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PUSOBNOSTI SMERNICE O STAVEBNICH VYROBCICH
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(Piivodné vydany po projednani na 52. zasedani Stalého vyboru pro stavebnictvi konaném ve
dnech 22. az 23. kvétna 2001 jako dokument CONSTRUCT 00/435 rev 1.
Aktualizovany po projednani Stalym vyborem pro stavebnictvi v zari 2002.)

Piedmluva

V clanku 20 smérnice o stavebnich vyrobcich (89/106/EHS) se stanovi, ze Staly
vybor miize ,,na zadost svého predsedy nebo clenského statu prezkoumat jakoukoliv
otazku vyplyvajici z provadent a praktického pouzivani této smérnice .

Aby se pokud mozno zajistilo spolecné porozumeéni mezi Komisi a clenskymi staty
i mezi ¢lenskymi staty navzajem v tom, jak bude smérnice piisobit, mohou prislusné
sluzby Komise, které zastavaji predsednictvi a sekretariat Stalého vyboru, vydavat
Fadu pokynii zabyvajicich se specifickymi zalezitostmi ve vztahu k provadeni,
praktickému uplatniovani a pouzivani smernice.

Tyto pokyny nejsou pravnimi vyklady smérnice.

Nejsou pravné zavazné a Zadnym zpiisobem neupravuji nebo neméni smérnici.
Pokud obsahuji postupy, nevylucuje to zpravidla jiné postupy, které mohou
stejnou mérou vyhovovat smérnici.

Budou se o né v prvni fadé zajimat a pouZivat je ti, kteri jsou zapojeni do
provddéni smérnice z pravniho, technického a administrativniho hlediska.

Mohou byt dale rozpracoviny, ménény nebo ruSeny postupem stejnym jako
postupem, ktery vedl k jejich vydani.
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GUIDANCE PAPER A

(concerning the Construction Products Directive 89/106/EC)

THE DESIGNATION OF NOTIFIED BODIES IN THE FIELD
OF THE CONSTRUCTION PRODUCTS DIRECTIVE

(Revision Sep 2002)

(originally issued following consultation of the Standing Committee on Construction at the
52nd meeting 22-23 May 2001, as document CONSTRUCT 00/435 Rev 1.

Updated following consultation of SCC Sep 02)

Preface

Article 20 of the Construction Products Directive (89/106/EC) states that the
Standing Committee may, ,,at the request of its Chairman or a Member State,
examine any question posed by the implementation and the practical application of
this Directive “.

In order to ensure as far as possible a common understanding between the
Commission and the Member States as well as among the Member States themselves
as to how the Directive will operate, the competent services of the Commission,
assuming the chair and secretariat of the Standing Committee, may issue a series of
Guidance Papers dealing with specific matters related to the implementation,
practical implementation and application of the Directive.

These papers are not legal interpretations of the Directive.

They are not judicially binding and they do not modify or amend the Directive in
any way. Where procedures are dealt with, this does not in principle exclude other
procedures that may equally satisfy the Directive.

They will be primarily of interest and use to those involved in giving effect to the
Directive, from a legal, technical and administrative standpoint.

They may be further elaborated, amended or withdrawn by the same procedure
leading to their issue.
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Telephone: Switchboard 299.11.11. Fax: 296.10.65.
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JMENOVANI"” NOTIFIKOVANYCH? SUBJEKTU V OBLASTI
PUSOBNOSTI SMERNICE O STAVEBNICH VYROBCICH

Predmét

Zamérem tohoto dokumentu je poskytnout Clenskym statim navod ke jmenovani
a notifikovani subjektii pro provadéni postupl prokazovani pozadovanych podle ¢lanku
18 smérnice o stavebnich vyrobcich (CPD). Tento pokyn (GP) se nezabyva zvlastnimi
postupy (¢lanek 16 smérnice) nebo dozorem nad trhem.

Zakladnim cilem je:
= zajistit plné uplatiovani CPD s pfihlédnutim ke zvlaStnim hlediskim CPD,

pozadavkiim usneseni Rady o globalnim pristupu k posuzovani shody™ a k ostatnim

wr v s . IS P4 o 4
ptislusnym horizontalnim dokumentiim®,

» definovat kritéria, kterd umozni Clenskym statim rovnocenné posoudit zadajici
subjekty,

» podpofit vzajemnou duvéru a prihlednost mezi v§emi schvalenymi subjekty v ramci
ES,

= poskytnout Clenskym statim informace o zékladnich podkladech, které je tfeba
ohledné jednotlivych notifikacich sdé¢lit Komisi a ostatnim ¢lenskym statiim,

= zajistit, aby byly vSem zainteresovanym stranam k dispozici tplné informace o rozsahu
plsobnosti a zpiisobilosti notifikovanych subjekti a o poskytovanych sluzbéch.

Tento dokument neni samotny pfimo pouzitelny. Jeho ustanoveni vSak mohou ¢lenské
staty pouzivat v procesu jmenovani a notifikovani.

Pravni zaklady

Pravni zaklady pro jmenovéni notifikovanych subjektii podle CPD jsou stanoveny
v jejim €lanku 18 a v jeji priloze IV. Tento GP vychazi z usneseni Rady ze dne 21. 12. 1989
o globalnim pfistupu k posuzovani shody a z ,Pfirucky pro zavadéni smérnic
zalozenych na novém pfistupu a na globalnim pfistupu* (zcela posledni vydani z roku
1999, v textu dale jen ,,Pfirucka®), jejiz obecna ustanoveni plati také pro notifikacni
proces.

Rovnéz byly vzaty v tivahu obecné postupy stanovené na tirovni Spolecenstvi a popsané
v dokumentu Komise ,Metody koordinovani postupi upravujicich notifikaci
a management notifikovanych subjekta®.

Pro tento dokument mize byt jmenovani charakterizovano jako interni proces posouzeni a schvaleni

kandidatskych notifikovanych subjektii ¢lenskym statem.

2)

Pro subjekty notifikované podle ¢lanku 18 CPD navrhuji sluzby Komise pouzivat termin ,notifikovany
subjekt” a vyhybat se tedy terminu ,,jmenovany subjekt”, aby se zabranilo zaméné s terminologii pouzivanou

pro organizace jmenované ¢lenskymi staty podle ¢lanku 10 smérnice o stavebnich vyrobcich (schvalovaci
organy).

P Ut. vést. & C 10/1 ze dne 16. 10. 1990.
http://europa.eu.int/comm/enterprise/newapproach/legislation.htm

4)

CERTIF 93/1 Rev. 3.
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THE DESIGNATION" OF NOTIFIED” BODIES IN THE FIELD
OF THE CONSTRUCTION PRODUCTS DIRECTIVE

Obijectives and scope

This document is intended to provide guidance for Member States when designating
and notifying bodies to operate the attestation procedures required under Article 18 of
the Construction Products Directive (CPD). This Guidance Paper (GP) does not deal
with the operation of Special Procedures (Article 16 of the Directive) or with market
surveillance operations.

The principal objectives are:

» to ensure the full implementation of the CPD, taking account of the specific aspects
of the CPD and the requirements of the Council Resolution on a Global Approach to
Conformity Assessment” and other relevant horizontal documents”.

* to define criteria that allow equivalent assessment of applicant bodies by Member
States.

* to provide information to Member States on the elements that need to be
communicated to the Commission and the other Member States about the individual
notifications.

= to ensure that full information is available to all interested parties, on the scope and
competence of notified bodies and the services provided.

This document is not itself directly applicable. But its provisions should be applied by
Member States in the process of designation and notification.

The Legal Basis

The legal basis applicable to the designation of notified bodies under the CPD is set out
in Article 18 and Annex IV of the directive. This GP refers to the Council Resolution of
21.12.89 on a Global Approach to Conformity Assessment and to the "Guide to the
implementation of directives based on new approach and global approach" (most recent
version, 1999 referred to as "the Guide" in the text), the general provisions of which
also apply to the notification process.

The general procedures laid down at Community level and described in the Commission
document "Methods of co-ordinating the procedures governing the notification and
management of notified bodies" have also been taken into account.

For this paper, designation can be described as being the internal assessment and approval process of the

candidate Notified Bodies by the Member State.

2)

To avoid confusion with the terminology used for organisations designated by member states under article 10

of the construction Products Directive (Approval Bodies) the Commission Services propose to use of the
term "Notified Body" for Bodies notified under article 18 of the CPD, thus avoiding the term 'Designated
Body'.

¥ 0IC10, 16.10.1990
http://europa.eu.int/comm/enterprise/newapproach/legislation.htm

Y CERTIF 93/1 Rev 3.
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Uplatiovani Kritérii pro jmenovani notifikovanvch subjektu

Hlavni odpovédnosti ¢lenskych statu

Odpovédnosti jednotlivych Clenskych statii je zajistit, aby kritéria stanovend v piiloze
IV CPD byla pln¢ plnéna notifikovanymi subjekty. Clenské stdity mohou Komisi
notifikovat pouze subjekty, které minimaln¢ tato kritéria splnuji.

Clenské stity mohou pro jmenovani a notifikaci uvazovat pouze ty organy pro
certifikaci vyrobku, organy pro certifikaci fizeni vyroby u vyrobce (FPC), inspekéni
organy a zkuSebni laboratofe, které patii do jejich pravomoci a jsou tudiz usazeny na
jejich tizemi (Ptirucka, oddil 6.1, 3. odrazka).

Pokud clensky stat zjisti, ze jim notifikovany subjekt ptestal plnit podminky notifikace,
ma o tom uvédomit doty¢ny subjekt, Komisi a ostatni ¢lenské staty. Jestlize subjekt tyto
podminky nadale neplni, musi ¢lensky stat notifikaci zrusit. Toto zruSeni nema vliv na
predchozi atestacni praci vykonanou timto subjektem, pokud se neukaze, ze prace jiz
neni platné (Pfirucka, oddil 6.2.2 odst. 2 a 3).

Pokud ¢lensky stat zrusi svou notifikaci subjektu, musi u¢init vhodné kroky k tomu, aby
pro zajisténi kontinuity prevzal sbirku dokumentli doty¢ného subjektu jiny notifikovany
subjekt (Ptirucka, oddil 6.2.2 odst. 4).

V piiloze E jsou uvedeny informace a podminky, které maji clenské staty kontrolovat
a uvadét do jmenovacich dekretl pro zadajici subjekty. V pftiloze F je uveden standardni
formular pro notifikovani Komisi (a ostatnim ¢lenskym statiim), jaky maji ¢lenské staty
pouzit poté, co sluzby Komise vydaly Zadajicimu subjektu identifikacni Cislo.

Interpretace piilohy IV smérnice

Za uspokojivé prokazani souladu s kritérii obsazenymi v piiloze IV CPD se povazuje
soulad s odpovidajicimi pozadavky pfisluSnych norem tady EN 45000 (vztazeny
specificky k pozadavkim na ukol a/nebo doty¢ny vyrobek (doty¢né vyrobky))
dolozeny, spolu s prukazem o pojisténi obcanskopravni odpovédnosti, doty¢nému
notifikujicimu ufadu.

Clenskeé staty souhlasi s obasnym oveéfovanim minimalnich podminek vSech podminek
stanovenych v pfiloze IV smérnice a ne pouze podminek 1 a 2.

Pokud Komise a ¢lenské staty maji pochybnosti o zptisobilosti notifikovaného subjektu,
je jejich povinnosti zasdhnout. (Pfirucka, oddil 6.2.2 odst. 1). V takovych ptipadech si
Komise mize od doty¢ného clenského stitu vyzadat ptislusné dolozené doklady
opraviujici notifikaci.

Zaklady pro posuzovani notifikovanych subjektt

Normy, které maji byt v rdmci vymezeného rozsahu prokazané zpusobilosti pouzity
jako zaklad pro pritkkaz souladu s pozadavky ptilohy VI jsou:
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Implementation of the criteria for the designation of notified bodies

Main responsibilities of Member States

It is the responsibility of individual Member States to ensure that the criteria set out in
Annex IV of the CPD are fully satisfied by notified bodies. Member States may notify
to the Commission only bodies that conform to these criteria as a minimum
requirement.

Member States may consider for designation and notification only those product
certification bodies, factory production control certification bodies, inspection bodies,
and testing laboratories that come under their jurisdiction and which therefore are
established in their territory (Guide, Section 6.1, 3" bullet point).

Should a Member State find that a body it has notified ceases to fulfil the conditions of
notification, it should inform the body concerned, the Commission and the other
Member States. A Member State shall withdraw notification if the body continues to not
fulfil these conditions. Such withdrawal does not affect previous attestation work
performed by that body unless it is shown that the work is no longer valid (Guide,
Section 6.2.2 paras 2 and 3).

Where a Member State withdraws its notification of a body, it shall take appropriate
steps to ensure that another notified body processes dossiers of the body concerned in
order to ensure continuity (Guide, Section 6.2.2 para 4).

Annex E gives the information and conditions that Member States should check and
include in the letters of designation to applicant bodies. Annex F gives the standard
letter of notification to the Commission (and the other Member States) that Member
States should use, after an identification number has been issued by the Commission
services to the applicant body.

Interpretation of Annex IV of the Directive

Compliance, demonstrated to the notification authority concerned, with the relevant
requirements from the appropriate standards in the EN 45000 series (made specific to
the requirements of the task and/or product(s) in question), together with proof of civil
liability insurance, is considered as satisfactory demonstration of compliance with the
criteria contained in Annex IV of the CPD.

The Member States agree to verify at intervals the minimum conditions of all conditions
set out in Annex IV of the Directive and not just conditions 1 and 2.

When the Commission and the Member States have doubts about the competence of a
notified body, it is their responsibility to act (Guide, Section 6.2.2 para 1). In such cases,
the Commission may request, from the Member State concerned, appropriate
documented evidence of the basis for notification.

Basis for assessments of notified bodies

The standards that should be used as a basis for proof of compliance, within a defined
scope of demonstrated competence, with the requirements of Annex IV are:

13
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Pro organy provadéjici EN 45011 ,,VSeobecné pozadavky na organy provozujici
certifikaci vyrobkil systémy certifikace vyrobkl‘

Pro orgény provad¢jici EN 45012 ,,VSeobecné pozadavky na organy provadéjici
certifikaci FPC posuzovani a certifikaci/registraci systému jakosti*
a/nebo

Pro organy provadéjici EN 45012
inspekci FPC a/nebo

EN 45004 ,,VSeobecna kritéria pro ¢innost riiznych typt
organii provadéjicich inspekci®

Pro zkuSebni laboratofe EN 45001 ,,VSeobecna kritéria pro ¢innost zkusebnich
laboratofi*

nebo

EN ISO/IEC 17025:2000 ,,VSeobecné pozadavky na
zpusobilost zkuSebnich a kalibra¢nich laboratoii*

Poznamka:

1) Jestlize neexistuje jednomyslna dohoda mezi Clenskymi staty o pouziti EN
45012, mohou clenské staty jako podklad pro dolozeni, Ze pozadavky pftilohy
IV CPD byly splnény, alternativné pouzit prislusna ustanoveni EN 45011
a/nebo EN 45004.

i1) 'V nékterych clenskych statech se pojeti inspekénich organti podle CPD
nepouziva, nebot’ vSechny ukoly tykajici se certifikace FPC jsou provadény
jednim organem pro certifikaci FPC. V jinych ¢lenskych statech jsou organy
pro inspekci FPC smluvné vazany organem pro certifikaci FPC k provedeni
¢asti prace formou subdodavky, za niz je organ pro certifikaci FPC nakonec
sdm odpovédny.

iii) Pro oznaceni CE podle CPD neni certifikace systémi jakosti povinna.
Pro prokazéani souladu s pfilohou IV nejsou podstatné vSechny ¢asti vySe uvedenych
norem. Pozadavky ptilohy IV CPD mohou byt prokdzany shodou s kritérii uvedenymi v:
ptiloze A pro organy pro certifikaci vyrobku
ptiloze B pro organy pro certifikaci FPC
ptiloze C pro inspekéni organy
ptiloze D pro zkuSebni laboratote

Ustanoveni ptisluSnych norem fady EN 45000 (nebo EN ISO/IEC 17025:2000), ktera
nejsou zminéna v téchto prilohach, nejsou nezbytnym pozadavkem CPD.

Ukoly subjektii zapojenych do inspekce a/nebo certifikace FPC se vztahuji pouze na ta
hlediska syst¢ému FPC, ktera jsou potfebnd pro splnéni pozadavki CPD a jsou
definovana v Pokynu B ,Definovani fizeni vyroby u vyrobce v technickych
specifikacich pro stavebni vyrobky*.
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For bodies performing EN 45011 "General requirements for certification bodies
product certification: operating product certification systems"
For bodies performing EN 45012 "General requirements for certification bodies
FPC certification: operating assessment and certification oblige/registration
of quality systems"
And/or
EN 45011

For bodies performing EN 45012
FPC inspection: And/or

EN 45004 "General criteria for the operation of various
types of bodies performing inspection”

For testing laboratories: ~ EN 45001 "General criteria for the operation of testing
laboratories"

Or

EN ISO/IEC 17025:2000 “General requirements for the
competence of testing and calibration laboratories”

Note:

1) There being no unanimous agreement among Member States on the use of
EN 45012, Member States may use the relevant clauses of EN 45011 and/or
EN 45004 as the basis for demonstrating satisfaction of the requirements of
CPD Annex IV as an alternative.

i1) In some member states the concept of inspection bodies does not apply under
the CPD since all tasks related to FPC certification are carried out by a single
FPC certification body. In other member states, FPC inspection bodies are
subcontracted by an FPC certification body to carry out parts of the work for
which the FPC certification body is itself ultimately responsible.

1i1) For CE marking under the CPD, quality systems certification is not mandatory.
Not all parts of the above standards are essential to demonstrate compliance with Annex

IV. The requirements of Annex IV of the CPD can be demonstrated by compliance with
those criteria listed in:

Annex A  for product certification bodies

Annex B for FPC certification bodies

Annex C for inspection bodies

Annex D  for testing laboratories.

Those clauses of the relevant EN 45000 standards (or EN ISO/IEC 17025:2000) that are

not mentioned in these annexes are not a necessary requirement of the CPD.

The tasks of bodies involved in FPC inspection and/or certification relate only to those
aspects of an FPC system needed to satisfy the requirements of the CPD and as defined
in Guidance Paper B “The definition of factory production control in technical
specifications for construction products”.
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Pti notifikovani subjektu Komisi musi ¢lensky stat zajistit, aby mél subjekt nezbytnou
znalost stanovenych vyrobkii a zplsobilost pro certifikaci/inspekci a/nebo zkouSeni
(Ptirucka, oddil 6.1 3. odrazka a odst. 3).

U certifikacnich a inspekénich organt je nejvhodnéjsi uvést odkaz na nazev (nazvy)
a predmét (pfedméty) harmonizovanych evropskych technickych specifikaci a/nebo
fidicich pokyntli pro evropska technickéd schvaleni (ETAGs). U zkuSebnich laboratoii je
nejjednodussi uvést odkaz na evropské zkusebni normy nebo jejich ¢asti nebo odkaz na
zkuSebni metody pozadované pro ETAGs.

Forma odkazu na pouzit¢ normy je EN 45012:1998, EN 45011:1998, EN 45004:1995,
EN 45001:1989, EN ISO/IEC 17025:2000.

Poznamka: Bylo rozhodnuto, ze ptechodné obdobi skon¢i 31. prosince 2002, piedtim
nez EN ISO/IEC 17025:2000 definitivné nahradi EN 45001:1989.

Uzavirani subdodavatelskych smluv notifikovanymi subjekty

Dale jsou shrnuty podminky, za nichZ mohou subjekty notifikované v ramci CPD
uzavirat subdodavatelské smlouvy (viz také bod 4.11). Uplnéjsi vycet viz Piirucka,
oddil 6.5.

= Notifikovany subjekt mize nechat ¢ast své prace provést jinym subjektem, a to na
zakladé¢ stanovené a pravidelné kontrolované zpiisobilosti.

» Subjekt, ktery je smluvnim subdodavatelem notifikovaného subjektu, musi byt
technicky zptsobily a musi prokazovat nezavislost a objektivitu podle stejnych
kritérii a za stejnych podminek jako notifikovany subjekt. Notifikace smluvniho
subdodavatele viak neni nezbytna. Clensky stat, ktery notifikoval subjekt, jenz &ast
své prace smluvné zadava, je povinen zajistit U¢inné sledovani zpusobilosti
notifikovaného i nenotifikovaného subjektu.

= Notifikovany subjekt musi vést zaznamy o vSech svych ¢innostech zadanych formou
subdodavky a systematicky je aktualizovat. Notifikovany subjekt je povinen zajistit,
aby jeho smluvni subdodavatelé byli dostate¢né zpiisobili a aby si tuto zptsobilost
udrzovali. Tyto informace musi byt k dispozici notifikujicimu ufadu.

= Dalsi podminkou uzavirani subdodavatelskych smluv je, aby postup posouzeni shody
mohl byt roz¢lenén na technické ukony a na tkony posuzovéani shody a aby
metodologie pouzitd pfiprovadéni technickych ukont byla dostatecné piesna.
Subjekt, jenz je smluvnim subdodavatelem notifikovaného subjektu, musi vSak
vykonavat podstatné a nedilné ¢asti téchto technickych tikont.

* Subdodavky musi byt zaloZzeny na smlouvé, kterd umozni zajistit transparentnost
a spolehlivost ikont notifikovaného subjektu.

= Notifikovany subjekt, ktery zadava subdodévky, zlstavd odpovédny za veskeré
¢innosti, pro které je notifikovan. Zadani subdodavky neznamena pieneseni
pravomoci a odpovédnosti. Certifikaty se vzdy vydavaji jménem notifikovaného
subjektu a na jeho odpovédnost. Notifikovany subjekt nesmi za zadnych okolnosti
smluvné zadat vykondni vSech svych cinnosti, nebot’ by notifikace ztratila svij
vyznam.
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In notifying a body to the Commission, a Member State must ensure that the body has
the necessary specific product knowledge and certification/inspection and/or testing
capability (Guide, section 6.1, 3 bullet point, and para 3).

For certification and inspection bodies this is preferably demonstrated by reference to
the title(s) and scope(s) of harmonised European technical specifications and/or
Guidelines for European Technical Approvals (ETAGs). For test laboratories it is most
easily demonstrated by reference to European test standards or parts thereof or by
reference to test methods required for ETAGs.

The versions of reference of the standards that have been used are EN 45012:1998, EN
45011:1998, EN 45004:1995, EN 45001:1989, EN ISO/IEC 17025:2000.

Note: A transitional period, that finishes on 31 December 2002, has been decided before
EN ISO/IEC 17025:2000 will definitively replace EN 45001:1989.

Sub-contracting by notified bodies

The following summarises the conditions under which a CPD notified body may sub-
contract (see also point 4.11). For a more complete account, see the Guide, section 6.5.

* A notified body can have part of its work carried out by another body on the basis of
established and regularly monitored competence.

* The body subcontracted by the notified body must be technically competent, and
display independence and objectivity according to the same criteria and under the
same conditions as the notified body. However, notification of subcontractors is not
necessary. The Member State that has notified the body which subcontracts part of
its work, must ensure effective monitoring of the competence of both notified and
non-notified bodies.

» The notified body shall keep a register of all its subcontracting activities, and update
it systematically. The notified body shall ensure that its subcontractors have the
necessary competence and that they maintain this competence. This information
shall be available to the notifying authority.

= A further condition for subcontracting is that the conformity assessment procedure
can be subdivided into technical operations and assessment operations, and that the
methodology used to carry out the technical operations is sufficiently precise. The
body subcontracted by the notified body must, nevertheless, carry out substantial and
coherent parts of these technical operations.

= Subcontracting must be based on a contract, which makes it possible to ensure
transparency and confidence of the notified body’s operations.

= A subcontracting notified body remains responsible for all the activities covered by
the notification. Subcontracting does not entail the delegation of powers or
responsibilities. Certificates are always issued in the name and under the
responsibility of the notified body. The notified body cannot under any
circumstances subcontract all of its activities, as that would make the notification
meaningless.
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Notifikované subjekty mohou naptiklad smluvné zadat provedeni zkousek, zatimco
si ponechaji posouzeni jejich vysledkl a zejména potvrzeni protokold o zkouskach,
aby vyhodnotily, zda jsou pozadavky smérnice splnény. Podobné je mozné uzavtit
subdodavatelské smlouvy v oblasti certifikace systémli FPC s externimi auditory za
predpokladu, zZe notifikovany subjekt vysledky auditu vyhodnoti.

» Uzavirani sériovych subdodavatelskych smluv je zak4zéno, aby nebyla narusena
celistvost systému a divéra v néj.

* Podminky pro uzavirdani subdodavatelskych smluv plati pro vSechny smluvni
subdodavatele, at’ jsou usazeny ve SpoleCenstvi, nebo ne.

Je tfeba poznamenat, Ze 1 kdyz neni nezbytné notifikovat smluvni subdodavatele (viz
druha odrazka vyse), doporucuje Komise jejich notifikaci v ramci CPD. To ma fadu
vyhod, naptiklad zvySeni transparentnosti, otevieni se soutézi, coz umozni témto
subjektim dostat se na webové stranky Komise a ucastnit se prace Skupiny
notifikovanych subjekti.

Notifikované subjekty spojené s vyrobcem

Ptirucka (oddil 6.3) obsahuje tato ustanoveni:

,Notifikované subjekty jsou a musi zlstat tfetimi stranami nezavislymi na svych
klientech a ostatnich zainteresovanych stranach.*

»Struktura subjektu musi zaru€ovat nestrannost, zejména zabyva-li se jinymi ¢innostmi
nez ¢innostmi notifikovaného subjektu. Subjekt musi mit metody a postupy, pomoci
kterych odlisuje tikoly provadéné jako notifikovany subjekt od vSech svych ostatnich
¢innosti, a je povinen s timto rozliSenim zfeteln€ seznamit své zdkazniky.*

,,Pro zabezpeceni objektivity, nestrannosti a profesionalni diivéryhodnosti nesmi subjekt
a jeho pracovnici (pfimi zaméstnanci 1 smluvni subdodavatelé¢) odpovédni za ¢innosti
provadéné ve funkci notifikovaného subjektu byt napiiklad vyrobcem, jeho
zplnomocnénym zastupcem, dodavatelem nebo jejich obchodni konkurenci ...«

Tato obecna zasada se ma pokud mozno vztahovat na v§echny notifikované subjekty. Je
vSak tfeba uznat, Ze v nékterych ptipadech miize byt nemozné vyhnout se notifikaci
subjektu, ktery je né¢jakym zplisobem spojen s vyrobcem.

V téchto ptipadech je zajem zajistit, aby laboratof pracovala zcela nestrannym
zptisobem. Organizace musi ovSem splnit kritéria ptilohy IV CPD. Notifikujici ¢lensky
stait ma také vSak vénovat zvlastni pozornost kritériu nestrannosti. V ptipadé uzsiho
vztahu mezi laboratoii a vyrobni jednotkou musi byt zplsoby plnéni pozadavku na
nestrannost preciznéj$i a jeho ovéfovani a kontrolovani ptisnéj$i. Tim se zabyva
kapitola 4 EN 45001, vniz se stanovi ,,Pokud vyrobky zkouseji subjekty (napf.
vyrobei), které se zlcastnily jejich ndvrhu, vyroby nebo prodeje, musi byt piijata
opatieni k jasnému oddéleni rozdilnych odpovédnosti a vydano o tom pftislusné
prohlaseni“. EN ISO/IEC 17025:2000 obsahuje podobna ustanoveni (viz ¢lanek 4.1.4).
Jakmile je vSak takovy subjekt notifikovan, mél by byt opravnén vykondvat tkony
prokazovani pro vSechny klienty, v€etné svého matetského subjektu.
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Notified bodies may for example subcontract tests while continuing to assess their
results and, in particular, to validate the test report in order to evaluate whether the
requirements of the directive are met. Similarly, subcontracting is possible in the
field of certification of FPC systems by using external persons as auditors, provided
that the notified body carried out the evaluation of the audit results.

= Serial subcontracting (subcontracting by the subcontractor) is prohibited in order to
avoid undermining the coherence of the system and the confidence in it.

* The conditions for subcontracting apply to any subcontractor whether or not
established within the Community.

Note that although it is not necessary to notify subcontractors (see bullet point 2 above),
the Commission encourages their notification under the CPD. This has a number of
advantages, for example increasing transparency, opening up competition, allowing
such bodies to appear on the Commission web site, and allowing them to participate in
the work of the Group of Notified Bodies.

Notified bodies linked to a manufacturer

The Guide (Section 6.3) includes the following provisions:

"Notified bodies are and must remain third parties independent of their clients and other
interested parties”.

“The structure of the body shall safeguard impartiality, especially if the body has other
activities than those as a notified body. Further, the body shall have policies and
procedures that distinguish between the tasks carried out as a notified body and any
other activity in which the body is engaged, making this distinction clear to their
customers.”

“To safeguard objectivity, impartiality and operational integrity the body and its staff
(whether directly employed or subcontracted) responsible for the activities carried out
as a notified body may, for instance, neither be the manufacturer, his authorised
representative, a supplier or their commercial competitor....”

This general principle should be applied as far as possible to all notified bodies.
However, it has to be recognised that in some cases it might be impossible to avoid
notifying a body which is in some way linked to a manufacturer.

In these cases the concern is to ensure that the laboratory operates in a totally impartial
way. The organisation must, of course, satisfy the criteria of CPD Annex IV. The
notifying Member State should also, however, pay particular attention to the criterion of
impartiality. The closer the relationship between the laboratory and the production unit,
the stricter will have to be the means of satisfying the impartiality requirement and the
stringency with which this is verified and policed. This is dealt with in EN45001,
Clause 4, which states “When products are tested by bodies (e.g. manufacturers) who
have been concerned with their design, manufacture or sale, provision for a clear
separation of different responsibilities and an appropriate statement shall be made.” EN
ISO/EIC 17025:2000 contains similar provisions (see clause 4.1.4). Once notified,
however, such a body would be entitled to undertake attestation operations for any
client including those for its parent body.
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Pojisténi obcanskopravni odpovédnosti

V ptiloze IV smérnice se pozaduje, aby notifikované subjekty uzaviely pojisténi
obc¢anskopravni odpovédnosti, pokud odpovédnost nepiejimd podle wvnitrostatnich
pravnich pfedpist stat (s nalezitym ptihlédnutim k zdsaddm Smlouvy). Zvazuje se, ze
,pojisténi obcCanskopravni odpovédnosti“ by se mélo brat jako pojiSténi hmotné
odpovédnosti.

Normy fady EN 45000 neobsahuji zadné pozadavky na pojisténi a CPD neposkytuje
74dny navod na vysi pojistného kryti. Clenské staty maji na notifikovanych subjektech
pozadovat, aby kazdorocné predkladaly diikkaz o pfiméfeném pojistném kryti hmotné
odpovédnosti, s pfihlédnutim k obratu a povaze rizik, kterym miize byt doty¢ny subjekt
vystaven.

Proces notifikace

,Clenské staty notifikuji Komisi a ostatnim ¢lenskym statim certifikaéni a inspekéni
organy a zkuSebni laboratote, které povétily provadénim ukoll pro Gcely technického
schvalovani, certifikati shody, inspekci a zkousek podle této smérnice, spolu s jejich
nazvy aadresami i identifikaénimi Cisly, kterd témto subjektim Komise jiz diive
pridélila. Clenské staty uréi vyrobky, které spadaji do pravomoci téchto organi
a laboratofi, a povahu ukolt pfidélenych témto organiim a laboratofim* (¢lanek 18
CPD).

Komise je odpovédnad za zvetfejnéni seznamu subjektii a jejich pravomoci a za jeho
prabéznou aktualizaci.

Ptislusné rozhodnuti o prokazovani shody je zakladem pro urCeni rozsahu notifikace.
Clenskym statim se dirazné doporucuje, aby pii vybéru fady vyrobkl pro notifikaci
dodrzovaly formulace pouzivané v pfisluSnych rozhodnutich o prokazovani shody
(AoC). Povaha ukoli mize byt omezena na 4 volby: certifikace vyrobkd, certifikace
systému fizeni vyroby u vyrobce, inspekce systému fizeni vyroby u vyrobce, zkouseni.

Clenské staty maji moznost kdykoliv notifikovat. Nevhodné to vsak obvykle bude pred
piijetim rozhodnuti o systému prokazovani shody pro dany vyrobek nebo skupinu
vyrobkil. Clenské stity maji co nejpfesnéji pfizplisobit rozsah notifikaci piislusnému
rozhodnuti o prokazovani shody, pfisluSnym harmonizovanym normdm nebo fidicim
pokyntim pro evropska technicka schvaleni ETAGs/evropskym technickym schvalenim
ETAs nebo ptislusnym zkuSebnim metodam.

Predtim nez budou dokoncené harmonizované technické specifikace nebo zkuSebni
normy k dispozici, davaji ne€které Clenské staty prednost prozatimni notifikaci svych
organl pro prokazovani. Prozatimné notifikované subjekty se mohou prave tak jako
plné¢ notifikované subjekty ucastnit koordina¢ni prace na evropské Urovni
prostiednictvim Skupiny notifikovanych subjektt.

Clenské staty jsou odpovédné za notifikaci vSech zmén, vCetné zruSeni notifikace,
Komisi.
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Civil liability insurance

Annex IV of the Directive requires that notified bodies should subscribe to civil liability
insurance unless the liability is covered by the State under national law (with due regard
to the principles of the Treaty). It is considered that the reference to "civil liability
insurance" should be assumed to be a reference to professional indemnity insurance.

The EN 45000 standards contain no requirements for insurance and the CPD provides
no guidance on the value of insurance cover to be maintained. Member States should
require notified bodies to provide annual evidence of adequate professional indemnity
insurance cover, taking account of the turnover and nature of the risks likely to be
incurred by the body concerned.

The process of notification

"Member States shall notify the Commission and the other Member States of the
certification and inspection bodies and the testing laboratories which they have
designated for the tasks which must be carried out for the purposes of technical
approval, certificates of conformity, inspections and tests, in accordance with this
Directive, together with their names and addresses and the identification numbers
assigned to them beforehand by the Commission. Member States shall indicate the
products which fall within the competence of the bodies and laboratories and the nature
of the tasks to be assigned to them" (CPD Article 18).

The Commission is responsible for publishing and keeping up to date a list of bodies
and their competencies.

The relevant attestation of conformity decision is the basis for identifying the scope of
the notification. Member States are strongly recommended to stick exactly to the
wordings used in the relevant AoC decision when selecting the product range of the
notification. The nature of the tasks can be limited to 4 choices: product certification,
certification of factory production control system, inspection of factory production
control system, testing

Member States are free to notify at any time. It will usually be inappropriate, however,
to notify before the adoption of the decision on the system of attestation of conformity
for the product or product family in question. Member States should as precise as
possible align the scopes of the notifications with the relevant attestation of conformity
decision, the relevant harmonised standards or ETA Guidelines/ETAs, or appropriate
test methods.

In advance of availability of finalised harmonised technical specifications or test
standards, some member states prefer to provisionally notify their attestation bodies.
Just as for fully notified bodies, provisionally notified bodies have to participate in co-
ordination work at European level, through the Group of Notified Bodies.

It is the responsibility of the Member States to notify any changes, including withdrawal
of notification, to the Commission.
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4.6

4.7

4.8

4.9

4.10

4.11

4.12

4.13

Clenské staty maji kromé jakéhokoliv priib&zného dozoru, ktery chtgji vykonavat,
pravidelné vyzadovat potvrzeni, zda subjekt, ktery notifikovaly, pozadavky a podminky
plni. Doporucuje se, aby se tak délo nejméné kazd¢ Ctyti roky, ale maze to byt Castéji.

Neexistuje zadné omezeni poctu subjekti, které mohou byt notifikovany pro provadéni
dané zkousSky nebo certifikace FPC nebo certifikace shody daného vyrobku. Neexistuje
rovnéz zadné omezeni poctu typti zkousek a/nebo posouzeni vyrobki, pro néz mize byt
jeden subjekt notifikovan. Subjekt miize pro jmenovani uplatnit jakykoliv z ukola
popsanych v oddilu 2 ptilohy III CPD nebo jakékoliv jejich kombinace za pfedpokladu,
ze splni pozadavky na zptsobilost pro kazdy ukol.

Notifikace subjekti Komisi neznamena automaticky, ze ukoly provedené témito
subjekty mohou vést k ptipojeni oznaceni CE. Oznaceni CE se mulze pfipojit pouze
tehdy, kdy jsou splnény vSechny nezbytné podminky, tzn. kdy je k dispozici
harmonizovana technické specifikace spolu se vS§emi nezbytnymi zkusebnimi metodami
a/nebo metodami pro posuzovani.

PIn¢ a prozatimné notifikované subjekty jsou povinny pfijmout zavazek k rozvijeni
praktickych postupl prokazovani na evropské urovni. To bude znamenat pravidelnou
spolupraci s ostatnimi notifikovanymi subjekty na technické urovni a vyménu
ptisluSnych informaci v notifikované oblasti ¢innosti s cilem vytvofit ditvéru pomoci
harmonizace metod a zajistit reprodukovatelnost vysledkid prokazovani.

Forem pro tuto spolupraci je Skupina notifikovanych subjekti (GNB) pro CPD. Kazdy
notifikovany subjekt je automaticky ¢lenem této skupiny a zejména ¢lenem jedné nebo
nekolika jejich sektorovych skupin. Notifikované subjekty budou vysledky prace této
GNB brat v tvahu.

Je tfeba, aby notifikované subjekty byly schopné prokézat, Ze jsou aktivné zapojeny do
¢innosti GNB. Nedostatecna angazovanost povede ke zruseni notifikace notifikujicimi
ufrady.

Pokud subjekt usilujici o notifikaci predpoklada, ze ¢ast svych Cinnosti bude zadavat
formou subdodévek, musi vést seznam smluvnich subdodavatelt, ktery mize vyuzit,
a musi jej systematicky aktualizovat. Kazd4 zména tohoto seznamu ma byt povazovana
za zménu podminek notifikace a musi byt proto dana Elenskému statu na védomi.
Seznam smluvnich subdodavateli ma byt na vyzadani Komise nebo ostatnich ¢lenskych
stath bez prodleni poskytnut, ale neexistuje Zadny pozadavek samotné smluvni
subdodavatele notifikovat.

Subjekt, ktery bude na seznamu smluvnich subdodavateli, mize byt sdm notifikovanym
subjektem pro stejné ukoly, pro které je smluvnim subdodavatelem, nebo pro jiné ukoly.

kksk
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Member States should, in addition to any continuous surveillance they may wish to
undertake, regularly seek confirmation of the fulfilment of the terms and conditions by
the bodies it notifies. It is recommended that this should be done at least once every four
years but may be done more frequently.

There is no limit on the number of bodies that can be notified to undertake a given test
or to certify FPC or product conformity for a given product. There is also no limit on
the number of types of tests and/or product assessments for which any one body can be
notified. A body can apply for designation against any of the tasks described in CPD
Annex III Section 2, or any combination of these, provided that it meets the
requirements of competence for each task.

Notification of bodies to the Commission does not automatically mean that tasks
performed by them can lead to the affixing of the CE marking. Such CE marking can
only take place once all the necessary conditions have been fulfilled, i.e. the availability
of a harmonised technical specification together with all the necessary test and/or
assessment methods.

Fully and provisionally Notified Bodies must accept the commitment to the
development of practical attestation procedures at European level. This will involve
regular co-operation with other notified bodies on a technical level and exchange of
relevant information in the notified field of activity, with the aim of creating confidence
through the harmonisation of practices and ensure reproducibility of attestation results.

The forum for this co-operation is the Group of Notified Bodies (GNB) for the CPD.
All notified bodies are automatically a member of this group and in particular a member
of one or more of its sector groups. Notified Bodies will take the results of the work of
the GNB into account.

Notified Bodies need to be able to demonstrate that they are actively involved in the
activities of the GNB. Lack of involvement will lead to the withdrawing of the
notification by the notifying authorities.

Where a body seeking notification proposes to sub-contract a part of its activities, a list
of sub-contractors which it may use must be kept and systematically updated by the
body. Any change to this list should be considered as a change to the terms of the
notification, and must therefore be made known to the Member State. The list of sub-
contractors should be available without delay to the Commission and other Member
States if requested, but there is no requirement for such sub-contractors to be
themselves notified.

A body appearing on a list of sub-contractors may itself be a notified body for the same
tasks for which it is a sub-contractor, or for other tasks.

skoksk
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PRILOHA A: INTERPRETACE PRILOHY IV POZADAVKY NA ORGANY
PROVADEJICI CERTIFIKACI SHODY VYROBKU

A1 Pozadavky stanovené v ptiloze IV CPD jsou povazovany za odpovidajici ndsledujicim
ustanovenim EN 45011:1998. Pfi pouzivani této normy se ma piihlizet k velikosti
a slozitosti posuzované organizace a k ukolim, kter¢ si pieje provadét, a pouziti normy
nema vést k zavadéni zbyte¢né byrokracie.

Priloha 1V Kritéria Odpovidajici ustanoveni EN 45011

IV.1 Dostupnost Pracovnikt 4.2 Organizace: j)
5 Pracovnici certifikacniho organu
9 Priprava na hodnoceni: 9.3
prostiedki Pokud certifikacni organ provozuje své vlastni zkouseni
a vybaveni a/nebo inspek¢ni ¢innosti, musi byt tyto ¢innosti ve
shodg¢ s ptislusnymi pozadavky EN 45001 (nebo EN
ISO/IEC 17025) a EN 45012/45004. Viz rovnéz ,,IV.2
Technicka zplsobilost* nize.
IV.2 Technicka zptsobilost 4.1 Vseobecna ustanoveni 4.1.3, 4.1.4
4.2 Organizace b), ¢), f), k), 1), p)
4.3 Vykon ¢innosti
4.4 Smluvni subdodavky
4.5 Systém jakosti

4.6 Podminky a postupy pro udélovani, udrzovani,
rozsifovani, pozastavovani a odnimani certifikace

4.7 Interni audity a pfezkoumani vedenim organizace
4.8 Dokumentace o: 4.8.1 a), b), ¢), d), f), 4.8.2

4.9 Zéaznamy

7  Odvolani, stiznosti a spory

9 Ptiprava na hodnoceni: 9.1, 9.4

10 Hodnoceni

11 Zprava o hodnoceni

12 Rozhodnuti o certifikaci

13 Dozor: 13.1,13.2,13.3

Profesionalni diivéryhodnost 4.2 Organizace: [ m), n)

IV.3 Nestrannost 4.1 VSeobecna ustanoveni: 4.1.1,4.1.2
4.2 Organizace: a), ¢), 0)
4.4 Smluvni subdodavky
4.9 Zaznamy: 4.9.1
9 Ptiprava na hodnoceni: 9.3

IV.4 Sluzebni tajemstvi 4.2 Organizace: 0)
4.4 Smluvni subdodavky
4.9 Zaznamy: 4.9.1
4.10 Daveérnost
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ANNEX A: INTERPRETATION OF ANNEX IV REQUIREMENTS FOR
BODIES CARRYING OUT PRODUCT CONFORMITY
CERTIFICATION

Al. The requirements set out in Annex IV of the CPD are considered to correspond to the
following clauses in EN 45011:1998. The application of this standard should take
account of the size and complexity of the organisation being assessed and of the tasks
that it wishes to carry out, and should not lead to the imposition of unnecessary
bureaucracy.

Annex 1V Criteria Relevant Clauses of: EN 45011

IV.1 Auvailability of: personnel 4.2 Organisation: (j)
5 Certification body personnel
9 Preparation for evaluation: 9.3
means and Where the certification body operates its own testing
equipment and/or inspection activities, these activities shall conform

with the relevant requirements of EN45001 (or EN
ISO/IEC 17025) and EN45012/45004. Also see “IV.2

Technical competence” below.

IV.2 Technical competence 4.1 General provision 4.1.3, 4.1.4

4.2 Organisation (b) (c) (f) (k) (1) (p)

4.3 Operations

4.4 Subcontracting

4.5 Quality system

4.6 Conditions and procedures for granting,
maintaining, extending, suspending and
withdrawing certification

4.7 Internal audits and management reviews
4.8 Documentation on: 4.8.1(a) (b) (¢) (d) (), 4.8.2
4.9 Records
7  Appeals, complaints and disputes
9 Preparation for evaluation: 9.1, 9.4
10  Evaluation
11 Evaluation report
12 Decision on certification
13 Surveillance: 13.1, 13.2, 13.3
Professional Integrity 4.2 Organisation: | (m) (n)
IV.3 Impartiality 4.1 General provisions: 4.1.1, 4.1.2
4.2 Organisation: (a) (e) (0)
4.4  Subcontracting
4.9 Records: 4.9.1
9 Preparation for evaluation: 9.3
IV.4 Professional secrecy 4.2 Organisation: (0)
4.4 Subcontracting
4.9 Records: 4.9.1
4.10 Confidentiality

25



Prirucka ke smérnici 89/106/EHS o stavebnich vyrobcich / Priloha Il - Pokyny Stalého vyboru pro stavebnictvi

A 2 VySe uvedena ustanoveni poskytuji zaklad pro posuzovani podle kritérii ptilohy IV.
Aby se vSak zcela splnily pozadavky ¢lanku 18 a rovnéz podpoftila vzajemné divéra
Vv proces posuzovani, maji se uplatnit také tyto pozadavky:

- Rozsah jmenovani:

Ma byt definovan ve vztahu k harmonizovanym technickym specifikacim a/nebo
fidicim pokynim pro evropska technicka schvéleni uznanym pro ucely CPD.

— Metoda posuzovani:

Posuzovani se musi vykonavat podle kritérii pfilohy IV.

Toho 1ze dosdhnout pomoci oficidlniho akreditacniho schématu akreditujiciho subjektu
zalozeného na EN 45011 a navic pomoci specifickych pozadavki CPD
a harmonizované technické specifikace pro doty¢ény vyrobek.
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A.2 The above clauses provide the basis for assessment against the Annex IV criteria.
However, in order to comply fully with the requirements of Article 18 and also to
promote mutual confidence in the assessment process the following requirements
should also apply:

— Scope of designation:

This should be defined in relation to harmonised technical specifications and/or
Guidelines for ETAs recognised for the purposes of the CPD.

- Method of assessment:

Assessment must be made against the Annex IV criteria.

This may be achieved through a formal accreditation scheme by a recognised
accreditation body, based on EN 45011, plus the specific requirements of the CPD and
the harmonised technical specification for the product concerned.

27



Prirucka ke smérnici 89/106/EHS o stavebnich vyrobcich / Priloha Il - Pokyny Stalého vyboru pro stavebnictvi

PRILOHA B: INTERPRETACE PRILOHY IV POZADAVKY NA ORGANY
PROVADEJICI CERTIFIKACI FPC

B 1 Pozadavky stanovené v ptiloze IV CPD jsou povazovany za odpovidajici nasledujicim
ustanovenim EN 45012:1998. Pfi pouzivani této normy se ma piihlizet k velikosti
a slozitosti posuzované organizace a k ukolim, které si pieje provadét, a pouziti normy
nema vést k zavadéni zbyte¢né byrokracie.

Pokud kapitoly EN 45012 odkazuji na systémy jakosti, maji se interpretovat jako
systémy FPC definované podle CPD.

Priloha 1V Kritéria Odpovidajici ustanoveni EN 45012
IV.1 Dostupnost pracovniki 2.1.2 Organizace: j)
2.2 Pracovnici certifika¢niho/registra¢niho organu
prostiedki Viz ,,IV.2 Technickd zpisobilost® nize.
a vybaveni
IV.2 Technicka zptisobilost 2.1.1 Vseobecna ustanoveni 2.1.1.3, 4
2.1.2 Organizace b), ¢), f), k), 1), p)
2.1.3 Smluvni subdodavky
2.1.4 Systém jakosti

2.1.5 Podminky pro udélovani, udrzovani, rozsirovani,
omezovani, pozastavovani a odnimani
certifikace/registrace: 2.1.5.1, 3, 4

2.1.6 Interni audity a pfezkoumani vedenim

2.1.7 Dokumentace: 2.1.7.1 a), b), ¢), d), f), 2.1.7.2

2.1.8 Zaznamy

2.4  Odvolani, stiznosti a spory

3.2 Pfiprava na posuzovani

3.3 Posuzovani

3.4 Zprava o posuzovani

3.5 Rozhodnuti o certifikaci/registraci

3.6  Postupy dozoru a opakovaného posuzovani
(Certifikacni organ je kromé toho povinen
pozadovat informace o vSech zménach, které
mohou ovlivnit shodu vyrobku.)

Profesionalni diivéryhodnost 2.1.2 Organizace: m), n)

2.1.3 Smluvni subdodavky

2.1.8 Zéaznamy: 2.1.8.1

2.2 Pracovnici certifika¢niho/registracniho orgéanu:
22321);2.2.4

IV.3 Nestrannost 2.1.1 VsSeobecna ustanoveni: 2.1.1.1, 2

2.1.2 Organizace: a), ), 0)

2.2 Pracovnici certifika¢niho/registracniho organu:
22321);2.24

IV.4 Sluzebni tajemstvi 2.1.2 Organizace: 0)

2.1.3 Smluvni subdodavky

2.1.8 Zaznamy: 2.1.8.1

2.1.9 Duvérnost
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ANNEX B: INTERPRETATION OF ANNEX IV _REQUIREMENTS FOR
BODIES CARRYING OUT FPC CERTIFICATION
B1. The requirements set out in Annex IV of the CPD are considered to correspond to the

following clauses in EN 45012:1998.

bureaucracy.

Where clauses in EN 45012 refer to quality systems, these should be interpreted as FPC

systems as defined under the CPD.

Annex IV Criteria

IV.1 Auvailability of: personnel 2.1.2
2.2
means and
equipment

2.1.1
2.1.2
2.13
2.1.4
2.15

IV.2 Technical competence

2.1.6
2.1.7
2.1.8
2.4
3.2
33
34
35
3.6

2.1.2
2.1.3
2.1.8
2.2

Professional Integrity

2.1.1
2.1.2
2.2

IV.3 Impartiality

2.1.2
2.13
2.1.8
2.1.9

IV.4 Professional secrecy

The application of this standard should take
account of the size and complexity of the organisation being assessed and of the tasks
that it wishes to carry out, and should not lead to the imposition of unnecessary

Relevant Clauses of: EN 45012

Organisation: (j)
Certification/registration body personnel

Covered by “IV.2 Technical competence” below

General provisions: 2.1.1.3,4

Organisation: (b) (c) (f) (k) (1) (p)
Subcontracting

Quality system

Conditions for granting, maintaining, extending,
reducing, suspending and withdrawing
certification/registration: 2.1.5.1,3,4

Internal audits and management reviews
Documentation: 2.1.7.1(a) (b) (¢) (d) (f); 2.1.7.2
Records

Appeals, complaints and disputes

Preparation for assessment

Assessment

Assessment report

Decision on certification/registration
Surveillance and reassessment procedures

(In addition, the certification body shall require
the supplier to inform it of any changes which
may affect the conformity of the product)
Organisation: (m) (n)

Subcontracting

Records: 2.1.8.1

Certification/registration body personnel:
2.2.3.2(1);2.2.4

General provisions: 2.1.1.1,2

Organisation: (a) (e) (0)
Certification/registration body personnel,
2.2.3.2();2.2.4

Organisation: (0)

Subcontracting

Records: 2.1.8.1

Confidentiality
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B2 VySe uvedena ustanoveni poskytuji zédklad pro posuzovani podle kritérii pfilohy IV.
Aby se vSak zcela splnily pozadavky ¢lanku 18 a rovnéz podpofiila vzajemna divéra
Vv proces posuzovani, maji se uplatnit také tyto pozadavky:

- Rozsah jmenovani:

Ma byt definovan ve vztahu k harmonizovanym technickym specifikacim a/nebo
fidicim pokyntim pro evropska technicka schvaleni uznanym pro ucely CPD.

- Metoda posuzovani:

Posuzovani se musi vykonavat podle kritérii ptilohy IV.

Toho lze dosdhnout pomoci oficidlniho akreditaéniho schématu akreditujiciho subjektu
zalozeného na EN 45012 a navic pomoci specifickych pozadavki CPD
a harmonizované technické specifikace pro doty¢ny vyrobek.
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B.2 The above clauses provide the basis for assessment against the Annex IV criteria.
However, in order to comply fully with the requirements of Article 18 and also to
promote mutual confidence in the assessment process the following requirements
should also apply:

- Scope of designation:

This should be defined in relation to harmonised technical specifications and/or
Guidelines for ETAs recognised for the purposes of the CPD.

- Method of assessment:

Assessment must be made against the Annex IV criteria.

This may be achieved through a formal accreditation scheme by a recognised
accreditation body, based on EN 45012, plus the specific requirements of the CPD and
the harmonised technical specification for the product concerned.
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PRILOHA C: INTERPRETACE PRILOHY IV POZADAVKY NA INSPEKCNI
ORGANY

C1 Pozadavky stanovené v piiloze IV smérnice jsou povazovany za odpovidajici
nasledujicim ustanovenim EN 45012:1998 (viz niZe odpovidajici ustanoveni EN
45004:1995). Pii pouzivani této normy se ma piihlizet k velikosti a sloZitosti
posuzované organizace a rozsahu jeji technické piisobnosti a pouziti normy nema vést
k zavadéni zbyte¢né byrokracie. Ukoly inspekce FPC jsou pondkud odlisné od ukold
certifikace FPC a tento rozdil m& byt na paméti pii pouzivani EN 45012. Pojmy
,certifikace* a/nebo ,,registrace” v EN 45012 se maji tam, kde to je vhodné, chapat jako
»inspekce®. Certifikaty se maji tam, kde to je vhodné, chépat jako zpravy o inspekci,
nebot’ inspekéni organy certifikaty nevydavaji.

Priloha 1V Kritéria Odpovidajici ustanoveni EN 45012

IV.1 Dostupnost Pracovnikt 2.1.2 Organizace: j)
2.2 Pracovnici certifikacniho/registra¢niho organu
prostiedkt Viz ,,IV.2 Technicka zptisobilost® nize.
a vybaveni
IV.2 Technicka zpisobilost 2.1.1 Vseobecna ustanoveni 2.1.1.3, 4
2.1.2 Organizace b), ¢), 1), k), 1), p)
2.1.3 Smluvni subdodavky
2.1.4 Systém jakosti

2.1.5 Podminky pro udélovani, udrzovani, rozsifovani,
omezovani, pozastavovani a odnimani
certifikace/registrace: 2.1.5.4

2.1.6 Interni audity a pfezkoumani vedenim organizace
2.1.7 Dokumentace: 2.1.7.1 a), b), ¢), d), 1), 2.1.7.2
2.1.8 Zaznamy
2.4 Odvolani, stiznosti a spory
3.2 Pfiprava na posuzovani
3.3 Posuzovani
3.4 Zprava o posuzovani
Profesionalni diivéryhodnost 2.1.2 Organizace: m), n)
2.1.3 Smluvni subdodavky
2.1.8 Zaznamy: 2.1.8.1
2.2 Pracovnici certifika¢niho/registra¢niho organu:
2.2321);224
IV.3 Nestrannost 2.1.2 Organizace: a), €), 0)
2.2 Pracovnici certifika¢niho/registra¢niho organu:
22321);2.24
IV.4 Sluzebni tajemstvi 2.1.2 Organizace: 0)
2.1.3 Smluvni subdodavky
2.1.8 Zaznamy: 2.1.8.1
2.1.9 Davérnost
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ANNEX C: INTERPRETATION OF ANNEX IV REQUIREMENTS FOR
INSPECTION BODIES

C1. The requirements set out in Annex IV of the Directive are considered to correspond to
the following clauses in EN 45012:1998 (see below for the relevant clauses of EN
45004:1995). The application of this standard should take account of the size and
complexity of the organisation being assessed and its technical scope and should not
lead to the imposition of unnecessary bureaucracy. The tasks of FPC inspection are
somewhat different to those of FPC certification and EN45012 should be applied with
this difference in mind. Where relevant, references in EN45012 to “certification”
and/or “registration” should be read as “inspection”. Where relevant, references to
certificates should be read as inspection reports since inspection bodies do not issue
certificates.

Annex IV Criteria Relevant Clauses of: EN 45012
IV.1 Auvailability of: personnel 2.1.2 Organisation: (j)
2.2 Certification/registration body personnel

means and Covered by “IV.2 Technical competence” below.
equipment
IV.2 Technical competence 2.1.1 General provisions: 2.1.1.3,4

2.1.2 Organisation: (c) (f) (k) (1) (p)
2.1.3 Subcontracting (a) (b)
2.1.4  Quality system

2.1.5 Conditions for granting, maintaining, extending,
reducing, suspending and withdrawing
certification/registration: 2.1.5.4

2.1.6 Internal audits and management reviews
2.1.7 Documentation: 2.1.7.1(a) (c¢) (d) (f); 2.1.7.2
2.1.8 Records
2.4  Appeals, complaints and disputes
3.2 Preparation for assessment
33 Assessment
3.4  Assessment report
Professional Integrity 2.1.2  Organisation: (m) (n)
2.1.3 Subcontracting (a) (b)
2.1.8 Records: 2.1.8.1
2.2 Certification/registration body personnel:

2.2.3.2();2.2.4
IV.3 Impartiality 2.1.2  Organisation: (a) (e) (0)
2.2 Certification/registration body personnel,
2.2.3.2(); 2.2.4
IV.4 Professional secrecy 2.1.2  Organisation: (0)

2.1.3 Subcontracting
2.1.8 Records: 2.1.8.1
2.1.9 Confidentiality
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C2 Pokud je posuzovani zalozeno na EN 45004:1995, povazuji se za odpovidajici
nasledujici ustanoveni této normy (je tfeba poznamenat, ze u kapitoly 13 EN 45004 je
podstatnym pouze hledisko tykajici se zprav o inspekci).

Priloha 1V Kritéria Odpovidajici ustanoveni EN 45004
IV.1 Dostupnost pracovnikt 8  Pracovnici
prostiedkt 10 Metody a postupy inspekce
vybaveni 9  Zatizeni a vybaveni
IV.2 Technicka zptsobilost 3.3 Dokumentace
6  Organizace a management
7  Systém jakosti
10 Metody a postupy inspekce
11 Manipulace se vzorky a pfedméty pro inspekci
12 Zaznamy
13 Inspekeni zpravy [a inspekéni certifikaty]
15 Stiznosti a odvolani

Profesionalni diivéryhodnost 4 Nezavislost, nestrannost a vérohodnost
IV.3 Nestrannost 4  Nezavislost, nestrannost a vérohodnost
IV.4 Sluzebni tajemstvi 5 Divérnost
IV Pojisténi obcanskopravni 3.4 Administrativni pozadavky
odpovédnosti

C3 Vyse uvedena ustanoveni poskytuji zaklad pro posuzovani podle kritérii prilohy IV.
Aby se vSak zcela splnily pozadavky ¢lanku 18 a rovnéz podpoftila vzdjemné divéra
Vv proces posuzovani, maji se uplatnit také tyto pozadavky:

— Rozsah jmenovani:

Ma byt definovan ve vztahu k harmonizovanym technickym specifikacim a/nebo
fidicim pokynim pro evropska technicka schvéleni uznanym pro ucely CPD.

- Metoda posuzovani:

Posuzovani se musi vykonévat podle kritérii ptilohy IV.

Toho lze dosahnout pomoci oficidlniho akreditaéniho schématu akreditujiciho subjektu
zalozené¢ho na EN 45012 nebo alternativné na EN 45004 a navic pomoci specifickych
pozadavkt CPD a harmonizované technické specifikace pro doty¢ny vyrobek.
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C2. Where assessment is based on EN 45004:1995 the following clauses of that standard are
considered relevant (note that, for Clause 13 of EN 45004, it is only the aspect relating
to inspection reports that is relevant).

Annex 1V Criteria Relevant Clauses of: EN 45004
IV.1 Availability of: personnel 8 Personnel
means 10 Inspection methods and procedures
equipment 9 Facilities and equipment
IV.2 Technical competence 3.3 Documentation
6 Organisation and management
7 Quality system
10  Inspection methods and procedures
11  Handling inspection samples and items
12 Records
13 Inspection reports [and inspection certificates]
15  Complaints and appeals
Professional integrity 4 Independence, impartiality and integrity
IV.3 Impartiality 4 Independence, impartiality and integrity
IV.4 Professional secrecy 5 Confidentiality
IV.5 Civil liability insurance 3.4 Administrative requirements
C3. The above clauses provide the basis for assessment against the Annex IV criteria.

However, in order to comply fully with the requirements of Article 18 and also to
promote mutual confidence in the assessment process the following requirements
should also apply:

Scope of designation:

This should be defined in relation to harmonised technical specifications and/or
Guidelines for ETAs recognised for the purposes of the CPD.

Method of assessment:

Assessment must be made against the Annex IV criteria.

This may be achieved through a formal accreditation scheme, by a recognised
accreditation body, based on EN 45012 or alternatively on EN 45004, plus the specific
requirements of the CPD and the harmonised technical specification for the product
concerned.
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PRILOHA D: INTERPRETACE PRILOHY IV POZADAVKY NA ZKUSEBNI
LABORATORE

D 1 Pozadavky stanovené v piiloze IV smérnice jsou povazovany za odpovidajici
pfislusnym ustanovenim EN 45001:1989 ,,VSeobecna kritéria pro ¢innost zkusebnich
laboratofi“ nebo pfislusSnym ustanovenim EN ISO/IEC 17025:2000 ,,VSeobecné
pozadavky na zptsobilost zkusebnich a kalibra¢nich laboratofi, kterou se nahrazuje EN
45001. Pii pouzivani jedné ztéchto norem se ma piihlizet k velikosti a sloZitosti
posuzované organizace a rozsahu jeji technické piisobnosti a pouziti normy nema vést
k zavadéni zbyte¢né byrokracie.

a) Odpovidajici ustanoveni EN 45001:1989

Priloha 1V Kritéria Odpovidajici ustanoveni EN 45001
IV.1 Dostupnost pracovniki 5.2 Pracovnici
prostiedki 5.3.1 Dostupnost
5.3.2 Prostory a prostiedi
vybaveni 5.3.3 Zaftizeni
IV.2 Technicka zptisobilost 5 Technicka zptsobilost
Profesionalni divéryhodnost 4 Nezavislost, nestrannost a vérohodnost
IV.3 Nestrannost 4 Nezavislost, nestrannost a vérohodnost
IV.4 Sluzebni tajemstvi 5.4.6 Duavérnost a utajeni

b)  Odpovidajici kapitoly EN ISO/IEC 17025:2000

Priloha 1V Kritéria Odpovidajici ustanoveni EN ISO/IEC 17025

IV.1 Dostupnost pracovniki 4.1 Organizace:4.1.5a,f, g
5.2 Pracovnici

prostiedki 4.1 Organizace: 4.1.5 h
4.5 Subdodavky zkousek a kalibraci
4.6 Nakupovani sluzeb a dodavek
5.3 Prostory a podminky prostredi
vybaveni 5.5 Zatizeni
5.6 Néavaznost méfeni
5.6.1 VSeobecné: 5.6.2.2 Zkouseni (lab)
5.6.3 Referenc¢ni etalony a referencni materialy

V.2 Technicka zptisobilost 4.1 Organizace: 4.1.3,4.1.5¢,1
4.2 Systém jakosti
4.3 Rizeni dokumenti
4.4 Prezkoumani poptavek, nabidek a smluv
4.7 Sluzba zakaznikovi
4.8 Stiznosti

4.9 Rizeni neshodné prace pfi zkouseni a/nebo
kalibraci
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ANNEX D: INTERPRETATION OF ANNEX IV REQUIREMENTS FOR
TESTING LABORATORIES

DI1. The requirements set out in Annex IV of the Directive are considered to correspond to
the relevant clauses in EN 45001:1989 “General criteria for the operation of testing
laboratories”, or the relevant clauses in EN ISO/IEC 17025:2000 “General requirements
for the competence of testing and calibration laboratories” which is replacing EN45001.
The application of either of these standards should take account of the size and
complexity of the organisation being assessed and its technical scope and should not
lead to the imposition of unnecessary bureaucracy.

a) Relevant clauses of EN45001:1989

Annex 1V Criteria Relevant clauses of: EN 45001
IV.1 Availability of:  personnel 5.2 Personnel

means 5.3.1. Availability
5.3.2. Premises and Environment

equipment 5.3.3 Equipment

IV.2 Technical competence 5 Technical Competence

Professional integrity 4 Impartiality, independence and integrity
IV.3 Impartiality 4 Impartiality independence and integrity
IV.4 Professional secrecy 5.4.6 Confidentiality and security

b) Relevant clauses of EN ISO/IEC 17025:2000

Annex IV Criteria Relevant clauses of: EN ISO/IEC 17025
IV.1 Availability of:  personnel 4.1  Organisation: 4.1.5a,f, g
5.2 Personnel

means 4.1  Organisation: 4.1.5 h
4.5  Subcontracting of tests and calibrations
4.6  Purchasing services and supplies
5.3 Accommodation and environmental
conditions
equipment 5.5 Equipment
5.6  Measurement traceability:
5.6.1 General: 5.6.2.2 Testing (labs)
5.6.3 Reference standards and reference materials
IV.2 Technical competence 4.1  Organisation: 4.1.3, 4.1.5 e,i
4.2 Quality system: 4.2.1,4.2.2atod, 4.2.3
4.3  Document control
4.4  Review of requests, tender & contracts
4.7  Service to the client
4.8  Complaints

4.9  Control of non conforming testing and/or
calibration work
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4.10 Opatteni k naprave

4.11 Preventivni opatieni

4.12 Rizeni zaznami

4.13 Interni audity

5.4.7 Rizeni udaji

5.8  Zachazeni se zkuSebnimi a kalibracnimi
polozkami

5.9  Zajistovani jakosti vysledki zkouSek
a kalibraci

Profesionalni diveéryhodnost 4.1 Organizace: 4.1.4,4.1.5b,d
IV.3 Nestrannost 4.1 Organizace: 4.1.4,4.1.5b, ¢
IV.4 SluzZebni tajemstvi 4.1 Organizace: 4.1.5¢c, ¢

4.12 Rizeni zdznami: 4.12.1.3
5.4.7 Rizeni udaji: 5.4.7.2 b

Poznamky

1.

EN ISO/IEC 17025 se vztahuje na zkuSebni i kalibra¢ni laboratofe. Pro Gc¢ely tohoto pokynu
jsou dulezitd pouze ustanoveni tykajici se zkuSebnich organt. Slovni spojeni
,,~zkusebni/kalibra¢ni laboratofe™ je tieba chapat jako ,,zkuSebni laboratore®.

Urcita ustanoveni v EN ISO/IEC 17025 se vztahuji na schopnost odbéru vzorkt. Informace
o0 odbéru vzorki a o uprave vysledkil jsou uvedeny v prislusné technické specifikaci. Pokud tyto
informace nejsou v technické specifikaci uvedeny nebo jsou neuplné, vypracuje piislusna
sektorova skupina notifikovanych subjekt navrhy.

Kapitola 5.4 ,,Zkusebni a kalibra¢ni metody a validace metod*, ¢lanky 5.4.1 az 5 se vztahuji na
schopnost zkusSebnich laboratofi vyvijet své vlastni zkousky. Tato ustanoveni nejsou obsaZena
ve vySe uvedené tabulce, protoze podle CPD jsou zkuSebni metody stanoveny v technickych
specifikacich. Jestlize je tieba vypracovat dalsi zkusebni metody, je to ukol pfislusné technické
komise CEN nebo pracovni skupiny EOTA, kterym je eventualné radou ndpomocna pfislusna
sektorova skupina notifikovanych subjetd.

Nektera hlediska se vSak tykaji laboratofi, které provadéji postupy podle ¢l. 4 odst. 4 CPD.
Naptiklad:

5.4.5.2 Aby se potvrdilo, Ze metody jsou vhodné pro urcené pouziti, musi laborator validovat
nenormalizované metody, metody navrzené/vyvinuté laboratori, normalizované metody
pouzivané mimo urcenou oblast pouziti a normalizované rozsirené nebo modifikované metody.
Validace se musi provést v takové §iri, jak je to treba ke splnéni potieb tykajicich se daného
pouziti nebo oblasti pouziti. Laborator musi zaznamenat ziskané vysledky, postup pouzity pro
validaci a vyjadreni, zda je metoda vhodna pro urcené pouziti.

Clanek 5.4.6 obsahuje odhad nejistoty méfeni, véetn& pouziti statistickych metod. Kapitola 5.10
obsahuje obsah a vzhled protokolti o zkouSkach. Tato ustanoveni nejsou obsazena ve vysSe
uvedené tabulce, protoze podle CPD se maji témito vécmi zabyvat technické specifikace a/nebo
ptislusné sektorové skupiny notifikovanych subjektt.
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4.10 Corrective action

4.11 Preventive action

4.12 Control of records

4.13 Internal audits

4.14 Management reviews

5.4.7 Control of data 5.4.7.1.,5.4.7.2a, c
5.8  Handling of test and calibration items

5.9  Assuring the quality of test and
calibration results

Professional integrity 4.1  Organisation: 4.1.4,4.1.5b,d
IV.3 Impartiality 4.1  Organisation: 4.1.4,4.1.5 d,e
IV.4 Professional secrecy 4.1  Organisation: 4.1.5¢c, e

4.12 Control of records: 4.12.1.3
5.4.7 Control of data: 5.4.7.2b

Notes:

1.

EN ISO/IEC 17025 covers both testing and calibration laboratories. For the purposes of this
guidance paper only provisions relating to test bodies are relevant. Clauses referring to
“testing/calibration laboratories” should be read as “testing laboratories”.

Certain clauses in EN ISO/IEC 17025 refer to sampling capability. Information on sampling and
the treatment of results is given in the relevant technical specification. Where this information
is not given or is incomplete in the technical specification, proposals will be made by the
relevant Sector Group of Notified Bodies.

Clause 5.4 “Test and calibration methods and method validation”, subclauses 5.4.1 to 5, cover
the capability of test laboratories to develop their own tests. These clauses are not included in
the table above because, under the CPD, test methods are set out in the technical specifications.
If further elaboration of test methods is needed, this is the task of the relevant CEN Technical
Committee or EOTA Working Group, possibly advised by the relevant Sector Group of
Notified Bodies.

However, some aspects are relevant to laboratories carrying out CPD Article 4.4 procedures.
For example:

5.4.5.2 The laboratory shall validate standard methods used outside their intended scope, and
amplifications and modifications of standard methods to confirm that the methods are fit for the
intended use. The validation shall be as extensive as is necessary to meet the needs of the given
application or field of application. The laboratory shall record the results obtained, the
procedure used for the validation, and a statement as to whether the method is fit for the
intended use.

Clause 5.4.6 covers estimation of uncertainty of measurement including use of statistical
methods. Clause 5.10 covers the content and format of test reports. These clauses are not
included in the table above because, under the CPD, these matters should be dealt with in the
technical specifications and/or by the relevant Sector Groups of Notified Bodies.
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D2 VysSe uvedena ustanoveni poskytuji zaklad pro posuzovani podle kritérii ptilohy IV.
Aby se vSak zcela splnily pozadavky ¢lanku 18 a rovnéz podpoftila vzajemné divéra
Vv proces posuzovani, maji se uplatnit také tyto pozadavky:

- Rozsah jmenovani:

Rozsah musi byt definovan odkazem na ptislusné vyrobky a jednu nebo vice zkousek
nebo typl zkousek uznanych pro ucely CPD.

Pokud nejsou harmonizované zkuSebni metody k dispozici (piedbézna notifikace),
mohou byt charakteristiky uvedené v pfisluSném mandatu pouzity k urceni ukoll

notifikované zkuSebni laboratofe.

— Metoda posuzovani:

Posuzovani se musi vykonavat podle kritérii ptilohy IV.

Toho 1ze dosdhnout pomoci oficidlniho akreditaéniho schématu akreditujiciho subjektu
zalozeného na EN 45001 nebo na EN ISO/IEC 17025 a navic pomoci specifickych
pozadavkl CPD a harmonizované technické specifikace pro doty¢ny vyrobek.
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The above clauses provide the basis for assessment against the Annex IV criteria.
However, in order to comply fully with the requirements of Article 18 and also to
promote mutual confidence in the assessment process the following requirements
should also apply:

Scope of designation:

Scope shall be defined by reference to relevant products and one or more tests or types
of tests recognised for the purpose of the CPD.

When the harmonised test methods are not available (pre-notification) then the
characteristics as identified in the relevant mandate can be used to identify the tasks of
the notified testing laboratory.

Method of assessment:

Assessment must be made against the Annex IV criteria.

This may be achieved through a formal accreditation scheme, by a recognised
accreditation body, based on EN 45001 or on EN ISO/IEC 17025 plus the specific
requirements of the CPD and the harmonised technical specification for the product
concerned.
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PRILOHA E: NAVOD PRO CLENSKE STA:FY KE JMENOVACIM
DEKRETUM PRO NOTIFIKOVANE SUBJEKTY

E1 Kazdy clensky stat je odpovédny za jmenovani zkuSebnich laboratofi, organti pro
certifikaci vyrobki, orgdnti pro certifikaci fizeni vyroby u vyrobce a inspekcnich organti
(¢l. 18 odst. 1).

E 2 Pfesnd uprava jmenovani se muze ménit podle pravnich pozadavkl a specifickych
systémi kazdého ¢lenského statu. Uprava jmenovacich dekreti by vsak méla byt
v z4jmu vytvareni maximalni vzajemné duvéry v doty¢nych organizacich pfinejmenSim
jednotnd v bodech, které se jmenovani tykaji.

E3 VsSechny jmenovaci dekrety maji obsahovat nejméné tyto body (které jsou rovnez
dulezité pro ozndmeni o notifikaci Komisi a ¢lenskym statiim):

Pravni zaklady pro jmenovani.

Identifika¢ni tidaje o zadateli.

Identifika¢ni ¢islo vydané sluzbami Komise.

Status notifikace (pfedbézna notifikace nebo notifikace).

Doba platnosti jmenovani.

Poptipadé¢ dalsi podrobnosti.

NS kR D=

Pozadavek na soustavnou shodu s EN 45000 nezbytnou pro ucely CPD nebo jinak
stanovit, jak se ma shoda s kritérii ptilohy I'V dolozit.

8. Uplné a podrobné informace o kontaktech na uréenou kontaktni osobu
zodpovédnou v subjektu za jmenovani v ramci CPD.

Tato osoba bude mit pfistup do Skupiny notifikovanych subjektli CIRCA.
Pozaduje se, aby o kazdé zméné v informacich o kontaktech byl ihned
informovan notifikujici Ufad a administrativni sekretariat GNB. U velkych
organizaci s rozsahlou notifikaci mize byt ur€eno vice osob.

9. Nazev a ¢islo ptislusného rozhodnuti o prokazovéni shody.

10. Popis vyrobku (vyrobkil)/uréeného pouziti (uréenych pouziti), které jsou
pfedmétem notifikace.

Na ¢lenskych statech se pozaduje, aby dodrzovaly ptesné formulace pouzité
v pfislusném rozhodnuti AoC. Je to pro zvySeni transparentnosti, pro hladké
administrativni postupy a moznost budovat u¢innou databazi notifikaci.

11.  Vymezeni tkolli, pro néz je subjekt notifikovan v ramci CPD. Existuji pouze 4
moznosti:

certifikace vyrobkl
certifikace systému fizeni vyroby u vyrobce
inspekce systému fizeni vyroby u vyrobce

zkous$eni
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ANNEX E: GUIDANCE FOR MEMBER STATES ON LETTERS OF

El

E2

E3

DESIGNATION OF NOTIFIED BODIES

Member States are each responsible for designating testing laboratories, product
certification bodies, factory production certification bodies and inspection bodies (Art.
18.1).

The precise format of designation may vary, depending on the legal requirements and
specific arrangements in each Member State. However, in the interest of creating the
maximum of mutual confidence in the organisations concerned, formal letters of
designation should at least be consistent in the points that they deal with.

All letters of designation should, as a minimum, cover the following points (which are
also of relevance for the letter of Notification towards the Commission and the other
Member States):

1.  The legal basis for designation.

Identification of the applicant

Identification number issued by the Commission services.
Status of the notification (pre-notification or notification)
Period for which designation is valid.

Further details when relevant

NS kR

Requirement either of continued compliance with EN 45000 as necessary for CPD
purposes, or otherwise state how compliance with the Annex IV criteria is to be
demonstrated.

8.  Full contact details of contact person nominated in the body responsible for
designation under the CPD.

This person will be granted access to the Group of Notified Bodies CIRCA.
There is a requirement to promptly inform the notifying authority and the
administrative secretariat of the GNB of each change in contact details. For
large organisations, with a broad notification, more persons can be
nominated.

9.  Title and number of the relevant Attestation of Conformity Decision
10. Description of the product(s)/intended use(s) that are subject of the notification.

Member States are requested to stick exactly to the wordings used in the
relevant AoC decision. This is to increase transparency, smooth
administrative procedures and allow building an effective Notifications
database.

11. Definition of the tasks for which the body is notified according to the CPD. There
are only 4 possibilities:

product certification
certification of factory production control system
inspection of factory production control system.

testing
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12.

13.

Odkaz na harmonizované evropské technické specifikace (Cislo, datum a vydani).

U certifikacnich a inspek¢nich orgént bude ve vétSin€ piipadd postacovat
odkaz na harmonizovanou normu vyrobku nebo na pfislusny fidici pokyn
pro ETA. U zkuSebnich laboratoii bude nezbytny odkaz na jednotlivé
evropské zkuSebni normy nebo na jejich ¢asti nebo na zkusebni metody, na
které se odkazuji ETAs, a to ve vSech ptipadech, kdy notifikace nepokryva
uplny soubor zkousek pozadovanych harmonizovanymi technickymi
specifikacemi.

Ptiklady:
EN xxxx:2001
ETAG 001:1997

Dodate¢né informace

Poznamka: Clenské stdty mohou ozndmeni o notifikaci napsat v jakémkoliv ufednim

jazyku Spolecenstvi. Pro snaz8i komunikaci jsme vSak doporucili, aby byla
informace rovnéz k dispozici v anglicting.

Notifikace rovnéz poskytuje piedpoklad, ze nasledujici ustanoveni jsou vymahatelna
¢lenskym statem (Casto pieneseno na jmenujici ufad nebo akreditujici subjekt):

Pozadavek na informace o dilezitych zménach v pracovnicich nebo vybaveni maji
byt sdéleny jmenujicimu tradu/akreditujicimu subjektu.

Pozadavek na kazdoro¢ni diikaz o pojistném kryti ob¢anskopravni odpovédnosti
Povinnost podrobit se zkousce zpusobilosti, jestlize se pozaduje.
PoZadavek, aby notifikovany subjekt byl ¢inny ve Skupiné notifikovanych subjekti.

Pozadavek na vedeni Gplnych zdznamti po dobu nejméné 10 let od posledniho data
vyroby vyrobku, zejména o zadostech o zkousky, certifikacich nebo inspekcich
a o vysledcich.

Ustanoveni o pfistupu jmenujiciho Gfadu k témto zdznamtm.

Podminky, za kterych mize byt jmenovani zruseno, véetné nesplnéni kritérii prilohy
IV.

V piipad¢é zruSeni jmenovani, pozadavek na pieddni zdznaml jmenujicimu tGfadu
nebo na zajisténi stalého piistupu.

Ustanoveni o pfistupu jmenujiciho ufadu k provadéni jakychkoliv inspekei, které
muze pokladat za nezbytné pro zajisténi souladu s podminkami jmenovani.
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12. Reference to harmonised European technical specifications (Number, date and
version).

For certification and inspection bodies it will in most cases be sufficient to
refer to the harmonised product standard or the relevant ETA Guideline. For
test laboratories it will be necessary to refer to individual European test
standards or parts thereof or test methods referred to by ETAs in all cases
where the notification is not covering the complete set of tests required by
the harmonised technical specifications.

Examples:
EN xxxx:2001
ETAG 001:1997

13. Additional information

Note: Member States can choose to write the letter of notification in any of the official
languages of the community. However, for easy communication, we recommend
that the information is also available in English.

Notification also gives the presumption that the following provisions are enforced by
the Member State (often delegated to the designating authority or the accreditation
body):

— Requirement for information on important changes in personnel or equipment to be
communicated to the designating authority/accreditation body.

— Requirement of annual evidence of civil liability insurance cover.
— Obligation to take part in proficiency testing, if required.
— Requirement for the notified body to be active in the Group of Notified Bodies.

— Requirement that full records shall be kept for at least 10 years from the last date of
manufacture of the product, particularly of applications for tests; certification or
inspections and of the results.

— Provision for the designating authority to have access to these records.

— Conditions under which designation may be withdrawn, including failure to comply
with the Annex IV criteria.

— In the case of withdrawal of designation, requirement for the records to be
transferred to the designating authority, or continued access to be assured.

— Provision for the designating authority to be given access to carry out any inspections
it may consider necessary in order to ensure compliance with the terms of
designation.
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PRILO

HA F: NOTIFIKACE SUBJEKTU PODLE CI’ANKU 18 SMERNICE
89/106/EHS O STAVEBNICH VYROBCICH

Cisla v () odpovidaji bodéim piilohy E (E3)

Datum:

Od: Komu: (ostatnim Clenskym statim, generalnimu
sekretariatu Komise)

1. Odkaz: smérnice ¢. 89/106/EHS (1)

2.A Nazev subjektu, zkratka, adresa, telefon, fax, email (2)

2)

2.B Identifikaéni ¢islo subjektu 3)

3. Doba

platnosti a povaha notifikace:

Status (4) Doba platnosti (5)
I:l Predbézna notifikace I:l Neomezena
I:l Notifikace I:l Platnost do ................

4. Technicka zpisobilost subjektu (akreditace nebo jina ufedni autorizace):

(7)

5. Povérena kontaktni osoba (osoby) u notifikovaného subjektu.
Jméno, adresa, jestliZe je jina nez ta, ktera je uvedena vyse, piimy telefon, mistni fax, osobni

email.

®)
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ANNEX F: NOTIFICATION OF A BODY PURSUANT TO ARTICLE 18
OF THE CONSTRUCTION PRODUCTS DIRECTIVE 89/106/EEC

The numbers in () refer to the clauses of annex E (E3)

Date:

From: To: (other Member States, Secretariat General of
the Commission)

1. Reference: Directive No. 89/106/EEC (1)

2.A. Name of body, acronym, address, telephone, fax, email

)

2.B. Identification number of the body 3)

3. Period of validity and nature of the notification:

Status (4) Period of validity (5)
I:l Pre-notification I:l Unlimited
| | Notification [ ] validuntil e

4. Technical qualification of the body (accreditation or other official authorization):

(7

5. Authorised contact person(s) in notified Body.
Name, address if different from above, direct telephone, local fax, personal Email.

®)
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6. Ukoly vykonavané subjektem:

AoC Vyrobek (vyrobky)/uréené pouZziti ukoly specifikace

) (10) ) (12)

7. Dodate¢né informace

(13)

skeskosk
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6. Tasks performed by the body:

AoC

Product(s)/intended use

tasks

Specifications

©)

(10)

(11)

(12)

7. Additional information

(13)

koksk
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