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S C H E D U L E S

SCHEDULE 2

Amendment of the Human Medicines (Amendment etc.) (EU Exit) Regulations 2019

PART 10
Amendment of Part 11 (amendment of Part 11 (Pharmacovigilance))

134. In regulation 167 (insertion of regulation 205A (further obligations in respect of
pharmacovigilance activities)), in the inserted regulation 205A—

(a) in paragraph (1), after “Schedule 12A” insert “ applies in relation to medicinal products
for sale or supply under a UKMA(GB) or THR(GB) and ”;

(b) in paragraph (2)—
(i) for “The Ministers” substitute “ The Secretary of State ”;

(ii) after “by regulations” insert “ in respect of Great Britain ”.
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