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DRAFT STATUTORY INSTRUMENTS

2021 No.

The Medical Devices (Northern
Ireland Protocol) Regulations 2021

PART 8
Amendment of the Medical Devices Regulations 2002

Amendment of regulation 19 (registration of persons placing general medical devices on the
market)

34. In regulation 19—
(a) omit paragraph (1)(a)(ii);
(b) in paragraph (1)(b) for “and custom-made devices” substitute “that are not custom-made

devices”;
(c) omit paragraph (2)(c);
(d) omit paragraph (5); and
(e) omit paragraph (6).


