
Directive 98/79/EC of the European Parliament and of the Council of 27 October...
ANNEX VI
Document Generated: 2023-08-27

1

Status: EU Directives are being published on this site to aid cross referencing from UK legislation. After
IP completion day (31 December 2020 11pm) no further amendments will be applied to this version.

ANNEX VI

EC VERIFICATION

6. Statistical verification

6.1. The manufacturer must present the manufactured products in the form of
homogeneous batches.

6.2. One or more random samples, as necessary, are taken from each batch. The products
which make up the sample are examined and the appropriate tests defined in the
relevant standard(s) referred to in Article 5 or equivalent tests must be carried out to
verify, where appropriate, the conformity of the products with the type described in
the EC type-examination certificate and with the requirements of the Directive which
apply to them in order to determine whether to accept or reject the batch.

6.3. Statistical control of products will be based on attributes and/or variables, entailing
sampling schemes with operational characteristics which ensure a high level of safety
and performance according to the state of the art. The sampling scheme will be
established by the harmonised standards referred to in Article 5, taking account of the
specific nature of the product categories in question.

6.4. If the batch is accepted, the notified body affixes, or has affixed its identification
number to each product and draws up a written certificate of conformity relating to
the tests carried out. All products in the batch may be put on the market except any
in the sample which failed to conform.

If the batch is rejected the competent notified body must take appropriate measures to prevent
the batch from being placed on the market. In the event of frequent rejection of batches, the
notified body may suspend the statistical verification.

The manufacturer may, on the responsibility of the notified body, affix the notified body's
identification number during the manufacturing process.


