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TECHNICAL FILE FOR MANUFACTURERS

“Internal control of production with assessment of the technical documentation and
periodical checking of the product” and “Unit verification”

name and address of the manufacturer or his authorised representative
general description of the equipment

make

trade name

Type, series and numbers

the technical data relevant for the identification of the equipment and the
assessment of its noise emission (e.g. technical specification, drawings of the
appearance of the equipment, structural measures to reduce noise emissions,
explanatory notes, if needed, guide for use / operation)

reference to the ordinance

the technical report of noise measurements carried out in accordance with the
provisions of this Directive

the technical instruments applied and the results of the evaluation of the
uncertainties due to production variation and their relation to the guaranteed
sound power level.

"Approval of a system for full quality assurance”

Technical files for all requested machines that are in design or production phase, as the
data ensure information at least about:

name and address of the manufacturer or his authorised representative

general description of the equipment

make

trade name

type, series and numbers

the technical data relevant for the identification of the equipment and the
assessment of its noise emission, including, if appropriate, schematic drawings and
any description and explanation necessary for their understanding

the reference to this Directive;

the technical report of noise measurements carried out in accordance with the
provisions of this Directive

technological processes - the technical instruments applied and the results of the
evaluation of the uncertainties due to production variation and their relation to
the guaranteed sound power level.

copy of the EC declaration of conformity

Documentation concerning the quality system includes:

quality manual, with declared objectives of quality, organizational structure,
responsibilities of management regarding the quality of design and product
documented procedures that comprise the means and methods for management,
design verification and product, processes and systematic actions that are
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Center for

oéﬁvf@%@jﬁqhe design of products in the relevant category, the means and
meshimetsiof production control and quality assurance

the examinations and test that will be carried out before, during and after
manufacture, and the frequency with which they will be carried out

means of monitoring for achieving of the required quality of design and product
(equipment):

- use of dampers;

- noise level decrease barriers;

- prevention from resonance phenomena (vibration that causes resonanceribs)
- opportunities for approval of the acoustic behavior of the entire facility in
acoustic inspection of its individual components.

relevant operational documents

quality records - inspection reports, test data, calibration data, reports on the
qualifications of staff, evidence of efficient and effective functioning of the quality
management / quality system, including:

- availability of accurate records relating to inspection and approval of projects/
developments

- availability of system and responsibilities for effective monitoring and strict
adherence to the requirements applicable to the products regulated in this
Derective

- availability of accurate records on the quality of the supplied products -
subassemblies, elements

- availability of accurate and complete records on the control during production
and final inspection of machinery / equipment

- information about the level of customer satisfaction, including coverage and
claims made by them and coverage of the valid regulations and specific customer
requirements for products

- implementation of effective corrective and preventive actions in the phases of
design and manufacture of machinery / equipment.

2, Industrialna Str., 6006 Stara Zagora, Bulgaria
T.: +359 42 620368, F.: +359 42 602377, ctec@ctec-sz.com

www.ctec-sz.com



