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PROCEDURE ,INTERNAL CONTROL OF PRODUCTION WITH ASSESSMENT OF
THE TECHNICAL DOCUMENTATION AND PERIODICAL CHECKING OF THE PRODUCT"

1. FIELD OF APPLICATION

Working procedure applies to machinery and equipment under Article 6 of Ordinance on
essential requirements and conformity assessment of equipment for use outdoors in terms of its
noise emission in the environment. (Article 12 of Directive 2000/14 / EU)

2. ORDER OF ACTION
2.1 Preparation for assessment
The applicant filed an application for conformity assessment.
Notes: 1. The declaration of the procedure chosen for conformity assessment shall refer to the
procedure "Internal production control with assessment of technical documentation and
periodic inspection of the product” and shall specify the procedure for periodic inspection
chosen by the manufacturer:
a) of the production process (periodic inspection of the manufacturing process- 6.1 of
Annex No. 5 of the Ordinance);
b) a sample of the finished machine (product inspection at random intervals of time-point
6.2 of Annex No. 5 of the Regulation).
2. The place where the machine will be made available to NB-CTEC to view and carry out the
necessary measurements and tests. The place must have facilities allowing its sighting from alll
sides (i.e. channel or lifting device) and playground that has the conditions required by the
relevant standard for measuring noise.
Defining the team for conformity assessment. The choice of team members is carried out in
compliance with the requirement that they are not engaged with the organization stating the
conformity assessment and there is no conflict of interest.

2.2 Technical file
The TF accompanies the application and contains:

= name and address of the manufacturer or his authorized representative

= general description of the machine;

=  mark;

=  trade name;

= type, series, numbers;

* technical data necessary to identify the machine and to assess the noise emissions (i.e.
technical characteristics, drawings of the appearance of the machine and the structural
measures to reduce noise emissions, explanatory note if necessary, guide for use /
operation );

= reference to the ordinance;

= test reports of noise measurement conducted in accordance with the requirements of
Regulation / Directive;

= technical means used in the manufacture of machine and evaluation of the deviation in
production changes and their impact on the guaranteed level of sound power.

Each document (sheet of paper) of the TF shall be signed by a representative of the client.

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



Center for
Testing and
European
Certification

www.ctec-sz.com

2.3 Acceptance of the application and the technical file
In adopting the technical documentation shall be:

* checked the documentation (TF) for legibility, purity and clarity (TF which has soiled, torn
and / or illegible (blurry) documents shall be not accepted. In such cases, the customer
must replace damaged or unfit documents).

= draw up a "Protocol for checking the composition of TF" and if TF does not contain all the
documents (description of the machinery / equipment, trademark, trade name, type,
series, number, technical data necessary to identify the machine or facility for evaluating
noise emissions, including drawings and descriptions and explanations necessary for their
understanding if needed) will not be accepted and it is required the developer to provide
and submit the missing documents;

2.4 Conformity assessment of TD (evaluation before marketing)
Within 3 /three/ days the team leader shall read the TF and shall evaluate whether the
documents are sufficient for the intended procedure.
When during the assessment it is found that there are missing documents or uncertainties, head
of the department shall notify the applicant by making a detailed inventory of the documents
required for completion of the file and shall require the missing information to be provided within
15 working days.
When the team leader finds that the TF is executed and completed correctly, the team performs
expertise of the TF.
Where there is doubt in TF on the compliance of the machine with the requirements of Regulation
(errors, inaccuracies, incorrect measurement conditions, suspicious measurement results, non-
compliance with the requirements of the ordinance on the guaranteed sound power level etc.)
then:
= Team Leader prepares an opinion and a reasoned letter to the assignor for:
- Changesin the TF to be made by the manufacturer, specifically and in details describing
the discrepancies found during examination of the TF;
- Testing made by the Laboratory for testing of machines, equipment and devices
(LTMED) at CTEC when findings of the evaluation of TF relate to discrepancies in
conducted and documented tests — test methods, conditions of test, results;
» The deadline for removing inconsistencies and completing the information in the file is 2
months.
When the TF meets the requirements then a "Report on the TF compliance” shall be issued

2.5 Conformity Assessment:
2.5.1 through periodic inspections of the manufacturing process
NB -CTEC accepts the frequency of periodic inspections once per year, which is determined
depending on the need:
= to monitor the results of previous evaluations;
= be monitored taken and implemented corrective actions;
= to monitor the guaranteed levels sound power

The first check is up to 30 days after assessed and proven compliance of the TF with the
requirements of the ordinance.

For upcoming periodic inspection the assignor shall be notified at least 10 days in advance, and
the specific dates for the inspection shall be agreed.

In a small volume of annual production, NB ~-CTEC negotiates further with the manufacturer the
frequency of periodic inspections at least one for every two years;

To implement this procedure, the manufacturer is required to provide the team conducting the
assessment with an access to all the internal documentation needed to assess whether the
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machines are manufactured in accordance with the technical documentation and requirements
of the Regulation / Directive as they were produced to moment. This internal documentation
includes documents relating to noise emissions:
- Drawing of the appearance of the machine;
- Drawings of technical measures to reduce the noise emission;
- Protocols, control cards or similar documents containing evidence of conducted
inspections and measurements and results for incoming, operational and final control;
- Reports of noise emissions measurment;
- Reports, certificates or similar documents containing evidence of metrological
confirmation of the means of monitoring and measurement;
- Analysis of fluctuation of production processes and their influence on the sound power
level;
- Reports, recordings or other similar documents containing analyzes of discrepancies,
taken correction and / or corrective actions and assessment of their effectiveness:
- Reports, recordings or other similar documents from internal audits and management
reviews (if any).
Based on an analysis of the documentation, monitoring of production processes and the results
of the internal production control, the head of the team and the assessors establish, as follows:
- The impact of changes in production processes on the guaranteed sound power level;
- Whether the machines are fully and accurately marked;
- Does the declaration of conformity is drawn up correctly;
- Is the technical equipment for measurement metrologically confirmed;
- Do the machines comply with the requirements of Regulation / Directive and the
technical file Whether the requirements for permissible levels of sound power are met.

2.5.1 through periodic checks of samples of finished machine / equipment at random intervals
The frequency of inspection is once a year, and the first check is up to 30 days after assessed
and found conformity of the technical file with the requirements of the ordinance.

For upcoming periodic inspection the assessor shall be notified at least 10 days in advance, and
specific dates for the inspection are agreed.

In a small volume of annual production, NB -CTEC further agrees with the manufacturer the
frequency of periodic inspections at least one every two years;

The inspection is carried out on a sample of finished machines chosen by the assessment team.

The inspection includes:
- Measurement of sound pressure and determination of sound power in accordance with
the Regulation / Directive of LTMED;
- Verification of conformity of the marking affixed on the machine with the Regulation /
Directive and the permitted levels of sound power;
- Verification of the declaration of conformity in accordance with the Regulation /
Directive.
2.5.3 When checking the TF and the manufacturing process there are some discrepancies, the
team leader document them, inform the assignor and take measures for testing by LTMED
regarding the noise emissions to demonstrate compliance with the requirements of the
ordinance.
2.6 Informing SAMTS
In cases where the inspected plant and equipment does not comply with the requirements of
Regulation / Directive CTEC notify State Agency for Metrological and Technical Sureillance.

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



