompany an application for a parallel import
licence)

51. Paragraph 6 of Schedule 8A M1 is amended as follows—
(a) in sub-paragraph (a), after “pharmacovigilance” insert “ who resides and operates in the

United Kingdom ”;
(b) omit sub-paragraph (b); and
(c) in paragraph (e) at the end inset “or, if kept in electronic form, from which it can be

accessed, which in either case, must be in the United Kingdom”.

Commencement Information
I1 Reg. 51 in force at 31.12.2020 on IP completion day (in accordance with 2020 c. 1, Sch. 5 para. 1(1)),

see reg. 1

Marginal Citations
M1 Schedule 8A was inserted by S.I. 2014/1878.
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