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STATUTORY INSTRUMENTS

2023 No. 437

The Human Medicines (Amendment) Regulations 2023

Amendment of regulation 49 (application for grant of UK marketing authorisation or
parallel import licence)

4. In regulation 49(3)(1)—
(a) for sub-paragraph (a) substitute—

“(a)   a UKMA(UK) or UKMA(NI), must be established in the United Kingdom
or an EEA State;”;

(b) in sub-paragraph (b)(ii), after “the United Kingdom” insert “or an EEA State”; and
(c) in sub-paragraph (c), for “UKMA(UK)” substitute “parallel import licence”.

(1) Regulation 49(3) was substituted by S.I. 2019/775, as amended by S.I. 2020/1488.
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