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SCHEDULE 6

Module: Production quality assurance

Surveillance under the responsibility of the notified body

4.4 Furthermore, the notified body may pay unexpected visits to the manufacturer. During such
visits, the notified body may carry out tests, or arrange for tests to be carried out, to check that the
quality system is functioning correctly, if necessary. The notified body shall provide the manufacturer
with a visit report and, if a test has taken place, with a test report.
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