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1. [bookmark: _Toc93878990][bookmark: _Toc153718700]Scope of application

1.1 This procedure stipulates the rules and criteria for the evaluation of Conformity Assessment Schemes (CAS) in the voluntary (i.e.non-regulated) field by the “National Accreditation Body” State non-commercial organization (hereinafter: ARMNAB).
1.2 This procedure was developed in line with the requirements of point 4.6.3  of the GOST ISO/IEC 17011 standard. The personnel involved in the process of developing conformity assessment schemes shall adhere to the requirements of this procedure and applies to all certification bodies (ISO/IEC 17065, ISO/IEC 17021-1, ISO/IEC 17024) and inspection bodies (ISO/IEC 17020).
[bookmark: _Hlk155169094]1.3 This procedure is generally not applicable to new procedures/conformity assessment activities developed/introduced by laboratories, reference material producers or proficiency testing providers and applied for inclusion in the scope of accreditation ISO 17034, ISO/IEC 17043, ISO/IEC 17029. Evaluation of "in-house procedures" in the laboratory sector is performed exclusively in accordance with ISO/IEC 17025 within the accreditation procedure for the laboratory.
1.4 This procedure for evaluating the accreditation eligibility of conformity assessment schemes, for use by accredited conformity assessment bodies, clarifies in a binding manner for the applicant in advance of the accreditation procedure of the conformity assessment body that the conformity assessment scheme meets the requirements from a technical and regulatory point of view in order to be included in the accreditation programme of the national accreditation body. 

[bookmark: _Toc359938422][bookmark: _Toc384215499][bookmark: _Toc387323982][bookmark: _Toc387324197][bookmark: _Toc394565437][bookmark: _Toc415559869][bookmark: _Toc415560415][bookmark: _Toc415560671][bookmark: _Toc38385083][bookmark: _Toc93878991][bookmark: _Toc153718701]2. Normative references

Only the latest versions of the publications cited without a publication year shall be applicable. The following documents are referred to in this document: 
GOST ISO/IEC 17000 (ISO/IEC 17000, IDT) - Conformity assessment — Vocabulary and general principles 
GOST ISO/IEC 17011 (ISO/IEC 17011, IDT) - Conformity assessment — Requirements for accreditation bodies accrediting conformity assessment bodies
GOST ISO/IEC 17020 (ISO/IEC 17020, IDT) Conformity assessment - Requirements for the operation of various types of bodies performing inspection
HST ISO/IEC 17021-1 (ISO/IEC 17021-1, IDT) - Conformity assessment — Requirements for bodies performing audits and certifications of management systems
GOST ISO/IEC 17024 (ISO/IEC 17024, IDT) - Conformity assessment – requirements for bodies operating certification of persons
GOST ISO/IEC 17065 (ISO/IEC 17065, IDT) - Conformity assessment – requirements for bodies certifying products, processes and services
GOST ISO/IEC 17007 (ISO/IEC 17007, IDT) Conformity assessment — Guidance for drafting normative documents suitable for use for conformity assessment
GOST ISO/IEC 17067 (ISO/IEC 17067, IDT) - Conformity assessment — Fundamentals of product certification and guidelines for product certification schemes
[bookmark: _Hlk156561493]HST ISO/IEC 17029 (ISO/IEC 17029, IDT) - Conformity assessment - General principles and requirements for validation and verification bodies
HST ISO 17034 (ISO 17034, IDT) - General requirements for the competence of reference material producers
HST ISO/IEC 17043 (ISO/IEC 17043, IDT) - Conformity assessment - General requirements for proficiency testing 
ISO/IEC 17030 Conformity assessment. General requirements for third-party marks of conformity
EA 1/06 A AB EA Multilateral Agreement Criteria for signing policy and procedures for development
EA-1/22 A-AB - EA procedure and criteria for the evaluation of Conformity Assessment Schemes by EA Accreditation Body members
PR-7 - Accreditation procedure and general requirements 

[bookmark: _Ref354391722][bookmark: _Toc354661749][bookmark: _Toc359938423][bookmark: _Toc384215500][bookmark: _Toc387323983][bookmark: _Toc387324198][bookmark: _Toc394565438][bookmark: _Toc415559870][bookmark: _Toc415560416][bookmark: _Toc415560672][bookmark: _Toc38385084][bookmark: _Toc93878992][bookmark: _Toc153718702]3. Terms, definitions and abbreviations

In this procedure, the following terms and definitions, including those stipulated by GOST ISO/IEC 17000, GOST ISO/IEC 17011 standards, apply:
Standard: a document created with consent and approved by a recognized body that provides, for common and repeated use, the rules, guidelines or characteristics regarding certain activities or the results of these activities in order to obtain the best order in a determined context.
Conformity assessment scheme (CAS) § 2.1 EA-1/22: for the purposes of the present document, a CAS, as defined in ISO/IEC 17000, is a document containing the following requirements:
• The object of the conformity assessment (e.g. product, process, service, system or person);
• The requirements regarding the performance of the conformity assessment;
• The modalities used for determining conformity, e.g. tests, inspections, verifications, validations or audits, as well as all other activities carried out to ensure conformity;
• All requirements imposed by the scheme owner on the CAB and every specific request or interpretation, where applicable;
• Every required specification or interpretation of ISO/IEC 17011, where applicable.
Notes:
1) A CAS is defined as “mandatory” when it is required by law or by national or international regulations;
2) A CAS is defined as “voluntary” when it is not required by law or by national or international regulations. A voluntary CAS shall take into consideration any mandatory factors related to the object of the certification.
Scheme Owner (SO) § 2.2 EA-1/22: the SO is the identifiable organization which has defined a CAS and is responsible for the design of the CAS. Some examples of a SO are given:
• a standardization body;
• a CAB;
• organizations using the services of a CAB;
• organizations buying or selling products submitted to conformity assessment;
• manufacturers or associations of manufacturers which have established their own CAS.
It is not possible for a ARMNAB to be a scheme owner.
Acronyms
	   ARMNAB - 
	“National Accreditation Body” State non-commercial organization;


EA - European Cooperation for Accreditation;
MLA - Multilateral agreement;
ILAC - International Laboratory Accreditation Cooperation;
AST -	Standard of the Republic of Armenia;
GOST - Interstate standard;
CAS - Conformity assessment scheme;
SO - Scheme owner;
CAB - Conformity Assessment Body;
         SC - Scheme Commission.

[bookmark: _Toc93878994][bookmark: _Toc153718703][bookmark: _Ref354391792][bookmark: _Toc354661751][bookmark: _Toc359938424][bookmark: _Toc384215502][bookmark: _Toc387323985][bookmark: _Toc387324200][bookmark: _Toc394565440][bookmark: _Toc415559872][bookmark: _Toc415560418][bookmark: _Toc415560674][bookmark: _Toc38385086]4. Procedure of approval of a new conformity assessment scheme

[bookmark: _Toc93878995][bookmark: _Toc153718704]4.1 Review of the application for acceptance of a new CAS
[bookmark: _Toc384215503][bookmark: _Toc387323986][bookmark: _Toc387324201][bookmark: _Toc394565441][bookmark: _Toc415559873][bookmark: _Toc415560419][bookmark: _Toc415560675]4.1.1 ARMNAB, before initial accreditation or accreditation extension activities (PR-7), conducts new CAS analysis and suitability evaluation.
4.1.2 For the purpose of accreditation eligibility evaluation of new CAS, the CAB submits the application (Annex PR-4.6.3-01) and attached documents (Annexes PR-4.6.3-02, Annex PR-4.6.3-03) to ARMNAB according to the forms established by ARMNAB, which are posted on the official website www.armnab.am. 
[bookmark: _Hlk156226212]4.1.3 Within 8 working days of receipt, the ARMNAB's Team leader, selected by Deputy Director will check whether the application is complete and whether the applicant is eligible to apply. The applicant will receive an acknowledgement of receipt if the application and supporting documents are complete and the applicant is eligible to apply. 
4.1.4 In case of not conforming to established templates of ARMNAB or incompleteness of application package, ARMNAB notifies to CAB within 5 working days submit the updated documents, otherwise the registration of application is rejected.
4.1.5 The Team leader:
[bookmark: _Hlk156229092]- reviews of the draft scope of CAS;
- reviews of availability and accessibility of technical assessors, technical experts.
[bookmark: _Hlk156230283]4.1.6 After registration of the application, an agreement is signed between ARMNAB and CAB in accordance with the form approved by ARMNAB (Annex A), which stipulates the payment for the assessment of CAS (according to the procedure for calculating the prices of accreditation works, order N 311-N, Minister of Economy), the evaluation process begins.
4.1.7 Failure to make the payment specified in the agreement is a basis for rejecting the accreditation of the CAB.
4.1.8 After signing an agreement and making the payment by the CAB, within 5 working days ARMNAB forms an evaluation team consisting of the Team leader, who is a full-time employee of the ARMNAB and appropriate number of system assessors, technical assessor and technical expert corresponding to the CAS scope. The selection of system assessors, technical assessors/experts is done in such a way that their competence covers the entire scope of CAS. The number of members included in the evaluation team depends on the complexity and volume of the CAS. 
For evaluation team members in the scheme evaluation procedure, the competence requirements according to ISO/IEC 17011 for technical and system assessors or technical experts for the accreditation procedure shall apply accordingly.
[bookmark: _Toc153718705]4.2 Evaluation of the scheme
4.2.1 The evaluation process of a new Ownership Scheme includes:
1) a detailed technical analysis of the CAS, conducted by evaluation team, in the event of a positive outcome;
2) a subsequent formulation of opinion regarding the admissibility of the CAS by the assessment team and the SC and, in the event of a positive outcome.
4.2.2 If an authority body is to be involved in the scheme evaluation or the approval of criteria on the basis of statutory regulations, it must be commissioned with the technical review and the relevant specialist(s) from authority body could be involved for further review and evaluation.
4.2.3 In cases of the absence of the technical requirements, ARMNAB informs the SO that the process cannot go ahead.
4.2.4 In cases of a negative result of the technical review ARMNAB presents the evidence in question to the SO so that the SO can make the necessary modifications or additions within 1 month. In the case of complex procedures, this period may be extended  upon request.
4.2.5 The evaluation team summarize the returns from the applicant, the authority body, obtains feed-back from the reviewers, if necessary, to resolve the findings, and, in the event of a positive recommendation by the evaluation team, prepares a decision document for the SC and convenes the committee.
4.2.6 In the case of conformity assessment schemes that require approval of criteria/standards (Level 4/5) due to legal regulations, the submission of the decision document to the SC only takes place after approval by the responsible authority body.
4.2.7 If the applicant cannot reach an approval with the responsible authority body even after a reasonable grace period, the application will be decided negatively.
4.2.5 An evaluation and reporting of the scheme processing time of 2 to 5 months should not be exceeded.
[bookmark: _Toc153718706]4.3 Review and decision in the SC (within 2 weeks) 
In the case of a positive report by the evaluation team after final review of the elimination of findings, the SC makes a final decision on the accreditation eligibility of the scheme based on the file, the approval of the authority body if applicable, the reports of the reviewers including the review on the applicant's actions to eliminate findings.
[bookmark: _Toc153718707]4.4 Confirmation/rejection of the determination of accreditation eligibility (within 1 week)
Based on the decision of the SC, the applicant receives a final, written letter (declaratory notification) of the scheme's suitability for accreditation. This is issued by the ARMNAB’s director.
[bookmark: _Toc153718708]4.5 Database of determined schemes
All schemes whose suitability for accreditation has been positively determined will be listed on the ARMNAB website with the name of the owner and the version on which the determination was based. If the scheme owner uses conformity marks in the sense of ISO/IEC 17030 and wishes to make the quality labels publicly available in the ARMNAB database, that mark is also provided to ARMNAB.
[bookmark: _Toc153718709]4.6 Special features of procedures with review at EA according to EA 1/22
For the cooperation of ARMNAB with the European co-operation for accreditation (EA), the provisions of rule EA 1/22 will apply after signing EA MLA.
Conformity assessment schemes that have already been evaluated by IAF or ILAC or another European accreditation body according to the rules of EA are in general not reevaluated by ARMNAB. ARMNAB recognizes the examination already carried out, provided that these do not violate binding legal regulations, which will be examined within the accreditation procedure. 

[bookmark: _Toc153718710]5. Composition and functioning of the Scheme Committee (SC)

5.1 The structure of the SC established to make a decision on the accreditation eligibility of the CAS shall be changeable and approved by order of the director of the ARMNAB.
5.2 The SC shall be composed of at least 3 persons. The Team leader convenes the SC and chairs it without the right to vote. As a rule, the following are to be appointed as members: the acreditation department head or assessor of accreditation department, who could make decisions related to the Level 3 standard to which the scheme applies, Deputy director of ARMNAB and the representative(s) of the authorized state body related to the given CAS. If several departments/organizations are affected by the scheme, the scheme committee must be expanded to include all necessary departments/organizations. 
5.3 The SC may decide by electronic circular ballot and may discuss the matter by video conference. 
5.4	The SC members shall sign a Declaration of Impartiality and Confidentiality (PR-7, Annex A).

[bookmark: _Toc153718711][bookmark: _Toc359938495][bookmark: _Toc371669428][bookmark: _Toc371942516][bookmark: _Toc21705682][bookmark: _Toc29235328][bookmark: _Toc36198817][bookmark: _Toc152541360]6 Requirements for conformity assessment schemes (IAF Level 3 and 4)

[bookmark: _Toc153718712]6.1 General requirements for conformity assessment schemes
6.1.1 A conformity assessment scheme is a technical specification for accredited conformity assessment bodies describing specific requirements, rules, selection, testing and evaluation procedures to be used for conformity assessment by certification or inspection of a product, service, process, system or person in order to make the statement associated with the conformity assessment evidence (e.g. certificate, inspection report, etc.) in a scientifically traceable, systematic and reliable manner.
6.1.2 The regulations of a conformity assessment scheme always concern requirements on level 4 according to EA-MLA 1/06, which describe the activities of the conformity assessment body. It is permissible to define requirements for the object of conformity (Level 5) in a scheme if national or international standards are missing or insufficient. Such criteria shall fulfil the requirements of ISO/IEC 17007.
6.1.3 ISO/IEC 17067 provides valuable guidelines for understanding, developing, using or maintaining certification schemes for products, processes and services. Essential specifications can be taken from the standard with regard to the areas mentioned below:
· Types of schemes (clause 5.3);
· Position of the scheme owner (clause 6.3);
· Scheme development (clause 6.4);
· Content of a scheme (clause 6.5);
· Scheme documentation (clause 6.7).

6.1.4 The typical elements and the internal structure of a conformity assessment scheme are pre-sented in the standard ISO/IEC 17067, table 1 and can be applied prototypically for all accreditation activities, especially for inspection schemes. 
6.1.5 Each conformity assessment scheme must formulate concrete statements on the necessity and, if applicable, the design in the areas of selection, evaluation, review and attestation and monitoring, which must be supported by evidence within the evaluation process. 
6.1.6 If possible, an assignment to the scheme types of ISO/IEC 17067 should be made. If, from the applicant's point of view, these scheme types are not suitable, it shall be explained which additional requirements exclude an assignment. 
6.1.7 Description of the necessary planning and preparation activities and planning information collections and any necessary sampling activities or sampling procedures.
6.1.8 Information must be provided on how to ensure the integrity and reliability of the information collected for the investigation. In particular, when data are provided by the manufacturer, it shall be specified how the integrity of these data can be ensured by concrete verification or other controls by the CAB.
6.1.9 If the scheme includes sampling, information shall be provided on the sampling method to be used in order to obtain consistent and reproducible results. As far as possible, sampling methods based on statistical methods to allow a representative statement or those specified in international standards should always be used.
6.1.10 Demonstrate the use of one or more determination methods (e.g., testing, auditing, and/or examination) to obtain complete information on the compliance of the object of conformity assessment or its sample with specified requirements.
6.1.11 In the case of series products or services, it must be explained how a representative determination is ensured by statistical methods.
6.1.12 As a rule, evidence of the use of good conformity assessment practices shall be provided (see 4.6 ISO/IEC 17007).
6.1.13 Description of the procedure for checking the evidence of conformity obtained during the determination stage to determine whether the specified requirements are met. The respective requirements of the accreditation standards (ISO/IEC 17065/ISO/IEC 17021-1/ ISO/IEC 17020/ ISO/IEC 17024, etc.) must be observed.
[bookmark: _Toc153718713]6.2 Particular requirements
6.2.1 Certification of management systems (ISO/IEC 17021-1) 
The conformity assessment scheme shall include a necessity analysis showing why and to what extent existing international standard requirements for conformity assessment of management systems cannot be used or need to be specified by the scheme. 
6.2.2 Certification products/processes/services (ISO/IEC 17065) 
The conformity assessment scheme shall include statements on all items in section 6.5 of ISO/IEC 17067. 
According to clause 6.5.1 b) and g) GOST ISO/IEC 17067, a concrete evaluation type/method must be specified for each material requirement for the object of conformity assessment (legal requirement/standard/approved criteria at level 5).
If the evaluation methods or procedures are not standardized, they must be described separately. Where standards are available, they must be submitted with the application documents.
6.2.3 Certification of Person (ISO/IEC 17024) 
The conformity assessment scheme must include an analysis of the legal requirements for the qualification of persons, in particular under national law, in order to distinguish the scheme from the legally regulated area of education and other legal requirements.
In the event that no surveillance is specified, there must be an indication that the knowledge identified during the review does not require renewal. In all cases, recertification is required.
6.2.4 Inspection (ISO/IEC 17020) 
With regard to ISO/IEC 17020, the applicable test methods (SOP) must be submitted as evidence for all testing and sampling activities in accordance with ISO/IEC 17025 or ISO 15189.
For each criterion set out in the schem, a determination regarding the qualifications of the expert/inspector is required. 

[bookmark: _Toc153718714]7. Annexes

Annex A – Template of the Agreement
Annex PR-4.6.3-01 –  Application for the verification of accreditation suitability of conformity assessment schemes
Annex PR-4.6.3-02 – New conformity assessment schemes checklist-report format
Annex PR-4.6.3-03 -  Validation report of conformity assessment scheme
Հավելված PR-4.6.3-03 – Format of decision on eligibility for accreditation of a new conformity assessment scheme
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