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1. Objective/ Scope

Present Regulation regulates the extension of ¢heeditation scope of the National Accredita-
tion Authority (hereinafter: NAH) with taking intaccount the provisions of EA-1/22.

The accreditation scope may be extended when #reraew demands and when the accredita-
tion requirements are modified.

The new demands of the parties concerned in adatiedi may occur in the following ways:

* New laws are introduced by the authorities of theegnment on legally regulated area
about the approval of products (including serviaashe fields of safety, health protec-
tion, environment protection to prevent fraud andwge the fairness of market competi-
tion;

» On areas not regulated legally several industeatas may introduce — partly within cer-
tain economic units, and partly within the wholetse — conformity assessment and ap-
proval systems which aim at achieving a minimahiecal standard, making comparison
available, and ensuring the same completion carditi

Present Regulation also contains the steps anditesineeded to be done when the require-
ments serving as the basis of accreditation aregdth(standard transition).

In the national accreditation system the normatiseuments, profession specific requirements
and guidelines listed in the Table specified intlBac2 of NAR-01 shall be applied for the or-
ganisations and natural persons eligible for actaadn as listed in Section 5 of Act CXXIV of
2015 on the organisation, duties and powers oHilmegarian Accreditation Authority (hereinaf-
ter. the Act).

NAH may adopt and/or cooperate in the preparaticapgplicable or guideline documents. NAH
ensures that these documents be prepared by pensocoasimittees having the necessary compe-
tence, and if expedient, NAH arranges for the pigndition of the interested parties in the prepa-
ration. If there are international documents atiie for this purpose NAH applies those docu-
ments.

Information on the accreditation activity and tlomformity assessment scheme:

With regard to the new conformity assessment scherbe introduced, the question NAH shall
ask is not that whether the conformity assessmeganisation may perform the new conformity
scheme to be introduced, but whether the new conifprassessment scheme may be added to
the accreditation activities. We differentiate beén the conformity assessment system and con-
formity assessment scheme.
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2. Definitions

- Accreditation activity: the activity of the accreditation body, accorditegwhich the
conformity assessment scheme of a conformity assagsorganisation is assessed.

- Confor mity assessment system: rules, procedures and management for carrying out
conformity assessment

NOTE: Conformity assessment systems may be opeaaiaternational, regional, na-
tional or sub-national level.

- Conformity assessment scheme: conformity assessment system related to speaied
jects of conformity assessment, to which the sapeeied requirements, specific rules
and procedures apply.

NOTE Conformity assessment schemes may be opeaatedernational, regional, na-
tional or sub-national level.

- Scope of accreditation: actual conformity assessment services, for whiehaccredita-
tion was applied or granted. (Definition specified Section 3 of MSZ EN ISO/IEC
17011 standard)

- Extending accreditation: process of extending the scope of accreditatefifition
specified in Section 3 of MSZ EN ISO/IEC 17011 stanmi)
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3. NAH policy on adding new accreditation activity and confor mity
assessment scheme

NAH is the national accreditation body of HungaWAH carries out its activities in Hungary
according to Regulation (EC) 765/2008 and the natiaccreditation law. As the extension or
expansion of the scope of accreditation with nearetitation activities has become more and
more important, NAH supports the introduction obsh when a demand is received from the
economic or other interested parties. By adding aeuareditation and conformity assessment
schemes NAH tries to strengthen the trust in adtatéeh for the wider public.

With regard to this, NAH determines the following points:

1. NAH accredits the conformity assessment organisateccording to harmonized stan-
dards. NAH offers new accreditation activity, fohish a proper harmonized standard
was developed, in the accreditation activity prograe of NAH.

2. NAH launches a new accreditation activity or confity assessment scheme only if the
demand and need for the scheme or activity isfiedtand ensured.

3. NAH supports the standardisation by launching a aewareditation activity or confor-
mity assessment scheme to ensure the involvemehe afhterested parties in the biggest
possible extent.

4. When deciding on the launch of a new accredita#ictivity or conformity assessment
scheme NAH proceeds impartially and without bemftuenced.

5. In order to facilitate the free movement of goodthim the EU and in the world NAH
supports the launch of new national or internaticoaformity assessment schemes.

6. NAH tries to assess and introduce these new adatedi activities and conformity as-
sessment schemes transparently and effectively.

7. NAH launches the new accreditation activity or @awnfity assessment scheme, namely
the extension of the scope of accreditation, onb®s of information exchange with
other European accreditation bodies and the EAqrdoty to the relevant provisions of
EA (EA-1/22).

The need to launch a new accreditation activity or conformity assessment scheme may arise from
different causes:

1. On the basis of the law, legislative provisionstigreal and/or European), which require
accredited status for an activity which did notaheecreditation before (e.g. UV protec-
tion regulation, construction product regulatiotc, e

2. Introduction of a new conformity assessment stah¢g.: ISO 14065).

3. On specific fields of expertise, the conformityessment activity is detailed in standards
(e.g. 1ISO 50001, EN 9104, ISO/TS 22003)

4. The need to add a new, own conformity assessmaetrses of scheme owners into the
accreditation (e.g. British Retail Consortium).
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5. Introduction of new conformity assessment schenfiemformity assessment organisa-
tions (with special regard to the product certifica organisations, processes and ser-
vices, person certification organisations).

4. Process of launching a new accreditation activity and/or confor-
mity assessment scheme

4.1 Receipt of demand for new accreditation scope, analysis of survey of
obligations

New demand may arise in the following cases:
» Changes of legislation,
» Changes of standards,
» Changes of other EA, ILAC, IAF documents,
» Demands of other market players.

The deputy general director collects the informata the new accreditation scopes and analysis
it with the help of the heads of departments.

A report is prepared about the necessary conditiOnsthe basis of the report the general direc-
tor and the deputy general director decides whetl#dd shall undertake to prepare for the new
scope.

We differentiate between the new accreditationvagtiand conformity assessment scheme,
which form the basis of the extension and expansidhe accreditation activity of NAH.

4.2  Launching anew accreditation activity

The given harmonised accreditation requirementdstahspecifies the general requirements for
the conformity assessment organisation, it forneshihsis for the NAH accreditation in the indi-
vidual categories.

A new accreditation activity may be initiated bgidation makers or international accreditation
organisations (EA, ILAC, IAF).

EA, IAF and/or ILAC carry out the assessment of rewereditation activities which are not
based on harmonised standards. NAH adopts thaseduhe assessment.

NAH cooperates with standardisation organisatiassyell as with EA, ILAC and IAF bodies in
the development and approval of new accreditatativiies. NAH offers its new accreditation
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activities to the interested parties. In case dilatdral arrangement introduces the mutual rec-
ognition of a new accreditation activity in the peoof accreditation, NAH requests to become
signatory to that arrangement and if necessaryengo@s the relevant expert assessment proce-
dure.

When introducing a new accreditation activity, NA&kes into account the following process
steps:

1. Information and coordination with the Accretdia Council about the new accreditation
activity.

2. Analysis of the competence of NAH, whether ¢lxpansion of the accreditation activity
can be implemented, taking into account the regsurc

3. If necessary, cooperation with the national/@anthternational bodies with regard to the
introduction of the new accreditation activity iritee accreditation.

4. If necessary, establishing one or more newegsabnal committees to develop the profes-
sional and accreditation rules.

5. Involving the authorities relating to the newcieditation activity and other bodies (if
necessary) to develop the applicable rules.

6. Extending the assessment team with new expedsassessors in the field of the new ac-
creditation activity.

7. Training of the NAH employees and the membéth@assessment team concerned.

8. Hiring new member(s) for the accreditation catter (if necessary) for the new accredi-
tation activity.

9. Launching the new accreditation activity.

10. Requesting the signing of a multilateral ageament for the mutual recognition of the
new accreditation activity.

4.3. Launching a conformity assessment scheme

NAH carries out the launch and the analysis of editation of the new conformity assessment
scheme by observing the requirements of EA-1/22.

NAH adds the new conformity assessment schemes mabigislation makers into its accredi-
tation activities.

The new conformity assessment schemes assessel, b4H ILAC or other accreditation bod-
ies (MLA) are not assessed by NAH. NAH acknowledtjesresult of the assessment and de-
cides on its addition.
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The new conformity assessment schemes made beshtsafeguarding associations, groups,
certification organisations, manufacturers or othkganisations, the so called “private interest”
conformity assessment schemes are analysed by N#dther they can be added into accredita-
tion. NAH evaluates the analysis and decides ondaing the new scheme. The organisation
shall apply for the launch of the “private intefestinformity assessment scheme. NAH calls the
attention of the conformity assessment scheme @aneknnex 2 of EA-1/22.

4.3.1.

Procedure of launching a new conformity assessment scheme

The launch of the new conformity assessment schewceried out as follows:

1.

8.
9.

Application of the scheme owner for the evaluatodrthe new conformity assessment
scheme for accreditation.

The applicant shall provide NAH with all the infoation and documents necessary for
the evaluation of the new scheme and for makingldogsion.

The documents prepared for the analysis (evaluatibthe program and for the decision
making of the management of NAH shall meet the &aork conditions and require-
ments specified in Appendix 1 of present RegulatidAH may involve both external
(Accreditation Council, Professional Committee) antérnal (e.g. Accreditation Com-
mittee, Professional Advisory Body) bodies, auttiesiand other interested parties in the
analysis and evaluation of the scheme. The prawsgpecified in Section 4.4 are appli-
cable for the schemes applied internationally.

Decision on the launch of the new conformity assesd scheme.

Notification of the applicant about the decisiordgsublication of the decision on the
website of NAH.

If necessary, cooperation with national and/orrmaéonal bodies in connection with the
launch of the new scheme.

. If necessary, cooperation with professional conesgtto develop the uniformly applica-

ble professional and accreditation rules, requirgsie
Extending the assessment team with experts, assegsmrding to the new scheme.
Training of the NAH employees and the members efafsessment team.

10. Finding new members for the Accreditation Commiti€aecessary).
11.Adding the new scheme into the NAH accreditatidivaes.

4.4. Cooperation with EA and other international accreditation bodies

The cooperation of NAH with EA is performed accoglito EA-1/22 regulation. The following
points are relevant for the scheme owner:

1.

NAH analysis and decides on the addition of thefmwonity assessment scheme of only
national (domestic) application to the accreditataxtivities. In case of such schemes,
NAH does not involve EA or other accreditation kedin the decision making.
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2. In case of internationally applied schemes NAH neieed that national accreditation
body, the so called “home AB”, which carried ou¢ first evaluation and monitored the
possible subsequent changes of the scheme. leabésonly that accreditation body co-
operated with the scheme owner.

3. If these schemes specify requirements for the diat®n body, which requirements
stem from EN ISO/IEC 17011 standard, Regulation)(E€5/2008, or mandatory EA,
IAF, ILAC documents, these requirements shall bereyed by the general meeting of
EA before the scheme is analysed or evaluated.mhaissignificantly extend the process
of the evaluation of the scheme.

4. EA may make available the results of the first seheevaluation of the given accredita-
tion body (home AB). EA gives 30 days to its menshier comment on the results. The
new scheme can be added to the accreditation tgabivthe home AB only after the end
of the comment period and only if the negative beaxk received during that period has
been cleared away.

5. In case other accreditation bodies add the neweditation activity to their scope of ac-
tivities at the same time as the home AB, theylstaify the home AB about it.

6. Every accreditation body shall give information it website about the addition of a
new accreditation scheme to its scope of activities

7. The scheme owners may ask their questions only frenhome AB.

8. The schemes of which application scope is exteficied domestic, national level to in-
ternational level undergo the process specifigubints 2-4.

5. Changesin the accreditation requirements

When the accreditation requirements are modifielHNollows the guidelines of the interna-
tional organisations.

On the basis of the guidelines of the internatimrghnisations NAH prepares its own rules on
the introduction of the modified requirement systeffhe rules contain the policy of NAH and
the tasks of NAH and of the accredited organisati@md natural persons necessary for the suc-
cessful introduction, and the deadlines for thigdas

5.1. Tasksof NAH for thetransition period

On the basis of the modified requirements and nitermational guidelines NAH determines the
steps and deadlines for the accredited organisaaod natural persons to ensure time for safe
preparation and the assessment of meeting thereaogents.

NAH informs the accredited and applicant organssetiand natural persons about the changes
of the requirements on its website.

NAH prepares the transition plan on the basis ofclwiNAH calls on the accredited organisa-
tions and natural persons to prepare and submitdiwa transition plans within the given dead-
line.
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NAH specifies and organizes the trainings neededhi® appropriate preparation of the internal
staff, external assessors, experts, members okAitation Commission.

NAH evaluates and summarizes the received trangiians and prepares its own transition pro-
gramme.

In case the requirements are modified, the Europadnnternational accreditation organisations
determine a transition period. After the expirytbé transition period, the accreditation of the
accredited organisations and natural persons netimgethe new requirements are revoked by
NAH on the basis of the recommendation of the Aditation Committee, or the revoking may

be requested voluntarily.

During the transition period the accredited orgatmas shall take into account the issue date of
the relevant standard when determining the expatg @f the certifications given according to
the relevant standard. Accordingly, the expiry datey not be later that the end of the transition
period, and the certifications given accordinghte invalid standard become invalid.

NAH confirms conformity of the certification acttyi of the accredited organisation or natural

person in the framework of the due accreditatimctedure, the annual surveillance procedure or
the extraordinary surveillance procedure. The alitae organisation or natural person may is-

sue new certification according to the new standatg after the successful transition.

In order to ensure the transition of the accrediteshagement system certification organisations
within the given deadline NAH determines deadlif@sthe planning of the assessment proc-
esses and informs the accredited party about tluaviag:

a) deadline for submitting the application for acctation and surveillance for the certifica-
tion according to the standard;

b) deadline for submitting the application for extidioary surveillance to assess the confor-
mity of the certification organisations;

c) final deadline for submitting the application facaeditation and surveillance according to
the previous standard;

d) deadline for submitting the application accordiagite new standard.

In case the above deadlines are not met, NAH cagmsire that the certification organisations
meet the accreditation requirements of the managesystem certification according to the new
standard within the deadlines specified by IAF.

5.2. Tasksof theaccredited partiesfor the transition period

In order for NAH to plan the accreditation prograenof the transition to the new standard and
thus ensure the accredited transition processeshantbnditions adjusted to the plans of the ac-
credited parties, the accredited organisationsnataral persons shall submit to the NAH Office

the schedule of preparation and transition to theifcation according to the new standard

within the deadline specified by NAH.

When preparing the transition schedule, the acim@diarties shall take into consideration the
following:
— training the internal staff, auditors, assessmérbmpetences, documented proof of pre-
paredness;
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— method of informing the existing and future clieafsout the transition period and re-
quirements;

— timely review and schedule of auditing and cerdifion activities;

- review of the certification period and the trarmiticycle;

— schedule of certification decisions necessaryHerupdating of the certifications.
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6

6.1.

6.2.
6.3.
6.4.

6.5.

v

Closing provisions

Present regulation was issued by the generadtdr of NAH in general director order
No. 21/2016.

Present regulation enters into force on 22ustg016.
The provisions of the regulations are apple&imm the entry into force.

The publication of the regulation on the websif NAH (www.nah.gov.hu) is consid-
ered publication.

The questions not regulated herein are godebnyethe provisions of Act CXXIV of
2015. In case Act CXXIV of 2015 does not specifgpcific provision, the provisions
of Act CXL of 2004 are governing.

APPENDICES:

Appendix A: Framework conditions and requirementsstheme owners

Appendix B: Information to be provided by schemenevs
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Appendix A

Framewor k conditions and requirementsfor scheme owners

1. The scheme owner shall be legally identified.

2. The scheme owner shall be authorised to defidlenaodify the requirements of the confor-
mity assessment scheme.

3. The scheme owner shall be authorised to reprédseischeme at NAH..

4. The scheme owner shall have market relevancenanklet support for the scheme. These may
include state initiatives and regulatory demands.

5. The submitted new accreditation scheme shatingeto the scope of an internationally ac-
cepted conformity assessment standard accordingpitth NAH performs the accreditation (e.g.
ISO/IEC 17020 and 17021).

6. The requirements of the scheme must not confiiitt or exclude the provisions of the stan-
dards specified in point 5.

7. In case the submitted new scheme specifiesnagants for the accreditation body, those re-
quirements cannot conflict with Regulation (EC) /28®8, MSZ EN ISO/IEC 17011 standard

and the mandatory regulations of EA, ILAC, IAF oAN. For further scheme requirements re-
lating to MSZ EN ISO/IEC 17011 standard it is neegyg to have the approval of the general
meeting of EA, for which the basis is served by @*C). In case a national conformity as-

sessment scheme having further requirements for FISZSO/IEC 17011 standard is extended
to international level, it will be mandatory forhetr accreditation bodies only of the general
meeting of EA has approved.

8. The new conformity assessment scheme shall oxdtiat with legislative requirements and
shall not certify their satisfaction.

9. The scheme owner shall recognise the resulhaget conformity assessment organisations
which have been accredited according to a multdght@utual recognition arrangement, if those
organisations meet the requirements of the newnsehe

10. The scheme owner shall confirm that the schieasebeen validated. The validation shall
contain the following in a documented manner:

11. Description of the objective of the scheme.
12. Description of the requirements of the scheme.

13. Analysis of the suitability of the requiremembs the satisfaction of the objectives of the
scheme.

14. Description of the methods used for the satigfa of the requirements.

15. Analysis of the suitability of the methods foe satisfaction of the requirements.
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16. Decision on the applicable conformity assessmeaduding the indication of the standard
applicable for the conformity assessment.

17. Analysis of the suitability of the standardes¢dd for the conformity assessment scheme.

18. The scheme owner shall stipulate and guardh&téehe conformity assessment organisation
uses the scheme as defined originally, no limitatiomodification may be done.

19. The scheme owner is responsible for providnmggrtecessary information about the relevant
developments of the scheme, in particular the médion about the changes of the requirements,
for the “active” accreditation bodies and accratlitenformity assessment organisations.
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Appendix B

I nfor mation to be provided by scheme owners

1. Is the scheme owner ready to accept NAH as théesasgessor of the scheme?
2. Is the scheme used only on national level?

3. Is the scheme being used by an accredited confpamgessment organisation of an EA
member?

4. The scheme owner shall provide the following infation:
- Name, and if applicable, abbreviated name
- Type of legal entity
- Principal seat and Internet address
- Member (if applicable) and membership rules
- Brief description of scheme owner
- Description of other relevant activities of scleeawner

- Relationship with other organisations and autiewion national and European level (if
applicable)

- Technical activity scopes (e.g. aviation, footesg

- Conformity assessment procedure offered by therse owner (e.g. product certifica-
tion, inspection)

- Geographical area of the recognition of the saeawner (e.g. Hungary, Europe,
worldwide).

5. Besides the accreditation, does the scheme owmgrireerecognition / certification
granted by the scheme owner which is mandatoryh®iconformity assessment organisation?
(If yes, please attach the necessary documents).

6. Justification of the necessity and market suppbithi® new scheme.

7.  Which conformity assessment procedure shall be a®edrding to the scheme (e.g.
product certification? Inspection?)? Please, diaereasons and attach the documents.

8. Does the scheme owner or the organisation of therse owner perform conformity as-
sessment surveillance (or similar procedures)24f Yist the procedures and attach the docu-
ments.
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9. If the answer to question 8 is yes: Does the schemmer require the surveillance speci-
fied in point 8 to be taken into account and acegm the accreditation procedure? If yes, list
the procedures and attach the documents.

10. Does the scheme owner require NAH to cooperate B#&hwhich is not related to the
accreditation of the conformity assessment orgénis2 If yes, describe the cooperation and
attach the documents.

11. Does the scheme owner have special requirementhdaccreditation body? If yes, list
the requirements and attach the documents.

12. What is the subject of the conformity assessmel@@se, give as many details as possi-
ble (the subject of the conformity assessment neypboduct, service, device, process, sys-
tem, persons and places).

13. What are the special requirements for the subjettteoconformity assessment?
Notes:

- The requirements shall be worded clearly and stdedably so that the organisations
that will use them should have clear and uniforrdaratanding of the points.

- The requirements shall be given as results, mitifessionally defined thresholds and
margins of tolerance.

- The requirements shall be defined unambiguousith(objective, specific and profes-
sionally founded terms).

14. Are the measurement values given in SI measureumast?

15. If the conformity assessment scheme contains sagihie applicable sampling method
shall be defined (for the repeatability and cotreta of the results those sampling methods
shall be applied which are defined in internatisstahdards and based on statistical methods).

16. Are there inspection or control procedures in ttieesne? If yes, where are they docu-
mented?

17. Does the conformity assessment scheme containotlosving critical scheme elements
(according to Appendix A of MSZ EN ISO/IEC 1700@rstiard):

- Selection of the subject of the conformity asses#, including the selection of the re-
guirements to be assessed just as the informatitectton and sampling activities.

- Provision of one or more communication methodg. (spection, audit) to meet the
requirements specified for the subject of the confty assessment.

- Confirmation of evidence that the requirementshef subject of the conformity assess-
ment are met, or any related permission, inspection
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- Inspection of the interval and scope of supeovisactivity and repeatability surveil-
lance (if relevant) to determine whether furtheeafic requirements are met in the sub-
ject of the conformity assessment.

18. Does the scheme involve the usage of conformitgsassent mark/symbol? If yes, the
scheme owner shall prove that the mark/symbol etepted and the rules of the usage of
mark/symbol are specified. The scheme owner shallire and control that these rules are ob-
served.

19. It shall be proven that the scheme was prepareddamdioped by competent persons.
The competence shall cover the professional knayeeahd the applied conformity assessment
procedures.

20. It shall be proven that the parties interestedhensdcheme were identified and involved.

21. It shall be proven that the scheme was validatedidgtion shall at least demonstrate that
the scheme went fully through a testing stage @eoto prove the suitability for the planned
purpose.

Questions to be considered:
- Can the conformity assessment be used as ofigohefined from the practical point of view?

- Were the requirements determined in a way to rengwe repeatability and reliability of the
results?
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