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Section 8

GUIDELINES FOR CONDUCT OF
DATA RELIABILITY AUDIT

	This Section establishes the main provisions concerning the conduct of the data reliability audit.
	Pursuant to the administrative documents of the general director of the Corporation, these guidelines can be supplemented/adjusted (elaborated).
	A customer shall be guided by the provisions of this Section and the administrative documents of the general director of the Corporation at setting up the order of the conduct of a data reliability audit to be included in the procurement documentation/draft contract.

1. Conduct of a data reliability audit

1.1. [bookmark: п1]At the selection stage of the procurement, data reliability audit shall be conducted in relation to manufacturers/contractor enterprises/service enterprises listed in the procurement documentation on the basis of Appendix 10 to the Standard, excluding:
a) [bookmark: _GoBack]manufacturers of the products subject to mandatory certification in the field of nuclear power use in accordance with the laws of the Russian Federation, having a compliance certificate for the object of competitive bidding which is valid at the date of expiry of the term of the submission of applications for participation in competitive bidding;
b) manufacturers of the production, having a compliance certificate for the object of competitive bidding within the system of voluntary certification of an operating organization of the Russian Federation, registered in the order established by the Federal law No. 184-FZ dated 27 December 2002 “On Technical Regulation”, which is valid at the date of expiry of the term of the submission of applications for participation in competitive bidding;
c) manufacturers/contractor enterprises/service enterprises having positive results of a previously conducted data reliability audit regarding the similar object of the competitive bidding, which are valid at the date of expiry of the term of the submission of applications for participation in competitive bidding;
d) Russian manufacturers of the production who have passed the inspection of the performance of the quality assurance program when manufacturing the object of competitive bidding and control over performance of corrections and corrective measures on the basis of the said inspection by an operating organization (including on-site inspections) pursuant to the Federal law No. 170-FZ On Atomic Energy Use dated 21 November 1995, within one year from the date of expiry of the term of the submission of applications for participation in competitive bidding;
e) manufacturers/contractor enterprises/service enterprises of those bidders, in relation to which the procurement committee has taken a decision to refuse access under conditions and in the manner provided by the Standard.
1.2. The final term for the conduct of a data reliability audit shall be: 
at the selection stage – the term for the carrying out the selection stage of the procurement, but in any case within the term of validity of the applications to participate in competitive bidding;
after rating of applications and before the winner is selected – the term for summing up the procurement, but in any case within the term of validity of the applications to participate in competitive bidding.
1.3. Manufacturers/contractor enterprises/service enterprises listed in subitems a) – d) of clause 1.1 of this Section, shall be considered to be subject to the requirement for data reliability audit established in the procurement documentation.
If the procurement documentation contains requirement on absence of withdrawal of approval of the manufacturer’s quality assurance program and necessity of data reliability audit to verify compliance with this requirements, the exceptions, specified in subitems a) – d) of clause 1.1 of this section, shall not apply.
1.4. The purpose of the conduct of the data reliability audit is the evaluation of the level of compliance of the manufacturer/contractor enterprise/service enterprise with the provision established with account for their applicability (subsections 2 and 3 of this Section).
	Prior to a data reliability audit an examination paper shall be prepared based on the applicable requirements (subsection 4 of this Section) depending on the works set out in subsections 2 and 3 of this Section, which are necessary for the fulfilment of the requirements of an customer organizations.
1.5. Data reliability audit shall be conducted in relation to the following areas:
a) regarding manufacturers – responsibility of the management, analysis and improvement; human resource management; organization of planning and monitoring of the execution of works; design and engineering activities; staging; procurement of goods, works, services; ensuring the safety of the procured goods and end-products; upkeep of production equipment; resource management for monitoring and measurements; manufacturing, verification, and validation of production;
b) regarding contractor enterprises/service enterprises – responsibility of the management, analysis and improvement; human resource management; project management; procurement of goods, works, services; ensuring the safety of the procured goods and end-products; management of materials, technical resources, and equipment; execution of works and quality control.
1.6. Upon granting access to applications (opening envelopes with the applications submitted in hard copy), the organizer of the procurement shall pass to the customer application forms filled in by manufacturers/contractor enterprises/service enterprises.
1.7. An audit shall be conducted based on the established plan of the data reliability audit. The data reliability audit plan shall include the location and term of the data reliability audit, distribution of the audited objects of the manufacturer/contractor enterprise/service enterprise over audit team members (as necessary), audit hourly schedule, as well as mandatory working meetings for discussion of identified non-conformances and disputable matters between audit team members and final meeting for presentation of data reliability audit results. 
1.8. The dates of the conduct of the audit of the reliability of the data shall be agreed upon with the manufacturers/contractor enterprises/service enterprises by the means of exchange of letters.
	The customer shall send to the manufacturer/contractor enterprise/service enterprise a letter concerning the organization of the data reliability audit with the provision of the terms when the audit is planned to be conducted, with the audit plan attached to the letter.
	The reply from the manufacturer/contractor enterprise/service enterprise to the said letter shall be received within three working days from the day of sending the letter.
	In case no reply from the manufacturer/contractor enterprise/service enterprise has been received or in case the manufacturer/contractor enterprise/service enterprise fails to confirm the availability and dates for the conduct of the data reliability audit in accordance with the plan of the data reliability audit, the said data reliability audit shall not be conducted, and the information about this fact shall be provided to the customer subdivision and filed to the data reliability audit database.
1.9. Data reliability audit shall be conducted by an audit team. Each member of group of auditors shall comply the requirements of the administrative documents of the general director of the Corporation. The data reliability auditors shall work only in presence of the appointed representatives of the manufacturers/contractor enterprises/service enterprises, in relation to which the said data reliability audit is conducted.
1.10. Data reliability audit shall be conducted according to the established plan of the data reliability audit.
1.11. When carrying out a data reliability audit, if procurement documentation contains requirements:
for availability of human resources and materials and technical resources, the reliability of information provided in the application for participation in competitive bidding in relation to the availability of human resources, as well as materials and technical resources, is verified followed by a report;
for non-withdrawal of approval of QAP(M) specified in the application of a participant as a manufacturer of the offered equipment, compliance with this required is verified followed by a report.
A data reliability audit shall be carried out in the specified cases even if the exceptions listed in item 1.1 of these Guidelines are available.
1.12. In the course of the data reliability audit in relation to each audited requirement of the application form (subsection 4 of this Section), evidence shall be collected and analysed, results shall be recorded.
	The identified non-conformities and contested matters shall be discussed at business meetings. In case the data reliability audit shall last for longer than one day, working meetings shall be held daily.
1.13. In In accordance with the methodology of data reliability audit scoring provided in an administrative document of the Corporation, the score of a manufacturer/ contractor enterprise/ service enterprise shall be calculated for compliance with the requirements specified in the questionnaire by assigning a score for each question and calculation by the results of scoring for each verified area of data reliability audit. The result of the data reliability audit shall be executed in the form of the report on the results of the data reliability audit. The right of signing the reports on the results of the data reliability audit shall be granted to managers of the audit team and to auditors. 
1.14. The first copy of the report on the results of the data reliability audit shall be delivered to the manufacturer/contractor enterprise/service enterprise.
1.15. The second copy of the report on the results of the data reliability audit shall be delivered to the customer with the subsequent transfer to the organizer of the procurement.
1.16. The participant of competitive bidding who has mentioned in the application the audited manufacturer/contractor enterprise/service enterprise has the right to get acknowledged in writing with the report on the results of the data reliability audit if its representative participated in the audit, and by means of notice – in all other cases. In this case, the third copy of the report on the results of the data reliability audit shall be executed and delivered to the said participant of competitive bidding.
1.17. The manufacturer/contractor enterprise/service enterprise shall be considered notified about the results of the audit after signing of a report on the results of the data reliability audit or execution of a special opinion during the final meeting.
1.18. In case the manufacturer/contractor enterprise/service enterprise does not agree with the report on the results of the data reliability audit, it is entitled to express its special opinion in writing on each copy of the report on the results of the data reliability audit. The special opinion can also be executed in the form of an independent appendix to the report on the results of the data reliability audit.
In exceptional cases, the manager of the audit team can agree to accept the special opinion within 24 hours after the final meeting; in this case, the following notes shall be made in the report on the results of the data reliability audit: until when (date and time), in which manner and to which address the special opinion of the manufacturer/contractor enterprise/service enterprise shall be delivered.
1.19. A participant of competitive bidding is entitled to file a complaint to the Central Arbitration Committee of ROSATOM (hereinafter – the CAC) for it to be resolved according to the procedure established by the Standard and administrative documents of the Corporation:
before approval of the date of the data reliability audit with the customer about customer's failure to comply with the procedure for determination of a  facility for data reliability audit;
before approval of the date of the data reliability audit with the customer about customer's failure to comply with the rules for preparation of the questionnaire;
during the data reliability audit about customer's failure to comply with the procedure for performance of a data reliability audit;
after the data reliability audit in case of disagreement with the results of the data reliability audit.
1.20. The cases allowed for the examination of objectivity of the conducted audit of the reliability of data, including by the way of repeating the audit, at least:
in case of an appeal against the conducted audit, in an established manner, 
in case of availability of information concerning violations during the audit.
1.21. The term of validity of positive results of the data reliability audit shall constitute two calendar years from the date of the conduct of the said data reliability audit.
1.22. In the cases provided in clauses 1.18-1.19 of this Section, if the facts contesting the results of the previous data reliability audit get known, then the results of this audit shall be considered void. Information about the facts contradicting the results of the audit conducted shall be entered into the database on a data reliability audit.
1.23. Upon the resolution of the customer organizations based on the results of the data reliability audit, the manufacturer/contractor enterprise/service enterprise can develop a plan of corrective measures aimed at the elimination of non-conformities identified in the course of the data reliability audit and their grounds.

2. The requirements for manufacturers
during the data reliability audit

The requirements for manufacturers during the data reliability audit shall be established by the administrative documents of the general director of the Corporation, and shall further be referred to in the procurement documentation

3. The requirements for contractor enterprises, service enterprises
during the data reliability audit

The requirements towards contractor enterprises, service enterprises during the data reliability audit shall be established by the administrative documents of the general director of the Corporation, and shall further be referred to in the procurement documentation

4. An application form of the manufacturer/contractor enterprise/
service enterprise

The application form of manufacturer/contractor enterprise/service enterprise shall be established by the administrative documents of the general director of the Corporation, and shall further be referred to in the procurement documentation

5. A form of a plan for a data reliability audit

The form of a plan for a data reliability audit shall be established by the administrative documents of the general director of the Corporation, and shall further be referred to in the procurement documentation

6. The methodology of audit scores calculation
during a data reliability audit
The methodology of data reliability audit scoring shall be approved by administrative documents of the Corporation's CEO which are further referenced in the procurement documentation
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