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HALIOHANBLHWUA BCTYN

Llen KepiBHuin gokymeHT igeHTM4Hnn GUIDANCE PAPER B (concerning the Construction Products Directive
89/106/EC) THE DEFINITION OF FACTORY PRODUCTION CONTROL IN TECHNICAL SPECIFICATIONS FOR
CONSTRUCTION PRODUCTS (Revision Sep 2002) (KepiBHuin gokymeHT B (cTocoBHO [upekTnBu OyaiBenbHUX
BMpoGiB - 89/106/EC) KEPIBHU/ OOKYMEHT B WOOO BU3HAYEHHA KOHTPOIO BUPOBHMLITBA HA
narnPMemMCTBI B TEXHIYHUX YMOBAX HA BYOIBEJIbHI BUPOBW (pepakuisa - BepeceHb 2002)

CtaHpapT € CknagoBOK YaCTUHOK CMCTEMHOrO KOMMMEKCY HOPMAaTMBHUX LOOKYMEHTIB, LLO pPEernaMeHTyoTb
BMMOru Ao OyaisenbHUX maTepianis, BAPOOIB Ta KOHCTPYKLUIN i BNpoBamkeHHA TexHiYHOro pernameHTy byaisenb-
HuX Bupobis, byaisens Ta cnopya.

OpraHisauisi, BignoeiganbHa 3a Lern KepiBHWUIA JOKYMEHT, -[lepXXaBHUA HAayKoBO-AOCNIAHMI iIHCTUTYT OyaiBernb-
HUX KOHCTpyKUin (HOIBK)

Mpn po3pobneHHi UbOro cTaHaapTy B YKPAIHCbKOMOBHUIW TEKCT PeAaKUiiHMX 3MiH MOPIBHAHO 3 OpUriHanoMm He
BHECEHO.
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BCTYN

Crartta 20 [OupektuBn CTOCOBHO OyaiBENbHMX BUPOOIB

(89/106/EC) ctBepaxye, wo lMOCTiNHUA KOMITET MOXe

"Ha BUMoOry ronosu abo gepxasu-4rneHa BuB4aTn byab-

sIKe NUTaHHS, NOB'A3aHe i3 BNPOBAaMKEHHAM Ta NpaKkTu-

YHUM 3acToCcyBaHHAM uiel dupektusn'.

[na rapaHTyBaHHS, HACKINbKXW MOXINNBO, B3aEMHOrO

po3ymiHHA Mk Komicielo Ta aepxaBaMmu-yneHamu, §K i

MK camMuMK OepXxaBaMu-4rieHamMn BiAHOCHO TOro, siK

aepxaBa Oyage npautoBaTh, KOMNETEHTHI Cnyou Komi-

Cii, ronosa i cekpeTtapiaT MOCTIMHOro KOMITETY MOXYTb

BMAATN HU3KY KepPiBHUX AOKYMEHTIB, LLIO CTOCYTbCSH

OKPEMMUX MUTaHb, MOB'A3@HNX 3 BMKOHAHHAM, MpaKTWy-

HUM BNPOBAPKEHHSIM Ta BUKOPUCTAHHAM Uiel unpekTu-

BW.

Li AOKyMeHTH He € aBTEHTUYHUMU TIyMavYeHHAMU

OvpekTuem.

BoHu He € OpMANYHO O6MeXyBanbHUMM, i BOHU He

3MiHIOIOTb Y4 BHOCATb OyAb-AKi BMNpaBneHHs B

OupekTuBy. o cTtocyeTbca npouenyp, B npuHLuMni

e He BUKIIOYAE iHWI npoueaypwu, siki MOXyTb B pi-

BHi Mipi BignoBiaaTu [npektusi.

Hacamnepen BOHM CTaHOBUTUMYTb iHTepec i BUro-

Ay AnA TUX, XTO 3auikaBrneHMn B edeKTUBHIN Aii

OunpekTuBM i3 3aKOHO4ABYOI, TEXHIYHOI Ta agMiHiCT-

paTMBHOI TOYOK 30pYy.

BoHn MOXyTb B nogasnblIOMy yAOCKOHaroBaTUCA,

BUNpPaBNATAUCA abo aHynoBaTUCA 3a TiED camolo

npoueaypoto, WO BUKOPUCTaHa Npu iXx BUAAHHI.

* Llen KepiBHui gokymeHT cnodaTtky 6yno BuaaHo ni-
cna KoHcynbTauii MocTinHoro komiteTy 3 OyaiBHULT-
Ba (SCC) Ha 29-omy 3ibpaHHi 29 TpaBHa 1995 sk
AokymeHT CONSTRUCT 95/135 Peg. 1.

OHoBneHwuin nicnsa koHcynbTauii SCC y BepecHi
2002.
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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.

They may be further elaborated, amended or with-
drawn by the same procedure leading to their issue

» This Guidance Paper was originally issued following
consultation of the Standing Committee on Con-
struction at the 29th meeting 29 May 1995, as doc-
ument CONSTRUCT 95/135 Rev. 1.

Updated following consultation of SCC Sep 02.
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HALIOHANBbHUA CTAHOAPT YKPAIHU

KepiBHuin nokymeHT B
woano BU3BHAYEHHA KOHTPOJO BUPOBHULITBA
HA NiANPUEMCTBI B TEXHIYHUX YMOBAX HA BYAIBEJIbHI BUPOBU

PykoBopgsawmmn nokymeHTt B
OTHOCUTESIbHO onpeaerieHUs KOHTPOJIA NPOM3BOACTBA
Ha NpeanpuUATUN B TEXHUYECKUX YCITOBUAX Ha CTPOUTENbHbIE U3penusa

Guidance paper B
the definition of factory production control in technical specifications
for construction products

CKOPOYEHHA

CPD Ovpektuea wopno byaisenbHNx Bupobis
GP KepiBHUI OOKYMEHT

FPC KoHTponb BUpOBGHULTBA Ha NignpueMCTBI

ETAG HactaHoBa woao €Bponencbkoro
TEXHIYHOrO yXBaneHHs

ETA €Bponencbke TEXHIYHE yXBarneHHs

EC €Bponencbka chinbHoTa

BCTYNHA YACTUHA

CratTa 13 3(a) Onpextuen pagn 89/106/EC Big 21 rpy-
OHa 1988p. Mpo HaGNMXKEHHS 3aKOHIB, Mig-3aKOHHUX
akTiB Ta aAMIHICTpPaTMBHUX MOSMOXEHb OepXXaB-YfeHiB
CTOCOBHO OyaiBenbHux BupobiB (gani - [Adwupektusa)
YCTaHOBMIOE, WO BUPOOHMKM MOXYTb 3acCTOCOBYBaTU
MapKyBaHHSA Mpo BignoBigHicTb EC ixHboOi OyaiBensHoi
NPOAYKLUIT NuLle SKLWO BOHM MalTb "CUCTEMY KOHTPOIHO
BMPOOHMLTBA ANdA 3abe3nevyeHHs TOro, Lo BUPOOHULT-
BO BignoBigae HaneXHUM TeXHIYHUM ymoBaMm".

Llen kepiBHUn gokymeHT (GP) cToCcyeTbCs cUCTEMM KO-
HTPOI0 BUPOOHULITBA Ha NiONPUEMCTBI, PO3rMISHYTOI SK
3acib rapaHTii Toro, o NpoAyKUisd, NOMiLleHa Ha PUHOK,
Bignosigae TeXHiYHUM ymoBaM. TexHiyHi ymoBM Bigno-
BiJaloTb BUMMOram, yctaHoBneHum y cratti 4.1 Oupek-
TUBW.

BiH B OCHOBHOMY npu3Ha4YeHUn ANs rapMoOHi30BaHUX
TEXHIYHMX YMOB (rapmoHi3oBaHux ctaHgapTiB i ETAsS
[EBponeiicki TexHidHi yxBamneHHs]) Ta HacTaHoB ETA.
BiH MpuRHATHWMIA Ans 3acTocyBaHHA B Oyab-sKin cucte-
Mi aTecTauii BignosigHocTi. NMpoTe, BiH MOXe OyTu Ta-
KOX BaXnMBUM [nsi BUPOOHMKIB, LIO NpuUAMaloTb Ae-
Knapawu,ii, " KOHTPONbHNX OpraHiB.

ABTOPU TEXHIYHUX YMOB i HACTAHOB 1151 €BPOMNENCHKUX
TEXHIYHMX yXBaneHb MOBUHHI TakKOX ypaxoByBaTW, LUO
BiONoBigHICTL BUMPOOHUKIB cTaHgapTam cepii EN ISO
9000 He € 060B'I3KOBOO BMMOIOI B pamkax [upeKkTneu
wono GyaiBenbHUX BMPOGIB i HE MOBUHHA OYyTK BKIHO-
YyeHa B FaPMOHiSOBaHi TEXHiYHi ymMOBM abo HacTaHOBM
ona ETAs™.

! Bupo6Huku, wo Bonopajitotb cuctemoro FPC, sika Bignosigae EN ISO
9001/2 i sika MICTUTb BUMOTU BiAMNOBIHOrO rapMOHI30BaHOIO CTaH-
0apTy, NpU3HaHi TakuMu, WO 3a40BOINbHAKTE BuMoram FPC, sra-
OaHuM BkasaHow OupeKkTusoio.

Yuuun Big 2009-01-01

ABBREVIATIONS

CPD Construction Products Directive
GP Guidance Paper

FPC Factory Production Control
ETAG European Technical Approval Guideine
ETA European Technical Approval

EC European Community
INTRODUCTION

Article 13 3(a) of Council Directive 89/106/EC of 21 De-
cember 1988 on the Approximation of Laws, Regula-
tions and Administrative Provisions of the Member
States relating to Construction Products (referred to
below as "the Directive") lays down that manufacturers
may only affix the EC conformity marking on their con-
struction products if they have "a factory production
control system to enure that production conforms with
the relevant technical specifications".

This Guidance Paper (GP) centres on the factory pro-
duction control system considered as a means of en-
suring that products placed on the market conform with
the technical specifications. Technical specifications are
those set out in Article 4.1 of the Directive.

It is mainly intended for those drafting harmonised
technical specifications (harmonised standards and
ETAs [European Technical Approvals]) and those draft-
ing ETA guidelines. It applies whatever system of attes-
tation of conformity is adopted. It may also be relevant,
however, to manufacturers making declarations and
enforcement authorities.

The writers of technical specifications and guidelines
for European technical approvals should also take into
account that the manufacturer's compliance with the
EN I1SO 9000 series of standards is not a mandatory
requirement in the framework of the Construction Prod-
ucts Directive and should not be included as such in
harmonised technical specifications or guidelines for
ETAs".

! Manufacturers having an FPC system which complies with EN. ISO
9001/2 and which addresses the requirements of the appropriate
harmonised standard are recognised as satisfying the FPC re-
quirements of the Directive.
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1 3ABOAHHA TA COEPA 3ACTOCYBAHHA

Llen GP mae Hamip 3abe3aneunTu 3aranbHy OCHOBY pPO-
3yMiHHS CMCTEMW KOHTPOMK BUPOOHWUUTBA Ha mignpu-
EMCTBI, WO BUMarae [upektvBa Ha NigTBEpPAXEeHHS i
3aKOHHUX BMMOT.

Llen GP He 3acTocoByeTbCcsi 6e3nocepeHb0. Ane noro
MOMOXEHHST MOXYTb 3aCTOCOBYBATUChb Y BCTYMHUX Yac-
TMHaX rapMOHI30BaHNX TEXHIYHUX YMOB.

2 MEPEAYMOBU

KoHTponb BUpoGHULITBA HA NiANPUEMCTBI

MeTa kOHTpOmno BUPOBHMLTBA HA MiANPUEMCTBI BU3HA-
YeHa B [InpekTtuBi. 3acBigyYeHHs BiAMoOBIgAHOCTI HE MOXe
OyTK 34icHeHe 3a BigCYTHOCTI Takoro KoHTposto. "KoH-
Tpornb BMPOOHMUTBA Ha NigNPUEMCTBI" BU3HAYEHUN Yy
popatky Il OupekTnBn "k NOCTINHUIA BHYTPILLHINA KOHT-
ponb BMPOOGHULTBA, WO 34iNCHI0ETHECA BUPOOHUKOM. Bei
€rneMeHTU, BUMOrM Ta MOSOXEHHS, yXxBaneHi BUPOOHU-
KOM, MatloTb ByTV 3a40KYMEHTOBaHi y CUCTEMaTU4HOMY
BUrnAgi, y opmi NMcbMoBUX Npasun Ta npoueayp. Lis
AOKYMeHTaUid 3 CMCTeMU KOHTPOM BUPOOHUUTBA 3a-
Besnedvye 3aranbHe PO3yMiHHA AOTPUMAHHSA SKOCTI Ta
YMOXIMBIIOE NEPEBIPKY AOCATHEHHSA HEOOXigHUX xapa-
KTEPUCTUK BUPOOY Ta edeKTUBHOCTI (DYHKLiOHYBaHHS
CUCTEMW KOHTPOIO BUPOOHMLTBA".

KoHTponb BMpoGHMLTBa Ha MiANPUEMCTBI MOEOHYE pa-
30M TEXHOJIOriYHi mpouecu i BCi 3axoaun, siki 3abeane-
4YylOTb MIQTPUMMKY | NepeBipKy BigNOBIAHOCTI NpoayKuii
TEXHIYHMM ymMoBaM. BnpoBagXeHHA KOHTPOM Moxe
OyTW OOCArHyTO MOBIp-KaMy BUMIpIOBarnbHMX 3acobiB i
BUNPOGYBaAHHAMW CUPOBUHM Ta 1i CKNagoBuX, NPOLECIB,
MalUWH i BMMIptOBanNbLHOrO OBMafgHaHHS, BKIHOYa4n
BMacTMBOCTI mMaTepianiB npoAykuii, a TakoX BUKOPUC-
TaHHAM OTPUMaHNX pe3ynbTaTis.

3 BUMOI'M O KOHTPOIJIO BUPOBHULITBA HA
nanPUEMCTBI

3.1 3aranbHi KOMeHTapi

3.1.1 BwupobHuk € BignosiganbHMM 3a oOpraHisauito
edeKTBHOro BUKOPUCTAHHSA CUCTEMU KOHTPOSO BUPO-
OHMuTBa Ha nignpuemcTsi. 3aBAaHHs i BignoBiganb-
HICTb B OpraHi3auii KOHTPONo BUPOBHULUTBA Ha nignpwm-
€MCTBi NMOBUHHI BYTW 3a40KYMEHTOBaHI N LS AOKYMEH-
Tauis noBuHHa GyTW akTyanbHOW. Ha koxxHOMY BMPOO-
HUUTBI BUPOOHMK MOXe generyBaTu CBOi fii 0cobi, Lo
Mae HeoOXiaHi NOBHOBaXXEHHS Ans:

a) BM3HA4YeHHs npouenyp 3 MeTor 3abesneveHHs Bia-
NOBIZHOCTI NPOAYKLIi Ha Pi3HMX CTagisax BUPOOHNLTBA;
b) Bu3HayeHHA 1 peecTpauii Oyab-AkMX BUMNAAKiB He-
BiQMOBIAHOCTI;

C) BU3HAYEHHS npouenyp, HeobXiaHMX AN YCYHEHHS
HEeBiAMNOBIQHOCTI.

3.1.2 BupoOHWK NOBUHEH CKnacTu i 36epertn JOKYMeH-
TW, WO BM3HAYalOTb 3aCTOCOBAHWA HUM KOHTPOMNb BU-
pobHmuTBa Ha nignpvemcyTsi. [JokymMeHTauis Ta npo-
uenypv BUpOGHMKa MatoTb OyTu BNacTMBMMK NPOAYKLi
Ta BUpobHMYoMy npouecy. Bci cuctemm FPC nOBUHHI
pocsaratu BignoOBIOAHOrMO PiBHSA AOBIPM, WO CTOCYETHCH
BignoBigHOCTI npoaykuii. Lie Bknovae:

1 OBJECTIVE AND SCOPE

This GP is intended to provide a common basis for un-
derstanding factory production control systems required
by the Directive in support of its legal requirements.

The GP is not itself directly applicable. But its provi-
sions could apply following their introduction in harmo-
nised technical specifications.

2 BACKGROUND

Factory production control

The purpose of factory production control is defined in
the Directive. Attestation of conformity cannot be
achieved in the absence of such a control. "Factory
production control" is defined by Annex lll of the Di-
rective as "the permanent internal control of production
exercised by the manufacturer. All the elements, re-
quirements and provisions adopted by the manufacturer
shall be documented in a systematic manner in the
form of written policies and procedures. This production
control system documentation shall ensure a common
understanding of quality assurance and enable the
achievement of the required product characteristics and
the effective operation of the production control system
to be checked".

Factory production control therefore brings together
operational techniques and all measures allowing
maintenance and control of the conformity of the prod-
uct with technical specifications. Its implementation may
be achieved by controls and tests on measuring equip-
ment, raw materials and constituents, processes, ma-
chines and manfacturing equipment and finished prod-
ucts, including material properties in products, and by
making use of the results thus obtained.

3 REQUIREMENTS FOR FACTORY
PRODUCTION CONTROL

3.1 General comments

3.1.1 The manufacturer is responsible for organising
the effective implementation of the factory production
control system. Tasks and responsibilities in the pro-
duction control organisation should be documented and
this documentation should be kept up-to-date. In each
factory the manufacturer may delegate the action to a
person having the necessary authority to:

(a) identify procedures to demonstrate conformity of the
product at appropriate stages;
(b) identify and record any instance of non-conformity;

(c) identify procedures to correct instances of non con-
formity.

3.1.2 The manufacturer should draw up and keep up-to-
date documents defining the factory production control
which he applies. The manufacturer's documentation
and procedures should be appropriate to the product
and manufacturing process. All FPC systems should
achieve an appropriate level of confidence in the con-
formity of the product. This involves:



a) MiaroToBKy 3afOKyMEHTOBaHMX npouenyp i iHCTpYykK-
Ui, WO CTOCYOTbCS1 BUKOHAHHS KOHTPOIHO BUPOOHMLIT-
Ba Ha NignpueMCTBI NpoOAyKuil BignNoBiAHO OO BUMOT,
3ragaHux B TEXHIYHMX ymoBax (auB. naparpad 3.1.3);
b) edekTvBHE BnpoBamXeHHS LMX npoueayp i iHCTpyK-
uin;

C) peecTpauito BUKOHYBaHOIO KOHTPOSHO i MOro pesynb-
TaTiB;

d) BMKOpUCTaHHSA pe3ynbTaTiB YCYHEHHS HEBIOMOBIAHO-
CTEeWN, BUNpaBfEeHHA HaCMifKiB TakMx HEBIAMNOBIOHOCTEN,
poboTta, SAKWO HeobXigHO, 3 MOBTOPHOrO 34iNCHEHHS
FPC gnsa 3'acyBaHHA NpU4MHM HEBIQNOBIAHOCTI.

3.1.3 3aifCHEHHSA KOHTPOM BUPOOHMLITBA BKMHOYAE
pesiki abo BCi Aii, HaBeaeHi HUxXYe:

a) crneumdikauis Ta nepeipka CMPOBMHU KOMMOHEHTIB;

b) koHTponb | BUNpoByBaHHS, Aki HeobxigHO pobuTn nig
Yyac BUrOTOBIIEHHSI NPOAYKLT;

C) nepeBipkun Ta BUNpobyBaHHS rotoBnx BMpobis, Lo
30INCHIOKTLCS 3 NEPIOAMYHICTIO, IKa BCTAHOBMIOTHCS
TEXHIYHMMM YMOBaMW i aganToBaHa 4o BMpoby i ymMoB
BUPOOHMUTBA.

N.B. 3anexHo Big 0cobGnMBOCTI OKPEMOro BUNaaKy He-
06xigHo npoBecTu: i) 3axoam, onucaHi B nyHkTi (b) i (c);
ii) Tinbkwu gji, onucaHi B (b); iii) TiNnbkK Ti, SKi onucaHi B
(c).

3axoam, 3asHadeHi nyHkTom (b), cTocyroTbCcsA MpPOMiX-
HUX CTaHIB MPOAYKLUiT B 3anexHocCTi Big BUPOOHMYMX
MaLLWH Ta OCHAcCTku Ta obnagHaHHSa A0 HuX. Llen KoHT-
ponb i BUNpobyBaHHS Ta iX nepiognyHicTb obupatoTbes
BMXOAsUM 3 TUMNy BUPOOY i MOro cknagy, BUPOOHUYUX
npoueciB i iX CKMagHOCTI, YyTNMBOCTI BMacTMBOCTEN
NPOAYKTY A0 3MiH BUPOOHMYMX NapameTpiB TOLO.

Llono npouecis, 3a3HadyeHUX B NYHKTI (C), y BUNaaKy
BiOCYTHOCTi KOHTPONIO KiHLEBMX NPOAYKTIB Ha Yac Hag-
XO[KEHHSI X HAa PUHOK, BUPOOHMK MOBWHEH rapaHTyBa-
TW, WO NaKyBaHHS i KOPEKTHI YMOBMW MOBOMXEHHS i 36e-
piraHHs He MOLUKOAXYIOTb NPOAYKTIB i BOHW 3anuiia-
IOTbCSA TakuMM, LWLO BigNOBIAaTb TEXHIYHUM YMOBaM.

[MoBMHHO BYTW BMKOHAHO BIAMNOBIAHE KanibpyBaHHA Ha
BM3HAYeHMX BUMIpIOBarnbHMUX BUNPOBYBanbHUX npuna-
aax.

3.2 NepeBipku i BUNpobyBaHHA

3.2.1 3aranbHi KOMeHTapi

Bupo6HUK noBuHeH MaTu abo mae BignoBigHy anapa-
TYpy, YCTaTKyBaHHS i nepcoHarn, wo [03BONAE Nomy
3pivicHoBaTK HeobXiaHi nepeBipku i BUNpobyBaHHS. BiH
MOXe, §IK i Moro npeacTaBHUK, BiANOBigaTK Ui BUMOSI,
YKIaBLKM CyOKOHTPaKT 3 oAHieto abo Binblie opraHisa-
uisMm abo isyHUMK ocobamu, WO MatTb HeobXigHi
HaBMWKW i YCTaTKyBaHHSI.

BupobHuk noBuHeH kanibpyBatn abo nepesipATM i
3[0iACHIOBATN TEXHIYHE OOCMNYroByBaHHSA KOHTPOJSIbHO-
ro, BMMiptoBanbHoro abo BuNpobyBanbHOro ycTaTky-
BaHHSA Npw BignoBigHWX ymoBax ekcnnyaradii. Lia Big-
noBiAanbHICTb NEXWUTb Ha HbOMY 3 MeTow 3abesne-
YeHHs1 BIAMOBIAHOCTI MPOAYKLIT TEXHIYHMM ymOBaM.
YcTaTtkyBaHHS NOBUHHE BUKOPUCTOBYBATUCSH
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(a) the preparation of documented procedures and in-
structions relating to factory production control opera-
tions, in accordance with the requirements of the refer-
ence technical specification (see paragraph 3.1.3);

(b) the effective implementation of these procedures
and instructions;

(c) the recording of these operations and their results;

(d) the use of these results to correct any deviations,
repair the effects of such deviations, treat any resulting
instances of non-conformity and, if necessary, revise
the FPC to rectify the cause of non-conformity.

3.1.3 Production control operations include some or all
of the following operations:

(a) the specification and verification of raw materials
and constituents;

(b) the controls and tests to be carried out during manu-
facture according to a frequency laid down;

¢) the verifications and tests to be carried out on fin-
ished products according to a frequency which may be
laid down in the technical specifications and adapted to
the product and its conditions of manufacture.

N.B. Depending on the specific case, it may be neces-
sary to carry out i) the operations referred to under (b)
and (c), ii) only the operations under (b) or iii) only
those under (c).

The operations under (b) centre as much on the inter-
mediate states of the product as on manufacturing ma-
chines and their adjustment, and equipment etc. These
controls and tests and their frequency are chosen
based on product type and composition, the manufac-
turing process and its complexity, the sensitivity of
product features to variations in manufacturing parame-
ters etc.

With regard to operations under (c), where there is no
control of finished products at the time that they are
placed on the market, the manufacturer must ensure
that packaging, and reasonable conditions of handling
and storage, do not damage products and that the
product remains in conformity with the technical specifi-
cation.

The appropriate calibrations must be carried out on de-
fined measuring and test instruments.

3.2 Verifications and tests
3.2.1 General comments

The manufacturer must have or have available the in-
stallations, equipment and personnel which enable him
to carry out the necessary verifications and tests. He
may, as may his agent, meet this requirement by con-
cluding a sub-contracting agreement with one or more
organisations or persons having the necessary skills
and equipment.

The manufacturer must calibrate or verify and maintain
the control, measuring or test equipment in good oper-
ating condition, whether or not it beongs to him, with a
view to demonstrating conormity of the product with its
technical spe-cifiation. The equipment must be used in
conformity with the specification or the test reference
system to which the specification refers.
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3rigHO 3 IHCTpYyKUieto abo CTaHAapTHOK CXEMOK BU-
npobyBaHb 3a MPU3HAYEHHSAM.

3.2.2 KoHTponb BianoBigHOCTI

3a HeoOXigHOCTi, KOHTPONb BIAMOBIAHOCTI MPOBOANTLCS
Ha NPOMDKHMX eTanax BWUrOTOBMNEHHs MPOAYKUii i Ha
ronioBHUX chasax ii BUpoOGHMLUTBA.

Lle koHTponb BigNOBIAHOCTI cnpsAMOBaHWA, Oe Le He-
00bxigHoO, Ha Npoaykuilo B XoAi BCbOro npowecy ii Bupo-
OHMUTBA Tak, WO TiNbKM NPOAYKLIA, sika NpOWLLNM BCi
BCTAHOBIEHI MNPOMiXHI NepeBipkM N BUNpobyBaHHS,
MOXe OyTu BignpaeneHa 3a NpU3HaAYEeHHsIM.

3.2.3 BunpobyBsaHHs

BunpobyBaHHA NOBMHHI BignoBigaTn nnaHy npoBeAeH-
HSA BUMNpPOOYBaHb i 34iiCHIOBATUCS BiAMOBIAHO OO METO-
[iB, 3a3Ha4YeHNX B TEXHIYHUX YMOBaX.

3BMYariHO, Lii MeTOAN NOBUHHI BYTY NPAMUMM.

OpHak MOXIUBI BMNAOKN OKPEMUX XapakKTEPUCTUK, KO-
NW TEXHIYHI YMOBW HaJalTb MOXIMBICTb BUKOPUCTAHHS
MeTOoZAiB HenpsaMMx BUNpobyBaHb, SKLLO NeBHa Kopens-
Lis abo B3aeMO3B'A30K MOXe OyTV BCTaHOBNEHWUN i K-
O MOXNvBa Bepudikauia MK 3a3HayeHol XapakTe-
pUCTUKOIO X, WO NOBUHHA BYTM BepUdikoBaHa, i iHWOo
XapakTepucTukor Y, sky nerwe abo 6e3neyHiwe BUMi-
pPATU HiXX xapaktepuctuky X. Henpami meTtogu Bunpo-
OyBaHHSA MOXYTb OyTWM BUKOPWCTaHi, KONINM BOHU OOCTY-
MHi N NigXoAaTb AN KOHKPETHOro BMNaakKy.

3anexHo Big cucTemMu 3acBigdeHHs BignosigHOCTI,
NPUNHATOI Ansa Bupoby abo cimencTsa npogykuii, noya-
TKOBI BUNPoByBaHHS TuMy NPOAyKUii MOXyTb ByTn BuU-
KOHaHi caMuM BMPOOHMKOM abo BMKOHaHi 4n 3aTBep-
OPKeHi HOTUiKoBaHNUM OpraHoMm.

B ocrtaHHbOMYy BMMagky uen OOOB'A30K 3aCTOCOBHWI
nvwe 8o BUNpobyBaHb 3 BU3HAYEHHSI XapaKTEePUCTUK,
ans skux BMOIp cucTeMu 3acBigYeHHs BiOANOBIAHOCTI
BMMarae BTPy4YaHHs HOTMIKOBaHOro opraHy abo na-
Gopatopii. Lli xapaktepuctukn HagatroTecs B gogaTky 3
MaHaaTiB.

Te x came € cnpasenMBUM AN KOHTPOMNbHUX BUMNPO-
OyBaHb Ha 3pa3kax, y3aTUX Ha BUPOBHULTBI, pUHKY abo
MargaH4yuKy, KOnu NnpUnHATa cuctemMa 3acBigyeHHs
BiANOBIQHOCTI € cepTudikauieto NPOAYKLii M BKNOYae
BMKOHaHHs1 ab0 3aTBEPAXKEHHS LuX BUNpoOyBaHb Bif-
NOBiIAHMM HOTUIKOBAHUM OpPraHoM.

PeecTpyBaHHsA gaHux BUNpobyBaHb

BunpobHMK noBuHEH opraHidyBaTu 1 36epiratu 3anucuy,
SKi NigTBEPOXKYHOTh, WO npoaykuis 6yna sBunpobyBaHa.
Lli 3anncK noBmHHI YiTKO MoKasyBaTW, YM 3aJ0BOSbHAE
NPoAYKLis NeBHUM KpUTEpisM npuiMaHHs. Konu npoay-
KUisi HEe 3a[0BOSbHSAE KPUTEPIAM NPUAMaHHS, MOBUHHI
3aCTOCOBYBATUCA MOMOXEHHS MPO  HEBIAMNOBIOHICTb
NpoAyKuii.

3.2.4 lMoBompkeHHA 3 MpOAyKUieto, Wo He Bignosigae
BMMOram

Akwo pesynbTatn KOHTpomMo abo BMNpoOyBaHb MOKa-
3yl0Tb, WO NPOAYKUIS He Bignosigae BMMoram, Hanpu-
Knag, SKWwo cTaTUCTMYHAa Bapiallis pe3ynbTaTiB gocarae
MeXi, Lo AO0NYCKaeTbCs TEXHIYHUMKU yMOBaMM, Heob-
XigHa kopuryBanbHa fis noBuMHHa GyTW noyata Heram-
Ho. HesignosigHa npoaykuia abo 1i cknagosi YacTUHM
NOBWHHI ByTH i3oNboBaHi Ta BiOMNOBIAHO

3.2.2 Monitoring of conformity

If necessary, monitoring is carried out of the conformity
of intermediate states of the product and at the main
stages of its production.

This monitoring of conformity focuses where necessary
on the product throughout the process of manufacture,
so that only products having passed the scheduled in-
termediate controls and tests are dispatched.

3.2.3 Tests

Tests should be in accordance with the test plan and
be carried out in accordance with the methods indicat-
ed in the technical specification.

These methods should generally be direct methods.

It is however possible, in the case of certain character-
istics, that the prescribed specification gives the possi-
bility of using indirect test methods if a definite correla-
tion or relationship can be established and if possible
verified between specified characteristic X - the charac-
teristic to be verified - and another characteristic Y
which is easier or safer to measure than characteristic
X. Indirect test methods may be retained when availa-
ble and appropriate.

Depending on the system of attestation of conformity
adopted for the product or the product family, initial
type tests on the product may be carried out by the
manufacturer himself or must be carried out or validat-
ed by an notified body.

In the latter case, this obligation only applies to tests to
determine characteristics for which the choice of attes-
tation of conformity system requires the intervention of
an notified body or laboratory. These characteristics
are given in Annex 3 of the mandates.

The same is true for audit tests on samples taken from
the factory, market or site when the system of attesta-
tion of conformity adopted is the certification of the
product and includes the carrying out or validation of
these tests by the notified body concerned.

Test Records

The manufacturer should establish and maintain rec-
ords which provide evidence that the product has been
tested. These records should show clearly whether the
product has satisfied the defined acceptance criteria.
Where the product fails to satisfy the acceptance
measures, the provisions for non-conforming products
should apply.

3.2.4 Treatment of products which do not conform

If control or test results show that the product does not
meet the requirements, for example if the statistical var-
iation of test results exceeds the limits allowed by the
technical specification, the necessary corrective action
must immediately be taken. Products or batches not
conforming must be isolated and properly identified.
Once the fault has been corrected, the test or



ineHTudikoBaHi. Hegonikn MOBUHHI OyTW yCyHyTi, no-
BTOpeHi BunpobyBaHHsA abo nepeipka 3 AaHOro nNuTaH-
HS.

AKWwo npoaykuis Bxe nocrtaBneHa OO TOro, AK pesynb-

TaTu ctanu OOCTYMHMMUW, npoueaypa W NpoToKon no-
BVHHI ByTn 36epexeHi AN 3aMOBHUKIB.

3.2.5 PeecTpauis nepeBipok i BunpoOyBaHb (peecTp
BUPOBHWMKA)

Pesynbtatv KOHTPONIO nNpoaykuii Ha BMPOBHUUTBI No-
BMHHI OyTW BigNOBIOHO 3apeecTpoBaHi B pPeecTpi BUPO-
OHuka. Onuc Npoaykuii, 4aTa BUMNYCKY, NMPUNAHATI METO-
an BMnpobyBaHb, pe3ynbTaT¥ BUNPOOYBaHb i KpUTepii
NpUAMaHHSA NOBUHHI OyTK BKINIOYEHI 4O peecTpy 3a nia-
nncom ocobu, BiAMOBIAANbHOI 3@ KOHTPOIb, WO NpoBe-
na nepes.ipKky.

AKWwo pesynbTaTi KOHTPOMIO He BiANOBIAAOTL BUMOram
TEXHIYHMX YMOB, TO MoyaTi KopuryBanbHi 3axoau, wwob
BUMPAaBUTU CUTYyaLil0 (Hanpuknag, NpoBeOeHHs HacTy-
MHMX BUNPOBYBaHb, 3MiHa BUPOBHMYOro npouecy, 3HAT-
TA abo BUMpaBneHHsA NpPoAykuii), NoBMHHI B6yTn 3a3Ha-
YeHi B peecTpi.

3.3 MNpocTexyBaHicTb

BignoBiganbHicTb BMpOOHMKA abo Woro areHra -
30epiraTv B NOBHOMY 00Cs3i gaHi 3 OKpeMoi npoaykuii
abo napTii npoaykuii, BKMoYarun BCi enemeHTn BUpob-
HMLUTBa Ta XapakTepuUCTUKW, i 30epiratv 3anucu LWoao
npogaxy Bupoby abo napTii, NoYMHaKUYM 3 MepLUOoro
npogaxy. lHamBigyanbHMn BMpi6 abo napTis i ix yacTu-
HX MOBWHHI MOBHICTIO NigAaBaTUCL igeHTudikauii abo
BIOTBOPEHHIO. Y Aesikux BuNagkax, Hanpuknag, Aans
HacuMnHOi MpoAYyKLii, NOBHa MPOCTEXYBAHICTb HEMOX-
nmBa. ®opMynioBaHHA BUMOTM Y BiANOBIAHWUX TEXHIYHNX
yMOBax MOBUHHO OYTW, HACKINbKU Lie MOXIMBO, peanb-
HO afjanToBaHO, Mawyu Ha yBasi NOBHY NPOCTEXyBa-
HiCTb

4 3MICT TEXHIYHUX YMOB HA NMPOAOYKUIIO

TexHiYHi yMOBY BCTAHOBIIOIOTL Y BiAMOBIAHOMY po34ini
(po3gpinax) enemeHTn i BUMOrn, Wo € ob6OB'A3KOBUMMU
abo iHopmaTUBHUMK, NpPUB'A3aHUMKM OO0 po3giny 3
LbOro JOKYMEHTA.

Bce, wo Bkntoyae HeobxigHe 3abe3neyYeHHss KOHTPOITH0

BMPOOHMLTBA Ha MigNPUEMCTBI N 3acBigyeHHs BiaMOBI-

OHOCTI, MPUIHATI ANs NpoAyKuii, HOCUTb 0BOB'A3KOBUIA

Xapakrtep.

[e MoXnuBo, 3ragaHi enemeHTM 1 BUKNadeHi BUMOrn

NoBWHHI OyTK aganToBaHi abo 3gaTHi 4o aganTauii:

- 0O ocobnuBocTel npouecy BuMpobHMLTBa.30kpema,
KOHTPOSb NpoAyKuii NOBUHEH OYyTW aganToBaHWi 3a-
NEXHO Big CTyneHs aBToMaTu3alii BUpOOHNYOro naH-
LIHOXKKa, PEeryriodmnx NpucTpoiB, BnacHe obnagHaHHS,
LLIO MOXe BKIToMaTh BUPOOHULTBO;

- 0O piBHA XapakTepuUCTUKM NpoAyKuii, Ae TexXHiYHi
YMOBW Ha NPOAYyKLito nepeabadaloTb MeXi piBHIB xapa-
KTEPUCTUKN, N e PU3NK, O BUXOAMUTL Bifl HEOOCSHKHO-
CTi 3annaHoOBaHOI XapaKTepUCTUKU, 3MIHIOETbLCS 3 pPiB-
HeM.
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verification in question must be repeated.

If products have been delivered before the results are
available, a procedure and record should be main-
tained for notifying customers.

3.2.5 Recording of verifications and tests (manufactur-
er's register)

The results of factory production controls must be
properly recorded in the manufacturer's register. The
product description, date of manufacture, test method
adopted, test results and acceptance criteria must be
entered in the register under the signature of the per-
son responsible for control who carried out the verifica-
tion.

With regard to any control result not meeting the re-
quirements of the technical specification, the corrective
measures taken to rectify the situation (e.g. a further
test carried out, modification of manufacturing process,
throwing away or putting right of product) must be indi-
cated in the register.

3.3 Traceability

It is the manufacturer's, or his agent's, responsibility to
keep full records of individual products or product
batches, including their related manufacturing details
and characteristics, and to keep records of to whom
these products or batches were first sold. Individual
products or batches of products and the related manu-
facturing details must be completely identifiable and
retraceable. In certain cases, for example for bulk
products, a rigorous traceability is not possible. The
expression of the requirement in the relevant technical
specifications should be realistically adapted keeping in
view a traceability as complete as possible.

4 CONTENTS OF THE TECHNICAL
SPECIFICATIONS ON PRODUCTS

Technical specifications specify in the appropriate
chapter(s) the elements and requirements either man-
datory or informative referred to in Chapter 3 above

Everything comprising the necessary provisions of fac-
tory production control and the attestation of conformity
adopted for the product to which the specification re-
lates has a mandatory character.

Where possible, the elements mentioned and the re-

quirements set out must be adapted or adaptable:

- to the particular features of the manufacturing pro-
cesses. In particular, production control must be able
to be adapted depending on the degree of automation
of the manufacturing chain, adjustment devices, self
adjustment, which manufacture may comprise.

- to the performance level the product is intended to
have where the technical specification of the product
provides for a range of performance levels and where
the risk resulting from not achieving the intended per-
formance varies with the level.
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Mpoueaypw aganTauii NOBUHHI 6yTK 06paHi B iHTepecax
rapaHTii Toro, Lo piBeHb 4OBipWU, OTPUMaHUIA NPU KOHT-
poni npoaykuii, € ogHakoBo ePeKTUBHUM 4SS BCiX MO-
XIMBUX CUTyaui BUpobHULUTBA.

The adaptation procedures must be chosen in the in-
terests of ensuring that the level of confidence obtained
by the production control is effectively the same for all
conceivable situations of manufacture.
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