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Co Je New Approach?

New Approach — Rozhodnuti EK kvéten
1985

Evropske smérnice - “zakladni
pozadavky” (zdravi, bezpecnost, zivotni
prostredi, ...)

Zakladni pozadavky — vyrobek je musi
spliiovat pred uvedeni na trh v ramci EU

CEN, CENELEC, ETSI - harmonizované
normy




Dusledky ....

Zakladni dokumenty

u Rozhodnuti EK 93/465/EEC 22.6.1993 — New
Approach

u Resoluce 21.12.1985 — Global Approach

u Resoluce 22.10.1999 — vyznam normalizace v
Evropé

Sdéleni EK smérem k Radé Evropy a
Evropskemu parlamentu 5.12.2003 -
Enhancing the Implementation of the
New Approach Directives (Zlepseni
Implementace smernic hovéeho pristupu)




Enhancing New Approach -
KDY? : i

Zavisi na ukon¢eni praci v pracovnich
skupinach Evropské Komise a Rady.

Na zasedani pracovni skupiny rady G7 pro
technickou harmonizaci ma Komise predlozit

navrh jesté behem finského predsednictva (do
Konce roku 2006).

Pripravne prace vsak jesté nedosahly uplného
Konsenzu na urovni pracovni skupiny Komise —
SOGS.




Enhancing New Approach -
KDY? : i

Dokumenty SOGS
g CERTIF 2005-16 Rev.2 23.2.006 Elements for a

horizontal legislative approach to technical harmonozation, Foreword to

the elements for a horizontal legislative approach to technical
harmonisation— (SOGS N549)

CERTIF 2006-3 25.4.2006 Modules for conformity

assessment in technical harmonisation legislation. (SOGS N541)

CERTIF 2006-4 29.6.2006 Elements for possible articles for

a horizontal legislative approach to harmonisation of legislation on
products — (SOGS N550) - Foreword to the elements for a horizontal
legislative approach to technical harmonisation (Certif Doc 2005-

16Rev2) — (SOGS N549)




Enhancing New Approach -
KDY? : i

Dokumenty SOGS

g CERTIF 2006-5: Explanation on the table illustrating revised
modules for conformity assessment in Community legislation (N

533) — zaFi 2006

NS560-1 EN : A HORIZONTAL LEGISLATIVE
APPROACH TO THE HARMONISATION OF
LEGISLATION ON INDUSTRIAL PRODUCTS

NS60-2 EN : A HORIZONTAL LEGISLATIVE
APPROACH TO THE HARMONISATION OF
LEGISLATION ON INDUSTRIAL PRODUCTS - ANNEXES




Enhancing New Approach -
Dosavadni stav praci

Ur€eni rozsahu pravni formy

Uréeni obsahu horizontalnich prvku.

Urcéeni minimalnich pozadav

KU na organy a

subjekty, zodpovédné za rea

Izaci jednotlivych

prvku pravni upravy a jejich funkénost.

Zpusob realizace Oznameni Komise uréene
Rade a Evropskému Parlamentu COM 2003

(240).




Enhancing New Approach -
Dosavadni stav praci

Vymezeni rozsahu revize
Horizontalni akt do konce roku 2007
Definice zakladnich horizontalnich prvki

Povinnosti podnikatelskych subjektt uvadéjicich vyrobky
na trh a do provozu

Harmonizovaneé normy a technicke specifikace

Minimalni pozadavky na notifikovaneé osoby a notifikujici
autority

Pravni postaveni akreditace
Minimalni pozadavky na dozor nad trhem
Posileni vyznamu a €itelnosti znaéky CE




Enhancing New Approach -
Dosavadni stav praci

Horizontalni pravni norma jdouci za ramec dosavadniho
nového pfFistupu slouzici pro formulovani pozadavku
verejného zajmu a dalSich zalezitosti posuzovani
bezpecénosti vyrobku, které jsou , made available* na trh EU.

Ustanovuje unijni pravni zaklad pro akreditaci a dozor nad
trhem.

Obsahuje vSechny podstatne pozadavky na spoleéné prvky,
které se nachéazeji v dosavadnich smérnicich NP.

Predpoklada revizi jednotlivych smeérnic NP v letech 2007 —
2009, rozsireni NP na oblast zivotniho prostfedi a (zamér)
automobilovych vyrobkut




Enhancing New Approach -
Dosavadni stav praci

Zakladni pozadavky na vSechny spoleéné prvky 1
Spole€na definice a zakladni ustanoveni (véetné stanoveni

postupl natvorbu a vyuzivani navodu pro jednotlive
smernice NP — guidelines document).

Pozadavky na tvorbu EN nebo moznost pfiznani obdobného
statutu jako ma harmonizovana norma jinym technickych
specifikacim.

Spoleéné uznané postupy posuzovani shody, véetné
spoleéného pristupu k pozadavkum na zavedeny systém
managementu kvality (pravidla pro aplikaci 1ISO 9001:2000 —
harmonizovana?). Obsahuje vSechny podstatné pozadavky
na spoleéne prvky QM, které jsou v dosavadnich
smeérnicich NP




Enhancing New Approach -
Dosavadni stav praci

Zakladni pozadavky na vsechny spole¢éné prvky 2
Zakladni pozadavky na subjekty posuzujici shodu, ale i na
ty, které stanovi (v CR autorizuji) notifikované organy.
Ustanoveni souboru spole€énych pozadavku na oznaéovani

shody (CE, prohlaseni o shodeé)

Spoleéné zakladni prvky fungovani systému dozoru nad
trhem na vysoke arovni (véetné — duraz - kontroly vyrobku
ze tretich zemi)

Pravni zaklad a pravidla realizace informaéniho a
konzulta€niho systému pro trhovy dozor inspirovaného
RAPEXem

Spoleéne pozadavky potreb dozoru nad trhem




Enhancing New Approach -
Dosavadni stav praci

Zakladni pozadavky na vsechny spolec¢né prvky 3
Pozadavky administrativni spoluprace mezi organy

posuzujicimi shodu (NB) a narodnimi organy dozoru nad
trhem (COI)

Pozadavky a postupy realizace ochrannych opatreni
(safeguard clauses) ulozenymi dozorovymi organy

Moznost vytvorit pravni zaklad a rozpo€tovou podporu
Spolecenstvi na metrologické programy a MPZ

Pozadavky na fungovani a organizaci narodnich
akredita€nich systému a uloha verejnych (statnich) autorit
(v CR ministerstev a zejména UNMZ)




Enhancing New Approach -
Dosavadni stav praci

Sektorove smernice (celkem 25) — lex specialis —
omezeni jejich obsahu (EK vytvoFi nezavazné

navody na modifikaci):
VSechny podstatné pozadavky bezpecénosti prislusneho sektoru

(a/nebo rizika).

Zpusoby uréeni vyrobkovych skupin a/nebo technickych
specifikaci posuzovani shody (EN nebo jiné vhodneé technické
specifikace).

Vybeér postupu posuzovani shody, ktery je vhodny pro dany sektor
(ne tvorba novych , modult”, specialnich pro danou oblast)
Vymezenim (spiSe vyjimecéné) specifickych prvka tam, kde
spoleéné nejdou pro sektor vhodné — negativni vymezeni




Enhancing New Approach -
Dosavadni stav praci

Zmeéna Vv povinnostech vyrobcu a autorizovanych
dovozcu - noveé povinnosti pFiblizuji tém, které
Jjsou ve Smernici 2001/95/ES:

Udrzovat zaznamy o dovozcich a distributorech, kterym
produkt dodali (traceability)

Zodpovédnost za bezpeénost vyrobku béhem jeho zivotniho
cyklu (neni konsenzus mezi élenskymi staty). Uvazuje se o
povinneé soué€innosti s organy dozoru nad trhem béhem
celého zivotniho cyklu vyrobku.

Povinnost spolupracovat s organy dozoru nad trhem, uveést
vyrobek do souladu nebo zabezpecit stahnuti vyrobku
z trhu.




Enhancing New Approach —
Postupy posuzovani shody (moduly)

CERTIF 2006-3 25.4.2006
Modules for conformity assessment
In technical harmonisation

legislation. (SOGS N541)
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Enhancing New Approach —

TABLE 1: CONFORMITY ASSESSMENT PROCEDURES IN COMMUNITY LEGISLATION - 93/465/EEC

A (Internal control of

production

B. {type examination)

G. {unit verification)

H. (full quality assurance)

Manufacturer
> Keeps technical
documentation at
the disposal of
national authorities

A
Manufacturer
= Declares conformity
with essential
reguiremants
= Affixes CE marking

Aa,
Motified body:
>Tests an specific
aspects of the
praduct (1)
= Products checks at
random intervals {1}

Manufacturer submits to notified body
> technical documentation
= typa

Motified Body
> Ascertains canformity with essential requirements
> Carries out tests, if necessary
> |ssues EC type-examination certificate

0. (production quality
G, {confarmity ta type) P &

E. (product quality

F. (product verification)

> Declares conformity
with approved type
= Affives CE marking

»Operates an approved
quality system for produ
ction, final inspection
and testing
=Declaras conformity
with approved type, or
with essantial requirements
Notified Body > Affixes CE marking
> Tests on specific
aspects of the
product (1)
> Product checks at
random intervals (1)

Motified Body
= Approves the QS
= Carries out
surveillance of the S

>Operates an approved
guality system faor final
inspection and testing
> Declares confarmity
with approved type, or
with essential
requirements
> Affixes CE marking

Matified Body
> Appraves the QS
= Carries aut
surveillance of the QS

assurance) assurance)
EN 29002 EM 25003
Manufacturer Manufacturer Manufacturer Manufacturer

= Declares conformity
with approved type, or
with essential
requirements

= Affixes CE marking

Matified Body
= Verifies conformity with
essantial requirements
= |ssues certificate of
confarmity

Manufacturer
> submits technical
documentation

Manufacturar
> Submits product
= Declares conformity
= Affixes CE marking

Metified body
= Varifies conformity
with essential
requirements
= Issues certificate of
conformity

EM 23001

Manufacturer
=aoperates an approved
quality system for design
=submits technical documentation

MNotified Bady
>carries out surveillance of the QS
=verifies conformity of design (1)
>issues EC design examination
certificate (1)

Manufacturer
> Operates an approved QS for
praduction, final inspection
and testing
= Declares conformity
= Affixes CE marking

MNaotified bady
= Carries out surveillance of
the Q8

{1) Supplementary requirements which may be used in specific Directives
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Enhancing New Approach —

TABLE 1: CONFORMITY ASSESSMENT PROCEDURES IN COMMUNITY LEGISLATION - 93/465/EEC - REVISED

A, Internal production

control

B. Type examination

G. Unit verification

H. Full quality assuranca

Manufacturer

> Keeps technical
documentation at
the dispasal of
natianal authorities

A
Manufacturer
= Declaras conformity
with essential
requirements
= Affixes CE marking

A1IAZ:
Accredited in-house bady
or notified body
»=Tests on specific
aspects of the
product (1)
> Product checks at
random intervals (1)

> technical documentation

Notified Body

Manufacturer submits to natified bady

> Ascertains conformity with essential requirements
= Examinas technical documentation and supporting evidence to assess adeguacy of the technical design
> For specimen(s): caries out tests, if necessary
> |ssues EC-type examination certificate

= supporting evidence for the adeguacy of the technical design solution
= spacimen(s), representative of the production envisaged, as required

C. Conformity to type

D. Production quality
assurance

E. Froduct quality

assurance

F. Preduct verification

C
Manufacturer
> Declares conformity
with approved type
> Affixes CE marking

C1.4G2
Accredited in-house body
or notified body
> Tests on spacific
aspects of the
product (1)
> Product checks at
randem intenvals (1)

EN SO 50012000 (2)

Manufacturer
>Operates an approved
guality system for produ
ction, final inspection
and testing
=Declares conformity
with approved type
b1.: with essential
requirements
> Affixes CE marking

Motified Bady
= Approves the QS
= Carries out
surveillance of the QS

EN IS0 8001:2000 {3}

Manufacturer

=Operates an approved
quality system for final
inspection and testing

>Declares conformity
with approved type
E1.; with essential
requiremants

= Affixes GE marking

Motified Body
> Approves the QS
> Carries out
surveillance of the QS

Manufacturer
= Declares conformity
with approved type
F1.. with essential
requiremeants
> Affixes CE marking

Notified Body
= Werifies canfarmity with
essential requirements
> [ssues certificate of
conformity

Manufacturer
= submits technical
decumentation

Manufacturer

> Submits product

> Declares conformity
= Affixes CE marking

Motified body
> Verifies conformity
with essential
reguirements
> |ssues certificate of
canformity

EN IS0 8001:2000 (4)

Manufacturer
»operatas an approved

guality system for design
>submits technical documentation

Motified Bady

>carries out surveillance of the QS

Hi1.

=>verifies conformity of design (1)

>issues EC-design examination
certificate (1) :

Manufacturer
= Operates an approved QS for
preduction, final inspection
and testing
> Declares caonfarmity
= Affixes CE marking

Notified body
= Carries out surveillance of
the Q3

1) Supplementary requiremeants which may be used in specific Directives

3) except for sub-clauses 7.1, 7.2.3, 7.3, 7.4, 7.5.1, 7.5.2, 7.5.3 and requirements relating to customaer satisfaction and continual improvemant

(
(2) except for sub-clause 7.3 and requirements relating to customer satisfaction and continual improvemen
(
(

4) except for requirements relating to customer satisfaction and continual improvement
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G
M
A
p |Manufacturer
R = Declaras conformity
0 with essential
requirements
B > Affixes CE marking

Enhancing New Approach —

TABLE 1: CONFORMITY ASSESSMENT PROCEDURES IN COMMUNITY LEGISLATION - 93/465/EEC - REVISED

A, Internal production

control

B. Type examination

G. Unit verification

guality assurance

EM IS0 8001:2000 714

Manufacturer

> Keeps technical
documentation at
the dispasal of
natianal authorities

A1IAZ:

Accredited in-house bady

or notified body

=Tests on specific
aspects of the
product (1)

> Product checks at

random intervals (1)

Manufacturer submits to notified bady

> technical documentation

Notified Body

> Ascertains conformity with essential requirements
> Examines technical documentation and supparting evidence to assess adequacy of the technical design

> For specimen(s): caries out tests, if necessary
> |ssues EC-type examination certificate

= supporting evidenca for the adeguacy of the technical design solution
= spacimen(s), reprasentative of the production envisaged, as required

Manufacturer
= submits technical
decumentation

O. Production quality

E. Product quality

F. Preduct verification

with approved type
> Affixes CE marking

C1AGE!

Accredited in-house body

or notified body

> Tests on spacific
aspects of the
product (1)

> Product checks at

random intervals (1)

guality system for produ
ction, final inspection
and testing

=Declares conformity
g 3

[31.. with essentid
guire mants

Motified Bady
= Approves the QS
> Carries out
surveillance of the QS

C. Conformity to type
assurance assurance
WO 5001:2000 ‘i I [ SRR TaTaT R T W T
c 3 z
Manufacturer Manufacturer Manufacturer Manufacturer
> Declares conformity >Operates an approved =Dperates an approved = Declares conformity
with approved type

quality system for final
inspection and testing
>Declares conformity
1 Rroad e
raments

= Affixe

Motified Body
= Approves the QS
> Carries out
surveillance of the QS

F1.: with essential
reguiremeants
> Affixes CE marking

Notified Body
= Verifies canfarmity with

> |ssues certificate of
conformity

essential requirements

Manufacturer

> Submits product

> Declares conformity
= Affixes CE marking

Moatified body

> Verifies conformity
with essential
requirements

= Issues certificate of
canformity

Manufacturer 2
»operates an approved

guality systam for design
>submits technical documentation

Motified Body

»carries out surveillance of the QS

H1.:

>verifies conformity of design (1)

=issues EC-design examination
certificate (1) :

Manufacturer

= Operates an approved QS for
preduction, final inspection
and testing

= Declares conformity

= Affixes CE marking

Netified body
= Carries out surveillance of
the Q3

except for sub-clause 7.3 and requirements relating to customer satisfaction and continual improvemen
(3 except for sub-clauses 7.1, 7.2.3, 7.3, 7.4, 7.5.1, 7.5.2, 7.5.3 and requirements relating to customaer satisfaction and
(4) except for requirements relating to customer satisfaction and continual impravement

ontinual improvement



Enhancing New Approach -
Dosavadni stav praci

CERTIF 2006-5:

Explanation on thetableillustrating
revised modules for

confor mity assessment in Community
legislation

(N 533) — zari 2006
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0 with essential
requirements
B > Affixes CE marking

Enhancing New Approach —

TABLE 1: CONFORMITY ASSESSMENT PROCEDURES IN COMMUNITY LEGISLATION - 93/465/EEC - REVISED

A, Internal production

control

B. Type examination

G. Unit verification

guality assurance

EM IS0 8001:2000 714

Manufacturer

> Keeps technical
documentation at
the dispasal of
natianal authorities

A1IAZ:

Accredited in-house bady

or notified body

=Tests on specific
aspects of the
product (1)

> Product checks at

random intervals (1)

Manufacturer submits to notified bady

> technical documentation

Notified Body

> Ascertains conformity with essential requirements
> Examines technical documentation and supparting evidence to assess adequacy of the technical design

> For specimen(s): caries out tests, if necessary
> |ssues EC-type examination certificate

= supporting evidenca for the adeguacy of the technical design solution
= spacimen(s), reprasentative of the production envisaged, as required

Manufacturer
= submits technical
decumentation

O. Production quality

E. Product quality

F. Preduct verification

with approved type
> Affixes CE marking

C1AGE!

Accredited in-house body

or notified body

> Tests on spacific
aspects of the
product (1)

> Product checks at

random intervals (1)

guality system for produ
ction, final inspection
and testing

=Declares conformity
g 3

[31.. with essentid
guire mants

Motified Bady
= Approves the QS
> Carries out
surveillance of the QS

C. Conformity to type
assurance assurance
WO 5001:2000 ‘i I [ SRR TaTaT R T W T
c 3 z
Manufacturer Manufacturer Manufacturer Manufacturer
> Declares conformity >Operates an approved =Dperates an approved = Declares conformity
with approved type

quality system for final
inspection and testing
>Declares conformity
1 Rroad e
raments

= Affixe

Motified Body
= Approves the QS
> Carries out
surveillance of the QS

F1.: with essential
reguiremeants
> Affixes CE marking

Notified Body
= Verifies canfarmity with

> |ssues certificate of
conformity

essential requirements

Manufacturer

> Submits product

> Declares conformity
= Affixes CE marking

Moatified body

> Verifies conformity
with essential
requirements

= Issues certificate of
canformity

Manufacturer 2
»operates an approved

guality systam for design
>submits technical documentation

Motified Body

»carries out surveillance of the QS

H1.:

>verifies conformity of design (1)

=issues EC-design examination
certificate (1) :

Manufacturer

= Operates an approved QS for
preduction, final inspection
and testing

= Declares conformity

= Affixes CE marking

Netified body
= Carries out surveillance of
the Q3

except for sub-clause 7.3 and requirements relating to customer satisfaction and continual improvemen
(3 except for sub-clauses 7.1, 7.2.3, 7.3, 7.4, 7.5.1, 7.5.2, 7.5.3 and requirements relating to customaer satisfaction and
(4) except for requirements relating to customer satisfaction and continual impravement

ontinual improvement



Enhancing New Approach —

TAELE: CONFORMITY A53ESSMENT PROCEDURES IN COMMUNITY LEGISLATION (CERTIF 20:08-5)

& Im=rral producion
E. Type sxamiration . Unkt verfcadon 4. Ful qualty asscrance
ook -
EHN B3 30012000 ()
Lanutachurer sanutachurer submits 1o Rolfsd body [edamutactuner Iitaniractorer
> Mmaps lmchrica > techrlcal documentation > gubmis tectnica sopesaes an approeed
doosmentation 2 > gupooring Eeidence for the adeqguacy of e l=crric desige sohetion docurmematicn quaiky syt for design
D e dispozal of > gpecimEnis), Epresantative of the producion ansisaged, as recuies sgUbmbs techrlzal documentaion
E reabiona’ auhorties
£~
| Sotifed Body |oified SEody
G > Asceriaing conformity wih essetal requinements scarses out surseliance of the 5
N > Examines i=chnical documentation and supporlng avidercs io assess adeqguacy of T i=ctrlcal design
> For spacimens)c camies out iesis, B recessary BT
> Issues ECAype =eamination cerifcai= | oEfied oy
=gsuss BEC-design examinadon
Joarifical=
S ________|___________|____________| ________________ I e ]
| |
O, Froduction quaits =. Froduct qualty
C. Comormily o fipe= F. Product verificabion:
e - e o
BN 150 90012000 (1) =M 50 5001: 2000 {21
A z
Lanutachurer \sanutachurer sdznurtactorer Manutachurer darudaciurer [edamutactuner Iitaniractorer
= Declames ponformily > Daclares confermiy >Dparabes an appeoeed *Dparates. an appeoved = Daciams confomity > Gubmbs produd > Operales am oproved 25 for
wltn essarbal with appeoeed hpe quaiky symEm for prody quaiky sysi=m for fra whin aporcwves hoe > Declares confermiy peocuctor, Tral Inspecion
s=oulrements = Afyes CE manking ciion, final Inzpacticn Inspecion and tesdng = Aflyms O marking = Afyes CE marking and i=stng
_ = AMyes CE mating and testing >Deciares comtanmly > Declams conformisy
i sDeciares comiomky Wwih aoproved Soe = Amyes CE marting
iy wth spproved Soe =4 M=z OF martlng
- *8My=z OE mating
= L
T |&ith =szental raquiraments recurETEns ssserlal reoulmments
1 rioified body rioifled body * AfTes OF marking CE makling >ifines CE marking
T | >Tests on spectfic > Tess or specfc N N
. aspecs of e aspeds of e
| prodect ) | prodec
|Hoified Body Modfed Sody Poiflsd body Moified mody | ForEfied oty
= I= > AppeTies the 0 > AppeTies the 05 = YarTias conformity wis *Werifas confornily with > Cares ot suremliance of
> Prodect checks at > Product checks at > Camies out > Camies out essariial rou=TEms mzzaniial rRquirmEnts Teos
random Inisreas random Intereais surssfiancs of the 0S5 supesiiance of the 05 = |smoms carsfioate of > lgums certicate of
conformity conformisy

11} =wcept for sub-clauss 7.3 and moummens relging o cushomer sadsfaction and comineal improesmeEn
12} =ecept for sub-clausss 7.9, 7.2.3 7.3, T4, 7.51, 75,2, 7.5.3 and raquiremeants melaing o cusiomer sadsfaclion and continual Improssmen
13} =ecept for requiremianis nelating o cusiomer sadsfacion and condnual improsEmTent



Enhancing New Approach -
Dosavadni stav praci

-8 modull + 8 variant

-smernice (noveé pripravovane i jiz v platnosti by meély pouzit pouze tyto postupy,
vyjimky jen velmi dobfe zduvodnéné

-CERTIF 200-3 komplikovany, avsak je zamérem neuvadét ve smérnicich slovni
popis postupu posouzeni shody,ale jen realizovat pfimy odkaz na obecny modul

-cilem je

-zakonodarcum dat moznost vybéru modulu (mira rizika vyrobku apod.)

-vyrobcum (ekonomickym operatoram) vzdy dat moznost na vybér mezi
(obecné)

-moduly zalozenymi na certifikatu systému kvality vyroby
A

-moduly zalozenymi na certifikatu vyrobku




Enhancing New Approach -
Dosavadni stav praci

-cilem je

-umoznit zakonodarcum pouzit co nejjednodussi (a nejlevnéjsi) modul pfi
zachovani prijatelné miry bezpecnosti a ochrany

-vyuZzit maximalné zdroje vyrobcu

-Al, A2, C1,C2 — vzdy moznost pouzit bud in-house akreditovanou ZL
nebo NB

-Modul B — moznost pouzit jen examination of technical design (bez
zkousky typu!!!) — MID smérnice

-D1, E1, F1 — moznost pouziti bez modulu B!!!

-Modul H1 — nejde o kombinaci modult B+H, design je NB posuzovan
jen jednou




