ROZHODNUTI RADY ze dne 22. ¢ervence 1993
0 modulech pro rizné faze postupt posuzovani shody a o pravidlech pro pripojovani
a pouzivani oznaceni shody CE, které jsou urceny k pouZiti ve smérnicich technické harmonizace
(93/465/EHS)

COUNCIL DECISION of 22 July 1993
concerning the modules for the various phases of the conformity assessment procedures and
the rules for the affixing and use of the CE conformity marking, which are intended to be

used in the technical harmonization directives
(93/465/EEC)

RADA EVROPSKYCH SPOLECENSTVI,

sohledem na Smlouvu o zaloZzeni Evropského
hospodarského spolecenstvi, a zejména na cElanek 100a
této smlouvy,

s ohledem na navrh Komise'”,

ve spolupraci s Evropskym parlamentem®,

s ohledem na stanovisko Hospodaiského a socidlniho
3)

vyboru*’,
vzhledem k tomu, Ze rozhodnuti Rady 90/683/EHS ze dne
13. prosince 1990 o modulech pro rizné faze postupt
posuzovani shody, které jsou uréeny k pouziti ve
smérnicich technické harmonizace™, je tieba na riznych
mistech podstatné zménit; ze je v z4jmu srozumitelnosti
aucelnosti nutné, aby jeho ustanoveni byla timto
rozhodnutim sjednocena;

vzhledem k tomu, ze Rada pftijala dne 21. prosince 1989
usneseni o globalnim piistupu k posuzovani shody®;

vzhledem k tomu, ze zavedeni harmonizovanych metod
posuzovani shody a pfijeti spoleénych zakladnich zasad
pro jejich pouzivani usnadni pfijimani budoucich smérnic
technické  harmonizace  tykajicich se  uvadéni
pramyslovych vyrobkdl na trh, a tim pfispéje k vytvoreni
vnitiniho trhu;

vzhledem k tomu, ze tyto metody by mély zajistit, aby
vyrobky byly plné ve shodé se zékladnimi pozadavky
stanovenymi smérnicemi technické harmonizace, a tim
byla zajisténa zejména ochrana zdravi a bezpecnost
uzivateld a spotiebitelil;
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THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Economic Community, and in particular Article 100a
thereof,

Having regard to the proposal from the Commission'"”,

In cooperation with the European Parliament®,

Having regard to the opinion of the Economic and Social
Committee®®,

Whereas Council Decision 90/683/EEC of 13 December
1990 concerning the modules for the various phases of the
conformity assessment procedures which are intended to
be used in the technical harmonization directives'” needs
to be substantially amended in various places; whereas it
is necessary, in a spirit of clarity and rationality, to
consolidate its provisions by means of this Decision;

Whereas the Council adopted a Resolution on 21
December 1989 concerning a global approach to
conformity assessments”’ );

Whereas the introduction of harmonized methods for the
assessment of conformity and the adoption of a common
doctrine for their implementation are likely to facilitate
the adoption of future technical harmonization directives
concerning the placing on the market of industrial
products and thus be conducive to the implementation of
the internal market;

Whereas such methods should ensure that products are in
full conformity with the essential requirements laid down
in the technical harmonization directives, in order to
provide, in particular, for the health and safety of users
and consumers;
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vzhledem k tomu, Ze tato shoda by méla byt zajisStovana
jasnymi a srozumitelnymi postupy, aniz se vyrobctim
budou ukladat zbyte¢né obtizné podminky;

vzhledem k tomu, Ze by méla byt zavedena urcita
pruznost pii pouzivani dopliikovych moduli nebo variaci
modult, opraviiyji-li k tomu specifické okolnosti ur¢itého
odvétvi nebo urcité smérnice, avSak pouze v mife, ktera
nebude vrozporu sucelem tohoto rozhodnuti, ave
vyslovné odtivodnénych ptipadech;

vzhledem k tomu, ze ve vySe uvedeném usneseni ze dne
21. prosince 1989 Rada schvalila jako hlavni zasadu
pfijeti spole¢nych pravidel pro pouzivani oznaceni CE;

vzhledem ktomu, Ze¢ Rada ve svém rozhodnuti
90/683/EHS stanovila, Ze primyslové vyrobky, na néz se
vztahuji smérnice technické harmonizace, mohou byt
uvadény na trh teprve poté, co je vyrobce opatfil
oznacenim CE;

vzhledem ktomu, Ze je vhodné pouzivat jednotné
oznaceni CE, aby se usnadnily kontroly trhu Spolecenstvi
provadéné inspektory avyjasnily se  povinnosti
hospodaiskych subjekti, pokud jde o oznacovani podle
ruznych predpisti Spolecenstvi,

vzhledem k tomu, Ze ucelem oznaceni CE je vyjadfit
shodu vyrobku s arovnémi ochrany spolecnych zajmi
stanovenymi smérnicemi plné harmonizace a potvrdit, Ze
hospodaisky subjekt, pokud jde ojeho vyrobek, se

podrobil vSem postupiim posuzovani stanovenym
pravnimi predpisy Spolecenstvi,
ROZHODLA TAKTO:
Clanek 1
l. Postupy posuzovani shody, které se maji pouzivat

ve smeérnicich technické harmonizace tykajicich se
uvadéni primyslovych vyrobkt na trh, se zvoli z modulii
uvedenych v piiloze podle kritérii stanovenych v tomto
rozhodnuti a ve v§eobecnych tidicich zasadach uvedenych
v ptiloze.

Tyto postupy se mohou od modulli odchylit pouze
v piipadé, kdy ktomu opraviuji specifické okolnosti
urcitého odvétvi nebo urcité smérnice. Tyto odchylky od
modulit musi byt co do rozsahu omezeny a v pfislusné
smérnici musi byt vyslovné odiivodnény.

2. Toto rozhodnuti stanovi pravidla pro pfipojovani
oznaceni shody CE stanovené v pravnich pfedpisech
Spolecenstvi, které se tykaji navrhovani, vyroby, uvadéni
na trh, uvadéni do provozu nebo pouzivani primyslovych
vyrobkil.

3. Komise bude pravideln¢ piedkladat zpravu
o provadéni tohoto rozhodnuti aotom, zda postupy
posuzovani shody a oznacovani CE funguji uspokojivé
nebo zda musi byt zménény.

Whereas such conformity should be assured without
imposing  unnecessarily  onerous  conditions on
manufacturers, and by means of clear and comprehensible
procedures;

Whereas limited flexibility should be introduced as
regards use of additional modules, or variations in the
modules, when the specific circumstances of a particular
sector or directive so warrant, but not to such a degree as
to undercut the purpose of the current Decision and only
when explicitly justified;

Whereas in the abovementioned Resolution of 21
December 1989 the Council approved as a guiding
principle the adoption of common rules on the use of the
CE marking;

Whereas in its Decision 90/683/EEC the Council laid
down that the industrial products covered by the technical
harmonization directives can be placed on the market only
after the manufacturer has affixed the CE marking to
them;

Whereas a single CE marking should be used in order to
facilitate controls on the Community market by inspectors
and to clarify the obligations of economic operators in
respect of marking under the wvarious Community
regulations;

Whereas the aim of the CE marking is to symbolize the
conformity of a product with the levels of protection of
collective interests imposed by the total harmonization
directives and to indicate that the economic operator has
undergone all the evaluation procedures laid down by
Community law in respect of his product,

HAS DECIDED AS FOLLOWS:
Article 1
1. The procedures for conformity assessment which

are to be used in the technical harmonization directives
relating to the marketing of industrial products will be
chosen from among the modules listed in the Annex and
in accordance with the criteria set out in this Decision and
in the general guidelines in the Annex.

These procedures may only depart from the modules
when the specific circumstances of a particular sector or
directive so warrant. Such departures from the modules
must be limited in extent and must be explicitly justified
in the relevant directive.

2. This Decision lays down rules for affixing the CE
conformity marking provided for in Community
legislation concerning the design, manufacture, placing on
the market, entry into service or use of industrial
products.

3. The Commission shall report periodically on the
functioning of this Decision, and on whether conformity
assessment and CE marking procedures are working
satisfactorily or need to be modified.
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Nejpozdéji na konci prechodného obdobi v roce 1997,
v ptipadé naléhavé potieby diive, Komise rovnéz predlozi
zpravu o zvlastnich problémech, které vznikly pfi
pouzivani postuptl oznacovani CE v ramci provadéni
smérnice Rady 73/23/EHS ze dne 19.nora 1973
o harmonizaci pravnich predpisi Clenskych  stati
tykajicich se elektrickych zafizeni urcenych pro pouziti
v uréenych mezich napéti”, zejména se zietelem k tomu,
zda nedochazi k ohroZeni bezpecnosti. Rovnéz uvede
problémy, které vznikly vydanim vzdjemné se
prekryvajicich smérnic Rady, a stanovi, zda je nutné
pfijmout dalsi opatfeni na trovni Spolecenstvi.

Clinek 2
1. Rozhodnuti 90/683/EHS se zrusuje.
2. Odkazy na zrusené rozhodnuti se povazuji za

odkazy na toto rozhodnuti.
V Bruselu dne 22. ¢ervence 1993.

Za Radu
predsedkyné
M. OFFECIERS-VAN DE WIELE

© Ut vést. & L 77, 26. 3. 1973, s. 29.

No later than the end of the transitional period in 1997, or
earlier if the matter is found to be urgent, the Commission
shall also report back on any special problems raised by
the incorporation of Council Directive 73/23/EEC of 19
February 1973 relating to electrical equipment designed
for use within certain voltage limits® within the scope of
CE marking procedures, and, in particular, whether safety
is being compromised. It shall also review any problems
raised by the issue of overlapping Council directives, and
whether any further Community measures are required.

Article 2
1. Decision 90/683/EEC is hereby repealed.
2. References to the Decision repealed shall be

construed as references to this Decision.
Done at Brussels, 22 July 1993.

For the Council
The President
M. OFFECIERS-VAN DE WIELE

©® 0JNo L 77,26.3.1973, p. 29.
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PRILOHA

POSTUPY PO§UZOVANi SHODY
A PRIPOJOVANI OZNACENI CE
VE SMERNICICH TECHNICKE HARMONIZACE

OBECNE RIDICI ZASADY

. Hlavni Fidici
posuzovani
harmonizace:

zasady pro pouzivani
shody ve smérnicich

postupu
technickeé

zékladnim cilem postupu posuzovani shody je
umoznit organim vefejné moci zajistit, aby vyrobky
uvadéné na trh byly ve shodé¢ s pozadavky obsazenymi
v ustanovenich smérnic, zejména pokud jde o ochranu
zdravi a bezpecnost uzivatell a spotiebiteli;

b) posuzovani shody lze rozdé€lit na moduly, které se
vztahuji na fazi navrhovani vyrobkil a na fazi jejich

vyroby;
c)

vyrobek se zpravidla podrobuje posouzeni v obou
téchto fazich, aby v pfipadé pozitivnich vysledka

mohl byt uveden na trh”;

d) kdispozici je fada moduld, které mohou byt riznymi
zpusoby pouzity v obou téchto fazich. Ve smérnicich
musi byt stanoveny moznosti volby mezi nimi, které
Rada prozkouma tak, aby organum vefejné moci byla
zajisténa vysoka uroven bezpecnosti, kterou pro urcity
vyrobek nebo vyrobni odvétvi pozaduji;

pii stanovovani moznosti volby, které jsou vyrobci k
dispozici, musi smérnice brat v ivahu zejména takové
okolnosti jako je vhodnost modulli pro dany druh
vyrobkil, povaha predpokladanych rizik, hospodarska
infrastruktura daného odvétvi (napf. existence nebo
neexistence tietich stran), druhy vyroby a jejich
vyznam atd. Komise vyslovné uvede v téchto
smérnicich faktory, které byly vzaty v uvahu;

pfi stanovovani okruhu modulll pro uréity vyrobek
nebo vyrobni odvétvi musi smérnice umoznit, aby
byla vyrobci ponechana tak Sirokd moznost volby,
jaka je vsouladu spoticbou zajistit splnéni
pozadavk.

Ve smérnici se stanovi kritéria pro fizeni podminek,
podle nichz vyrobce zvoli z moduld stanovenych ve
smérnicich moduly, které jsou pro jeho wvyrobu
nejvhodnéjsi;

Zvlastnimi smérnicemi miZe byt stanoveno jinak.

ANNEX

CONFORMITY ASSESSMENT PROCEDURES
AND CE MARKING IN THE TECHNICAL
HARMONIZATION DIRECTIVES

I. GENERAL GUIDELINES

A. The principal guidelines for the use of conformity
assessment procedures in technical harmonization
directives are the following:

(a) the essential objective of a conformity assessment
procedure is to enable the public authorities to ensure
that products placed on the market conform to the
requirements as expressed in the provisions of the
directives, in particular with regard to the health and
safety of users and consumers;

(b) conformity assessment can be subdivided into
modules which relate to the design phase of products
and to their production phase;

(c) as a general rule a product should be subject to both
phases before being able to be placed on the market if
the results are positive!”;

(d) there are a variety of modules which cover the two
phases in a variety of ways. The directives must set
the range of possible choices which can be considered
by the Council to give the public authorities the high
level of safety they seek, for a given product or
product sector;

(e) in setting the range of possible choices open to the
manufacturer, the directives, will take into
consideration, in particular, such issues as the
appropriateness of the modules to the type of products,
the nature of the risks involved, the economic
infrastructures of the given sector (e.g. existence or
non-existence of third parties), the types and
importance of production, etc. The factors that have
been taken into account must be explicitly spelled out
by the Commission in these directives;

Q)

the directives will, in setting the range of possible
modules for a given product or product sector, attempt
to leave as wide a choice to the manufacturer as is
consistent with ensuring compliance with the
requirements.

The directives will set out the criteria governing the
conditions in which the manufacturer chooses the
most appropriate modules for his production from the
modules laid down by the directives;

()]

The specific directives for different

arrangements.

may provide
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g) je tieba zabranit tomu, aby smérnice nepiedepisovaly

h)

)

),

k)

D

zbyte€né pouziti moduld, které se zfetelem k cilim
ptislusné smérnice predstavuji ptilis velkou zatéz;
notifikovanym subjektim je tieba doporudit, aby
pouzivaly moduly bez zbytecného zatézovani
hospodarskych subjekti. Komise bude v soucinnosti
s Clenskymi staty dbat na uzkou spolupraci mezi
notifikovanymi subjekty, aby se zajistilo jednotné
technické pouzivani moduld;

za ucelem ochrany vyrobc musi byt technicka
dokumentace poskytovana notifikovanym subjektim
omezena pouze na rozsah nezbytny pro posouzeni
shody. Je tfeba zajistit pravni ochranu duvérnych
informaci;

umoznuji-li smérnice vyrobci pouzivat moduly
zalozené na metodach zabezpecovani jakosti, musi mit
vyrobce rovnéZ moznost pouzit kombinaci modult,
které nevyuzivaji zabezpecovani jakosti, a naopak,
s vyjimkou pripadi, kdy je pro splnéni pozadavku
stanovenych smeérnicemi nezbytné vyluéné pouziti
urcitého postupu;

pro ucely pouzivani modulll ¢lenské staty na vlastni
odpovédnost notifikuji subjekty podléhajici jejich
pravomoci, které vybraly ztechnicky zpisobilych
subjektd  spliiujicich pozadavky smérnic. Tato
odpovédnost zahrnuje povinnost ¢lenskych statd
zajiStovat, aby si notifikované subjekty trvale
udrzovaly technickou zpusobilost pozadovanou
smérnicemi  a soustavné poskytovaly pfisluSnym
vnitrostatnim organiim informace o plnéni svych
ukolt. Jestlize <clensky stat wurCitému subjektu
notifikaci odejme, pfijme piislusnd opatfeni, aby
vzajmu  zajiSténi  kontinuity  prevzal  spravu
dokumentace jiny notifikovany subjekt;

prace provadéné formou smluvnich subdodavek pfi
posuzovani shody musi kromé toho podléhat urcitym
podminkam, které zaruci:

zpusobilost  subjektu, ktery je smluvnim
subdodavatelem, zaloZenou na shod€ s normami
fady EN 45000 a schopnost ¢lenského statu, ktery
notifikoval subjekt, ktery subdodavku zadal,
zajistit uc¢innou kontrolu této shody,

schopnost notifikovaného subjektu pievzit plnou
odpoveédnost za prace provadéné formou smluvni
subdodavky;

m) pfedpoklada se, ze pozadavkiim smérnic vyhovuji ty

notifikované subjekty, které mohou prokazat shodu
s harmonizovanymi  normami (fady EN 45000)
predlozenim osvédceni o akreditaci nebo jiné dikazni
listiny. Clenské staty, jejichz notifikované subjekty
nejsou schopny prokazat shodu s harmonizovanymi
normami (fady EN 45000), mohou byt pozadany, aby

(g) the directives should avoid imposing unnecessarily

modules which would be too onerous relative to the
objectives of the directive concerned;

(h) notified bodies should be encouraged to apply the

(1)

W)

modules without unnecessary burden for the economic
operators. The Commission, in cooperation with the
Member States, must ensure that close cooperation is
organized between the notified bodies in order to
ensure consistent technical application of the
modules;

in order to protect the manufacturers, the technical
documentation provided to notified bodies has to be
limited to that which is required solely for the purpose
of assessment of conformity. Legal protection of
confidential information is required;

whenever directives provide the manufacturer with the
possibility of using modules based on quality
assurance techniques, the manufacturer must also be
able to have recourse to a combination of modules not
using quality assurance, and vice versa, except where
compliance with the requirements laid down by the
directives requires the exclusive application of a
certain procedure;

(k) for the purposes of operating the modules, Member

M

States must notify on their own responsibility bodies
under their jurisdiction which they have chosen from
the technically competent bodies complying with the
requirements of the directives. This responsibility
involves the obligation for the Member States to
ensure that the notified bodies permanently have the
technical qualifications required by the directives and
that the latter keep their competent national authorities
informed of the performance of their tasks. Where a
Member State withdraws its notification of a body, it
must take appropriate steps to ensure that the dossiers
are processed by another notified body to ensure
continuity;

in addition, with regard to conformity assessment, the
sub-contracting of work shall be subject to certain
conditions guaranteeing;:

— the competence of the establishment operating as
sub-contractor, on the basis of conformity with
series EN 45 000 standards, and the capability of
the Member State that has notified the sub-
contracting body to ensure effective monitoring of
such compliance,

the ability of the body notified to exercise effective
responsibility for the work carried out under sub-
contract;

(m) notified bodies which can prove their conformity

with harmonized standards (EN 45 000 series), by
submitting an accreditation certificate or other
documentary evidence, are presumed to conform to
the requirements of the directives. Member States
having notified bodies unable to prove their
conformity with the harmonized standards (EN 45 000
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b)

d)

predlozily Komisi pfislusné dokumenty, na jejichz
zakladé byla notifikace provedena;

komise zvefejni v Urednim véstiku Evropskych
spolecenstvi seznam notifikovanych subjektl a bude
jej prubézné aktualizovat.

. Hlavni fidici zasady pro pripojovani a pouZivani

oznaceni CE

Oznaceni CE vyjadiuje shodu se vSemi povinnostmi,
které vyrobcim v souvislosti s danym vyrobkem
ukladaji smérnice SpoleCenstvi, v nichz se stanovi
jeho ptipojeni.

Tato shoda se proto neomezuje pouze na zakladni
pozadavky tykajici se bezpecnosti, ochrany vefejného
zdravi, ochrany spotfebitele atd., protoze urcité
smérnice mohou ukladat zvlastni povinnosti, které
netvoii nezbytné soucast zakladnich pozadavka.

OznaCeni CE, jimz jsou pramyslové vyrobky
opatfeny, vyjadfuje skutecnost, ze fyzickd nebo
pravnicka osoba, ktera uvedené oznaceni pfipojila
nebo za jeho pfipojeni odpovida, ovéfila, ze vyrobek
je ve shodé se vSemi smérnicemi SpoleCenstvi pro
plnou harmonizaci, které se na n¢j vztahuji, a Ze byl
podroben vSem pfislusSnym postuplim posuzovani
shody.

Pokud se na primyslové vyrobky vztahuji jiné
smérnice, které se tykaji jinych hledisek a v nichz se
rovnéz stanovi piipojeni oznaceni CE, pak toto
oznaCeni vyjadiuje, Ze udanych vyrobkl je
pfedpoklad shody také s ustanovenimi téchto jinych
smeérnic.

Pokud vSak jedna nebo né¢kolik takovych smérnic
vyrobci dovoluje, aby v pribéhu pfechodného obdobi
zvolil, ktery rezim pouzije, pak oznaceni CE vyjadiuje
shodu pouze se smérnicemi, které pouzil vyrobce.
Vtomto piipadé musi byt v dokumentech,
upozornénich nebo navodech, které jsou k vyrobkim
ptiloZeny, popfipad¢ na Stitku se jmenovitymi udaji,
uveden seznam pouzitych smérnic, jak byly
zvetejnény v Urednim véstniku Evropskych spole-
Censtvi.

1. Oznaceni shody CE se skladd zinicial ,,CE*
v tomto tvaru:

series) may be requested to provide the Commission
with the appropriate supporting documents on the
basis of which notification was carried out;

(n) a list of notified bodies must be published by the

Commission in the Official Journal of the European
Communities and constantly updated.

B. The principal guidelines for the affixing and use of

the CE marking are the following:

(a) The CE marking symbolizes conformity to all the

obligations incumbent on manufacturers for the
product by virtue of the Community directives
providing for its affixing.

Thus, such conformity is not limited to the essential
requirements relating to safety, public health,
consumer protection, etc., as certain directives may
impose specific obligations not necessarily forming
part of the essential requirements.

(b) The CE marking affixed to industrial products

symbolizes the fact that the natural or legal person
having affixed or been responsible for the affixing of
the said marking has verified that the product
conforms to all the Community total harmonization
provisions which apply to it and has been the subject
of the appropriate conformity evaluation procedures.

(c) Where the industrial products are subject to other

directives concerning other aspects and which also
provide for the affixing of the CE marking, the latter
must indicate that the products are also presumed to
conform to the provisions of those other directives.

However, where one or more of these directives allow
the manufacturer, during a transitional period, to
choose which arrangements to apply, the CE marking
indicates conformity to the provisions only of those
directives applied by the manufacturer. In this case,
particulars of the directives applied, as published in
the Official Journal of the European Communities,
must be given in the documents, notices or
instructions accompanying the products or, where
appropriate, on the data plate.

(d) 1. The CE conformity marking must consist of the

initials ,,CE® taking the following form:
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Pokud je oznaceni CE zmenSeno nebo zvétSeno,
musi byt zachovany vzdjemné poméry dané
mfizkou na vyse uvedeném obrazku.

2. Pokud pfislusné smérnice neptedepisuji specifické
rozméry, musi byt oznafeni CE nejméné 5 mm
vysoké.

3. Oznacenim CE musi byt opatfen vyrobek nebo
jeho stitek se jmenovitymi tdaji. Pokud to vSak
vzhledem k povaze vyrobku neni mozné nebo
odivodnéné, musi byt oznacenim CE opatien obal,
pokud existuje, aprivodni dokumenty, jestlize
prislusné smérnice tyto dokumenty stanovi.

4. OznaCeni CE  musi citelné

a nesmazatelné.

byt  viditelné,

e) Kazdy primyslovy vyrobek, na ktery se vztahuji

smérnice technické harmonizace zalozené na zasadach
globalniho pfistupu, musi byt opatfen oznacenim CE,
nestanovi-li zvlastni smérnice jinak; tyto vyjimky
nepiedstavuji odchylku od poZzadavkd na oznacovani,
nybrz odchylku od spravnich postupli posuzovani
shody, kter¢é mohou byt vuréitych piipadech
povazovany za prili§ tézkopadné. Jakakoli vyjimka
nebo odchylka od pozadavku na oznacovani musi byt
fadné odiivodnéna.

Oznaceni CE je jedinym oznacenim, které prokazuje,
ze prumyslové vyrobky jsou ve shod¢ se smérnicemi
zaloZenymi na zasadach globalniho pfistupu.

Proto pokud jde o shodu se vSemi ustanovenimi
smérnic, které se tykaji oznaceni CE, nesméji ¢lenské
staty ve svych vnitrostatnich pfedpisech uvadét
odkazy na jiné oznaceni shody neZ oznaceni CE.

f) Oznaceni CE se pfipojuje na konci faze fizeni vyroby.

If the CE marking is reduced or enlarged the
proportions given in the above graduated drawing
must be respected.

2. Where the directive concerned does not impose
specific dimensions, the CE marking must have a
height of at least 5 mm.

3. The CE marking must be affixed to the product or
to its data plate. However, where this is not
possible or not warranted on account of the nature
of the product, it must be affixed to the packaging,
if any, and to the accompanying documents, where
the directive concerned provides for such
documents.

4. The CE marking must be affixed visibly, legibly
and indelibly.

(e) Any industrial product covered by the technical

harmonization directives based on the principles of the
global approach must bear the CE marking, save
where the specific directives provide otherwise; such
exceptions constitute derogations not from the
marking requirement but from the administrative
procedures for conformity evaluation, which may in
certain cases be considered too cumbersome.
Appropriate grounds must accordingly be given for
any exception to or derogation from the marking
requirement.

The CE marking is the only marking which certifies
that the industrial products conform to the directives
based on the principles of the global approach.

Member States must refrain from introducing into
their national regulations any reference to a
conformity marking other than the CE marking in
connection with conformity to all the provisions
contained in the directives on CE marking.

(f) The CE marking must be affixed at the end of the

production control phase.
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2)

h)

)

k)

D

Oznaceni shody CE musi byt podle oddilu LA
doplnéno  identifikacnim  ¢islem notifikovaného
subjektu, v ptipad€ jeho Gcasti ve fazi fizeni vyroby ve
smyslu tohoto rozhodnuti.

Identifikaéni ¢islo pridéli Komise v ramci postupu

notifikace subjektu. Komise zvefejni v Urednim
vestniku Evropskych spolecenstvi seznamy
notifikovanych  subjekti abude je pribézné
aktualizovat.

Pokud je subjekt notifikovan podle nékolika smérnic,
ptidéli se mu pouze jedno Cislo. Komise zajisti, aby
kazdy  notifikovany  subjekt obdrzel jediné
identifikac¢ni ¢islo bez ohledu na pocet smérnic, na
jejichz zaklade je notifikovan.

U nékterych vyrobkii jsou nezbytna ustanoveni
vztahujici se na jejich pouziti. V takovém piipadé
mize byt oznaceni CE aidentifikacni Cislo
notifikovaného subjektu doplnéno piktogramem nebo
jakoukoli jinou znackou vyjadiujici napiiklad zptisob
pouziti.

Je zakazéano ptipojovani jakéhokoli jiného oznaceni,
které by mohlo uvadét tieti osoby v omyl, pokud jde
o vyznam a tvar oznaceni CE.

Vyrobek mize byt opatfen rlznymi znackami,
naptiklad znackami vyjadfujicimi shodu s narodnimi
nebo evropskymi normami nebo s klasickymi
smérnicemi s moznosti volby za pfedpokladu, Ze tyto
znacky nemohou byt zaménény s oznacenim CE.

Takovymi znackami muze byt opatfen vyrobek, jeho
obal nebo privodni dokumenty pouze pod podminkou,
ze tim nebude sniZzena viditelnost a Citelnost
oznaceni CE.

Vyrobce nebo jeho zplnomocnény zastupce usazeny
ve SpolecCenstvi opatii vyrobek oznacenim CE. Ve
vyjime¢nych fadné odivodnénych piipadech mohou
zvlastni smérnice stanovit, Ze oznacenim CE muze
vyrobek opatfit osoba, ktera je odpovédna za uvedeni
vyrobku na trh Spolecenstvi.

Identifikaénim c¢islem notifikovaného subjektu musi
byt vyrobky opatfeny bud’ pfimo timto subjektem,
nebo na jeho odpovédnost vyrobcem nebo jeho
zplnomocnénym zastupcem usazenym ve
Spolecenstvi.

Clenské staty piijmou veskeré nezbytné vnitrostatni
pravni predpisy, které vylouci jakoukoli moznost
zamény oznaceni CE a zabrani jeho zneuziti.

Aniz jsou dotCena ustanoveni pfislusné smeérnice
tykajici se pouziti ochranné dolozky, v ptipadech, kdy
Clensky stat zjisti, ze oznacenim CE byl vyrobek
opatfen neopravnéné, jsou vyrobce, jeho zastupce
nebo vyjimecné, stanovi-li to zvlastni smérnice, osoba
odpovédna za wuvedeni daného vyrobku na trh

(g) The CE conformity marking must be followed by the

identification number of the notified body within the
meaning of paragraph I.A where the said body is
involved in the production control phase within the
meaning of this Decision.

Such identification numbers must be assigned by the
Commission as part of the body notification
procedure. The Commission must publish lists of the
notified bodies in the Official Journal of the European
Communities; such lists must be updated regularly.

A notified body must be assigned the same number
when it is notified under several directives. The
Commission must ensure that each notified body
receives a single identification number, however many
directives it is notified under.

(h) It is necessary to lay down provisions concerning the

(1)

@

use of certain products. In this case, the CE marking
and the identification number of the notified body may
be followed by a pictogram or any other mark
indicating, for example, the category of use.

The affixing for any other marking liable to deceive
third parties as to the meaning and form of the CE
marking must be prohibited.

A product may bear different marks, for example
marks indicating conformity to national or European
standards or with traditional optional directives,
provided such marks are not liable to cause confusion
with the CE marking.

Such marks may therefore only be affixed to the
product, its packaging or the documentation
accompanying the product on condition that the
legibility and visibility of the CE marking are not
thereby reduced.

(k) The CE marking must be affixed by the manufacturer

M

or his agent established within the Community. In
exceptional, duly warranted cases, the specific
directives may provide that the CE marking can be
affixed by the person responsible for placing the
product on the Community market.

The identification number of the notified body must
be affixed under its responsibility either by the body
itself or by the manufacturer or his agent established
within the Community.

Member States must take all provisions of national
law necessary to exclude any possibility of confusion
and to prevent abuse of the CE marking.

Without prejudice to the provisions in the directive
concerned relating to the application of the safeguard
clause, where a Member State establishes that the CE
marking has been affixed unduly, the manufacturer,
his agent or, exceptionally, where the specific
directives so provide, the person responsible for
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Spolecenstvi uvede vyrobek do shody aukoncit
porusovani predpisi za podminek stanovenych
Clenskym statem. Pokud neshoda trva, ¢lensky stat
ptijme veskerd pftislusna opatfeni, aby omezil nebo
zakazal uvadéni daného vyrobku na trh nebo zajistil
jeho stazeni ztrhu v souladu s postupy stanovenymi
v ochrannych dolozkach.

II. MODULY PRO POSUZOVANI SHODY

Vysvétlivky

Ve zvlastnich smérnicich mutze byt povoleno opatfit
oznacenim CE obal nebo privodni dokumenty namisto
samotného vyrobku.

Prohlaseni o shodé nebo certifikat shody (podle toho,
ktery dokument je uveden v pfislusné smérnici) se
vztahuje bud’ na jednotlivy vyrobek, nebo na nékolik
vyrobkii, abud je kdanému vyrobku (vyrobkim)
prilozen, nebo se uchovava uvyrobce. Vhodné feSeni
bude upiesnéno v piislusné smérnici.

Uvadéné odkazy na clanky se tykaji standardnich boda
ptilohy II. B usneseni Rady ze dne 7.kvétna 1985 (UK.
vést. €. C 136, 4. 6. 1985, s. 1), které se staly standardnimi
¢lanky smérnic ,,nového ptistupu.

V ramci INSIS (Interinstitucionalni informacni systém) se
predpoklada, ze predavani certifikati a jinych dokumenti
vydanych notifikovanymi subjekty se bude uskute¢iovat
prostiednictvim vypocetni techniky.

Zvlastni smérnice mohou pouzivat moduly A, CaH
véetn¢ dopliyjicich ustanoveni obsahujicich dodateéné
pozadavky, které  jsou uvedeny v rameccich
u jednotlivych moduli.

Modul C je uréen kpouziti v kombinaci s modulem B
(ES ptezkouseni typu). Moduly D, E a F se také zpravidla
pouzivaji v kombinaci s modulem B, ve zvlastnich
ptipadech vSak mohou byt pouzity samostatné (napiiklad
unékterych  vyrobkii  velmi jednoduchého navrhu
a provedeni).

Modul A (interni Fizeni vyroby)

1. Tento modul popisuje postup, kterym vyrobce nebo
jeho zplnomocnény zastupce usazeny ve Spolecenstvi,
ktery plni povinnosti podle bodu2, kontroluje
aosvédCuje, ze dané vyrobky spliuji pozadavky
smérnice, které se na n¢ vztahuji. Vyrobce nebo jeho
zplnomocnény zastupce usazeny ve Spolecenstvi
opatii kazdy vyrobek oznacenim CE a vypracuje
pisemné prohlaseni o shode¢.

placing the product in question on the Community
market is obliged to make the product comply and to
end the infringement under conditions imposed by the
Member State. Where non-compliance continues, the
Member State must take all appropriate measures to
restrict or prohibit the placing on the market of the
product in question or to ensure that it is withdrawn
from the market in accordance with the procedures
laid down in the safeguard clauses.

II. MODULES FOR CONFORMITY ASSESSMENT

Explanatory notes

Specific directives may allow the CE marking to be
affixed to the packaging or the accompanying
documentation, instead of to the product itself.

The declaration of conformity or the certificate of
conformity (whichever of the two applies in the directive
concerned) must cover either individual or several
products and shall either accompany the product(s)
covered or be kept by the manufacturer. The appropriate
solution for the directive concerned will be specified.

References to Articles refer to the standard paragraphs of
Annex II.B to the Council resolution of 7 May 1985 (OJ
No C 136, 4. 6. 1985, p. 1), which have become standard
Articles in the ,,new approach® directives.

The development of computerized communication of
certificates and other documents issued by notified bodies
is envisaged within INSIS.

Specific directives may use modules A, C and H with
additional ~ provisions  containing  supplementary
requirements which figure in the boxes in the modules.

Module C is designed to be used in combination with
module B (EC type-examination). Modules D, E and F
will also normally be used in combination with module B;
however, in special cases (for example, when dealing with
certain products of very simple design and construction)
they may be used on their own.

Module A (internal production control)

1. This module describes the procedure whereby the
manufacturer or his authorized representative
established within the Community, who carries out the
obligations laid down in point 2, ensures and declares
that the products concerned satisfy the requirements of
the directive that apply to them. The manufacturer or
his authorized manufacturer established within the
Community must affix the CE marking to each
product and draw up a written declaration of
conformity.
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®)

. Vyrobce vypracuje technickou dokumentaci podle

bodu 3; vyrobce nebo jeho zplnomocnény zastupce
usazeny ve Spolecenstvi tuto dokumentaci uchovava
po dobu nejméng 10 let® po vyrobeni posledniho
vyrobku, aby byla dostupna pfislusSnym vnitrostatnim
organum pro ucely inspekce.

Neni-li vyrobce ani jeho zplnomocnény zastupce
usazen ve SpoleCenstvi, povinnost uchovavat
technickou dokumentaci k dispozici ma osoba, ktera
uvadi vyrobek na trh Spolecenstvi.

Technicka dokumentace musi umoziovat posouzeni
shody vyrobku s pozadavky smérnice. Technicka
dokumentace musi v mife nezbytné pro takové
posouzeni zahrnovat navrh, vyrobu a fungovani

vyrobku®.

Vyrobce nebo jeho zplnomocnény zastupce uchovava
kopii  prohlaSeni oshodé¢ spolu s technickou
dokumentaci.

Vyrobce pfijme veskerd nezbytna opatfeni, aby
vyrobni proces zajistoval shodu vyrabénych vyrobku
s technickou dokumentaci podle bodu 2 a s pozadavky
smérnice, které se na né vztahuji.

Zvlastnimi smérnicemi muze byt délka tohoto obdobi
zménéna.
Obsah technické dokumentace musi byt v kazdé smérnici

stanoven tak, aby odpovidal danym vyrobkim.
Dokumentace musi v mife nezbytné pro posouzeni
obsahovat napiiklad:

— celkovy popis vyrobku,

koncepéni navrh a vyrobni vykresy a schémata soucésti,
podsestav, obvodu atd.,

popisy a vysvétlivky potfebné pro pochopeni uvedenych
vykrest, schémat a fungovani vyrobku,

seznam norem podle ¢lanku 5, které byly zcela nebo
zCasti pouzity, a popis feSeni zvolenych pro splnéni
zakladnich pozadavkd stanovenych smérnici, pokud
nebyly pouzity normy podle ¢lanku 5,

vysledky konstrukénich vypoctl, provedenych kontrol
atd.,

protokoly o zkouskach.

2.

®)

©)

The manufacturer must establish the technical
documentation described in paragraph 3 and he or his
authorized representative established with the
Community must keep it for a period ending at least
10 years® after the last product has been
manufactured at the disposal of the relevant national
authorities for inspection purposes.

Where neither the manufacturer nor his authorized
representative is established within the Community,
the obligation to keep the technical documentation
available is the responsibility of the person who places
the product on the Community market.

Technical documentation must enable the conformity
of the product with the requirements of the directive to
be assessed. It must, as far as relevant for such
assessment, cover the design, manufacture and
operation of the product®.

The manufacturer or his authorized representative
must keep a copy of the declaration of conformity
with the technical documentation.

The manufacturer must take all measures necessary in
order that the manufacturing process ensures
compliance of the manufactured products with the
technical documentation referred to in point 2 and
with the requirements of the directive that apply to
them.

The specific directives may alter this period.

The content of the technical documentation shall be laid
down directive by directive in accordance with the products
concerned.

For example, the documentation must contain so far as
relevant for assessment:

a general description of the product,

conceptual design and manufacturing drawings and
schemes of components, sub-assemblies, circuits, etc.,
descriptions and explanations necessary for the
understanding of said drawings and schemes and the
operation of the product,

a list of the standards referred to in Article 5, applied in
full or in part, and descriptions of the solutions adopted
to meet the essential requirements of the directive where
the standards referred to in Article 5 have not been
applied,

results of design calculations made,
carried out, etc.,

test reports.

examinations
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Modul Aa

Tento modul odpovidd modulu A doplnénému o tyto

dodatecné pozadavky:

Module Aa

This module consists of module A, plus the following
supplementary requirements:

U kazdého vyrobeného vyrobku musi byt vyrobcem
nebo jeho jménem provedena jedna nebo nékolik
zkouSek tykajicich se jednoho nebo nékolika
specifickych  hledisek  vyrobku™. Zkousky se
provadéji na odpovédnost notifikovaného subjektu
zvoleného vyrobcem.

Na odpovédnost notifikovaného subjektu vyrobce
opatii vyrobek identifikacnim Cislem tohoto subjektu
jiz béhem vyrobniho procesu.

) Pokud je zvlastni smérnici predpokladana tato
alternativa, musi byt specifikovany piislusné
vyrobky a zkousky, které maji byt provedeny.

For each product manufactured one or more tests on
one or more specific aspects of the product must be
carried out by the manufacturer or on his behalf .
The tests are carried out on the responsibility of a
notified body chosen by the manufacturer.

On the responsibility of the notified body, the
manufacturer must affix the former’s identification
number during the manufacturing process.

) If this option is adopted in a specific directive, the
products concerned and the tests to be carried out
must be specified.

nebo

or:

Notifikovany subjekt zvoleny vyrobcem provadi nebo
da provadét kontroly vyrobkll v ndhodné zvolenych
intervalech. Notifikovany subjekt odebere na misté
odpovidajici vzorek hotovych vyrobki, ktery musi byt
zkontrolovan a podroben odpovidajicim zkouskam
stanovenym v pfislusné normé (normach) podle
¢lanku 5, nebo rovnocennym zkouskam s cilem oveéfit
shodu vyrobku spozadavky pfislusné smérnice.

V piipadé, kdy jeden nebo vice kontrolovanych
vyrobkil neni ve shodé¢, notifikovany subjekt pfijme
prislusna opatfeni.

Kontrola vyrobkl musi zahrnovat tato hlediska:

(Zde musi byt stanovena prislusna hlediska, napriklad
statisticka metoda, ktera ma byt pouZita, prejimaci
plan s uvedenim operativnich charakteristik atd.)

Na odpovédnost notifikovaného subjektu vyrobce
opatii vyrobek identifikaénim ¢islem tohoto subjektu
jiz béhem vyrobniho procesu.

A notified body chosen by the manufacturer must
carry out or have carried out product checks at random
intervals. An adequate sample of the final products,
taken on site by the notified body, must be examined
and appropriate tests as set out in the relevant
standard(s) referred to in Article 5, or equivalent tests,
must be carried out to check the conformity of the
product with the relevant requirements of the
directive.

In those cases where one or more of the products
checked do not conform the notified body must take
appropriate measures.

The product checking must include the following
aspects:

(Relevant aspects must be specified here such as for
example the statistical method to be applied, the
sampling plan with its operational characteristics,
etc.)

On the responsibility of the notified body, the
manufacturer must affix the former’s identification
number during the manufacturing process.
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Modul B (ES pi‘ezkousSeni typu)

1.

(10)

an

Tento modul popisuje ¢ast postupu, pii niz
notifikovany  subjekt zjiStuje aosvédCuje, zZe
reprezentativni vzorek predpokladané vyroby spliuje
ustanoveni smérnice, ktera se na n¢j vztahuji.

Vyrobce nebo jeho zplnomocnény zastupce usazeny
ve Spolecenstvi poda u notifikovaného subjektu, ktery
si zvolil, zadost o ES ptezkouseni typu.

ZAdost musi obsahovat:

— jméno aadresu vyrobce, a pokud zadost podava
zplnomocnény zastupce, také jeho jméno a adresu,

— pisemné prohlaseni, ze stejna zadost nebyla
podana u jiného notifikovaného subjektu,

— technickou dokumentaci podle bodu 3.

Zadatel da notifikovanému subjektu k dispozici
reprezentativni vzorek predpokladané vyroby (dale jen
Ltyp* 19). Notifikovany subjekt miize pozadovat dalsi
vzorky, jestlize to program zkousek vyzaduje.

Technicka dokumentace musi umoziovat posouzeni
shody vyrobku s pozadavky smérnice. Technicka
dokumentace musi v mife nezbytné pro takové

posouzeni zahrnovat navrh, vyrobu a fungovani
vyrobku').
Typ mlze zahrnovat nekolik variant vyrobku za

predpokladu, Zze rozdily mezi jednotlivymi variantami
nemaji vliv na uroveil bezpec¢nosti a jiné pozadavky tykajici
se funkéni zpusobilosti vyrobku.

Obsah technické dokumentace musi byt v kazdé smérnici
stanoven tak, aby odpovidal danym vyrobkidm.
Dokumentace musi v mife nezbytné pro posouzeni
obsahovat naptiklad:

celkovy popis typu vyrobku,

koncepcéni navrh a vyrobni vykresy a schémata soucasti,
podsestav, obvodu atd.,

popisy a vysvétlivky potiebné pro pochopeni uvedenych
vykrest, schémat a fungovani vyrobku,

seznam norem podle ¢lanku 5, které byly zcela nebo
zCasti pouzity, a popis feSeni zvolenych pro splnéni
zékladnich pozadavkll stanovenych smérnici, pokud
nebyly pouzity normy podle ¢lanku 5,

vysledky konstrukénich vypoctl, provedenych kontrol
atd.,

protokoly o zkouskach.

Module B (EC type-examination)

1.

(10)

an

This module describes that part of the procedure by
which a notified body ascertains and attests that a
specimen, representative of the production envisaged,
meets the provisions of the directive that apply to it.

The application for the EC type-examination must be
lodged by the manufacturer or his authorized
representative established within the Community with
a notified body of his choice.

The application must include:

the name and address of the manufacturer and, if
the application is lodged by the authorized
representative, his name and address in addition,

a written declaration that the same application has
not been lodged with any other notified body,

the technical documentation, as described in point
3.

The applicant must place at the disposal of the notified
body a specimen, repesentative of the production
envisaged and hereinafter called ,type“'”. The
notified body may request further specimens if needed
for carrying out the test programme.

The technical documentation must enable the
conformity of the product with the requirements of the
directive to be assessed. It must, as far as relevant for
such assessment, cover the design, manufacture and
operation of the product!'".

A type may cover several versions of the product provided
that the differences between the versions do not affect the
level of safety and the other requirements concerning the
performance of the product.

The content of the technical documentation must be laid
down directive by directive in accordance with the products
concerned.

For example, the documentation must contain as far as is
relevant for assessment:

a general type-description,

conceptual design and manufacturing drawings and
schemes of components, sub-assemblies, circuits, etc.,
descriptions and explanations necessary for the
understanding of said drawings and schemes and the
operation of the product,

a list of the standards referred to in Article 5, applied in
full or in part, and descriptions of the solutions adopted
to meet the essential requirements of the directive where
the standards referred to in Article 5 have not been
applied,

results of design calculations made,
carried out, etc.,

test reports.

examinations
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4.

12)

Notifikovany subjekt:

4.1 prezkouma technickou dokumentaci, ovéti, zda
byl typ vyroben ve shodé s technickou
dokumentaci, a ur¢i soucasti, které byly navrzeny
v souladu s pfisluSnymi ustanovenimi norem
podle v ¢lanku S, jakoz isoucasti, které byly
navrzeny, aniz byla pouzita pfislusna ustanoveni
téchto norem,;

4.2 provede nebo da provést pfislusné kontroly
anezbytné zkousky, aby zjistil, zda v pripadé,
kdy nebyly pouzity normy podle ¢lanku 5, feseni
zvolena vyrobcem spliuji zakladni pozadavky
smérnice;

4.3 provede nebo da provést pfislusné kontroly
anezbytné zkousky, aby zjistil, zda v pripadé,
kdy vyrobce zvolil pouziti pfislusnych norem,

byly tyto normy skute¢né pouzity;

4.4 dohodnout se zadatelem misto, kde budou

kontroly a nezbytné zkousky provedeny.

Pokud typ spliiuje ustanoveni smérnice, notifikovany
subjekt vyda zadateli certifikat ES pfezkouseni typu.
Certifikdt musi obsahovat jméno a adresu vyrobce,
zaveéry prezkouSeni, podminky platnosti certifikatu
a Gidaje nezbytné k identifikaci schvéaleného typu''?.

K certifikatu musi byt pfiloZzen seznam dulezitych
casti technické dokumentace, jehoz jednu kopii
uchovava notifikovany subjekt.

Odmitne-li notifikovany
certifikat  ES piezkouseni
podrobné odtivodni.

subjekt
typu,

vydat vyrobci
tuto  skutecnost

Musi byt stanoven postup pro odvolaci fizeni.

Zadatel informuje notifikovany subjekt, u kterého je
k dispozici technickd dokumentace tykajici se
certifikatu ES pfezkouseni typu, o vSech zménach
schvaleného vyrobku, které musi byt znovu schvaleny,
jestlize tyto zmény mohou ovlivnit shodu se
zakladnimi pozadavky nebo s podminkami
pfedepsanymi pro jeho pouzivani. Toto dodatecné
schvaleni se vydava formou dodatku k pivodnimu
certifikatu ES pfezkouseni typu.

Zvlastnimi smérnicemi muze byt stanovena doba platnosti
certifikatu.

4. The notified body must:

4.1. examine the technical documentation, verify that
the type has been manufactured in conformity
with the technical documentation and identify the
elements which have been designed in
accordance with the relevant provisions of the
standards referred to in Article 5, as well as the
components which have been designed without
applying the relevant provisions of those
standards;

4.2. perform or have performed the appropriate
examinations and necessary tests to check
whether, where the standards referred to in
Article 5 have not been applied, the solutions
adopted by the manufacturer meet the essential
requirements of the directive;

4.3. perform or have performed the appropriate
examinations and necessary tests to check
whether, where the manufacturer has chosen to
apply the relevant standards, these have actually

been applied;

4.4. agree with the applicant the location where the
examinations and necessary tests will be carried

out.

. Where the type meets the provisions of the directive,

the notified body must issue an EC type-examination
certificate to the applicant. The certificate must
contain the name and address of the manufacturer,
conclusions of the examination, conditions for its
validity and the necessary data for identification of the
approved type'?.

A list of the relevant of the technical documentation
must be annexed to the certificate and a copy kept by
the notified body.

If the manufacturer is denied a type certification, the
notified body must provide detailed reasons for such
denial.

Provision must be made for an appeals procedure.

. The applicant must inform the notified body that holds

the technical documentation concerning the EC type-
examination certificate of all modifications to the
approved product which must receive additional
approval where such changes may affect the
conformity with the essential requirements or the
prescribed conditions for use of the product. This
additional approval is given in the form of an addition
to the original EC type-examination certificate.

U2 The specific directives may provide for the certificate to

have a period of validity.
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7.

Kazdy notifikovany  subjekt sdéli  ostatnim
notifikovanym subjektim piislusné informace tykajici
se certifikatd ES prezkouSeni typu a dodatki, které
vydal a které odnal"?.

Ostatni notifikované subjekty mohou obdrzet kopie
certifikatti ES pfezkouseni typu a/nebo jejich dodatkd.
Prilohy  k certifikdtim musi byt uchovavany
k dispozici ostatnim notifikovanym subjektim.

Vyrobce nebo jeho zplnomocnény zastupce spolu
s technickou dokumentaci uchovava kopie certifikata
ES ptezkouSeni typu ajejich dodatki po dobu
nejméné 10 let"* po vyrobeni posledniho vyrobku.

Neni-li vyrobce ani jeho zplnomocnény zastupce
usazen ve SpoleCenstvi, povinnost uchovavat
technickou dokumentaci k dispozici ma osoba, ktera
uvadi vyrobek na trh Spolecenstvi.

Modul C (shoda s typem)

1.

(13)
(14)

(15)

Tento modul popisuje ¢ast postupu, pii niz vyrobce
nebo jeho zplnomocnény zastupce usazeny ve
Spolecenstvi kontroluje a osvédcuje, ze dané vyrobky
jsou ve shod¢ stypem popsanym v certifikatu
ES prezkousSeni typu a splituji pozadavky smérnice,
které se na né€ vztahuji. Vyrobce nebo jeho
zplnomocnény zéastupce usazeny ve SpoleCenstvi
opatii kazdy vyrobek oznacenim CE a vypracuje
pisemné prohlaseni o shodé.

Vyrobce piijme veskera nezbytna opatieni, aby
vyrobni proces zajistoval shodu vyrabénych vyrobki
s typem popsanym v certifikdtu ES piezkousSeni typu
a s pozadavky smérnice, které se na n¢ vztahuji.

Vyrobce nebo jeho zplnomocnény zastupce uchovava
kopii prohlageni o shod& po dobu nejméné 10 let" po
vyrobeni posledniho vyrobku.

Neni-li vyrobce ani jeho zplnomocnény zastupce
usazen ve Spolecenstvi, kdispozici uchovava
technickou dokumentaci osoba, ktera uvadi vyrobek
na trh Spolecenstvi.

Zvlastnimi smérnicemi mize byt toto ustanoveni upraveno
odlisné.
Zvlastnimi smérnicemi muze byt délka tohoto obdobi
zménéna.
Zvlastnimi smérnicemi muze byt délka tohoto obdobi
zménéna.

7. Each notified body must communicate to the other
notified bodies the relevant information concerning
the EC type-examination certificates and additions
issued and withdrawn?.

8. The other notified bodies may receive copies of the
EC type-examination certificates and/or their
additions. The Annexes to the certificates must be kept
at the disposal of the other notified bodies.

9. The manufacturer or his authorized representative
must keep with the technical documentation copies of
EC type-examination certificates and their additions
for a period ending at least 10 years'? after the last
product has been manufactured.

Where neither the manufacturer nor his authorized
representative is established within the Community,
the obligation to keep the technical documentation
available is the responsibility of the person who places
the product on the Community market.

Module C (conformity to type)

1. This module describes that part of the procedure
whereby the manufacturer or his authorized
representative established within the Community
ensures and declares that the products concerned are
in conformity with the type as described in the EC
type-examination  certificate and  satisfy  the
requirements of the directive that applies to them. The
manufacturer or his authorized representative
established within the Community must affix the CE
marking to each product and draw up a written
declaration of conformity.

2. The manufacturer must take all measures necessary to
ensure that the manufacturing process assures
compliance of the manufactured products with the
type as described in the EC type-examination
certificate and with the requirements of the directive
that apply to them.

3. The manufacturer or his authorized representative
must keep a copy of the declaration of conformity for
a period ending at least 10 years!> after the last
product has been manufactured.

Where neither the manufacturer nor his authorized
representative is established within the Community,
the obligation to keep the technical documentation
available is the responsibility of the person who places
the product on the Community market.

U3 The specific directives may provide for different
arrangements.
U9 The specific directives may alter this period.

U9 The specific directives may alter this period.
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Pfipadné dodatecné pozadavky:

Possible supplementary requirements:

U kazdého vyrobeného vyrobku musi byt vyrobcem
nebo jeho jménem provedena jedna nebo néekolik
zkousek tykajicich se jednoho mnebo nékolika
specifickych  hledisek  vyrobku. Zkousky se
provadeji na odpovédnost notifikovaného subjektu
zvoleného vyrobcem.

Na odpovédnost notifikovaného subjektu vyrobce
opatii vyrobek identifikaénim ¢islem tohoto subjektu
jiz béhem vyrobniho procesu.

) Pokud je zvlastni smérnici predpokladana tato
alternativa, musi byt specifikovany dané vyrobky
a zkousky, které maji byt provedeny.

For each product manufactured one or more tests on
one or more specific aspects of the product must be
carried out by the manufacturer or on his behalf .
The tests must be carried out on the responsibility of a
notified body, chosen by the manufacturer.

On the responsibility of the notified body, the
manufacturer must affix the former’s identification
number during the manufacturing process.

) If this option is adopted in a specific directive, the
products concerned and the tests to be carried out
must be specified.

nebo

or:

Notifikovany subjekt zvoleny vyrobcem provadi nebo
da provadét kontroly vyrobkll v ndhodné zvolenych
intervalech. Notifikovany subjekt odebere na misté
odpovidajici vzorek hotovych vyrobki, ktery musi byt
zkontrolovan a podroben odpovidajicim zkouskam
stanovenym v piislusné normé (norméch) podle
¢lanku 5 nebo rovnocennym zkouskam s cilem oveéfit
shodu vyrobku s pfislusnymi pozadavky smérnice.
V piipadé, kdy jeden nebo vice kontrolovanych
vyrobktl neni ve shod¢, notifikovany subjekt piijme
ptislusna opatfeni.

Kontrola vyrobkl musi zahrnovat tato hlediska:

(Zde musi byt stanovena prislusna hlediska, napriklad
statisticka metoda, ktera ma byt pouzita, prejimaci
plan s uvedenim operativnich charakteristik atd.)

Na odpovédnost notifikovaného subjektu musi
vyrobce opatfit vyrobek identifikacnim ¢islem tohoto
subjektu jiz béhem vyrobniho procesu.

A notified body chosen by the manufacturer must
carry out or have carried out product checks at random
intervals. An adequate sample of the final products,
taken on site by the notified body, must be examined
and appropriate tests as set out in the relevant
standard(s) referred to in Article 5, or equivalent tests,
must be carried out to check the conformity of
production with the relevant requirements of the
directive. In those cases where one or more of the
products checked do not conform, the notified body
must take appropriate measures.

The product checking must include the following
aspects:

(Relevant aspects must be specified here such as for
example the statistical method to be applied, the
sampling plan with its operational characteristics,
etc.)

On the responsibility of the notified body, the
manufacturer must affix the former’s identification
number during the manufacturing process.
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Modul D"'® (zabezpe&ovani jakosti vyroby)

1.

Tento modul popisuje postup, kterym vyrobce, ktery
plni povinnosti podle bodu 2, kontroluje a osvédcuje,
ze dané vyrobky [jsou ve shodé stypem popsanym
v certifikatu ES prezkouseni typu a] spliuji pozadavky
smérnice, které se na n¢ vztahuji. Vyrobce nebo jeho
zplnomocnény zastupce usazeny ve Spolecenstvi
opatii kazdy vyrobek oznacenim CE a vypracovat
pisemné prohlaseni o shodé. Oznaceni CE musi byt
doplnéno  identifikacnim cCislem notifikovaného
subjektu odpovédného za ES dozor podle bodu 4.

Vyrobce pouziva schvaleny systém jakosti pro vyrobu,
vystupni kontrolu a zkouSeni vyrobkd podle bodu 3
a podléha dozoru podle bodu 4.

Systéem jakosti

3.1 Vyrobce poda u notifikovaného subjektu, ktery si

zvolil, zadost o posouzeni systému jakosti pro
dané vyrobky.

ZAdost musi obsahovat:

— vSechny pfislusné informace o pfedpokladané
kategorii vyrobkd,

— dokumentaci systému jakosti,

dokumentaci
certifikatu

— popripadé technickou
schvaleného typu a
ES prezkouseni typu.

kopii

3.2 Systém jakosti musi zabezpeCovat shodu
vyrobkti [stypem popsanym v certifikatu
ES prezkousSeni typu a] s pozadavky smérnice,

které se na né vztahuji.

Vsechny podklady, pozadavky a pfredpisy
pouzivané vyrobcem musi byt systematicky
ausporadané  dokumentovany ve  formé
pisemnych koncepci, postupi anavodd. Tato
dokumentace systému jakosti musi umoznovat
jednoznaény vyklad programt jakosti, pland
jakosti, pfirucek jakosti a zdznamu o jakosti.
Dokumentace systému jakosti musi obsahovat
zejména priméteny popis:

— cild  jakosti, organizacni struktury,

odpovédnosti a pravomoci vedeni, tykajicich
se jakosti vyrobk,

U9 Byde-li pouZit tento modul bez modulu B,

— musi byt body 2 a 3 modulu A vloZzeny mezi body 1 a2
tohoto modulu, aby bylo zahrnuto ustanoveni
o technické dokumentaci,

— musi byt vypustén text v hranatych zavorkach.

Module D", (production quality assurance)

1.

This module describes the procedure whereby the
manufacturer who satisfies the obligations of point 2
ensures and declares that the products concerned [are
in conformity with the type as described in the EC
type-examination  certificate  and] satisfy  the
requirements of the directive that apply to them. The
manufacturer or his authorized representative
established within the Community must affix the CE
marking to each product and draw up a written
declaration of conformity. The CE marking must be
accompanied by the identification symbol of the
notified body responsible for EC monitoring as
specified in point 4.

The manufacturer must operate an approved quality
system for production, final product inspection and
testing as specified in paragraph 3 and is subject to
monitoring as specified in point 4.

Quality system

3.1. The manufacturer must lodge an application for
assessment of his quality system with a notified
body of his choice, for the products concerned.

The application must include:

— all relevant information for the product
category envisaged,

— the documentation concerning the quality
system,

— if applicable, the technical documentation of
the approved type and a copy of the EC type-
examination certificate.

3.2. The quality system must ensure compliance of
the products [with the type as described in the
EC type-examination certificate and| with the

requirements of the directive that apply to them.

All the elements, requirements and provisions
adopted by the manufacturer shall be
documented in a systematic and orderly manner
in the form of written policies, procedures and
instructions. The quality system documentation
must permit a consistent interpretation of the
quality programmes, plan, manuals and records.

It must contain in particular and adequate
description of:

— the quality objectives and the organizational
structure, responsibilities and powers of the
management with regard to product quality,

(19 Where this module is used without module B:

— points 2 and 3 of module A must be added between
points 1 and 2 in order to incorporate the need for
technical documentation,

— the words in square brackets must be deleted.
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— vyrobniho procesu, postupti pii fizeni
a zabezpeCovani jakosti a systematickych
opatieni, ktera budou pouzita,

— kontrol a zkousek, které budou provedeny
pfed vyrobou, béhem vyroby apo vyrobé,
s uvedenim jejich ¢etnosti,

— zaznaml o jakosti,  napf. protokolt
o kontrolach, vysledkli  zkousek, udaju
o kalibraci, zprav o kvalifikaci pfislusnych
pracovnikt atd.,

— prosttedki.  umoziujicich  dozor  nad
dosahovanim pozadované jakosti vyrobkl
a nad efektivnim fungovanim systému jakosti.

Notifikovany subjekt posoudi systém jakosti
scilem urcit, zda spliuje pozadavky podle
bodu 3.2. U systému, které¢ pouzivaji pfislusnou
harmonizovanou normu, se shoda s témito
pozadavky piedpoklada "

V tymu auditort musi byt alespon jeden clen,
ktery ma zkusenosti s posuzovanim technologie
daného vyrobku. Soucésti posouzeni musi byt

inspekéni ndvstéva v provoznich prostorach
vyrobce.

Rozhodnuti musi byt oznameno vyrobci.
Oznameni musi obsahovat zavéry kontrol

a odtivodnéné rozhodnuti o posouzeni.

Vyrobce se zavaze, ze bude plnit povinnosti
vyplyvajici ze schvaleného systému jakosti
a bude jej udrzovat, aby byl inadale pfiméteny
a ucinny.

Vyrobce nebo jeho zplnomocnény zastupce
informuje notifikovany subjekt, ktery schvalil
systém jakosti, okazdé zamyslené aktualizaci
systému jakosti.

Notifikovany subjekt posoudi navrhované zmény
arozhodnout, zda zménény systém jakosti stale
jesté splnuje pozadavky podle bodu 3.2 nebo zda
se pozaduje nové posouzeni.

Notifikovany subjekt ozndmi vyrobci své
rozhodnuti. Oznameni musi obsahovat zavéry
kontrol a odivodnéné rozhodnuti o posouzeni.

UM Touto harmonizovanou normou bude EN 29002, popiipads
doplnéna tak, aby brala vtvahu specifické vlastnosti
vyrobk, na které bude pouzita.

3.3.

3.4.

— the manufacturing, quality control and quality
assurance  techniques, processes  and
systematic actions that will be used,

— the examinations and tests that will be carried
out before, during and after manufacture, and
the frequency with which they will be carried
out,

— the quality records, such as inspection reports
and test data, calibration data, qualification
reports of the personnel concerned, etc.,

— the means to monitor the achievement of the
required product quality and the effective
operation of the quality system.

The notified body must assess the quality system
to determine whether it satisfies the requirements
referred to in point 3.2. It presumes conformity
with these requirements in respect of quality
systems that implement the relevant harmonized
standard"”.

The auditing team must have at least one
member with experience of evaluation in the
product technology concerned. The evaluation
procedure must include an inspection visit to the
manufacturer’s premises.

The decision must be notified to the
manufactuer. The notification must contain the
conclusions of the examination and the reasoned
assessment decision.

The manufacturer must undertake to fulfil the
obligations arising out of the quality system as
approved and to uphold it so that it remains
adequate and efficient.

The manufactuer or his authorized representative
shall keep the notified body that has approved
the quality system informed of any intended
updating of the quality system.

The notified body must evaluate the
modifications proposed and decide whether the
amended quality system will still satisfy the
requirements referred to in paragraph 3.2 or
whether a re-assessment is required.

It must notify its decision to the manufacturer.
The notification must contain the conclusions of
the examination and the reasoned assessment
decision.

U7 This harmonized standard will be EN 29 002, supplemented,

if necessary, to take into account the specific nature of the

products for which it is implemented.
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4. Dozor, za ktery odpovida notifikovany subjekt

4.1

4.2

43

4.4

Utelem dozoru je zajistit, aby vyrobce Fadné
plnil povinnosti vyplyvajici ze schvaleného
systému jakosti.

Vyrobce umozni notifikovanému subjektu za
ucelem inspekce vstup do prostor urcenych pro
vyrobu, kontrolu azkouseni a skladovani,
a poskytnout mu vSechny potfebné informace,
zejména:

dokumentaci systému jakosti,

zdznamy o jakosti,  napf. protokoly
o kontrolach, vysledky zkousek, udaje
o kalibraci, zpravy o kvalifikaci pfislusnych
pracovniku atd.

Notifikovany subjekt pravidelng"® provadi

audity, aby se ujistil, Ze vyrobce udrZuje
apouziva systém jakosti, apieddvat vyrobci
zpravu o auditu.

Kromé¢ toho mulze notifikovany subjekt
uskuteCnit u vyrobce neocekdvané inspekcni
navstévy. Pii téchto inspekénich navstévach
mize notifikovany subjekt v pfipadé potieby
provést nebo dat provést zkousky, aby ovéril, zda
systém jakosti tadné funguje. Notifikovany
subjekt poskytne vyrobci zpravu o inspekcei a pri
provedeni zkousky rovnéz protokol o zkousce.

5. Vyrobce uchovava pro potiebu vnitrostatnich organt

po

dobu nejméné 10 let"” po vyrobeni posledniho

vyrobku:

dokumentaci uvedenou vbodu3.l druhém

odstavci druhé odrazce,

aktualizaci uvedenou v bodu 3.4 druhém odstavci,

rozhodnuti a zpravy notifikovaného subjektu
uvedené v bodu 3.4 poslednim odstavci
abodech 4.3 a4.4.

6. Kazdy notifikovany subjekt poskytne ostatnim

notifikovanym subjektim pfislusné informace tykajici
se vydanych a odiatych schvaleni systémi jakosti®”.

U® Intervaly mezi audity mohou byt stanoveny ve zvlastnich
smérnicich.

(19 7vlastnimi smérnicemi miZe byt délka tohoto obdobi
zménéna.

@ 7vla§tnimi smérnicemi miZe byt stanoveno jinak.

4. Surveillance under the responsibility of the notified

body
4.1.

4.2.

4.3.

44.

The purpose of surveillance is to make sure that
the manufacturer duly fulfils the obligations
arising out of the approved quality system.

The manufacturer must allow the notified body
entrance for inspection purposes to the locations
of manufacture, inspection and testing, and
storage and must provide it with all necessary
information, in particular:

the quality system documentation,

the qality records, such as inspection reports
and test data, alibration data, qualification
reports of the personnel concerned, etc.

The notified body must periodically"® carry out
audits to make sure that the manufacturer
maintains and applies the quality system and
must provide an audit report to the manufacturer.

Additionally the notified body may pay
unexpected visits to the manufacturer. During
such visits the notified body may carry out, or
cause to be carried out, tests to verify that the
quality system 1is functioning correctly, if
necessary. The notified body must provide the
manufacturer with a visit report and, if a test has
taken place, with a test report.

5. The manufacturer must, for a period ending at least 10

years

(19 after the last product has been manufactured,

keep at the disposal of the national authorities:

the documentation referred to in the second indent
of point 3.1,

the updating referred to in the second paragraph of
point 3.4,

the decisions and reports from the notified body
which are referred to in the final paragraph of
point 3.4, points 4.3 and 4.4.

6. Each notified body must give the other notified bodies
the relevant information concerning the quality system

20

approvals issued and withdrawn®”.

% In the specific directives, the frequency may be specified.

19 The specific directives may alter this period.

@9 The

specific directives may provide for different

arrangements.
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Modul E@" (zabezpe¢ovani jakosti vyrobkii)

1.

Tento modul popisuje postup, kterym vyrobce, ktery
plni povinnosti podle bodu 2, kontroluje a osvédcuje,
ze dané vyrobky [jsou ve shod€ stypem popsanym
v certifikatu ES prezkouseni typu a] spliuji pozadavky
smérnice, které se na n¢ vztahuji. Vyrobce nebo jeho
zplnomocnény zastupce usazeny ve Spolecenstvi
opatii kazdy vyrobek oznacenim CE a vypracuje
pisemné prohlaseni o shodé. Oznaceni CE musi byt
doplnéno  identifikacnim ¢islem notifikovaného
subjektu odpovédného za dozor podle bodu 4.

Vyrobce pouziva schvaleny systém jakosti pro
vystupni kontrolu a zkouSeni vyrobkd podle bodu 3
a podléha dozoru podle bodu 4.

Systém jakosti

3.1 Vyrobce poda u notifikovaného subjektu, ktery si

zvolil, zadost o posouzeni systému jakosti pro
dané vyrobky.

ZAdost musi obsahovat:

— vSechny prislusné informace o predpokladané
kategorii vyrobkd,

— dokumentaci systému jakosti,

dokumentaci
certifikatu

— popiipadé technickou
schvaleného typu a
ES prezkouseni typu.

kopii

3.2 Kazdy vyrobek musi byt podle systému jakosti
zkontrolovan a musi byt provedeny odpovidajici
zkousky stanovené v piislusné normé (normach)
podle ¢lanku 5 nebo rovnocenné zkousky s cilem
ovefit jeho shodu s pfislusnymi pozadavky
smérnice.  VSechny podklady, pozadavky
apfedpisy pouzivané vyrobcem musi byt
systematicky a uspofadané¢ dokumentovany ve
formé pisemnych koncepci, postupi a navodu.
Tato dokumentace systému jakosti musi
umoziovat jednoznacny vyklad programi
jakosti, plant jakosti, pfirucek jakosti a zdznami
o0 jakosti.

Dokumentace systému jakosti musi obsahovat
zejména priméteny popis:

— cild  jakosti, organizacni struktury,
odpovédnosti a pravomoci vedeni, pokud jde
o jakost vyrobk,

@D Bude-li pouzit tento modul bez modulu B,

— musi byt body 2 a 3 modulu A vlozeny mezi body 1 a 2
tohoto modulu, aby bylo zahrnuto ustanoveni
o technické dokumentaci,

— musi byt vypustén text v hranatych zavorkach.

Module E“" (product quality assurance)

1.

This module describes the procedure whereby the
manufacturer who satisfies the obligations of point 2
ensures and declares that the products concerned [are
in conformity with the type as described in the EC
type-examination  certificate and] satisfy  the
requirements of the directive that apply to them. The
manufacturer or his authorized representative
established within the Community must affix the CE
mark to each product and draw up a written
declaration of conformity. The CE mark must be
accompanied by the identification symbol of the
notified body responsible for surveillance as specified
in point 4.

The manufacturer must operate an approved quality
system for final product inspection and testing as
specified in paragraph 3 and must be subject to
surveillance as specified in point 4.

Quality system

3.1. The manufacturer must lodge an application for
assessment of his quality system for the products
concerned, with a notified body of his choice.

The application must include:

— all relevant information for the product
category envisaged,

— the quality system’s documentation,

— if applicable, the technical documentation of
the approved type and a copy of the EC type-
examination certificate.

3.2. Under the quality system, each product must be
examined and appropriate tests as set out in the
relevant standard(s) referred to in Article 5 or
equivalent tests shall be carried out in order to
ensure its conformity with the relevant
requirements of the directive. All the elements,
requirements and provisions adopted by the
manufacturer must be documented in a
systematic and orderly manner in the form of
written policies, procedures and instructions.
This quality system documentation must ensure a
common understanding of the quality
programmes, plans, manuals and records.

It must contain in particular and adequate
description of:

— the quality objectives and the organizational
structure, responsibilities and powers of the
management with regard to product quality,

21 When this module is used without module B:

— points 2 and 3 of module A must be added between
points 1 and 2 in order to incorporate the need for
technical documentation,

— the words in square brackets must be deleted.
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— kontrol a zkousek, které budou provedeny po
vyrobeg,

— prosttedki  umoziujicich  dozor  nad

efektivnim fungovanim systému jakosti,

— zaznaml o jakosti,  napf. protokolt
o kontrolach, vysledkh zkousek, udaju
o kalibraci, zprav o kvalifikaci piislusnych
pracovniku atd.

Notifikovany subjekt posoudi systém jakosti
scilem urcit, zda spliiuje pozadavky podle
bodu 3.2. U systémd, které pouzivaji pfislusnou
harmonizovanou normu, se shoda s témito
pozadavky piedpoklada®.

V tymu auditort musi byt alespon jeden clen,
ktery ma zkuSenosti s posuzovanim technologie
daného vyrobku. Soucasti posouzeni musi byt

inspekéni navstéva v provoznich prostorach
vyrobce.

Rozhodnuti musi byt oznadmeno vyrobci.
Oznameni musi obsahovat zavéry kontrol

a odivodnéné rozhodnuti o posouzeni.

Vyrobce se zavaze, ze bude plnit povinnosti
vyplyvajici ze schvaleného systému jakosti
a bude jej udrzovat, aby byl inadale pfiméteny
a ucinny.

Vyrobce nebo jeho zplnomocnény zastupce
informuje notifikovany subjekt, ktery schvalil
systém jakosti, okazdé zamyslené aktualizaci
systému jakosti.

Notifikovany subjekt posoudi navrhované zmény
arozhodnout, zda zménény systém jakosti stale
jesteé spliuje pozadavky podle bodu 3.2 nebo zda
se pozaduje nové posouzeni.

Notifikovany subjekt oznami vyrobci své
rozhodnuti. Oznameni musi obsahovat zavéry
kontrol a odivodnéné rozhodnuti o posouzeni.

4. Dozor, za ktery odpovida notifikovany subjekt

4.1

4.2

Utelem dozoru je zajistit, aby vyrobce Fadné
plnil povinnosti vyplyvajici ze schvéaleného
systému jakosti.

Vyrobce umozni notifikovanému subjektu za
ucelem inspekce vstup do prostor uréenych pro
kontrolu, zkouseni a skladovani a poskytnout mu
vSechny potfebné informace, zejména:

@2 Touto harmonizovanou normou bude EN 29003, popfipadé
doplnéna tak, aby brala vvahu specifické vlastnosti
vyrobkd, na které bude pouzita.

3.3.

3.4.

the examinations and tests that will be carried
out after manufacture,

the means to monitor the effective operation
of the quality system,

quality records, such as inspection reports
and test data, calibration data, qualification
reports of the personnel concerned, etc.

The notified body must assess the quality system
to determine whether it satisfies the requirements
referred to in point 3.2. It presumes conformity
with these requirements in respect of quality
systems that implement the relevant harmonized
standard®?.

The auditing team must have at least one
member experienced as an assessor in the
product technology concerned. The assessment
procedure must include an assessment visit to the
manufacturer’s premises.

The decision must be notified to the
manufacturer. The notification must contain the
conclusions of the examination and the reasoned
assessment decision.

The manufacturer must undertake to discharge
the obligations arising from the quality system as
approved and to maintain it in an appropriate and
efficient manner.

The  manufacturer or  his  authorized
representative must keep the notified body which
has approved the quality system informed of any
intended updating of the quality system.

The notified body must evaluate the
modifications proposed and decide whether the
modified quality system will still satisfy the
requirements referred to in paragraph 3.2 or
whether a re-assessment is required.

It must notify its decision to the manufacturer.
The notification must contain the conclusions of
the examination and the reasoned assessment
decision.

4. Surveillance under the responsibility of the notified

body
4.1.

4.2.

The purpose of surveillance is to make sure that the
manufacturer duly fulfils the obligations arising out
of the approved quality system.

The manufacturer must allow the notified body
entrance for inspection purposes to the locations
of inspection, testing and storage and shall
provide it with all necessary information, in
particular:

2 This harmonized standard will be EN 29 003, supplemented
if necessary to allow for the specific features of the products
for which it is implemented.
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dokumentaci systému jakosti,

technickou dokumentaci,

— zéznamy o jakosti,  napi.  protokoly
o kontrolach, vysledky zkousek, udaje
o kalibraci, protokoly o kvalifikaci

ptislusnych pracovniki atd.

4.3 Notifikovany subjekt pravidelné provadi
audity, aby se ujistil, Zze vyrobce udrzuje
apouziva systém jakosti, apfredavad vyrobci
zpravu o auditu.

x(23)

44 Krom¢ toho muze notifikovany subjekt
uskutecnit u vyrobce neocekdvané inspekéni
navstévy. Pii téchto inspekénich navstévach
muze notifikovany subjekt v ptipadé potieby
provést nebo dat provést zkousky, aby ovéfil, zda
systém jakosti fadné funguje. Notifikovany
subjekt poskytne vyrobci zpravu o inspekci a pii
provedeni zkousky rovnéz protokol o zkousce.

5. Vyrobce uchovava pro potiebu vnitrostatnich organi
po dobu nejméné 10 Iet* po vyrobeni posledniho
vyrobku:

dokumentaci uvedenou vbodu3.l druhém

odstavci tieti odrazce,

aktualizaci uvedenou v bodu 3.4 druhém odstavci,

— rozhodnuti azpravy notifikovaného subjektu
uvedené v bodu 3.4 poslednim odstavci
abodech 4.3 a4.4.

6. Kazdy notifikovany subjekt poskytne ostatnim

notifikovanym subjektim pfislusné informace tykajici
se vydanych a odiatych schvaleni systémi jakosti‘*.

Modul F* (ovéFovani vyrobkii)

1. Tento modul popisuje postup, kterym vyrobce nebo
jeho zplnomocnény zéstupce usazeny ve Spolecenstvi
kontroluje a osvédcuje, ze vyrobky podle ustanoveni
bodu 3 [jsou ve shod¢ s typem popsanym v certifikatu
ES prezkouseni typu a] spliiuji pozadavky smérnice,
které se na né vztahuji.

@ Intervaly mezi audity mohou byt stanoveny ve zvlstnich
smérnicich.

@9 Zvla§tnimi smérnicemi miZe byt délka tohoto obdobi
zménéna.

2% 7Zvlastnimi smé&rnicemi miZe byt stanoveno jinak.

8 Bude-li pouzit tento modul bez modulu B,

musi byt body 2 a 3 modulu A vlozeny mezi body 1 a 2
tohoto modulu, aby bylo =zahrnuto ustanoveni
o technické dokumentaci,

musi byt vypustén text v hranatych zavorkach.

the quality system documentation,
the technical documentation,

the quality records, such as inspection reports
and test data, calibration data, qualification
reports of the personnel concerned, etc.

4.3. The notified body must periodically® carry out
audits to ensure that the manufacturer maintains
and applies the quality system and must provide
an audit report to the manufacturer.

Additionally, the notified body may pay
unexpected visits to the manufacturer. At the
time of such visits, the notified body may carry
out tests or have them carried out in order to
check the proper functioning of the quality
system where necessary; it must provide the
manufacturer with a visit report and, if a test has
been carried out, with a test report.

4.4.

5. The manufacturer must, for a period ending at least 10
years”? after the last product has been manufactured,
keep at the disposal of the national authorities:

the documentation referred to in the third indent of
point 3.1,

the updating referred to in the second paragraph of
point 3.4,

the decisions and reports from the notified body
which are referred to in the final paragraph of
point 3.4, points 4.3 and 4.4.

Each notified body must forward to the other notified
bodies the relevant information concerning the quality
system approvals issued and withdrawn®,

Module F® (product verification)

1. This module describes the procedure whereby a
manufacturer or his authorized representative
established within the Community checks and attests
that the products subject to the provisions of point 3
[are in conformity with the type as described in the
EC-type examination certificate and] satisfy the

requirements of the directive that apply to them.

2 The intervals between audits may be specified in the specific
directives.

9 The specific directives may alter this period.

@ The specific directives for different
arrangements.

28 Where this module is used without module B:

it must be supplemented by points 2 and 3 of module A

(between points 1 and 2), so as to introduce the need for

technical documentation,

the next in square brackets must be deleted.

may provide
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2.

3a.

@27

(28)

Vyrobce pfijme veskerd nezbytna opatfeni, aby
vyrobni proces zajistoval shodu vyrobki [stypem
popsanym v certifikatu  ES prezkouseni typu a]
s pozadavky smérnice, které se na né vztahuji.
Vyrobce opatii kazdy vyrobek oznacenim CE a vyda
pisemné prohlaseni o shodé.

Notifikovany subjekt provede piislusné kontroly
a zkousky s cilem ovéfit shodu vyrobku s pozadavky
smérnice, podle volby vyrobce®” bud’ kontrolou
a zkouskami kazdého vyrobku podle bodu 4, nebo
kontrolou  azkouSkami  vyrobkti na  zaklad¢
statistickych metod podle bodu 5.

Vyrobce nebo jeho zplnomocnény zastupce uchovava
kopii prohlageni o shod& po dobu nejméng 10 let®® po
vyrobeni posledniho vyrobku.

Oveérovani kontrolou a zkousenim kazdého vyrobku

4.1 Kazdy vyrobek musi byt jednotlivé zkontrolovan
amusi byt provedeny odpovidajici zkousSky
stanovené v pfislusné normé¢ (normach) podle
¢lanku 5 nebo rovnocenné zkousky s cilem ovefit
shodu vyrobkl [s typem popsanym v certifikatu
ES ptezkouseni typu a] s pozadavky smérnice,
které se na né vztahuji.

4.2 Notifikovany subjekt opatii nebo da opatfit
kazdy schvaleny vyrobek svym identifikaénim
Cislem avydat pisemny certifikat shody

vztahujici se k provedenym zkouskam.

4.3 Vyrobce nebo jeho zplnomocnény zastupce musi
byt schopen na pozadani ptedlozit certifikaty

shody vydané notifikovanym subjektem.

Statisticke overovani

5.1 Vyrobce predklada své vyrobky v podobé
stejnorodych davek a pfijme veskera nezbytna
opatieni, aby vyrobni proces zajistoval
stejnorodost kazdé vyrobené davky.

5.2 K ovéfeni musi byt k dispozici veskeré vyrobky

v podob¢ stejnorodych davek. Z kazdé davky se
nahodnym vybérem odebere vzorek. Vyrobky ve
vzorku se jednotlivé zkontroluji a provedou se
odpovidajici zkousky stanovené v prislusné
norm¢ (normach) podle clanku5 nebo
rovnocenné zkousky s cilem ovéfit shodu téchto
vyrobki s pozadavky smérnice, které se na né
vztahuji, a rozhodnout, zda bude davka pfijata
nebo zamitnuta.

Zvlastnimi smérnicemi mohou byt moznosti volby vyrobce
omezeny.
Zvlastnimi smérnicemi muze byt délka tohoto obdobi
zmeénéna.

2.

3a.

The manufacturer must take all measures necessary in
order that the manufacturing process ensures
conformity of the products [with the type as described
in the EC type-examination certificate and] with the
requirements of the directive that apply to them. He
shall affix the CE marking to each product and shall
draw up a declaration of conformity.

The notified body must carry out the appropriate
examinations and tests in order to check the
conformity of the product with the requirements of the
directive either by examination and testing of every
product as specified in point 4 or by examination and
testing of products on a statistical basis, as specified in
point 5, at the choice of the manufacturer®”.

The manufacturer or his authorized representative
must keep a copy of the declaration of conformity for
a period ending at least 10 years® after the last
product has been manufactured.

Verification by examination and testing of every
product

4.1. All products must be individually examined and
appropriate tests as set out in the relevant
standard(s) referred to in Article 5 or equivalent
tests shall be carried out in order to verify their
conformity with [the type as described in the EC-
type  examination  certificate  and]  the
requirements of the directive that apply to them.

4.2. The notified body must affix or cause to be
affixed, its identification symbol to each approved
product and draw up a written certificate of

conformity relating to the tests carried out.

The  manufacturer or  his  authorized
representative must ensure that he is able to
supply the notified body’s certificates of
conformity on request.

4.3.

Statistical verification

5.1. The manufacturer must present his products in
the form of homogeneous lots and shall take all
measures necessary in  order that the
manufacturing process ensures the homogeneity
of each lot produced.

5.2. All products must be available for verification in
the form of homogeneous lots. A random sample
shall be drawn from each lot. Products in a
sample shall be individually examined and
appropriate tests as set out in the relevant
standard(s) referred to in Article 5, or equivalent
tests, shall be carried out to ensure their
conformity with the requirements of the directive
which apply to them and to determine whether
the lot is accepted or rejected.

" The manufacturer’s discretion may be limited in the specific

directives.

® The specific directives may alter this period.
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5.3 Statisticky postup se fidi témito zasadami:

(Zde musi byt stanovena prislusnd hlediska,
napriklad statistickd metoda, ktera ma byt
pouzita, prejimaci plan s uvedenim operativnich
charakteristik atd.)

5.4 V ptipadé, Ze jsou davky pfijaty, notifikovany
subjekt opatii nebo da opatfit kazdy vyrobek
svym identifikacnim c¢islem avydat pisemny
certifikat shody vztahujici se k provedenym
zkouskam. Vsechny vyrobky z davky mohou byt
uvedeny na trh svyjimkou téch vyrobkl ze

vzorku, u nichz nebyla zji§téna shoda.

Pokud je davka zamitnuta, notifikovany subjekt
pfijme pfislu$na opatieni, ktera zabrani uvedeni
této davky na trh. V piipadé ¢astého zamitnuti
davek mize notifikovany subjekt statistické
ovétovani pozastavit.

Vyrobce mize béhem vyrobniho procesu opatfit
vyrobky na odpovédnost notifikovaného subjektu
jeho identifika¢nim c¢islem.

5.5 Vyrobce nebo jeho zplnomocnény zastupce musi
byt schopen na pozadani predlozit certifikaty

shody vydané notifikovanym subjektem.

Modul G (ovérovani kazdého jednotlivého vyrobku)

1.

Tento modul popisuje postup, kterym vyrobce
kontroluje a osvédcuje, ze dany vyrobek, pro néjz byl
vydan certifikat podle bodu2, spliuje pozadavky
smérnice, které se na n¢j vztahuji. Vyrobce nebo jeho
zplnomocnény zastupce usazeny ve Spolecenstvi
opatii vyrobek oznacenim CE a vypracuje prohlaseni
o shodé.

Notifikovany subjekt zkontroluje kazdy jednotlivy
vyrobek aprovede odpovidajici zkousky stanovené
v pfislusné normé (normach) podle clanku 5 nebo
rovnocenné zkousky s cilem ovéfit jeho shodu
s pfislusnymi pozadavky smérnice.

Notifikovany subjekt opatii nebo da opatfit schvaleny
vyrobek svym identifikaénim Cislem a vyda certifikat
shody vztahujici se k provedenym zkouskam.

5.3. The statistical procedure must use the following
elements:

(Relevant elements must be specified here such
as, for example, the statistical method to be
applied, the sampling plan with its operational
characteristics, etc.)

5.4. In the case of accepted lots, the notified body
must affix, or cause to be affixed, its
identification symbol to each product and shall
draw up a written certificate of conformity
relating to the tests carried out. All products in
the lot may be put on the market except those
products from the sample which were found not

to be in conformity.

If a lot is rejected, the notified body or the
competent authority must take appropriate
measures to prevent the putting on the market of
that lot. In the event of frequent rejection of lots
the notified body may suspend the statistical
verification.

The manufacturer may, under the responsibility
of the notified body, affix the latter’s
identification symbol during the manufacturing
process.

The  manufacturer or  his  authorized
representative must ensure that he is able to
supply the notified body’s certificates of
conformity on request.

5.5.

Module G (unit verification)

1.

This module describes the procedure whereby the
manufacturer ensures and declares that the product
concerned, which has been issued with the certificate
referred to in point 2, conforms to the requirements of
the directive that apply to it. The manufacturer or his
authorized representative established within the
Community must affix the CE marking to the product
and draw up a declaration of conformity.

The notified body must examine the individual
product and carry out the appropriate tests as set out in
the relevant standard(s) referred to in Article 5, or
equivalent tests, to ensure its conformity with the
relevant requirements of the directive.

The notified body must affix, or cause to be affixed,
its identification number on the approved product and
shall draw up a certificate of conformity concerning
the tests carried out.
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3.

Ugelem technické dokumentace je umoznit posouzeni
shody s pozadavky smérnice a pochopeni navrhu,
vyroby a fungovani vyrobku®.

Modul H (komplexni zabezpecovani jakosti)

1.

Tento modul popisuje postup, kterym vyrobce, ktery
plni povinnosti podle bodu 2, kontroluje a osvédcuje,
ze dané vyrobky spliluji pozadavky smérnice, které se
na né vztahuji. Vyrobce nebo jeho zplnomocnény
zéastupce usazeny ve SpoleCenstvi opatii kazdy
vyrobek  oznaCenim CE  avypracuje  pisemné
prohlaseni o shodé. Oznaceni CE musi byt doplnéno
identifikacnim  Cislem  notifikovaného  subjektu
odpovédného za dozor podle bodu 4.

Vyrobce pouziva schvaleny systém jakosti pro navrh,
vyrobu, vystupni kontrolu a zkouseni vyrobkl podle
bodu 3 a podléha dozoru podle bodu 4.

System jakosti

3.1 Vyrobce poda u notifikovaného subjektu zadost
0 posouzeni systému jakosti.

Z4dost musi obsahovat:

— vSechny pfislusné informace o pfedpokladané
kategorii vyrobkd,

— dokumentaci systému jakosti.

3.2 Systém jakosti musi zabezpeCovat shodu
vyrobkll s pozadavky smérnice, které se na né
vztahuji.

29 Obsah technické dokumentace musi byt v kazdé smérnici

stanoven tak, aby odpovidal doty¢nym vyrobkim.
Dokumentace musi v mife nezbytné pro posouzeni
obsahovat napiiklad:

— celkovy popis vyrobku,

— koncepéni navrh a vyrobni vykresy a schémata soucasti,
podsestav, obvodu atd.,

— popisy a vysvétlivky potfebné pro pochopeni uvedenych
vykresu, schémat a fungovani vyrobku,

— seznam norem podle ¢lanku 5, které byly zcela nebo
zC€asti pouzity, a popis feSeni zvolenych pro splnéni
zékladnich pozadavkll stanovenych smérnici, jestlize
nebyly pouzity normy podle ¢lanku 5,

— vysledky konstrukénich vypocti, provedenych kontrol
atd.,

— protokoly o zkouskach.

3.

The aim of the technical documentation is to enable
conformity with the requirements of the directive to be
assessed and the design, manufacture and operation of
the product to be understood®”.

Module H (full quality assurance)

1.

This module describes the procedure whereby the
manufacturer who satisfies the obligations of
paragraph 2 ensures and declares that the products
concerned satisfy the requirements of the directive that
apply to them. The manufacturer or his authorized
representative established within the Community must
affix the CE marking to each product and draw up a
written declaration of conformity. The CE marking
must be accompanied by the identification symbol of
the notified body responsible for the surveillance as
specified in point 4.

The manufacturer must operate an approved quality
system for design, manufacture and final product
inspection and testing as specified in point 3 and shall
be subject to surveillance as specified in point 4.

Quality system

3.1. The manufacturer must lodge an application for
assessment of his quality system with a notified
body.

The application must include:

— all relevant information for the product
category envisaged,

— the quality system’s documentation.

3.2. The quality system must ensure compliance of
the products with the requirements of the

directive that apply to them.

2 The content of the technical documentation shall be laid

down directive by directive in accordance with the products

concerned. As an example, the documentation shall contain

so far as relevant for assessment:

— a general description of the product,

— conceptual design and manufacturing drawings and
schemes of components, sub-assemblies, circuits, etc.,

— descriptions and explanations necessary for the
understanding of said drawings and schemes and the
operation of the product,

— a list of the standards referred to in Article 5, applied in
full or in part, and descriptions of the solutions adopted
to meet the essential requirements of the directive where
the standards referred to in Article 5 have not been
applied,

— results of design calculations made,
carried out, etc.,

— test reports.

examinations
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Vsechny podklady, pozadavky a predpisy
pouzivané vyrobcem musi byt systematicky
ausporadané  dokumentovany ve  formé
pisemnych koncepci, postupii anavodd. Tato
dokumentace systému jakosti musi umoznovat
jednoznaény vyklad politiky jakosti a postupt,
napf. programil jakosti, plant jakosti, pfirucek
jakosti a zaznamu o jakosti.

Dokumentace systému jakosti musi obsahovat

zejména priméteny popis:

— cild  jakosti, organizacni struktury,
odpovédnosti a pravomoci vedeni, pokud jde
o0 jakost navrhu a vyrobkd,

— technickych specifikaci navrhu, vcetné
norem, které budou pouzity, a v pripadé, kdy
se normy podle ¢lanku 5 plné nepouzivaji,
popis prosttedki, které budou pouzity, aby
bylo zajisténo splnéni zakladnich pozadavki
smérnice, které se na vyrobky vztahuji,

— metod kontroly a ovéfovani navrhu, postupt
a systematickych opatfeni, kterych bude
pouzito pfi navrhovani vyrobkl spadajicich
do prislusné kategorie vyrobkd,

— odpovidajicich metod, postuptt
a systematickych opatfeni, kterych bude
pouzito pii vyrobé, fizeni a zabezpecCovani
jakosti,

— kontrol a zkousek, které budou provedeny
pfed vyrobou, béhem vyroby apo vyrobé,
s uvedenim jejich Cetnosti,

— zaznaml o jakosti,  napf. protokolt
o kontrolach, vysledktt zkousek, udaju
o kalibraci, zprav o kvalifikaci pfislusnych
pracovniku atd.,

— prosttedk  umoziujicich  dozor  nad
dosahovanim pozadované jakosti navrhu
avyrobkl anad efektivnim fungovanim
systému jakosti.

Notifikovany subjekt posoudi systém jakosti
scilem urcit, zda spliiuje pozadavky podle
bodu 3.2. U systému, které pouzivaji pfislusnou
harmonizovanou norn(l;%,) se shoda s témito

pozadavky predpoklada

69 Touto harmonizovanou normou bude EN 29001, popiipads
doplnéna tak, aby brala vtvahu specifické vlastnosti
vyrobk, na které bude pouzita.

3.3.

All the elements, requirements and provisions
adopted by the manufacturer must be
documented in a systematic and orderly manner
in the form of written policies, procedures and
instructions. This quality system documentation
shall ensure a common understanding of the
quality policies and procedures such as quality
programmes, plans, manuals and records.

It must contain
description of:

in particular an adequate

— the quality objectives and the organizational
structure, responsibilities and powers of the
management with regard to design and
product quality,

— the technical design specifications, including
standards, that will be applied and, where the
standards referred to in Article 5 will not be
applied in full, the means that will be used to
ensure that the essential requirements of the
directive that apply to the products will be
met,

— the design control and design verification
techniques, processes and systematic actions
that will be used when designing the products
pertaining to the product category covered,

— the corresponding manufacturing, quality
control and quality assurance techniques,
processes and systematic actions that will be
used,

— the examinations and tests that will be carried
out before, during and after manufacture, and
the frequency with which they will be carried
out,

— the quality records, such as inspection reports
and test data, calibration data, qualification
reports of the personnel concerned, etc.,

— the means to monitor the achievement of the
required design and product quality and the
effective operation of the quality system.

The notified body must assess the quality system
to determine whether it satisfies the requirements
referred to in point 3.2. It shall presume
compliance with these requirements in respect of
quality systems that implement the relevant
harmonized standard®”.

G0 This harmonized standard shall be EN 29 001, completed if
necessary to take into consideration the specificity of the
products for which it is implemented.
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V tymu auditorti musi byt alespon jeden clen,
ktery ma zkuSenosti s posuzovanim technologie
daného vyrobku. Soucasti posouzeni musi byt
inspekéni navs§téva v provoznich prostorach
vyrobce.

Rozhodnuti musi byt oznameno vyrobci.
Oznameni musi obsahovat zavéry kontrol
a odivodnéné rozhodnuti o posouzeni.

Vyrobce se zavaze, ze bude plnit povinnosti
vyplyvajici ze schvaleného systému jakosti
a bude jej udrzovat, aby byl i nadéle pfiméreny
a ucinny.

Vyrobce nebo jeho zplnomocnény zastupce
informuje notifikovany subjekt, ktery schvalil
systém jakosti, okazdé zamyslené aktualizaci
systému jakosti.

Notifikovany subjekt posoudi navrhované zmény
arozhodnout, zda zménény systém jakosti stale
jesté spliuje pozadavky podle bodu 3.2 nebo zda
se pozaduje jeho nové posouzeni.

Notifikovany subjekt ozndmi vyrobci své
rozhodnuti. Ozndmeni musi obsahovat zavéry
kontrol a odivodnéné rozhodnuti o posouzeni.

4. ES dozor, za ktery odpovida notifikovany subjekt

4.1

4.2

43

Utelem dozoru je zajistit, aby vyrobce fadné
plnil povinnosti vyplyvajici ze schvaleného
systému jakosti.

Vyrobce umozni notifikovanému subjektu za
ucelem inspekce vstup do prostor uréenych pro
navrhovani, vyrobu, kontrolu a zkouSeni
a skladovani, a poskytnout mu vSechny potiebné
informace, zejména:

— dokumentaci systému jakosti,

— zéznamy o jakosti pozadované v cCasti
systému jakosti tykajici se navrhu, napf.
vysledky analyz, vypoctd, zkousek atd.,

— zéaznamy o jakosti pozadované v casti
systému jakosti tykajici se vyroby, napf.
protokoly o kontrolach, vysledky zkousek,
udaje o kalibraci, protokoly o kvalifikaci
pfislusnych pracovniki atd.

Notifikovany subjekt pravidelng®" provadi

audity, aby se ujistil, Ze vyrobce udrzuje
apouziva systém jakosti, apredava vyrobci
zpravu o auditu.

@D Intervaly mezi audity mohou byt stanoveny ve zvlstnich
smérnicich.

The auditing team must have at least one
member experienced as an assessor in the
product technology concerned. The evaluation
procedure shall include an assessment visit to the
manufacturer’s premises.

The decision must be notified to the
manufacturer. The notification must contain the
conclusions of the examination and the reasoned
assessment decision.

3.4. The manufacturer must undertake to fulfil the
obligations arising out of the quality system as
approved and to uphold it so that it remains
adequate and efficient.

The  manufacturer or  his  authorized
representative must keep the notified body that
has approved the quality system informed of any
intended updating of the quality system.

The notified body must evaluate the
modifications proposed and decide whether the
amended quality system will still satisfy the
requirements referred to in paragraph 3.2 or
whether a re-assessment is required.

It must notify its decision to the manufacturer.
The notification shall contain the conclusions of
the examination and the reasoned assessment
decision.

4. EC surveillance under the responsibility of the notified
body

4.1. The purpose of surveillance is to make sure that
the manufacturer duly fulfils the obligations
arising out of the approved quality system.

4.2. The manufacturer must allow the notified body
entrance for inspection purposes to the locations
of design, manufacture, inspection and testing,
and storage, and shall provide it with all
necessary information, in particular:

— the quality system documentation,

— the quality records as foreseen by the design
part of the quality system, such as results of
analyses, calculations, tests, etc.,

— the quality records as foreseen by the
manufacturing part of the quality system,
such as inspection reports and test data,
calibration data, qualification reports of the
personnel concerned, etc.

4.3. The notified body must periodically®" carry out

audits to make sure that the manufacturer
maintains and applies the quality system and
shall provide an audit report to the manufacturer.

G In the specific directives, the frequency may be specified.
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44 Kromé¢ toho muze notifikovany subjekt
uskuteCnit u vyrobce neocekdvané inspekéni
navstévy. Pii téchto inspekénich navstévach
muze notifikovany subjekt v ptipadé potieby
provést nebo dat provést zkousky, aby ovéfil, zda
systém jakosti fadné funguje. Notifikovany
subjekt poskytne vyrobci zpravu o inspekci a pii
provedeni zkousky rovnéz protokol o zkousce.

5. Vyrobce uchovava pro potiebu vnitrostatnich organt

po dobu nejméné 10 1et®® po vyrobeni posledniho
vyrobku:

— dokumentaci uvedenou vbodu3.l druhém

pododstavci druhé odrazce,

— aktualizaci uvedenou v bodu3.4 druhém
pododstavci,

— rozhodnuti azpravy notifikovaného subjektu
uvedené vbodu3.4 poslednim pododstavci

abodech 4.3 a4.4.

. Kazdy notifikovany subjekt poskytne ostatnim
notifikovanym subjektim piislusné informace tykajici
se vydanych a odiatych schvaleni systémi jakosti®”).

62 7Zvlastnimi smémicemi miuZe byt délka tohoto obdobi
zménéna.

©3 7Zvlastnimi smérnicemi miZe byt stanoveno jinak.

@3 The

4.4. Additionally the notified body may pay
unexpected visits to the manufacturer. At the
time of such visits, the notified body may carry
out tests or have them carried out in order to
check the proper functioning of the quality
system where necessary; it must provide the
manufacturer with a visit report and, if a test has
been caried out, with a test report.

5. The manufacturer must, for a period ending at least 10

years®? after the last product has been manufactured,

keep at the disposal of the national authorities:

— the documentation referred to in the second indent
of the second subparagraph of point 3.1,

— the updating referred to in
subparagraph of point 3.4,

the second

— the decisions and reports from the notified body
which are referred to in the final subparagraph of
point 3.4, points 4.3 and 4.4.

. Each notified body must forward to the other notified

bodies the relevant information concerning the quality
system approvals issued and withdrawn®®,

32 The specific directives may alter this period.

specific  directives for different

arrangements.

may provide
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Ptipadné dodatecné pozadavky:

Possible supplementary requirements:

. Notifikované

Prezkoumani navrhu

1.

Vyrobce poda zadost o prezkoumani névrhu

u jediného notifikovanému subjektu.

Zadost musi umoziovat pochopeni navrhu, vyroby
a fungovani  vyrobku  a posouzeni shody
s pozadavky smérnice.

Z4dost musi obsahovat:

— technické specifikace navrhu, vcetné norem,
které se pouzivaji,

— potiebny podplirny dikaz jejich pfimétenosti,
zejména v piipade, kdy nebyly pouzity normy
podle ¢lanku 5. Tento podplrny dikaz musi
zahrnovat vysledky pfezkoumani provedenych
ptislusnou laboratofi vyrobce nebo jeho
jménem.

. Notifikovany subjekt zadost ptezkouma, a pokud

navrh splituje ustanoveni smérnice, ktera se na n¢j
vztahuji, vydat Zzadateli certifikat ES pfezkoumani
navrhu.  Certifikdt musi obsahovat zavéry
prezkoumani, podminky platnosti certifikatu, udaje
nezbytné pro identifikaci schvaleného névrhu,
poptipadé popis fungovani vyrobku.

Zadatel informuje notifikovany subjekt, ktery
vydal certifikat ES pfezkoumani navrhu, o kazdé
zméné schvaleného navrhu. Zmény schvaleného
navrhu  musi byt  dodateéné  schvaleny
notifikovanym subjektem, ktery vydal certifikat
ES ptfezkoumani navrhu, jestlize mohou ovlivnit
shodu se zakladnimi pozadavky smérnice nebo
s pfedepsanymi podminkami pouzivani vyrobku.
Toto dodatecné schvaleni ma formu dodatku
k ptivodnimu certifikdtu ES prezkoumani navrhu.

ostatnim
informace

subjekty sdeli

notifikovanym subjektim piislusné

tykajici se:

— vydanych certifikati ES prezkoumani navrhi
a dodatka,

— odnatych schvaleni ES pfezkoumani navrha
a dodatkt"”.

* 1% r . W . . o W 12 .o
) Zvlastnimi smérnicemi miize byt stanoveno jinak.

1.

*)

Design examination

The manufacturer must lodge an application for
examination of the design with a single notified
body.

The application must enable the design,
manufacture and operation of the product to be
understood, and shall enable conformity with the
requirements of the directive to be assessed.

It must include:

— the technical design specifications, including
standards, that have been applied,

— the necessary supporting evidence for their
adequacy, in particular where the standards
referred to in Article 5 have not been applied in
full. This supporting evidence must include the
results of tests carried out by the appropriate
laboratory of the manufacturer or on his behalf.

The notified body must examine the application
and where the design meets the provisions of the
directive that apply to it must issue an EC design
examination certificate to the applicant. The
certificate shall contain the conclusions of the
examination, conditions for its validity, the
necessary data for identification of the approved
design and, if relevant, a description of the
product’s functioning.

The applicant must keep the notified body that has
issued the EC design examination certificate
informed of any modification to the approved
design. Modifications to the approved design must
receive additional approval from the notified body
that issued the EC design examination certificate
where such changes may affect the conformity
with the essential requirements of the directive or
the prescribed conditions for use of the product.
This additional approval is given in the form of an
addition to the original EC design examination
certificate.

The notified bodies must forward to the other
notified bodies the relevant information
concerning:

— the EC design examination certificates and
additions issued,

— the EC design approvals
approvals withdrawn (*).

and additional

The specific directives may provide for different
arrangements.
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