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[F1SCHEDULE 1B

CONFORMITY ASSESSMENT PROCEDURES (Annex II to the Directive)

Textual Amendments
F1 Schs. 1A-1K inserted (E.W.S.) (31.12.2020) by The Product Safety and Metrology etc. (Amendment

etc.) (EU Exit) Regulations 2019 (S.I. 2019/696), reg. 1, Sch. 27 para. 49 (with Sch. 27 para. 50(a)) (as
amended by S.I. 2020/676, regs. 1(1), 2); 2020 c. 1, Sch. 5 para. 1(1)

MODULE E:
CONFORMITY TO TYPE BASED ON INSTRUMENT QUALITY ASSURANCE

4.2. The manufacturer shall, for assessment purposes, allow the approved body access to the
manufacture, inspection, testing and storage sites, and shall provide it with all necessary information,
in particular:

(a) the quality system documentation;
(b) the quality records, such as inspection reports and test data, calibration data, qualification

reports on the personnel concerned.]
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