
The list of the documents, required by Certification Body 

for preliminary assessment of quality management system of an organization
1 Quality policy, quality objectives (if they are separate documents and are not included in Quality manual)*.

2 Quality manual *.

3 The organization structure of a company*.

4 The organization structure of the quality department (if it is not included in the general organization structure) *.

5 The list of quality management documentation (documented procedures, work instructions) with the numbers of latest versions and the issue dates of these documents*.

6 Organization standards (documented procedures) required by GOST R ISO 9001-2001, GOST R ISO 13485-2004 (selectively, by the decision of Certification Body):

· control of documents;

· control of records;

· competence, awareness and training of personnel;
· control of infrastructure;
· control of work environment;
· risk management;

· review of requirements related to the product;

· control of design and development;

· control of purchasing;

· cleanliness of product and contamination control (in cases defined by el. 7.5.1.2.1 GOST R ISO 13485-2004);

· control of servicing activities, if servicing is a specified requirement;

· the validation of the application of computer software, as applicable;

· the validation of sterilization processes, as applicable;

· identification and traceability;

· control of preserving the conformity of product;

· control of monitoring and measuring devices;

· control of the implementation and the application of statistical techniques, as applicable;

· control of feedback;

· internal audit;

· control of nonconforming product;

· analysis of data;

· the issue and the implementation of advisory notices, notification the regulatory authorities of those adverse events which meet the reporting criteria;
· corrective and preventive action.

7 Documents needed by the organization to ensure the effective planning, operation and control of its processes in accordance with the list of quality management documentation in force (selectively, by the decision of Certification Body).

8 Set of documents concerning the two latest internal quality management system audits *.

9 The list of the main customers (domestic and foreing):

- company name;

- address;

- full name of the head of a company;

- product name.

10 The list of the products that a quality management system (or Production) is certified for the purpose to be applied for, with the identificational names of standards, specifications and other normative documents for these products*. 

11 The list of methods and programs that are applied for testing of the products (periodical, output, etc.). Methods and programs of testing for each category of products.
12 Copies of reports (records) concerning the quality of the products for the last year (two, three years), в том числе*:

- data concerning the quality of the products according to the results of output testing for the last year;

- the list of the defects, detected for the last year (or more), that are classified according to their importance;

- data concerning the defects, detected by customers.

13 Data concerning the inspections, carried out by national regulatory authorities (for the last year/two years/three years)
14 Data concerning the department where testing (periodical tests, output tests) of the products is caried out. 

15 The list of processes where deficiencies become apparent only after the product is in use or the service has been delivered.
16 Data concerning the main suppliers.
17 The list of validated processes for production and service provision.

Notes:

*  - Documents that marked * must put at the disposal of Certification Body in electronic type and in paper. Documents that are not marked * are put at the disposal of Certification Body only if Certification Body requires them for the best understanding of the quality management system functioning. The type of such documents for the disposal is defined by Certification Body.
Certification Body has the right to require any other documents and standards of the organization that are needed for the best understanding of the quality management system functioning. 
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