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HALIOHANBbHWUA BCTYN

Llen KepisHuin gokymeHT ineHTuuHnin 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 Dec 2005) (KepisHuin gokymeHT A (cTocoBHO [OupekTtunsu b6yaisensHux snupobis - 89/106/EC)
woano rMnPU3SHAYEHHA HOTUOIKOBAHMX OPFAHIB MO POBOTI 3 OUMPEKTMBOKO CTOCOBHO
BYOIBEJIbHNX BUPOBIB (penakuis - rpyaeHb 2005)

CrtaHpapT € CKNagoBOK YaCTUHOK CUCTEMHOrO KOMMMEKCY HOPMAaTMBHMX AOKYMEHTIB, O PernaMeHTyTb
BMMOIM Ao OyaiBenbHUX maTepianiB, BUPO6IB Ta KOHCTPYKLiA i BNpoBamKeHHs TexHIYHOro pernameHTty byaiBenb-
HUX BUpOOiB, OyaiBenb Ta cnopya.

OpraHizauis, signosiganbHa 3a uen KepiBHUI OOKYMeEHT, - [lepXaBHuUi HaykoBO-AOCHIAHUA iHCTUTYT OyaiBe-
NbHWX KOHCTpYKUin (HOIBK)

Mpn po3pobneHHi uporo cTaHaapTy B YKPAiHCBKOMOBHUA TEKCT pefaKUinHUX 3MiH NOPIBHSIHO 3 OpuriHanom He
BHECEHO.
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BCTYN

Cratta 20 OnpektuBm CTOCOBHO ByaiBenbHUX BUpobLiB
(89/106/€C) ctBepoxye, wo MoctinHnn KomiteT moxe,
"Ha BMMoOry ronosu abo gepxaBu-yrneHa BuB4aTu 6yab-
SIKe MUTaHHS, NOB'A3aHe i3 BNPOBaSKEHHAM Ta MpaKTu-
YHUM 3acToCyBaHHAM Uiei Anpektneun".

Ons rapaHTyBaHHSA, HACKINbKM MOXMNMBO, B3AEMHOIO
po3yMiHHA Mk Komicielo Ta gepxaBamu-yrnieHamu, SK i
MK CaMMMK Aep)XaBaMu-4YrieHaMu, BiHOCHO TOro, siK
JepxaBa 6yane npautoBaTtu, KOMNETEHTHI cnyxbu Komi-
cil, ronosa i cekpetapiaT MOCTIMHOrO KOMITETY MOXYTb
BMAAaTN HM3Ky KepiBHMX AOKYMEHTIB, LLO CTOCYHTbCS
OKpPeMUX MUTaHb, NOB'AI3aHUX 3 BUKOHAHHAM, NpPaKTny-
HUM BNPOBaXXEHHAM Ta BUKOPUCTaHHAM Uiel JupekTu-
BW.

Lli LOKyMEHTN He € aBTEHTUYHUMM TNYMaYeHHAMU
OupekTuBm.

BoHu He € opuanyHe oObMeXxyBanbHUMU, | BOHU He
3MiHIOIOTb YN BHOCATb OyAb-AIKi BUNpaBrieHHA B
OunpekTuBy. LLlo ctocyeTbecAa npoueayp, B NpuUHLMNI
Le He BUKIIIOYaE iHWi npoueaypwu, AKi MOXyTb B pi-
BHil Mipi BignoBiaaTu AupekTusi.

Hacamnepen BOHM CTaHOBUTUMYTb iHTepec i BUro-
Ay AnA TUX, XTO 3auikaBneHunm B edeKTUBHIN Aii
OnpekTuBM i3 3aKOHOAABYOI, TEXHIYHOI Ta agMiHic-
TPaTUBHOI TOYOK 30pYy.

* Llen KepiBHuin gokymeHT cnovaTky 6yno sugaHo ni-
cns KoHcynbTauii MNMocTinHoro KomiTeTy 3 GyAiBHULT-
Ba (SCC) Ha 52-omy 3ibpaHHi 22-23 TpaBHsa 2001, sk
JokymeHT CONSTRUCT 00/435 Peg. 1.

OHoBneHwuin nicnsa koHcynbTauii SCC y BepecHi
2002.

OHoBneHun nicns koHcynbTauii SCC y nuctonagi
2005, gk gokymeHT CONSTRUCT 05/724.

AOCTY-H b A.1.1-82:2008

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, ex-
amine any question posed by the implementation and
the practical application of this Directive".

In order to ensure as far as possible a common under-
standing between the Commission and the Member
States as well as among the Member States them-
selves as to how the Directive will operate, the compe-
tent services of the Commission, assuming the chair
and secretariat of the Standing Committee, may issue a
series of Guidance Papers dealing with specific mat-
ters related to the implementation, practical implemen-
tation 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 le-
gal, technical and administrative standpoint.

« This Guidance Paper was originally issued following
consultation of the Standing Committee on Con-
struction at the 52nd meeting 22-23 May 2001, as
document CONSTRUCT 00/435 Rev 1.

Updated following consultation of SCC Sep 02.

Updated following consultation of SCC Nov 05, as
document CONSTRUCT 05/724.
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HALIIOHANIbHN CTAHOAPT YKPAIHU

KepiBHU pokymeHT A
wono an|3|-|aqe|-||-w|l HOTVI(*)iKOBaHVIXZ opraHis
no po6oTi 3 AUPEKTUBOID CTOCOBHO OyAiBenbHUX BUPOGiB

PykoBogAwWmun JOKyMeHT A
OTHOCUTENbHO Ha3Ha4YeHUsA HOTU(PULNPOBAHHLIX OPraHOB
no paborte ¢ AUPEKTUBON OTHOCUTENIbLHO CTPOUTESIbHbIX U3aenumn

Guidance paper A
the designationl of notified? bodies in the field
of the construction products directive

CKOPOYEHHA

CPD [OupektuBa wopno byaisensHux supobis
GP KepiBHU JOKYyMEHT

FPC  KoHTponb BUpOGHMUTBA Ha NigNpUEMCTBI

ETAG HacTtaHoBa woao €Bponencbkoro TEXHIYHOro
yXBareHHs

AoC  3acBig4yeHHs BiAnoBigHOCTI

ETA €Bponeincbke TEXHIYHE yXBaNeHHS

CE 3Hak MapKyBaHHS
GNB [pyna HoTudikoBaHUX opraHis

1 META U 3ABOAHHS

1.1 Len [OKyMeHT mae Hamip 3abe3neynTn KepiBHULT-
BO JdepaBaMu-uneHamu npu Bigbopi W npusHayeHHi
opraHis i BUTpUMaTW Npouenypy Bigadbopy, BUMOrM Kol
BM3HayeHi ctatTelo 18 [upekTusBum wopo GyaiBernbHuX
Bupobie (CPD). Oanun KepiBHun pokymeHt (GP) He
Ma€ BiOHOLWIEHHSA A0 34iMCHEHHSA cneuianbHuUX npoLe-
ayp (OvpektuBa, ctatts 16) abo OO BMBYEHHS 3MiH
YMOB PUHKY.

1.2 OcHoBHi 3aBaaHHs: 3a6e3neynT NoBHE BUKOHAHHSA
CPD , 6epy4n go yBaru ocobnumei acnektn CPD | Bumo-
M Po3nopsiakeHHs g)ap.w npo rnobanbHWiA nigxia Ao
OLiHKKM BigNOBIAHOCTI® M |HWIi PIBHOUIHHI 3Ha4YyLLli OOKY-

MEHTU:

- BM3HAuYUTW KpuTepii, SKi [O03BONSATbL AepKaBaM-
yneHam Jatu  HeoOXxigHy  OUiHKY  opraHam-
KaHgupartawm;

- 3abe3neunTn pgepxaBu-ynieHn |IHdopmadieo npo
mMaTtepianu, siki NOBUHHI 6yTn nepepaHi Kowmicii, i iH-
Wi gepxaBu-4neHun Npo CBOIX KaHAuaatie (NpusHa-
YyBaHUX opraHax);

ty LbOMY AOKYMEHTI "Mpu3aHayeHHs" Mae Ha yBasi BHYTpilLU-
HIO OLHKY 1 Npouec 3aTBEPIKEHHA Oep’KaBOo-4YfIEHOM Ka-
HOuAaTa B HOTU(IKOBAHUI opraH.

2 o6 yHVMKHYTM NnyTaHWHM 3 TEPMIHOMOTiE, 3aCTOCOBHOK
ONs opraHisauin, npMsHadeHnx OepKaBok-4reHoM BignoBi-
AHo po cratti 10 OupektvBu Wwopo GyaiBenbHux BUMpoGiB
(opranun yxsaneHHst), Komicia nponoHye Bukopuctatun Tep-
MiH "HOTuIiKOBaHWUA opraH" Ana opraHiB, HOTUIKOBaAHUX
BignoBiaHo Ao ctatTi 18 CPD, y Takuii Cnocid yHuKawouu
TepMiHy "npuaHavyeHunn opran".

YuHun Big 2009-01-01

ABBREVIATIONS

CPD Construction Products Directive
GP Guidance Paper

FPC Factory Production Control

ETAG European Technical Approval Guideine
AoC  Attestation of Conformity

ETA  European Technical Approval

CE Mark of marking
GNB  Group of Notified Bodies

1 OBJECTIVES AND SCOPE

1.1 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 oper-
ation of Special Procedures (Article 16 of the Directive)
or with market surveillance operations.

1.2 The principal objectives are to ensure the full im-

plementation of the CPD, taking account of the specific

aspects of the CPD and the requirements of the Council

Resolution on a Global Approach to ConformityAs-

sessment® and other relevant horizontal documents:

- to define criteria that allow equivalent assess-ment
of applicant bodies by Member States;

- to provide information to Member States on the ele-
ments that need to be communicated to the Com-
mission and the other Member States about the indi-
vidual notifications;

! For this paper, designation can be described as being the
internal assessment and approval process of the candidate
Notified Bodies by the Member State.

To avoid confusion with the terminology used for organisa-
tions 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”.
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- rapaHTyBaTuM AOCTYMHICTb MOBHOI IHdopmauii BCim
3aLlikaBneHnmM CTOpoHam npo cdpepy AianbHOCTI 1
KOMMNETEHTHOCTI HOTMdikOBaHMXopraHie | Bignosia-
HUX cnyx6.

1.3 LUen gokymeHT He 3acTocoByeTbcs 6esnocepea-
HbO.Ane NOro MOSNIOXKEHHST MOBUHHI OYTU BMKOPUCTAHI
OepxaBaMu-YneHaMn nNpu BUCYBaHHI KaHoupatyp i
NPU3HaYeHHI.

2 HOPUONYHA OCHOBA

2.1 KOpuanyHa ocHoBa®, Lo 3aCTOCOBYETHCS 10 BUGO-
py HOTU@iKOBaHMX opraHiB BigHocHo CPD, BuknageHa
y ctaTTi 18 i gopatky IV Oupektusu. Janun GP nocu-
NaeTbCHA Ha PO3NOpsMKEHHS paau Big 21.12.89 wopno
rnobanbHOro nigxogy A0 OUiHKM BignosigHocTi N "Ha-
CTaHOBY [0 BMKOHAHHS OMPEKTMB, 3aCHOBaHMX Ha HO-
BOMy ¥ rmobanbHomy nigxogdax" (6inbw ni3HA Bepcis,
1999 y nocunaHHi Ha "HacTtaHoBy"), 3aranbHi norno-
XKEHHS SIKMX TaKoX 3aCTOCOBHI AN npouecy HoTudika-
Lii.

3 BIANOBIAHICTb KPUTEPIAM NMPU BUBOPI
HOTUDIKOBAHUX OPIrAHIB

3.1 OcHOBHi 060B'sI3KM AepXXaB-4seHiB

(a) O6oB'A30K KOXHOT AepxaBu-yneHa-3abesneunTu
MOBHY BIAMNOBIAHICTb HOTUMDIKOBAHNX OpraHiB KpuTepi-
AaM, BUKNageHum y gopaatky IV CPD.

[epxaBu-yneHn MOXyTb nodaTM Ha 3aTBEPIKEHHS
Komicii Tinbku Ti opraHu, ki ik MiHiIMym BignoBigaloTb
LM KpUTEPISIM.

(b) Ona Bubopy 1 MpuU3HAYEHHA OepXaBU-YNeHN MO-
XYTb po3rnsaaTtu TiNbKK Ti opraHn cepTudikadii npoay-
KUii, opraHu cepTtudikaLii KOHTPOM AKOCTI NpoayKLii
niagNpMEMCTBA, OpraHy KOHTPOMO 1 BUNpobyBanbHi na-
BopaTopii, ki nepebyBaloTb Nig TXHLOK HPUCAMKLIEKD
n, omke, nepebysaloTb Ha ixHi TepuTopii (HacTaHoBa,
po3ain 6.1, 3-n Nigpo3A4in y MapkepHOMY CMUCKY).

(c) Ak TinbkM gepxaBa-yneH OOBIAAETbCA, WO OpraH,
SKUIA BiH NPU3HAYMB, NPUNUHSIE BUKOHYBATU YMOBU HO-
Tudpikauii, gepxasa-uneH nNOBMHHa NpoiHdOpPMyBaTH
BignoBigHUM opraH, Komicito W iHWI gepXaBu-4neHu.
OepxaBa-4yneH NOBUHHA NPU3YMUHUTU Npouec HOTUI-
Kauil, SIKWO opraH npoAoBXye He Bignosigatun UMM
ymoBaM. [punMHEHHA NOBHOBaXeHb HOTUIKOBAHOro
opraHy He BNnMBaE Ha nonepegHo poboTy 3 aTecTaluii,
BMKOHaHYy OaHMM OpraHoMm, noku He Gyae OronoLleHo,
wo pobota BXe Ginble He gincHa (HactaHoBa, po3gin
6.2.2 naparpad 2 i 3).

(d) Y Bunagky, 9KLWO AepXaBa-yneH NpUnuHSE HOTUQI-
Kauilo opraHy, BOHa NOBWHHA BXWTW BiANOBIgHMX 3aXxoO-
4is, Wob rapaHTyBaTW, O iHWWA HOTUMIKOBaHUIA OpraH
po3rnsiHe cnpasy NonepeaHboro opraHy, Wwob

* 0J C10, 16.10.1990

http //europa eu int/comm /enterpnse/newapproach/
legislation htm

Takox 6ynu B3aTi 4O yBaru 3aranbHi npoueaypw, ycTaHoB-
neHi Ha piBHi CniBTOBapuCTBa 1 onucaHi B AoKyMeHTi Komi-
cii "MeToan ysromxkeHHs npoueayp Lo KOHTPOMOKTb HO-
TudbikaLito M KepiBHULTBO HOTU(DIKOBaHMMU opraHaMMS".

® CERTIF 93/1 Rev 3.

- to ensure that full information is available to all inter-
ested parties, on the scope and competence of noti-
fied bodies and the services provided.

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

2 THE LEGAL BASIS

2.1 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 im-
plementation 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.

3 IMPLEMENTATION OF THE CRITERIA FOR THE
DESIGNATION OF NOTIFIED BODIES

3.1 Main responsibilities of Member States

(a) 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 re-
quirement.

(b) Member States may consider for designation and
notification only those product certification bodies, fac-
tory 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, 3rd bullet point).

(c) Should a Member State find that a body it has noti-
fied 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 pre-
vious attestation work performed by that body unless it
is shown that the work is no longer valid (Guide, Sec-
tion 6.2.2 paras 2 and 3).

(d) Where a Member State withdraws its naotification 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

* 0J C10, 16.10.1990

http //europa eu int/‘comm/enterprise/newapproach/
legislation htm

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.

® CERTIF 93/1 Rev 3.



3abesneunTun 6e3nepepBHiCcTb Npouecy (HactaHoBsa,
Po3gin 6.2.2 naparpad 4).

(e) Oopatok E Hapae iHbopmalito 1 yMOBM, Sk gepxa-
BU-YNEHN NOBUHHI NEPEBIPUTN N BKNIOYATU B JOKYMEHT
Npu3HaYeHHs Ans opraHy-kaHavgaTa. JogaTtok F Hagae
TMNOBUI NUCT HOTUiKaLii B Komicito (Ta iHWi gepxaBu-
UrieHn) nicns NPUCBOEHHS iAeHTUdIKaLiMHOro Homepa
opraHy-kaHguaaTtoBi cnyxb6amu Komicii.

3.2 KopoTke po3'acHeHHA aoaatka |V lupekTtueu

(a) 3roga, HapgaHa npeacTaBneHMM OpraHoMm 3 HOTUdDI-
Kauii, nos'd3aHa 3 BMMOramu BignoBiAHWX CTaHAaApTIB
cepii EN 45000 (Bnainstoum BUMOMM OaHOro 3aBOaHHSA
n/abo npoaykuii) pasom i3 nNigTBEPAXEHHAM CTpaxy-
BaHHA rpOMafsiHCbKOI BignoOBiAaNbHOCTI, pO3rNsgacTb-
CAa SK 3ad0BifibHa OEMOHCTpaLis BignoBiAHOCTI Kpute-
pism, onncaHmm y gogatky IV CPD.

(b) depxaBu-uneHn 3000B'A3y0TbCS NEPIOAUYHO KOHT-
porntoBaTtu BigNOBIAHICTE MiHIMANbHMM yMOBaM, siKi BU-
3HayeHi B goaatky IV [Qupektusun, a He Tinbkn ymosam 1
i 2.

(c) Konn Kowmicia n gepxaBu-4neHn marTb ski-He-6yab
CYMHIBM B KOMMETEHTHOCTI HOTM(IKOBaHWX OpraHiB, Ao
iIXHBOro 06OB'A3KY BXOAUTb BXWUTTS 3axofiB 3 AaHoi
npobnemu (HactaHoBa, po3agin 6.2.2, naparpad 1) Y
Takmx Bunagkax Komicia moxe 3axagaTu Big Bignosia-
HOI AepkaBu-YnieHa BignoBigHOro AOKYMEeHTanbHO nid-
TBEPAXKEHOro CBigYEHHA nNpo BiQNOBIAHICTE yMOBaMm
HOTUdDIKaLLT.

3.3 basa ans ouiHkM HOTUiKOBaHUX opraHiB

(a) CtangapTu, ski NOBMHHI GYTK BMKOpUCTaHi sk 6a3a
Onsa nigTBepAXeHHs BiAMOBIOHOCTI B pamMkax Heobxia-
HUX BUMOT, BU3HA4YeHnX gogatkom 1V:

[ns opraHis, WO BUKOHYIOTb cepTudikauito npogykuii, -
EN 45011 "3aranbHi BUMOrM OO OpraHiB, SKi KepyloTb
cuctemamu ceptudikauii npogykuii”;

Onsa opraHis, Wo BuKoHyTb FPC cepTudikadito, -EN
45012 "3aranbHi BUMOrM OO OpraHiB, WO 34iMCHIOTb
OLiHIOBaAHHA Ta cepTudikauito/peectpadito cuctemm
akocTi" i/abo EN 45011;

Ona opraHiB, WO BUKOHYyOTb nepesipkn FPC, -EN
45012 i/abo EN ISO/EC 17020 "3aranbHi kputepii Lio-
0O OiSNbHOCTI opraHiB pi3HOro TuMy, WO 34IMCHIOTb
IHCnekTyBaHHSA",

Ons BunpobysansHoi nabopaTtopii, - EN ISO/ IEC
170252000 "3aranbHi BUMOrM OO0 KOMMETEHTHOCTI BU-
npobyBanbHNX Ta KanibpyBanbHMx nabopartopin”.

MpumiTka.

(i) Cepen oepxaB-uneHiB He Byno eguHOT Yroau LWoAo0 BUKO-
puctaHHa EN 45012 pepxaBu-4neHn MOXyTb BUKOPUCTATK
BignosigHi nyHkT EN 45011 i/abo EN ISO/IEC 17020:2004 sk
OCHOBY [AN1s1 AeMOHCTpaLii BignoBiAHOCTI BUMOram BuKnage-
HUM y goaatky IV CPD Tak sk i anbTepHaTuBy.

ii) Y pesiknx gepaBax-uneHax NOHATTS OpraHy KOHTPOSO He
3aCToCOoBYHOTLCA 3rigHO 3 FPC TOMYy LU0 BCi 3aBAaHHS WO
cTaBnAaATbcs Ao ceptudpikauii FPC B1koHaHi oaHMM opraHomM
ceptudpikauii FPC B IHWKWX AepXaBax-ynieHax KOHTPOSbHI
opraHn FPC yknapatoTb CyOKOHTpaKT |13 opraHom ceptudika-
uii FPC onsi BUKOHaHHS YacTuHM poboTu 3a siky Bignosiganb-
HMM B OCTaTOMHOMY MiACYMKY € opraH cepTudikauii FPC.
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6.2.2 para 4).

(e) Annex E gives the information and conditions that
Member States should check and include in the letters
of designation to applicant bodies. Anex 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 Commis sion services to the applicant body.

3.2 Interpretation of Annex IV of the Directive

(a)Compliance, demonstrated to the notification au-
thority 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 liabil-
ity insurance, is considered as satisfactory demonstra-
tion of compliance with the criteria contained in Annex
IV of the CPD.

(b)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.

(c) 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 ev-
idence of the basis for notification.

3.3 Basis for assessments of notified bodies

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

For bodies performing certification EN 45011 "General
requirements for certification product bodies operating
product certification systems;"

For bodies performing FPC certification EN 45012
"General requirements for certification bodies operating
assessment and certification oblige/registration of quali-
ty systems" And/or EN 45011,

For bodies performing FPC inspection EN 45012
And/or EN ISO/IEC 17020 "General criteria for the op-
eration of various types of bodies performing inspec-
tion";

For testing laboratories EN ISO/IEC 17025 2000 "Gen-
eral requirements for the competence of testing and
calibration laboratories".

Note

i) 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 ISO/IEC 170202004
as the basis for demonstrating satisfaction of the require-
ments of CPD Annex IV as an alternative.

ii) 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 subcon-
tracted by an FPC certification body to carry out parts of the
work for which the FPC certification body is itself ultimately
responsible.
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iii) Ana mapkyBaHHaA CE 3rigHo 3 CPD cepTudikauia cuctemu
SIKOCTi He € 060B'A3KOBOIO.

(b) He BCi 4acTnHM cTaHgapTiB, 3a3HaYeHUX BULLE, MO-
BWHHI Bignosigatn poaatky V. Bumorn aumpektmen,
onucadi B gogatky |1V, MOXyTb 6YyTU NPOAEMOHCTPOBAHI
BiAMOBIAHO OO KpUTEpIiiB, HAaBeAEHNX B:

Hopatky A-ang opraHis cepTudikaLii npoaykuii;
HopaTtky B - ans opraHnis cepTtudikadii FPC;

HopaTtky C - onsa opraHiB KOHTPOIO;

Hopatky D-gns BunpobyBanbHUX nabopaTopin.

Ti nyHkTn BignosigHux ctaHgaptiea EN 45000 (abo EN
ISO/IEC 17025:2000 i EN ISO/IEC 17020:2004), siki He
3ragyloTbCsl B 3a3Ha4yeHux gopaTkax, He € 0boB'A3ko-
BuMM BUMoramu CPD.

(c) 3aBaaHHsA opraHam, MOB'A3aHMM 3 KOHTponem i/abo
ceptudikauieto FPC, ctaBnsaTbCs TiNbkM 40 TUX acnek-
TiB cuctemn FPC , ki noTpiOHI ons 3a40BONEHHS BU-
mor CPD, i sik ue Bu3HayeHo B KepiBHOMy AokymeHTi B
"lLlooo BM3HAYEHHSA KOHTPOM BMPOOHMUTBA Ha nign-
PUEMCTBI B TEXHIYHUX YMOBax Ha byaisensHi Bupobn".
(d) Moparoumn Ha posrnsg oprad y Kowmicito, aepxaBa-
YreH MOBUWHHA rapaHTyBaTy, WO opraH Mae HeobXigHi
3HaHHA B obnacTi cneuianbHOi NpoayKLii, MOXNUBICTb
cepTudikauii n/abo koHTponto i/abo BunpobysaHb (Ha-
cTaHoBa, po3ain 6.1, 3- NYHKT MapKepHOro Crucky n
naparpad 3).

[nsa opraHie ceptudikauii 1 koHTponto Tpeda MaTtu no-
CUNaHHA Ha Ha3Bu N cdepn OYHKLIOHYBaHHS rapMOHi-
30BaHUX €BPOMENCbKMX TeXHiYHUX yMoB i/abo HacTa-
HOB WOOO0 €BPOMNENCbKMX  TEXHIYHUX  yXBareHb
(ETAGS).

BunpobyBanbHi nabopatopii nerwe nokasartu, nocu-
nawyncb Ha €BpoNencbKi cTaHgapTM 3 BMNpoOyBaHb,
abo okpeMi yacTuHM BuNpobyBaHb, abo mocunaw4vmcb
Ha MeToaMKy BUNpobyBaHb, HeobxigHy ana ETAGS.

(e) BapiaHTu nocunaHb BUKOPUCTOBYBaHWX CTaHAapTIiB
- EN 45012:1998, EN 45011:1998, EN ISO/IEC
17020:2004, EN ISO/IEC 17025:2000.

3.4 YknapaHHA CyOKOHTPAKTY 3 HOTUiKOBaHMMM
opraHamm

(a) HacTtynHe y3aranbHiO€ ymMOBM, 3a AKUX HOTUQIKOBa-
HUA opraH CPD Moxe yknactu CyBKOHTpakT (aus.
nyHkT 4.11). Ang 6inblw NOBHOI OuiHKM AnB. HacTaHoBy,
po3ain 6.5.

HoTtudikoBaHuin opraH moxe 6patu yyacTtb y pobori,
LLIO BUKOHYETBLCH iHLLUMM OpraHoM, Ha OCHOBI NPUAHATOT
M perynsapHo KOHTPOMNbOBaHOI KOMNETEHTHOCTI.

OpraH, Wo yknaB KOHTPAKT i3 HOTU(DIKOBAHNUM OpraHomM,
NOBUHEH BYTU TEXHIYHO KOMMETEHTHUM i JEMOHCTPYBa-
TV He3anexHiCTb i 00'€eKTUBHICTb 3rigHO 3 TUMM X KpK-
TepisMu i ymoBamu, LLO 1 HOTUIKOBaHUI opraH. NpoTe
HoTudiKauia cybnigpsgHukie He obos'sskoBa. [epxa-
Ba-ysieH, Wo HOoTUikyBana opraH, KM BMKOHaB 4ac-
TUHY iIXHbOI pO6OTK i3 cybniapaay, NOBMHEH rapaHTyBa-
TN edPEeKTUBHUN KOHTPOISib KOMMETEHTHOCTI K HOTUDI-
KOBaHOro, TakK i He HOTUIKOBAHOIrO OpraHis.
HoTudpikoBaHun opraH NOBMHEH PEECTPYBATU BCHO iXHIO
JisANbHICTb 3@ CYOKOHTPAKTOM i cucTeMaTuYHO 1i Kopu-
rysatu. HotudikoBaHuiA opraH NOBMHEH rapaHTyBaTw,
LLIO MOro cybniapsaHMKN MaloTb HEOBXiAHe BMIHHS, i Lo
BOHM 3anu1LLIAOTbLCA KOMNETEHTHUMMU.

iii) For CE marking under the CPD quality systems certifica-
tion is not mandatory.

(b) Not all parts of the above standards are essential to
demonstrate compliance with Annex IV. The require-
ments 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 and EN ISO/IEC 17020:
2004) that are not mentioned in these annexes are not
a necessary requirement of the CPD.

(c) 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 defini-
tion of factory production control in technical specifica-
tions for construction products".

(d) 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, 3rd 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 ETAGSs.

(e) The versions of reference of the standards that
have been used are EN 45012:1998, EN 45011:1998,
EN ISO/IEC 17020:2004, EN ISO/IEC 17025:2000.

3.4 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, notifica-
tion 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 subcon-
tracting activities, and update it systematically. The noti-
fied body shall ensure that its subcontractors have the
necessary competence and that they maintain this
competence. This information shall be available to the



Lia iHdpopmalis noBuHHa 6yTn gocTynHa HOoTUdikoBa-
HUM OpraHiszauisim.

HacTtynHoo ymoBOK Ansi BUKOHAHHS pobiT 3 cybkoH-
TpakTy € Te, WO npoueaypa OUiHKM BiANOBIAHOCTI MOXe
OyTV nopineHa Ha TEXHIYHI eNnemMeHTN N enemMeHTn oLi-
HKK, | Te, WO MEeTOAONOris, BUKOPUCTaHa AN BUKOHAH-
HSA TEXHIYHOI YacTuHK, gocuTb TodHa. OpraH, Wo nignu-
caB CYOKOHTPAaKT i3 HOTU(IKOBAHUM OpPraHoOM, MOBUHEH
BMKOHATU CYTTEBY M NOTYHO 3B'A3@aHY YAaCTUHY TEXHi4-
HOT CTOPOHM.

BukoHaHHA pobiT i3 cybkoHTpakTy noBuHHO ByTn 3a-
CHOBaHe Ha KOHTPaKTi, WO rapaHTye Npo30picTb i AOBI-
py 4O A4 HOTM(IKOBAHOIO OpraHy.

CyOKOHTpaKkTHi HOTU(IKOBaHI OpraHuW HecyTb BiAMNOBiI-
JanbHICTb 3a BCi 3axoau, ki nepebyBatoTb Mg ixXHIM
KepiBHMLUTBOM. BrKoHaHHsi pobiT He NOBMHHE BecTu 3a
coboto nepenayvy noBHoBaxkeHbL abo 06OB'A3KIB.
HoTudikoBaHi opraHu BignoBiganbHi 3a BCi JOKYMEHTHU
(ceptudbikatn), ki MOBWMHHI OyTVM BuAaHi 3aBxXau Big
IXHbOro iMeHi. HoTudikoBaHi opraHn He MOXYTb 3a XO-
OHVX YMOB yKnagaTu CyOKOHTpaKT Mo BCiX BuAax Ais-
MNbHOCTI, TOMY WO Ue 3pobuTb HOTUIKauilo, Ska He Mae
CEHCYy.

HoTtudikoBaHi opraHn MoxXyTb, NPUMIpoOM, yknactu cy6-
KOHTPaKT Ha NpoBeAeHHS BUMPOOYBaHb, NPOLOBXKYHUN
OUiHIOBATU X pe3ynbTaTu i, 30Kpema, 3aTBepauTu 3BiT
npo BMNPOOyBaHHS, LWOOG OLUHNTM BUKOHAHHSA YMOB Ou-
PEKTUBM.

MopibHo 40 UbOro MOXNMBE BMKOHAHHSA pobiT B obnac-
Ti cepTudikauii cnctem FPC, 3 BUKOPUCTAHHSM 30BHi-
LWHIX ayauTopiB 3a YMOBM, SIKLLO HOTUMIKOBaHWIA OpraH
[aB OLiHKY pe3ynbTaTam NepeBipKu.

YacTtuHa pobiT i3 cyOKOHTpaKTy (BUKOHaHHSA pobiT cyb-
nigpsgHUKom) 3abopoHeHa, Anst TOro Wwob YHWUKHYTU
NOPYLUEHHS LiNiCHOCTI cUCTEeMU N KOHIAEHLINHOCTI.
YMOBM BUKOHaHHS pOBIT MPURHATHI Ana 6yab-akux
cybniapsagHuKiB, Tak 4m iHakwe npunHaTux y Cnistosa-
pUCTBO.

Cnig BigMiTUTK, WO X04a W He NOTPIOHO HOTUIKyBaTH
CcyoniapsaOHVKIB (OMB. BULLE NMYHKT 2 MapKepHoOro cnuc-
Ky), Komicig nigTpumye ixHio HoTudikauito 3rigHo 3 CPD.
Lle mae pag nepesar, Hanpuknag, 30inblUeHHA Npo3o-
pOCTi, NPOSIB KOH-KYPEHTHOCTI, MOXMMBICTb MOAIOHWUM
opraHam OyTn Ha BeOcanTi Komicii 1 6patn ydacTtb y
po6oTi rpynn HOTU(IKOBAHMX OPraHiB.

3.5 HotudikoBaHi opraHu, wo cniBnpauolTb 3 BU-
pPOGHMKOM

(a) HacraHoBa (po3gin 6.3) MicTuTb y cobi HacTymHi
MOMNOXEHHS:

"HoTudpikoBaHi opraHu € 1 NOBUHHI 3anuwaTucs TpeTi-
MU ocobamMK, He3anexXHUMKU Bif TXHiX KNiEHTIB i iHLWNX
3auikaBreHnx ocib (cTopiH)".

"CTpyKTypa oOpraHy MOBMHHA rapaHTyBaTu 0O6'eKTUB-
HIiCTb, OCOOMMBO SIKLLO OpraH 3alMMaeTbCsl iHWOW Ais-
NBHICTIO, KPiM BUKOHAHHSA 3000B'si3aHb HOTUPIKOBAHOTO
opraHy. binble Toro, opraH NOBUHEH MaTU NOMITUKY 1
METOOVKY LOAO BM3HAYEHHsSI OCOGNMBOCTEN MK 3a-
BOAHHAMMW, BUKOHAHUMM HUM Y SKOCTi HOTUpiKOBAHOIO
opraHy, 1 iHLWOW AiANbHICTIO, SKOK BiH 3anMaeTbCs,
pobnAYM Ui pO3XOMXKEHHST YiTKMMK OT1S 3aMOBHUKIB".
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notifying authority.

A further condition for subcontracting is that the con-
formity 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 subcon-
tracted 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 confi-
dence of the notified body's operations.

A subcontracting notified body remains responsible for
all the activities covered by the notification. Subcon-
tracting does not entail the delegation of powers or re-
sponsibilities.

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 meaning-
less.

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 certi-
fication 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 subcon-
tractor) is prohibited in order to avoid undermining the
coherence of the system and the confidence in it.

The conditions for subcontracting apply to any subcon-
tractor whether or not established within the Communi-
ty.

Note that although it is not necessary to notify subcon-
tractors (see bullet point 2 above), the Commission en-
courages their notification under the CPD. This has a
number of advantages, for example increasing trans-
parency, 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.

3.5 Notified bodies linked to a manufacturer

(a) The Guide (Section 6.3) includes the following pro-
visions:

"Notified bodies are and must remain third parties in-
dependent 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 car-
ried out as a notified body and any other activity in
which the body is engaged, making this distinction
clear to their customers."
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"Ona 3abe3nevyeHHa 06'€EKTUBHOCTI, HEYNepeaXXeHOCTi 1
npawues3gaTHOCTi opraH i Moro nepcoHan (Skui npadtoe
MOCTiINHO abo 3a KOHTPaKTOM) BignoBiganbHWA 3a Aisa-
NbHICTb, BUKOHAHY SIK HOTUIKOBAHWUI OpraH, He MoXe,
Hanpuknag, 6yTm BUMPOOGHUKOM, MOr0 YNMOBHOBAXKEHWUM
npeacTaBHUKOM, MocTadanbHUKOM abo KoMepuUinHUM
KOHKYpeHTOM..."

(b) Lienn OCHOBHWMI MpUHUMN Y Mipy MOXIMBOCTI NOBK-
HeH OyTM 3acTocoBaHMI OO0 BCIX HOTM(IKOBAHMX opra-
HiB. [MpoTe B AedkuMx Bunagkax HEMOXNUBO YHWUKHYTU
HoTudpikaLii opraHy, WO A0 NeBHOI Mipy NOB'A3aHMN 3
BUPOOHMKOM.

Y Takux Bunagkax OpraH MOBWHEH rapaHTyBaTW, LIO
nabopartopist npautoe BUKNIOYHO 06'ekTuBHO. OpraHisa-
Lis noBMHHA 3adOBOSILHATM KpuTepiasm gogatka IV
CPD. Hotudikytoya gepxaBa-dneH noBuHHaA 3BepTaTty
ocobnuBy yBary Ha kpuTepii 06'eKTMBHOCTI. YMM TicHi-
e BigHOCMHM MiX nabopaTopieto 1 BUPOOHMKOM, TUM
JKOPCTKilLle MOBWHHI OyTM BMMOIrM OO OO'EKTUBHOCTI 1
0Or'pyHTOBAHOCTI NpW NepeBipLi 1 KOHTPO.

Lis ymoBa onucana B EN ISO/EKO 17025:2000, nyHKT
4.1.4, pe roBopuTbCca "AKWO MNpoayKkuia BunpobyBaHa
(nepesipeHa) opraHamu (Hanpuknag, BUPOOHMKamK),
SKi MaloTb BigHOLWEHHS OO0 ii NMPOEKTyBaHHS, BUTOTOB-
neHHsa abo npofaxy, NOBWHHI ByTW NPUAHATI NEeBHi Noc-
TaHOBWM ANia 4iTKOro noginy o6oB'A3KiB i BianoOBigHWUX
nonoxeHob". NMpoTe HOTUDIKOBAHUI OpraH NOBUHEH Ma-
TV NpaBoO Ha 34iNCHEeHHA aTecTauii npoueciB Ans BCiX
KNIiEHTIB, BKNOYAO4M BULL OpraHu.

3.6 CTpaxyBaHHA LUMBINbLHOI BignoBiganbHOCTI

(a) Dopatok IV [OQupekTnen BumMarae Big HOTUIKOBaHNX
OpraHiB HasiBHOCTiI CTPaxOBOK LMBIMbHOI BignoBiganb-
HOCTI, He3BaXkalo4un Ha Te, WO BigNOBIgaNbHICTbL 3aXu-
LLleHa OEepKaBoto BiAMOBIAHO A0 AEepXXaBHOMO 3aKOHY (3
ornsagy Ha npuHuMnu Yrogwm). BeaxaeTtbcs, Wo nocu-
naHHs Ha "CTpaxyBaHHSA UMBINbHOI BignoBiganeHocCTI"
MOBWHHO BYTW NPUAHATO AK CTpaxyBaHHA NpodeciiHnX
30uTKiIB.

(b) CtangapTt EN 45000 He MiCTUTb BUMOI CTpaxyBaH-
Hsl, i CPD He € nocibHMKOM Lo[0 po3Mipy CTpaxoBOi
BignosigansHoCTI. [lepxaBu-yreHn NoBUHHI BUMaraTtun y
HOTUMIKOBAHUX OpraHiB HagaHHA LWOPIYHMX [OKa3iB
ob6cAary BignoBigHOI NpodecinHOi cTpaxoBoi Bignosiga-
nbHOCTI, 6epyyn OO yBarm NPOAYKTUBHICTb i TUM PU3UKY,
SIKOMY MOXNUBO OyB nigaaHui BigMoOBIOHWUIA OpraH.

4 NPOLEAYPA HOTU®DIKALLIT

4.1 "[epxaBun-dneHn nosigomnaTe Komicito 1 iHWiI
OepXaBu-YneHn npo opraHu ceptudikauii, KOHTPOMo
Ta BunpoOyBanbHi nabopartopii, ki BOHW Npu3Ha4nnun
ONsl 3aBOaHb, WO MalTb OyTM BUKOHaHI Anst noTpeb
TEXHIYHOro yXBareHHd, 3acBigYeHHs BiANOBIAHOCTI,
nepeBipok Ta BMNpobyBaHb BiAMOBIAHO [0 uiei Oupek-
TMBMW, pa3oM 3 iXHiMU Ha3BamMu, agpecamum Ta igeHTudi-
KauiiHMMn Homepamu, 3asganerigb npucsoeHnmmn Ko-
micieto. [lep>xaBu-4neHn 3a3HavalTb BUPOOU, ski 3Ha-
XOAATbCA B MeXax KomneTeHUii opraHiB | naboparopin
Ta npupoay 3aBAaHb, Ski noknageHo Ha Hux"(CPD,
cTaTtTda 18)

Kowmicis BignoBigae 3a BugaHHS 1 BigHOBIIEHHS CMUCKIB
OpraHiB i IXHKO KOMNETEHTHICTb.

"To safeguard objectivity, impartiality and operational
integrity the body and its staff (whether directly em-
ployed 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..."

(b) 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 labora-
tory 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 stringen-
cy with which this is verified and policed.

This is dealt with in EN ISO/EIC 17025:2000, clause
4.1.4, which states "When products are tested by bod-
ies (e.g. manufacturers) who have been concerned with
their design, manufacture or sale, provision for a clear
separation of different responsibilities and an appropri-
ate statement shall be made." Once notified, however,
such a body would be entitled to undertake attestation
operations for any client including those for its parent
body.

3.6 Civil liability insurance

(a) Annex IV of the Directive requires that notified bod-
ies 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.

(b)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.

4 THE PROCESS OF NOTIFICATION

4.1 "Member States shall notify the Commission and
the other Member States of the certification and inspec-
tion 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 con-
formity, inspections and tests, in accordance with this
Directive, toether with their names and addresses and
the identification numbers assigned to them beforehand
bythe 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 as-

signed to them" (CPD Article 18)
The Commission is responsible for publishing and keeping up
to date a list of bodies and their competen cies.



4.2 KomneTeHTHa aTecTalis BianoBigHocTi € 6a3oto Ans
BM3Ha4YeHHss obnacTi gii  HoTudikaudii. [depxaBam-
yrieHamMm HarnonernMBo PEKOMEHAOBAHO TOYHO OOTPU-
MyBaTMCA (POPMYIOBaHb, SIKi BUKOPUCTaHi Y BMCHOBKY
AoC, npu BMOOpPi HOMEHKNaTypu NPoAayKLii HoTUdiKauii.
Pin 3aBgaHb moxe OyTuM 4-x BapiaHTiB cepTudikauis
NpoAyKUii, cepTudikauia cMctemm KOHTPONO BUPOOHU-
UTBa Ha NigNPWEMCTBI, Harnag Hag CUCTEMOK KOHTPO-
M0 BUPOOHMLTBA Ha NiANPUEMCTBI, BUNMPObyBaHHS.

4.3 [lep>xaBU-4neHn matoTb NpaBo HagasaTu IHpopma-
uito B 6yab-akunii yac Y BinbLlUocTi BUNaakis, npoTe, He-
[OPEeYHO MOBIAOMNATU MPO BMCHOBKWM MO cxemax nigT-
BepAXKEHHS BiANOBIAHOCTI Ana nNpoAykuii abo okpemoro
BMAY NPOAYKUIil A0 X NpunHATTA. [OepxaBu-4neHun no-
BWHHI SIKOMOra TOYHilLe BM3HA4YUTK obnacTi aii HoTudi-
Kalii Ans MOXIMBOCTI 34iNCHEHHSI KOMMETEeHTHOoro niaT-
BEPOKEHHS N BUCHOBKIB BigNOBIAHOCTI, WO CYnpoBO-
[PKYETbCS1 rapMOHi30BaHMMK cTaHgapTamn abo Kepie-
HuMK nNpuHumMnamm ETA HactaHosamu/ ETAs, abo Bia-
NnoBiAHMMW MeTogamMu BUMPOOYBaHb.

4.4 Tlepen MM, SK BU3HATWM MNPUAATHICTb OCTATOYHMUX
rapMOHI30BaHNX TEXHIYHMX YMOB abo cTaHgapTiB Ha
npoBeAeHHs BUNPoOyBaHb, Aeski AepxaBu-yneHn ba-
XKalTb TUM4YacCOBO peEeCcTpyBaTM OpraHu 3 niaTeBep-
OKeHHs1 Tak camo, §IK | NOCTIMHO HOTUDIKOBaHI opraHu,
TMMYaCcoBO HOTUIKOBaHI OpraHy NOBUHHI BpaTn y4acTb
Yy KOOPAMHOBaHIN poboTi Ha EBPOMENCLKOMY PiBHI Yepes
rpyny HOTUMIKOBaAHNX OpraHiB.

4.5 B 060B'A3kM Oep)KaB-UNeHiB BXOAUTb NOBIOMMSATU
Kowmicito npo 6yab-siki 3MiHW, BKIHOYAOUN NPUNNHEHHS
HOTUdDIKaLLT.

4.6 [epxaBu-uneHu, B JONOBHEHHSA 0 6yab-sKoro Tpu-
Barnoro oBCTeXeHHs, Ake BOHU MOXYTb po3no4vaTu, no-
BVHHI perynspHo gomaratuca nigTBepaXeHHs BWKO-
HaHHS MOCTaHOB | YMOB [1IOrOBOPY OpraHamu, iIKMX BOHU
npusHaynnu. Lie noBMHHO BMKOHYBaTUCS, LLIOHANMEHLLE
KOXHi YOTUPW pOKM ane moxe ByTu n yacTiwe.

4.7 Hemae Hiskux obMexeHb Ha KinbKiCTb opraHiB, Ski
MOXYTb OyTV HOTUpiKOBaHI AN BUKOHAHHA MOCTaBre-
HUX 3aBOaHb abo ans ceptudikauii FPC, abo Bignosia-
HOCTi NpOAYKUii. Hemae Takox HisikKMX OOMeXeHb Y Kifb-
KocTi BuAiB BunpoOyBaHb i/abo aTtecTauii mpogykuii,
ANsi NPOBEAEHHS AKUX KOXEH 3 opraHiB Moxe 6yTn Ho-
TudikoBaHM. OpraH Moxe 3BEepHYTUCS i3 NPOXaHHAM
Npo MpPU3HAYEeHHA AN BUKOHAHHS Oyab-sikMX 3aBOaHb,
onucaHux y goaatky lll, posgin 2 CPD, abo 6yab-akux
X KOMGiHaUi 32 YMOBM, LLO Le 3a40BOSNTbHUTE BUMOTY 3
KOMMETEHTHOCTi BUKOHAHHSA KOXXHOrO 3aBAaHHS.

4.8 Ha4vyeHHs opraHiB Komicii He 3HaunTb, LLO BUKOHAHI
HUMKW 3aBAAHHS ABTOMATUYHO MOXYTb MPUBECTU A0
mMapkyBaHHs CE. Take mapkyBaHHsa CE moxe matu Mmi-
cle TiNbKkn y BUNaaKy, SKWO BCi HEODXIigHI yMOBU BUKO-
HaHi, TOOTO HasiBHI rapMOHI30BaHi TEXHIYHI yMOBU pa-
30M 3 yciMa HeoOXxigHMMKM MeTodamu BUNpoOyBaHb
i/abo oLjiHKN.

AOCTY-H b A.1.1-82:2008

4.2 The relevant attestation of conformity decision is the
basis for identifying the scope of the notification. Mem-
ber 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 na-
ture of the tasks can be limited to 4 choices: product
certification, certification of factory production control
system, inspection of factory production control system,
testing.

4.3 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 stand-
ards or ETA Guidelines/ETAs, or appropriate test
methods.

4.4 In advance of availability of finalised harmonised
technical specifications or test standards, some mem-
ber 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 Bod-
ies.

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

4.6 Member States should, in addition to any continu-
ous 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.

4.7 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 ests and/or product as-
sessments for which any ne body can be notified. A
body can apply for esignation against any of the tasks
described in PD Annex Ill Section 2, or any combination
of hese, provided that it meets the requirements of om-
petence for each task.

4.8 fication of bodies to the Commission does not au-
tomatically 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.
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4.9 [loBHONpaBHI i TMMYacoBO HOTUQIIKOBAHI OpraHu
NOBMHHI B6paTn 30060B'A3aHHA WOA0 PO3pobkM MmeToau-
KN MPaKTUYHOrO 3acCBiAYEHHSA Ha EBPOMENCHKOMY PiBHI.
Lle moxe npuBecTu 0o perynsapHoro cnispobitHmuTBa 3
iHWMMWN HOTMIKOBAHMMM OpraHamMn Ha TeXHIYHOMY pi-
BHi 1 oo obmiHy BaxnmBol iHGopmMmauieto B obnacTi
pob0oTN HOTU(IKOBAHNX OpraHiB 3 METOH CTBOPEHHS
[OBipKN BHACMigok 360py NpakTUYHOrO 4OCBiAY W rapaH-
TyBaHHSA BiTBOPHOBAHOCTI pe3yrnbTaTiB 3acBigvyeHHs.

4.10 ®opymMoM Ans Luboro criBpobiTHMLTBA € rpyna Ho-
TudpikoBaHmx opraHis (GNB) ans CPD. Bci HoTudiko-
BaHi OpraHn aBTOMaTU4HO € YNeHaMu Liei rpynu n 30k-
pema uneHamu ofHiei abo 6araTtbox rpyn iXHbOro cek-
Topa. HoTudikoBaHi opraHun 6yayTb ypaxoByBaTu y CBO-
i poboTi pesynbTaTn pobotn GNB.

4.11 HotudpikoBaHi opraHu MOBWHHI OyTW 3gaTHi ge-
MOHCTPYBaTW, LLO BOHM aKTMBHO 3ary4eHi B AisiNbHICTb
GNB . Akwo uiel y4acTi He JocuTb, LEe MOXe NPUBECTH
0O 3HATTA HOTUIKaLIT HOTUMIKYOYMMK OpraHamMu.

4.12 Y Tux BUMNagkax, KONW OpraH, WO AOMaraeTbes
HoTudiKaLii, MPoONoHye yknacTu cybaorosip NMpo BUKO-
HaHHS YaCTWHM iIXHbOI pobOTK, CNUCOK CyONiapsSAHWKIB,
AKMM BiH Ma€ nNpaBoO CKOpUCTaTUCH, NOBUHEH ByTn 36e-
peXeHnn i cucTtemMaTM4yHO [0OMpaLboBYBaTUCS oOpra-
HOM. Bbyab-sika 3MiHa B LbOMY CNUCKY NOBMHHA 6yTu
po3rnsiHyTa 9K 3MiHa yMOB HOTUdiKaLii, i, 0T>Ke, NOBUH-
Ha O6yTu npoiHdopmMoBaHa AepxaBa-yneH. [Mpu 3anuTi
crnucky cyonigpsiaHukiB Kowmicieto abo iHWoO pepxa-
BOMO-YJIEHOM BiH NOBMHEH OyTW HagaHWi HeBigKNagHo,
ane 6e3 060B'A3k0BOI BUMOTrM ANs cyonigpsgHukiB ce-
6e HoTudpikyBaTtu.

4.13 OpraH, Wwo irypye B cnucky cybnigpsgHukis, Mo-
Xe cam OyTn HOTUDIKOBAHUM OpraHoM NS 3aBAaHHS,
O BiH MOBUHEH BUKOHATK, abo ANs iHWKX 3aBOaHb.

4.14 ObnacTtb Aii HoTudikauil HOTUdIKOBaHMX OpraHiB
Oyae npuBCEnO4HO OOCTYMHA Ha NANDO-CPD®. Y 6a-
3y gaHnx NANDO OyayTb BKMIOYEHi TiNbkn OMiLifiHO
HOTU(ikOBaHi OpraHu BigNOBIOHO [0 onybnikoBaHUX
Ha3B i3 NOCKMaHHAM Ha BiAMNOBiIOHI rapmoHizoBaHi EN
abo ETAG B OJEU (6e3 nonepeaHboi HOTUiKaLLiT).

8 httpV/europa eu int/comm /enterpise/nando

4.9 Fully and provisionally Notified Bodies must accept
the commitment to the development of practical attesta-
tion procedures at European level. This will involve reg-
ular co-operation with other notified bodies on a tech-
nical level and exchange of relevant information in the
notified field of activty, with the aim of creating confi-
dence through the harmonisation of practices and en-
sure reproducibility of attestation results.

4.10 The forum for this co-operation is the Group of No-
tified 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.

4.11 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.

4.12 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 system-
atically 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.

4.13 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.

4.14 The scope of the notifications of the Notified Bod-
ies will be made publicly available on NANDO-CPD®.
Only natifications that follow the publication of the title
and reference of the relevant harmonised EN or ETAG
in the OJEU (no prenatification) will be included in the
in the NANDO Database.

6 http://europa.eu.int/comm /enterpise/nando



OOOATOK A
TPAKTYBAHHA OOOATKA IV
"BUMOI' O OPrAHIB, LLO BUKOHYIOTb
CEPTU®IKALIKO NPOOYKLII™

A.1 Bumoru, BuknageHi B gopatky IV CPD, npuiHsaTi
BIONOBIAHMMM [0 HACTYMHMX NYHKTIB cTaHgapty EN
45011:1998. 3acTtocyBaHHs LbOro cTaHaapTy NOBUHHE
BpaxoByBaTN BEMUYNHY N KOMMMEKCHICTb PO3rMSHYTOI
opraHisauii ”n 3aBOaHHS, SIKi BOHa X04e BUKOHATH, i He
NOBMHHE NPMBECTU 0 3anBOoi Bropokparii.

AOCTY-H b A.1.1-82:2008

ANNEX A
INTERPRETATION OF ANNEX IV
REQUIREMENTS FOR BODIES CARRYING
OUT PRODUCT CONFORMITY
CERTIFICATION

A.1 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

KpuTtepii, npeacrtasneHi B EN 45011
popatky IV
Annex IV Criteria

IV.1 HagaBHicTb: nepcoHany
Avalilability of: personnel

3acobu n yctaTky-
BaHHA

Means and
equipent

IV. 2 TexHiyHa
KOMMNETEHTHICTb
Technical
competence

imposition of unnecessary bureaucracy.

[MyHKTW, SKi HEOBXiAHO PO3MAHYTU:
Relevant Clauses of:

4.2 OpraHisauis:

Organisation: (j)
5 TlepcoHan opraHy cepTudikawii

Certification body personnel
9 [ligroToBKka A0 OLiHIOBAHHS:

Preparation for evaluation: 9.3
Ockinbkn opraH cepTtudikauii BUKOHyeE BNacHi BUNpoody-
BaHHSA 1W/abo KOHTPOsb, LS poboTa NOBMHHA y3romKyBa-
Tmch 3 Bumorammn EN ISO/IEC 17025 i EN 45012/EN
ISO/EC 17020:2004. Takox gus. Hwk4ye "IV.2 KomneteH-
THICTb Y TEXHIYHUX NuTaHHAX". Where the certification
body operates its own testng and/or inspection activities,
these activities shall conform with the relevant require-
ments of EN ISO/IEC 17025 and EN 45012/EN ISO/IEC
17020:2004. Also see "IV.2 Technical compeence" below.

4.1 3aranbHi NONOXEHHS:
General provision: 4.1.3, 4.1.4
4.2 OpraHisauis
Organisation (b) (c) (f) (k) (1) (p)
4.3 OpraHisauis gianeHocTi
Operations
4.4 CybnigpagHi yrogn
Subcontracting
4.5 Cuctema sKocTi
Quiality system
4.6 YMoBY i npoLieaypu HagaHHs, NiaATPUMaHHS, Npu3sy-
MUHEHHS YM CKacyBaHHA cepTudikadii
Conditions and procedures for granting maintaining, ex-
tending, suspending and withdrawing certification

4.7 BHyTpiWwHi nepeBipku i aHanisyBaHHs 3 60Ky KepiBHMLTBA

Internal audits and management reviews
4.8 [lokymeHTauis:
Documentation on: 4. 8.1 (a) (b) (c) (d) (f), 4.8.2
4.9 PeecTpyBaHHS AaHuX
Records
7 Anensauii, ckapru Ta cnipHi NMTaHHA
Appeals, complaints and disputes
9 TligrotToBKa OO OLiHIOBAHHSA:
Preparation for evaluation: 9.1, 9.4
10 OujiHoBaHHSA
Evaluation
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MpodecinHa
BigMoBiganbHICTb
Professional
Inegrity

IV.3 O06'ekTnBHICTb
Impartiality

IV.4 TlpodeciinHa
TaeMHMUA
Professional

serecy

A.2 TlyHKTW, nepepaxoBaHi BuLLe, € 6a3010 ANA OLUiHKM
BiONOBIAHO 00 KpuTepiiB, HaBedeHUX B gogaTky V.
MpoTte ans Toro, WOoOG NOBHICTIO BiAMOBIAaTM BMMOram
cTaTTi 18, a TakoX Ans Toro, Wwob JoMOorTMcs B3aeMHOI
OOBipU B MPOLECi OLiHIOBaHHS, NOTPiIOHO 3acTocoByBa-
TW HaCTYMHI BUMOTHK:

O6nacTb BU3HAUYEHHS:

BoHa noBuHHa 6yTn BM3HaveHa 3 ornsgy Ha rapmoHi-
30BaHi TexHiYHi ymMoBU n/abo kepiBHi JOKymMeHTU ETAS,
SIKi BU3HaHi 3acTocoBHMMM ans uinen CPD.

MeTop ouUiHIOBaHHA:

OuiHloBaHHSA NOBMHHE OyTW 3pobGrieHe BiQNOBIAHO A0
KpuTepiiB, BUKNageHux y goaatky V.

Liboro mMoxHa [OCArTY, BUKOPUCTOBYHOUM (DOpMaribHY
cXemy akpeauTauii 3a OOMOMOrol BU3HAHUX OpraHis
akpeguTauii, rpyHTytoumck Ha ctaHgapti EN 45011, a
Takox cneujianbHux sumor CPD i rapMOHi3oBaHUX Tex-
HIYHMX BMMOT OO PO3rNSAHYTOI NPOAYKLii.

11 3BiT Npo OUiHIOBaHHSA
Evaluation report
12 PiweHHs wono cepTtudikadii
Decision on certification
13 Harnapg: Surveillance: 13.1, 13.2, 13.3
4.2 OpraHisauis:
Organisation: (1) (m) (n)

4.1 3aranbHi NONOXEeHHS:
General provisions: 4.1.1,4.1.2

4.2 OpraHisauisi:
Organisation: (a) (e) (0)

4.4 Cy6nigpsigHi yrogu
Subcontracting

4.9 PeecTpyBaHHA JaHUX:
Records: 4. 9.1

9 TlligrotToBKa OO OLiHIOBaAHHS:
Preparation for evaluation: 9.3

4.2 OpraHisauis:
Organisation: (0)

4.4 CybnigpsagHi yrogn
Subcontracting

4.9 PeecTpyBaHHs JaHWX:
Records: 4. 9.1

4.10 KoHdigeHUinHicTb
Confidentiality

A.2 The above clauses provide the basis for assess-
ment 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 pro-
cess the following requirements should also apply:

Scope of designation:

This should be defined in relation to harmonised tech-
nical specifications and/or Guidelines for ETAs recog-
nised for the purposes of the CPD.

Method of assessment:

Assessment must be made against the Annex IV crite-
ria.

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.

10



OOOATOK B

TPAKTYBAHHA BUMOIr IOOATKA 1V
ANnA OPTAHIB, LLLO BUKOHYIOTb
CEPTU®DIKALIIO FPC

B.1 Bumorn, BuknageHi B gogatky IV CPD, npuiHATI
BIONOBIAHMMUW HACTyNHUM nNyHKTamMmu ctaHgapty EN
45012:1998. 3acTtocyBaHHsI LbOro cTaHAapTy MOBUMHHO
BpaxoBYyBaTW BENUYUHY N KOMMNEKCHICTb PO3rnsHYTOl
opraHiszauil 1 3aBAaHHSA, siKi BOHa XO4e BMKOHATW, i He
NMOBMHHO NPMBECTU 0 3anBOi Bropokparii.

Tam, ae nyHkTn ctangapty EN 45012:1998 ctocytoTbes
CUCTEM SKOCTi, BOHM MOBWHHI ByTW pO3rnsHyTi SK cuc-
Temu FPC , sk Bu3HayeHo 8 CPD.

Kputepii, npeacraesneHi B goaatky IV EN 4501 2
Annex IV Criteria

AOCTY-H b A.1.1-82:2008

ANNEX B

NTERPRETATION OF ANNEX IV
REQUIREMENTS FOR BODIES CARRYING
OUT FPC CERTIFICATION

B.1 The requirements set out in Annex IV of the CPD
are considered to correspond to the following clauses in
EN 45012:1998. The application of this standard should
take account of the size and complexity of the organisa-
tion being assessed and of the tasks that it wishes to
carry out, and should not lead to the imposition of un-
necessary bureaucracy.

Where clauses in EN 45012 refer to quality systems,
these should be interpreted as FPC systems as defined
under the CPD.

MMyHKTK, SKi HEOOXIAHO PO3rNAHYTH:
Relevant Clauses of:

2.1

.2 OpraHizauisi: (j)
Organisation: (j)

IV.1 HaaBHICTb: nepcoHany
Avalilability of: personnel
3acobu i
yCTaTKyBaHHSA

2.2 TllepcoHan opraHy ceptudikauii/peecTpauii
Certification/registration body personnel

PosrnsaHyTi Hwkye B "IV.2 TexHiYHa KOMNEeTeHTHICTb "

Means and Covered by "IV.2 Technical competence”

Means and equipent

IV.2 TexHiyHa

11

KOMMNETEHTHICTb
Technical
competence

below equipment

2.1

2.1

2.1

2.1

2.1

2.1

2.1

.1 3aranbHi NONOXeHHS:
General provision: 2.1.1.3,4

..2 OpraHi3auis
Organisation (b) (c) (f) (k) () (p)

.4 Cncrema akocCTi
Quiality system

.5 YM0BM HagaHHs, NigTpUMaHHs, PO3LLUMPEHHS,
CKOPOYEHHS, NPU3YNUHEHHS Ta CKacyBaHHSA Aji
cepTudikauii /peectpadii:
Conditions for granting, maintaining, extending,
reducing, suspending and withdrawing certifica-
tion/registration: 2.1.5.1,3

.6 BHyTpiLWHi nepeBipky Ta aHani3y 3 60Ky KkepiBHW-
ytea Internal audits and management reviews

.7 JokymeHTauia: Documentation: 2. 1.7.1 (a) (b)
(c) (d) (h); 2.1.7.2

.8 PeecTtpyBaHHA aaHunx
Records

2.4 Anensuil, ckapru Ta cripHi NUTaHHA
Appeals, complaints and disputes
3.2 TligroToBKka A0 OUiIHIOBAHHSA:
Preparation for assessment
3.3 OuiHoBaHHA Assessment
3.4 3BiT NpO OUiHIOBaHHS
Assessment report
3.5 PiweHHs wopo ceptudpikauii/peectpauii
Decision on certification/registration
3.6 [lpouenypu Harnsgy i NOBTOPHOrO OUiHIOBaHHS

(Mpu ubomy opraH cepTudikaLlii NOBUHEH OTPU-
MaTW Bif nocTayanbHUKIB iHdhopMauito npo 6yab-
AKi 3MiHW, SIKi MOXYTb BNAWHYTU Ha BiANOBIAHICTb
npoaykuii)

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)
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MpodecinHa
BiANoOBIAanbHICTb
Professional
Inegrity

2.1.2 OpraHisauisi:

Organisation: (m) (n)

2.1.3 CybnigpagHi yroam

Subcontracting

2.1.8 PeecTpyBaHHA JaHUX:

Records: 2. 1.8.1

2.2 [lepcoHan opraHy cepTudikauii/peecTpadii:

IV.3 OO0'ekTUBHICTb
Impartiality

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

2.1.1 3aranbHi NONOXeHHS:

General provisions: 2.1.1.1,2

2.1.2 OpraHisauisi:

Organisation: (a) (e) (0)

2.2 TlepcoHan opraHy cepTudikayii/peectpadii:

IV.4 TlpodeciinHa
TaeMHMUA
Professional
serecy

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

2.1.2 OpraHizaujisi:

Organisation: (0)

2.1.3 CybnigpsgHi yroan

Subcontracting

2.1.8 PeecTpyBaHHA OaHUX:

Records: 2.1.8.1

2.1.9 KoHdigeHuiHicTb

B.2 MNyHKTN, NnepepaxoBaHi BuLLEe, € 6a300 Ans OUiHKK
BIONOBIOHO 00 KpuTepiiB, HaBegeHux B gogatky V.
Mpote, ansa Toro wWob6 MOBHICTIO BignoBigaT BMMOram
cTtaTTi 18, a Takox Ansa Toro o6 AOMOIrTUCS B3aEMHOI
OOBipW B NMpoueci oLiHIoBaHHS, NOTPIOHO 3acTocoByBa-
TN HacCTYMHi BUMOTK:

O6nacTb BU3Ha4YeHHS:

BoHa noBvHHa 6yTW Bu3HayeHa 3 ornsgy Ha rapMoHi-
30BaHi TeXHIYHi yMOBW W/abo kepiBHi 4OKyMeHTU ETAS,
AKi BU3HaHi 3actocoBHUMK ans uinen CPD .

MeToa ouiHBaHHS:

OuiHoBaHHA noBuHHE OyTM 3pobrieHe BigNoBiAHO A0
KpuTepiis, BUKNageHux y goaatky IV.

Liboro MoxHa [OCArTW, BUKOPUCTOBYIOYM hopMarbHy
cXemy akpeguTauii 3a JOMOMOro BU3HAHWUX OpraHiB
akpeauTauii, 3acHoBaHnx Ha ctaHgapTi EN 45012, a
Takox cneuianbHux Bumor CPD i rapMoOHi3oBaHUX TeXx-
HIYHUX BMMOT 10 PO3MMSAHYTOT NPOAYKLT..

Confidentiality

B.2 The above clauses provide the basis for assess-
ment 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 pro-
cess the following requirements should also apply:

Scope of designation:

This should be defined in relation to harmonised tech-
nical specificationsand/or Guidelines for ETAs recog-
nised for the purposes of the CPD.

Method of assessment:

Assessment must be made against the Annex IV crite-
ria.

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.

12
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OOOATOK C
TPAKTYBAHHA BUMOI OOATKA IV Ans
OPIrAHIB IHCMEKUII

C.1 Bumoru, BuknageHi B gogatky VI CPD, npuiHsaTi
BIAMOBIOHUMW HACTYMHUM NyHKTam ctaHgapty EN
45012:1998. (OuwB. Hwx4e BignoBigHi nyHkTM EN
ISO/IEC 17020:2004). 3acTocyBaHHSl LibOro ctaHgapTy
MOBMHHO BPaxoByBaTW BEMUYMHY N KOMMIEKCHICTb PO3-
rMAHYTOI opraHisauii, cdepy 1i TeXHIYHOI AisnbHOCTI 1
He MOBMHHO NPUBECTM A0 3amBoi BropokparTii. 3aBaaHHSA
nposefeHHsA ekcneptnsn FPC Tpoxu Bigpi3HATLCS BiA
3aBaaHb cepTudikauii FPC i EN 45012 noBuHeH GyTu
3aCTOCOBaHUN 3 ypaxyBaHHSIM LIbOr0 PO3XOAXKeHHs. [e
HeobxiaHo, NoHATTS "cepTudikauis" i/abo "peectpauis”
B EN 45012 noBuHHi 6patnca go ysaru sk "nepesipka”.
[e HeobxigHO, NOHATTA cepTudikatiB NoBMHHI BGpaTtucs
[0 yBaru sik 3BiT (aKT) 3 NpoBeAEHOT NepPEBIPKN, OCKiNb-
K/ OpraHu 3 NpoOBEAEHHS MEPEBIPOK He BMAAOTb cep-
Tndikatu.

Kputepii, npeactaBneHi B EN 45012

popatky IV

Annex IV Criteria

IV.1 HasBHicTb: nepcoHany
Availability of: personnel

2.2

3acobu n yctaTkyBaH-

AOCTY-H b A.1.1-82:2008

ANNEX C
INTERPRETATION OF ANNEX IV REQUIREMENTS
FOR INSPECTION BODIES

C.1 The requirements set out in Annex IV of the Di-
rective are considered to correspond to the following
clauses in EN 45012:1998 (see below for the relevant
clauses of EN ISO/IEC 17020:2004). The application of
this standard should take account of the size and com-
plexity of the organisation being assessed and its tech-
nical scope and should not lead to the imposition of un-
necessary bureaucracy. The tasks of FPC inspection
are somewhat different to those of FPC certification and
EN 45012 should be applied with this differnce in mind.
Where relevant, references in EN 45012 to "certifica-
tion" and/or "registration" should be read as "inspec-
tion". Where relevant, references to certificates should
be read as inspection reports since inspection bodies
do not issue certificates.

MyHKTW, K HEOBXiAHO PO3rMAHYTY:
Relevant Clauses of:

2.1.2 Opratisauis: (j)

Organisation: (j)
[MepcoHan oprany ceptudikauii/peecTpadii
Certification/registration body personnel

PoarnsHyTi Hx4e B "IV.2 TexHi4Ha KOMMNETEHTHICTb "

HS Means and Covered by "IV.2 Technical competence" below

Means and equipent
IV.2 KomneTeHTHICTb Y
TEXHIYHMX NUTaHHSIX
Technical compe-

equipment
2.1.1 3aranbHi NONOXEeHHS:

General provision: 2.1.1.3,4

2.1..2 OprasHisauis

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

2.1.4 Cuctema sIKOCTIi

Quality system

2.1.5 YMOBUW HagaHHs, NiATPUMaHHS, pO3LLUMPEHHS, CKOPO-

YeHHSs!, NPU3YNNHEHHA Ta CKacyBaHHSA Aii cepTudikauii
/peecTpauii:

Conditions for granting, maintaining, extending, reduc-
ing, suspending and withdrawing certifica-
tion/registration: 2.1.5.4

2.1.6 BHyTpiLWHI nepeBipku Ta aHani3 3 6oky KepiBHULTBA

Internal audits and management reviews

2.1.7 JokymeHTauis

Documentation: 2.1.7.1 (a) (b) (c) (d) (f);
2.1.7.2

2.1.8 PeecTpyBaHHA faHUX

tence
24
3.2
3.3
34
lNpodecinHa

BiAMOBiAANbHICTb
Professional
Inegnty

Records

Anensuii, ckapru Ta cnipHi NMTaHHA
Appeals, complaints and disputes
[MigrotoBKa OO OLiHIOBAHHSA:
Preparation for assessment
OuiHtoBaHHA

Assessment

3BIT MPO OUiHIOBaHHS

Assessment report

2.1.2 Opranisauisi:

Organisation (m) (n)

2.1.3 CybnigpsagHi yrogm

Subcontracting (a) (b)
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2.1.8
2.2
IV.3 O0'ekTuBHICTb 21.2
Impartiality
2.2
IV.4 TpodecinHa 21.2
TaeMHuUA
Professional 2.1.3
serecy
2.1.8
2.1.9

C.2 OckinbKu OLiHKa I'PYHTYETLCA Ha CTaHAapTi

EN ISO/IEC 17020:2004, HuKYeHaBeOEHI NYHKTU LbOro
CTaHAapTy BuMaraloTb po3rnagy (3BepHiTb ysary, LWO
nyHkT 13 EN ISO/IEC 17020:2004 € Tinbkv acnektom
O CTaBWUTbCHA OO 3BIiTiB (aKTiB) 3 NpoBeAeHOI nepesip-
Kn).

KpuTtepii, npeacrtaBsneHi B

popartky IV

Annex IV Criteria

IV.1 HagaBHICTb:
Avalilability of:

nepcoHany
personnel
3acobu in
yCTaTKyBaHHS
Means and
equipent
IV.2 TexHivHa

KOMMETEHTHICTb

Technical competence

MpodecinHa
BignoBiganbHIiCTb
Professional
Inegnty

IV.3 OG6'ekTnBHICTb
Impartiality

IV.4 TlpodecinHa TaeMHMLUSA
Professional secrecy

IV.5 CTtpaxyBaHHS UMBINbHOI
BiAMOBigaNbHOCTI
Civil liability insurance

PeecTpyBaHHs gaHux:

Records 2.1.8.1

lMepcoHan opraHy cepTudikauii/peecTpaldii:
Certification/registration body personnel 2.2.3.2(f), 2.2.4
OpraHisauis:

Organisation (a) (e) (o)

lMepcoHan opraHy cepTudikauii/peecTpadii:
Certification/registration body personnel: 2.2.3.2(f); 2.2.4
OpraHisauis:

Organisation (0)

CybnigpsgHi yroam

Subcontracting

PeectpyBaHHA aaHux:

Records 2.1.8.1

KoHdigeHuinHicTb

Confidentiality

C.2 Where assessment is based on EN ISO/IEC
17020:2004 the following clauses of that standard are
considered relevant (note that, for Clause 13 of EN
ISO/IEC 17020:2004, it is only the aspect relating to
inspection reports that is relevant).

MyHKTW, SKi HEOBXiAHO PO3rMAHYTY:
Relevant Clauses of EN ISO/IEC 17020

8 MNepcoHan Personnel 10 Metoawn | npoueaypwn nepe-
Bipku Inspection methods and procedures

9 ObnagHaHHA Ta 3acobu 06CnyroByBaHHs

Facilities and equipment

3.3 JokymeHTaLis
Documentation
6 OpraHisauis i KepyBaHHS
Organisation and management
7 Cwnctema sKoCTi
Quiality system
10 MeToaum i npouenypu nepesipku
Inspection methods and procedures
11 ToBOAXeHHS i3 3pa3kamu Ta BUpobamu, NnpusHa-
YeHUMU ONs nNepeBipkn
Handling inspection samples and items
12 PeecTpyBaHHA faHUX
Records
13 3BiTn 3 nepesipku (i cBigOUTBa 3 NEPEBIPOK)
Inspection reports (and inspection Certificates)
15 Ckapru Ta anensauii
Complaints and appeals
4 HesanexHicTb, HeynepemxXeHiCTb | HeAOTOpKaH-
HicTb Independence, impartiality and integrity

4 HesanexHicTb, HeynepeoXeHicTb i HeJOTOPKaH-
HicTb Independence, impartiality and integrity

5 KoHigeHUinHicTb
Confidentiality

3.4 AgmiHicTpaTuBHI BUMOIu
Administrative requirements

14
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C.3 lyHKTN, NepepaxoBaHi BULle, € 6a3ow OIS OLiHKK
BiONOBIAHO [0 KpuTepiiB, HaBegeHux y popatky IV
Mpote ansa Toro, wWo6 nOBHICTIO BigMoOBiAaTU BMMOram
crartTi 18, a Takox Anga Toro wob AoMOorTMcsa B3aeMHOI
OOBIpM B MpOLECi OLiHIOBaHHS, NOTPIOHO 3acTOCOBYBa-
TW HaCTYMHiI BUMOTHK:

O6nacTb BU3HA4YeHHSA:

BoHa noBvHHa GyTu BM3HaveHa 3 Ornsgy Ha rapmoHi-
30BaHi TEXHiYHi yMOBU W/abo kepiBHI OKyMeHTN ETAS,
AKi BU3HaHi 3actocoBHUMK ang uinen CPD.

MeToa ouUiHIOBaHHSA:

OuiHoBaHHA NoBUHHEe 6yTW 3pobneHe BiANOBIAHO A0
KpuTepiiB, BUKNageHux y goaatky V.

Liboro MoOxHa [O0CArTM, BUKOPMUCTOBYHOUM (hopManbHy
CXemy akpeguTauii 3a JOMOMOroH BM3HAHUX OpraHis
akpegwuTadii, 3acHoBaHuUx Ha ctaHgapTi EN 45012 a6o
EN 17020:2004, a Takox cneuianbHux Bumor CPD i
rapMOHI30BaHNX TEXHIYHUX YMOB A0 PO3rMSAHYTOI Npo-
AyKLii.

AOCTY-H b A.1.1-82:2008

C.3 The above clauses provide the basis for assess-
ment 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 pro-
cess the following requirements should also apply:

Scope of designation:

This should be defined in relation to harmonised tech-
nical specifications and/or Guidelines for ETAs recog-
nised for the purposes of the CPD.

Method of assessment:

Assessment must be made against the Annex IV crite-
ria.

This may be achieved through a formal accreditation
scheme, by a recognised accreditation body, based on
EN 45012 or alternatively on EN ISO/IEC 17020:2004,
plus the specific requirements of the CPD and the har-
monised technical specification for the product con-
cerned.
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AOOOATOK D
TPAKTYBAHHA BUMOI" OOATKA IV Ans
BUMPOBYBAJIbHUX NABOPATOPIN

D.1 Bumorwu, BuknageHi B gogatky 1V OQupektueu, posr-
NS4arTbCsa BiAMNOBIOHMMW HACTYMHMM MYHKTaM CTaHda-
pTy EN ISO/IEC 17025:2000 "3aranbHi BUMOrM 40O KOM-
NMEeTEeHTHOCTI BUNpobyBanbHNX Ta KanibpyBanbHuX na-
GopaTopin”. 3acTtocyBaHHA LbOro0 CTaHO4ApTy MOBUHHO
BpaxoByBaTW BENWYMHY N KOMMMEKCHICTb PO3rNAHYTOI
opraHisavuii, cgepy ii TEXHIYHOI OiSNbHOCTI 1 HE NOBUH-

ANNEX D
INTERPRETATION OF ANNEX IV
REQUIREMENTS FOR TESTING

LABORATORIES

D.1 The requirements set out in Annex IV of the Di-
rective are considered to correspond to the relevant
clauses in EN ISO/IEC 17025:2000 "General require-
ments for the competence of testing and calibration la-
boratories". The application of either of these standards
should take account of the size and complexity of the
organization being assessed and its technical scope

HO MpMBECTU OO 3anBOi Gropokparii.

a) Baxxnugi ctaTTi ctangapty EN 45001:1989
Relevant clauses of EN45001:1989

KpuTepii, npeacrasneHi B

popatky IV

Annex IV Criteria

IV.1 HaaBHICTb:
Availability of:

nepcoHany
personnel
B3acobu n yctat-
KyBaHHSA

Means and
equipent

IV.2 TexHiyHa
KOMMNETEHTHICTb
Technical competence
MpodecinHa
BiANoOBiganbHICTb
Professional Inegnty

IV.3 OG6'ekTuBHICTb
Impartiality

IV.4 TlpodecinHa TaeMHMLSA
Professional serecy

and should not lead to the imposition of unnecessary
bureaucracy.

MyHkTM ctaHgapTy EN ISO/IEC 17025:2000, siki HeobxigHO
PO3IMAHYTY:
Relevant clauses of EN ISO/IEC 17025:2000:
5.2 TlepcoHan
Personnel
MpoBampkeHHsA
Availability
[MpuMmieHHa Ta yMOBU JOBKINMs
Premises and Environment
5.3.3 YcratkyBaHHSA
Equipment
5 TexHiyHi BUMOrHn
Technical Competence

531

5.3.2

4 HesanexHicTb, 00'€KTMBHICTb i NPO30piCTb
Impartiality, independence and integrity

4 HesanexHicTb, 06'€eKTMBHICTb i NpO30pICTb
Impartiality, independence and integrity
KoHdigeHuinHicTb i 6e3neka
Confidentiality and security

5.4.6

b) Baxnusi ctaTTi ctangapty EN ISO/IEC 17025:2000

Relevant clauses of EN ISO/IEC 17025:2000

KpuTepil npeactasneHi B

popartky IV

Annex IV Criteria

IV.1 HagaBHicTb
Availability of:

nepcoHany
personnel

3acobu
Means

O6nagHaHHSA
Equipment

MyHkTn ctangapTty EN ISO/IEC 17025:2000 siki HeobxigHO
po3rnsaHyTh Relevant clauses of EN ISO/IEC 17025 2000

4.1 OpraHisauisi:
Organisation 4.1.5af, g
5.2 MNepcoHan
Personnel
4.1 OpraHisauisi:
Organisation 4.1.5, h
4.5 YxnagaHHs cybnigpsaHvx yrog Ha npoBefeHHs BUNpo-
O6yBaHb Ta KanibpyBaHb
Subcontracting of tests and calibrations
4.6 MpuabaHHA nocnyr Ta pecypcis
Purchasing services and supplies
5.3 lNpumMilleHHs Ta yMOBM JOBKINMS
Accommodation and environmental conditions
5.5 ObnagHaHHsa
Equipment
5.6 lNpocTexyBaHiCTb BUMIpIB:
Measurement traceability:

16
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5.6.1 3aranbHi NonoXxeHHs: 5.6.2.2

BunpobysaHHs (nabopaTtopHi)
General 5.6.2.2 Testing (labs)

5.6.3 BuxigHi eTanoHu Ta 3paskoBi pe40BUHU

IV.2 TexHiyHa 4.1

KOMMETEHTHICTb
Technical competence

4.2
4.3
4.4
4.7
4.8

4.9

Reference standards and reference materials
OpraHisauisi:

Organisation: 4.1.3,4.1.5¢e, i

Cucrtema siKoCTi:

Quality system: 4.2.1,4.2.2 a, b, c, d, 4.2.3
YnpaBniHHA JOKyMeHTaUiet

Document control

AHanisyBaHHs 3anuTiB, 3asBOK Ha Nigpsaa Ta KOHTPaKTIB
Review of requests, tender and contracts
O6cnyroBsyBaHHS 3aMOBHUKIB

Service to the client

Ckapru

Complaints

YnpaeniHHSA HEBIANOBIAHOK PobOTO 3 BUNPOOYBaHHS
Ta/abo kanibpyBaHHs

Control of non conforming testing and/or calibration
work

4.10 KopuryBanbHa gis

Corrective action

4.11 3anobixHa ais

Preventive action

4.12 YnpasniHHA peecTpyBaHHS AaHWX

Control of records

4 13 BHyTpiLWHI NepeBipKu

Internal audits

4 14 AnanizyBaHHs1 3 6OKy kepiBHULTBA

Management reviews

5.4.7 YnpaBniHHA JaHUMU:

5.8
5.9
MpodecinHa 4.1
BignoBiganbHIiCTb
Professional Inegnty
IV.3 OB'eKTUBHICTb 4.1
Impatrtiality
IV.4 TlpodecinHa TaeMHMUS 4.1

Professional serecy

Control of data 5.4.7.1., 5.4.7.2a, c

[MoBoaxeHHs 3 BuNpobyBaHUMK Ta KanibposaHumu BU-
pobamu

Handling of test and calibration items

3abesneyeHHs AKOCTi pe3ynbTaTiB BUNpobyBaHHA Ta
kanibpysaHHs

Assuring the quality of test and calibration results
OpraHisavuis:

Organisation: 4.1.4, 4.1.5 b, d

OpraHisavuis:

Organisation: 414,415d, e
OpraHisavuis:

Organisation: 4.1.5c, e

4.12 YnpasrniHHS peecTpyBaHHA AaHNX:

Control of records: 4.12.1.3

5.4.7 YnpaBniHHSA gaHUMU:

MpumiTkun

1. EN ISO/IEC 17025 nowwwmptoeTbcs sik Ha BUNpoOyBa-
NbHi, TakK i Ha kanibpyeanbHi nabopatopii. Linam aaHo-
ro KepiBHOro [OOKYMEeHTa BiAMOBiAalTb TiflbkM MNOMo-
XEHHA §Ki CTaBNATbLCA [0 OpraHiB 3 NpoBefeHHA Bu-
npobyBaHb. [MyHKTW, B SKNX € NOHATTA "BMNPOOYBanbHi
Ta/abo kanibpyBanbHi nabopaTopii”, noBWHHI OpaTtucs
00 yBaru sk "BunpobysanbHi naboparopii”.

2. OkpeMi nyHKTK cTaHgapty EN ISO/IEC 17025 matoTb
BiJHOLLEHHS 0O MOXNMBOCTI Biabopy npob. IHdopmauis

Control of data: 5.4.7.2b

Notes

1. EN ISO/IEC 17025 covers both testing and calibra-
tion laboratories. For the purposes of this guidance pa-
per only provisions relating to test bodies are relevant.
Clauses referring to “testing/calibration laboratories"
should be read as "testing laboratories".

2. Certain clauses in EN ISO/IEC 17025 refer to sam-
pling capability. Information on sampling and the
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npo Biabip npob i 06pobKy pesynbTaTiB HaBeaeHa Yy
BiANOBIOHUX TEXHIYHMX BMMOrax Y BUMaAKy KOMM Takoi
iHdbopmauii Hemae abo BOHa He HaBedeHa B HasiIBHUX
TEXHIYHMX YMOBax TO MPONO3uLii 3 4aHOro NUTaHHS Oy-
OyTb 3pobneHi cektopom [pynn HOTUpiKOBaHUX opra-
HiB.

3. MyHKT 5.4 "MeToau BUNpoOyBaHHA Ta KanibpyBaHHS i
OUiHIOBaHHA NpuaaTHOCTI MeToais™ nigctatTi Big 5.4.1
00 5 nowmpolTbCA Ha 34aTHICTb PO3rnsHYTOl BUMPO-
OyBanbHOI nabopaTtopii pobuTn cBOI BNacHi BMNpoby-
BaHHA Lli cTatTi He BKMNOYEHi B CNMCOK PO3rNSHYTUI
BuLLE, TOMY WO 3a Bumoramm CPD metoam Bunpoby-
BaHb BU3HaYeHi B TEXHIYHMX ymoBax. AKwWo HeobxigHa
HacTynHa po3pobka metoaiB BunpobysaHb, Le € 3a-
BAAHHAM BignosigHoro TexHiyHoro komitety CEN abo
Po6ouoi rpynn EOTA MOXNMBO 3anpomnoHOBaHOi Bia-
NoBigHMM cekTopoM [pynn HOTUIKOBaAHMX OpraHiB.
OpHak, gesiki acnekTy cTaBnATbes Ao naboparopin, ski
BMKOHYIOTb npoueaypu, Wo onucadi B ctatTi 4.4 OQupe-
ktnen CPD Hanpuknag;

5.4.5.2 JlabopaTopis NoBWHHA OLHIOBATU NpuaaTHICTb
HeCcTaHOapTM30BaHWX MeTOAIB, MeToAiB, CTBOpPeHux/
po3pobneHnx nabopatopielo, CTaHAapTM30BaHUX Me-
TOAIB, BUKOPUCTOBYBAHMX 3a MEXaMu LinboBOi cdepu
IX MOLIMPEHHSA, a TakoX pOo3WMpeHb Ta moamdikauin
CTaH4apTU30BaHMX METOAIB ANs NiATBEPOKEHHSI TOro,
LLO Ui MeToaM MigXoAaTb AN UinNbOBOro BUKOPUCTAHHS.
OBLWMUPHICTb LbOro OLiHIBaHHS 3anexuTb Big HeobXxia-
HoCTi BignoeigaTv notpebam JaHoro 3actocyBaHHsi abo
cdepu 3acTocyBaHH4A. JlabopaTtopis NOBMHHA peecTpy-
BaTU OTPMMAaHi pe3ynbTaTu, npouenypy, BUKOPUCTaHY
ONa OUiHIOBaHHA NPUAATHOCTI, @ TaKoX PilleHHs Npo
Te, UM NigxoouTb MeToa ANS LiNbOBOro BUKOPUCTaHHS.

4. MNMyHKT 5.4.6 po3rnagae NUTaHHA OLUIHIOBAHHA HEBWU-
3HaA4YeHOCTi BUMIPIOBaHHSA, BKNIOYaAUYN BUKOPUCTAHHS
cTatucTmyHnx metogis. MNMyHkT 5.10 posrnagae 3micT |
dopmart 3BiTy 13 npoBeaeHux sunpobysaHb. JaHi ctaTTi
He BKIOYEHi B CNUCOK BUKNaAeHU BULLLE, TOMY LLO 3ri-
OHo 3 gupektmBoto CPD paHi NnUTaHHA MNOBMHHI MaTtn
crnpaBy 3 TEXHIYHMMKM ymoBamMu Ta/abo CeKTOpHUMMU
"pynu HOTUIKOBaAHUX OpraHiB..

D.2 CrartTi, nepepaxoBaHi BuLle, € 6a3ot0 ANA OLiHKK
BigNoBigHO 0 KpuUTepiiB, HaBeaeHUx y aoaatky 1V Npo-
Te, ANs Toro wWob NoBHiCTIO BignosiaaTh BuMoram crat-
Ti 18, a Takox ansa Toro, wob gomortucs B3aeMHoOT fo-
BipM B Mmpoueci OuiHIOBaHHS, MOTPIOHO 3acTOCOBYBaTU
HaCTYMHi BUMOTH:

O6nacTb BU3HAUYEHHS:

BoHa noBuHHa GyTW BU3HA4YeHa MOCUNaHHAM Ha Bigno-
BiOHI NpoaykTn 1 oguH abo Ginbwe BunpobyBaHb abo
psia BUNpobyBaHb, BU3HAHWUX NPUAATHUMW ANs uinen
CPD.

Y BMNagKy, KOnv rapMoHi3oBaHi meToan BunpobyBaHb
He MOXyTb OyTW 3aCTOCOBHI (y BMNagKy nonepeaHboi
HoTUdpiKaLlii), TOAi XapakTepuCTUKW, SKi BU3HAYEHO Y
BiAMOBIQHOMY MaHAaTi, MOXyTb OyTW BUKOpUCTaHI Ans
nepesipku 36iry pesynbTaTiB NPOBEAEHMX BUMPOOYBaHb
HoTudikoBaHMMK NabopaTopissMmu.

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 Bod-
ies

3. Clause 5.4 “Test and calibration methods and meth-
od 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 tech-
nical 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
carryi ng out CPD Article 4.4 procedures. For example:

5.4.5.2 The laboratory shall validate standard meth-
ods used outside their intended scope, and amplifica-
tions and modifications of standard methods to confirm
that the methods are fit for the intended use. The vali-
dation 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.

4 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 re-
ports. 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

D.2 The above clauses provide the basis for assess-
ment 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 pro-
cess the following requirements should also apply:

Scope of designation:

Scope shall be defined by reference to relevant prod-
ucts 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.

18
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MeToa OUiHIOBaHHSA:

OuiHoBaHHA NoBUHHe 6yTu 3pobneHe BiANOBIAHO A0
KpuTepiiB, BUKNageHux y goaatky V.

Liboro MOxHa [OCArTM, BUKOPUCTOBYHOUM (hOpManbHy
CXeMy akpeauTauii 3a AOMOMOrol BM3HAHWUX OpraHis
akpeguTadii, 3acHoBaHux Ha cTtaHgapTi EN ISO/IEC
17025, a Takox cneuianbHMx Bumor CPD i rapMOHi3o-
BaHWX TEXHIYHUX BUMOI A0 PO3rnsHYTOl NpoayKLil.

AOCTY-H b A.1.1-82:2008

Method of assessment:

Assessment must be made against the Annex IV crite-
ria.

This may be achieved through a formal accreditation
scheme, by a recognised accreditation body, based 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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OOOATOK E

HACTAHOBA O5nA OEPXAB-4YIEHIB
3 O®OPMJIEHHA AOKYMEHTIB
HA NPU3HAYEHHA HOTU®IKOBAHUX
OPrAHIB

E.1 [epxaBu-4neHn noBWHHI npusHadaty Bunpobysa-
nNbHi nabopaTopii, opraHn cepTudikadii npogykuii, op-
raHn cepTudikauii BMpOOHMUTBA NpoAyKuil i opraHie
KOHTponto (NyHKT 18.1).

E.2 ToyHnn chopmaTt NpusHaA4YEHHS MOXE 3MiHIOBaTUCS
3anexHo Big BMMOr 3aKOHOAaBCTBa W OCOGNMBOCTEN
NOSIOXXEHHST KOXHOI OKpeMOoi aepxaBu-yneHa. OgHak, B
IHTepecax CTBOPEHHsSI MakcuMarnbHOI B3aEMHOI J0OBipU
cepeq PO3rMAHYTUX opraHidauii odiuiiHi JOKYMEHTH
NPU3HaYeHHs NOBUHHI BYyTN Hecynepeynuei NUTaHHSM,
3 IKUMUW BOHU MatoTb CrpaBy.

E.3 Bci JOKyMEHTU 3 Mpu3HaYeHHS MOBUHHI, SIK MiHi-
MYM, PO3KpMBaTWM HACTYMHi MYHKTU (AKi TakOX MaroTb
3Ha4YeHHs ONnsa OOKyMeHTa, HagaHoro Kowmicii 1 IHwum
Jep>xaBaM-4neHam):

1 3akoHogaB4y 6a3y Ons NPU3HaYeHHs.

2 |peHTudikadito kaHanaara.

3 laeHTudpikauiiHun Homep, HagaHwun cnyx6amun Komi-
Cil.

4 lNepioa, NPOTAroM SIKOro NpM3HaveHHs byae aiaTu.

5 |Hwi getani 3a HeobXxiaHOCTI.

6 HeobGxigHo nokasatu, wo sumora EN 45000, sik Toro
BUMaratoThb Lini anpektnen CPD, Tak yum iHakwe Bigno-
BiJae KpuTepisaM, BUKNnageHuM y gogatky V.

7 TOBHi KOHTAKTHI AaHi NepcoHu, NpU3HayeHol y Bigno-
BiJanbHOMYy opraHi 3a Bubip kaHguaarta BignosigHo o
ymos CPD.

Lis nioguHa ogepxutb goctyn ao pynu HoTudikosa-
Hux opraHie CIRCA. IcHye BumMora LuBMAKOro nosigom-
NEeHHHA opraHiB 3 HoTMiKaUil 1 agMiHICTPaTMBHOIO Cek-
petapiaty GNB npo 6yab-gky 3MiHYy KOHTaKTHOI IHdop-
Mavuii. [Jnsa Benukux opraHisadin 13 lwmpokow HoTudika-
uieto Moxxe B6yTn npusHaveHa BinbLua KinbKicTb Noaen.
8 HasBa 1 Homep BignNoBIiAHOMO pilleHHS NPO 3acBig-
YeHHs! BiANOBiQHOCTI.

9 Onuc BUpoGIB/iXHE 3acTOCYBaHHs, AKi NignagarwTb Mig
HOTUdDIKaLLitO.

ANNEX E

GUIDANCE FOR MEMBER STATES
ON LETTERS OF DESIGNATION
OF NOTIFIED BODIES

E.1 Member States are each responsible for designat-
ing testing laboratories, product certification bodies,
factory production certification bodies and inspection
bodies (Art. 18.1).

E.2 The precise format of designation may vary, de-
pending on the legal requirements and specific ar-
rangements in each Member State. However, in the
interest of creating the maximum of mutual confidence
in the organisations concerned, formal letters of desig-
nation should at least be consistent in the points that
they deal with.

E.3 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.

2 ldentification of the applicant.

3 Identification number issued by the Commission ser-
vices.

4 Period for which designation is valid.

5 Further details when relevant.

6 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.

7 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 No-
tified Bodies CIRCA. There is a requirement to prompt-
ly inform the notifying authority and the administrative
secretariat of the GNB of each change in contact de-
tails For large organisations, with a broad notification,
more persons can be nominated.

8 Title and number of the relevant Attestation of Con-
formity Decision.

9 Description of the product(s)/intended use(s) that are
subject of the notification.
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[epxaBu-4neHn NOBWHHI JOTPUMYBATUCHA OOCHIBHO TO-
ro, Lo BU3HayeHo BignosigHum piweHHam AoC. Lle He-
0obxigHO Ans JOCArHEeHHs NPO30pPOCTi, rMacHOCTI aaMmi-
HiCTpaTUBHMX MpoLeayp i 4O3BOMNSE CTBOPUTU edhekT -
BHY 6a3y gaHux i3 HoTudikauii.

10 BusHaueHHs1 000B'A3KIB A4Sl KOXXHOTO OpraHy BCTa-
HOBNHOETLCA BignoBiaHo Ao CPD. IcHye Tinbkn 4 MOX-
NMBUX BapiaHTu:

- cepTudikauis npogyKuii;

- cepTucpikaLis cuctemMm KOHTPOMo BUPOGHULITBA Ha
NianpueMCTBi;

- NepesipKka CUCTEeMM KOHTPOM BUPOOHULUTBA Ha nian-
PUEMCTBI;

- NpoBeAeHHs BUNpobyBaHb.

11 NocnnaHHA Ha rapMOHi30BaHi EBPONENChKi TEXHIYHI
BMMOIM (HOMep, gaTa 1 Bepcis).

[ns opraHiB cepTudikauil Ta NpoBeAEHHS NEPEBIPOK Y
GinbwocTi BUNaakiB 6inbw npasBunbHO Byage nocunatu-
Csl Ha rapMOHi30BaHi cTaHAapTK No npoaykuii abo Bia-
noBigHi HactaHoBn ETA. [ns BunpoOyBanbHUX nabdo-
paTopin HeobXigHO nocunaTUcs Ha OKpeMi EBPONENCHbKI
CTaHAapTu 3 NpoBeAeHHs BUnpobyBaHb abo ix 4acTuH,
abo meTtogm BunpoOyBaHb, fKi CcTOCylTbCca ETAS, y
BCiX BMNagkax, Ae HoTudikauia He MOXe BMKOHaTW Mo-
BHUI mpouec BuNpobyBaHHs, nepeabavyeHnii rapmoHi-
30BaHNMU TEXHIYHMMN YMOBaMW.

Mpuknagu
EN xxxx:2001
ETAG 001:1997
12 [JopaTtkoBa iHpopmaLisa

MpumiTtka. [JepxaBa-yneH Moxe BuMAaBaTM OOKYMEHT 3 HO-
Tudpikauii Ha KOXHiN 3 OiLiiHNX MOB MPUNHATMX CyCMinbCT-
BoM. OpHak, onsa 6inbLl Nerkoro CninkyBaHHA MU peKkoMeHay-
emo wo IHdopmauito NoTPiGHO nogaBaTU aHIMIACHKOK MO-
BOIO.

E.4 HoTudikauia Takox npunyckae, WO HACTYNHi nono-
XEHHS1 BBOOATLCS B Ait0 AepXXaBOH-YNeHoM (4acTo Jo-
py4YeHi opraHy 3 nposegeHHs HoTudikauii abo opraHy
akpeguTauii):

* Bwumora oo nepepgaui IHpopmaii 3 BaxXnmeux 3miH y
cknagi cniBpobiTHMKIB abo B ycTaTKyBaHHI opraHy 3
npoBeAeHHs HoTUdiKaLii abo opraHy akpeguTadii.

* Bumora wopiyHoro HagaHHs IHpopmauii Nnpo NoKpuUT-
TSl CTPaxXOBUX BHECKIB LIMBINbHOI BigNoBiganbHOCTI.

+ O6oB'A30k 6paTn yyacTb, AKwo byge noTpibHO B ne-
pesBipui kBanidikauii.

* Bumora po opraHy HoTudikauii 6paTn akTuBHY
yyacTb y poboTi 'pynun HOTUGIKOBaHMX OpraHis.

* Bumorn go 36epiraHHsa BCiX AaHMX MpoOBeAeHoi po-
60Tn npotarom 10 pokiB Big OCTaHHLOrO AHsS BMPOG-
HULUTBa NPOAYKTY, 30KpeMa 3asiBKM Ha NpoBefeHHS
BMNpoOyBaHb, cepTudikauii  nepesipok i ix pesynb-
TaTiB.

» 3abesnevyeHHs JOCTyny OO0 OaHWX 3anuciB opraHy 3
Npu3HayeHHs.

* YMOBW, 3a SKUX MNpPOLEC MNpU3HAYEHHS MOX OyTu
NPUMUHEHWA, BKMNOYaYM NOPYLUEHHS BiAMNOBIAHOCTI
KpuTepisam, BUKNageHuMm y go aatky V.

* Y BuNagky npusynMHEHHS npouecy npusHayYeHHs
BMMOra BiAHOCHO [aHuX 3anuciB Nnepexoantb 4o op-
raHy 3 npoBefeHHs HoTudikauii abo rapaHTyeTbcs
BesnepepBHUN JOCTYN.
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Member States are requested to stick exactly to the
wordings used in the relevant AoC decision. This is to
increase transparency, smooth administrative proce-
dures and allow building an effective Notifications da-
tabase.

10 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.

11 Reference to harmonised European technical speci-
fications (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 labora-
tories it will be necessary to refer to individual Europe-
an test standards or parts thereof or test methods re-
ferred 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
12 Additional mformatio

Note. Member States can choose to write the letter of notifi-
cation in any of the official languages of the community How-
ever, for easy communication, we recommend that the infor-
mation is also available in English.

E.4 Notification also gives the presumption that the fol-

lowing provisions are enforced by the Member State

(often delegated to the designating authority or the ac-

creditation 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 in-
surance cover.

» Obligation to take part in proficiency testing, if re-
quired.

* 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; cer-
tification or inspections and of the results.

» Provision for the designating authority to have ac-
cess to these records.

* Conditions under which designation may be with-
drawn, 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.
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3abesnevyeHHs opraHy 3 npoBefeHHSa HoTudikauil
MOXIMBOCTI OLEPXaHHA AO0CTyny Ansi NpOBeAEHHS
Oyab-aKMX iHcnekuin, wob rapaHTyBaTu BignoBiIA-
HICTb NOMOXEHHAM HOTUIKALLiT.

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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OONOATOK F ANNEX F
HOTU®IKALIA OPIrAHY BIAMOBIAHO NOTIFICATION OF A BODY PURSUANT
AO CTATTI 18 ANPEKTUBN CTOCOBHO TO ARTICLE 18 OF THE CONSTRUCTION
BYAIBENbHOI NPOAYKLII 89/106/EEC PRODUCTS DIRECTIVE 89/106/EEC

Homepu B () ctaBnaTbest NyHKT gogatka E (E3)
The numbers in () refer to the clauses of annex E (E3)

Jarta:
Date:
Bin:
From:
Komy: (iHwi OepxaBu-4neHu,
"eHepanbHWi cekpeTapiaT Komicii)
To: (other Member States, Secretariat General of the
Commission)
1 [IoKyMEHT, Ha SIKUI € NOCUITaHHS: Ounpektuea Ne 89/106/EEC (1)
Reference: Directive No. 89/1 O6/EEC (1)

2.A HABBA opraHy, akpoHim, agpeca, TenedoH, gakc, HoMep eneKkTPOHHOI NOLTK.
Name of body, acronym, address, telephone, fax, email

(@)

2.B lgeHTudikauinHnin Homep opraHy
Identification number of the body

®3)

3. Mepiog aji (PyHKUiOHYBAHHS):
Period of validity:

Mepioa aii (pyHKUIOHYBaHHS)
Period of validity (4)

HeobmexeHui
Unlimited

OincHun po......... (5)
Valid until
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4 TexHiyHa kBanicikaLis oprany (akpeguTauis abo iHwa odiliiHa aBTopu3aLlis):
Technical qualification of the body (accreditation or other official authorization):

[ 1)

(6)

5 lMpusHaveHa NoanHa Ang KOHTAKTIB Y HOTUIKOBAHOMY OpraHi: im'a, agpeca SKLWo BOHa Bi4pi3HAETLCA Bif 3a-
3Ha4YeHOoro BuLLEe, NPAMUA TenedoH, NnpuBaTHUN dakc, ocobucTnin e-mail.
Authorised contact person(s) in notified Body.Name, address if different from above, direct telephone, local fax,
personal Email.

(7)

6 3aBpaHHs, AKi BUKOHYE NPU3HAYEHWUI OpraH:
Tasks performed by the body:

AGC Bupib / nepeabaveHe BUKOPUCTaHHS 3aBaaHHs Bumorn
Product(s)/intended use tasks Specifications

(8) 9 (10) (11)

7 [opaTkoBa iHhopMaLis
Additional information
(12)
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