SMERNICE EVROPSKEHO PARLAMENTU A RADY 2001/95/ES
ze dne 3. prosince 2001
o obecné bezpecnosti vyrobki
(Text s vyznamem pro EHP)

DIRECTIVE 2001/95/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 3 December 2001

on general product safety

(Text with EEA relevance)

EVROPSKY PARLAMENT A RADA EVROPSKE UNIE,

sohledem na Smlouvu o zalozeni  Evropského
spolecenstvi, a zejména na ¢lanek 95 této smlouvy,

(]

s ohledem na navrh Komise'"’,

s ohledem na stanovisko Hospodafského a socialniho
vyboru®,

vsouladu  spostupem  stanovenym v ¢lanku 251

Smlouvy

@ sohledem na spole¢ny navrh schvéleny

dohodovacim vyborem dne 2. srpna 2001,

vzhledem k témto diivodum:

(1

podle ¢lanku 16 smérnice Rady 92/59/EHS ze dne
29. Gervna 1992 o obecné bezpeénosti  vyrobki'¥
meéla Rada ¢tyfi roky po datu stanoveném pro
zavedeni zminéné smérnice rozhodnout na zakladeé
zpravy Komise o ziskanych zkuSenostech a na
zakladé¢ piislusnych navrhi o pfipadné upravé
smérnice 92/59/EHS.  Smérnici  92/59/EHS  je
nezbytné zménit v nekolika ohledech s cilem
doplnit, zptisnit nebo vyjasnit néktera jeji ustanoveni
na zakladé zkuSenosti 1inového smérodatného
vyvoje v oblasti bezpecnosti vyrobkl uréenych
spotiebitelim, sohledem na zmény Smlouvy,
zejména v ¢lanku 152 tykajicim se ochrany
verejného zdravi a v ¢lanku 153  tykajicim se
ochrany spottebitelti, a z hlediska zasady predbézné
opatrnosti. V zdjmu vétsi jasnosti by proto méla byt
smérnice  92/59/EHS  pifepracovana. V tomto
piepracovani se ponechava bezpecnost sluzeb mimo
oblast puisobnosti smérnice, nebot’ Komise zamysli
stanovit potieby, mozZnosti a priority postupu
Spolecenstvi, pokud jde o bezpecnost sluzeb
a odpovédnost  poskytovatel  sluzeb, s cilem
predlozit vhodné navrhy;

1)

2
3)

“)

Ut vést. ¢ C337E, 28.11.2000, s.109 a Ut vést.
¢.C 154 E, 29.5.2000, s. 265.

Ut. vést. &. C 367, 20. 12. 2000, s. 34.

Stanovisko Evropského parlamentu ze dne 15.11.2000
(UF. vést. &. C 223, 8. 8. 2001, s. 154), spole&ny postoj Rady
ze dne 12.2.2001 (Ut vést. & C93, 23.3.2001, s.24)
arozhodnuti Evropského parlamentu ze dne 4.10.2001
a rozhodnuti Rady ze dne 27. 9. 2001.

Ut. vést. & L 228, 11. 8. 1992, s. 24.

THE EUROPEAN PARLIAMENT AND THE COUNCIL
OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European
Community, and in particular Article 95 thereof,

Having regard to the proposal from the Commission" ",

M

Having regard to the opinion of the Economic and Social
Committee(z),

Acting in accordance with the procedure referred to in
Article 251 of the Treaty"®, in the light of the joint text
approved by the Conciliation Committee on 2 August 2001,

Whereas:
(1) Under Article 16 of Council Directive 92/59/EEC of

29 June 1992 on general product safety®, the

Council was to decide, four years after the date set
for the implementation of the said Directive, on the
basis of a report of the Commission on the
experience acquired, together with appropriate
proposals, whether to adjust Directive 92/59/EEC. It
is necessary to amend Directive 92/59/EEC in
several respects, in order to complete, reinforce or
clarify some of its provisions in the light of
experience as well as new and relevant
developments on consumer product safety, together
with the changes made to the Treaty, especially in
Articles 152 concerning public health and 153
concerning consumer protection, and in the light of
the precautionary principle. Directive 92/59/EEC
should therefore be recast in the interest of clarity.
This recasting leaves the safety of services outside
the scope of this Directive, since the Commission
intends to identify the needs, possibilities and
priorities for Community action on the safety of
services and liability of service providers, with a
view to presenting appropriate proposals.

O

2
3)

“4)

0J C 337 E, 28.11.2000, p. 109 and OJ C 154 E, 29.5.2000,
p. 265.

0J C 367, 20.12.2000, p. 34.

Opinion of the European Parliament of 15.11.2000 (OJ
C 223, 8.8.2001, p. 154), Council Common Position of
12.2.2001 (OJ C 93, 23.3.2001, p. 24) and Decision of the
European Parliament of 16.5.2001 (not yet published in the
Official Journal). Decision of the European Parliament of
4.10.2001 and Council Decision of 27.9.2001.

OJ L 228, 11.8.1992, p. 24.
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je dulezit¢ pfijmout opatfeni scilem zlepsit
fungovani vnitiniho trhu ptfedstavujiciho prostor bez
vnitinich hranic, v némz je zabezpecen volny pohyb
zbozi, osob, sluzeb a kapitalu;

pokud neexistuji pfedpisy Spolecenstvi, mohly by
horizontalni pravni ptedpisy cClenskych —statd
o bezpecnosti vyrobkl, které predevsim ukladaji
hospodarskym subjektim obecnou povinnost uvadet
na trh pouze bezpetné vyrobky, vést k odlisné
urovni  ochrany spotfebiteld. Tyto rozdily,
a chybéjici horizontalni pravni pfedpisy v nekterych
Clenskych statech, by mohly vytvafet prekazky
obchodu a narusSit soutéz v rdmci vnitiniho trhu;

pro dosazeni vysoké urovné ochrany spotiebiteli
musi k ochrané zdravi a bezpecnosti spotiebitelli
prispét Spoleenstvi. K tomuto cili by mély prispét
horizontalni pravni piedpisy SpolecCenstvi, které
stanovi pozadavek na obecnou bezpecnost vyrobkil,
obsahuji  ustanoveni o obecnych povinnostech
vyrobcli a distributori, o vynucovani pozadavkl
Spolecenstvi na bezpecnost vyrobkli a o rychlé

vyméné informaci a opatfenich na urovni
Spole€enstvi v urcitych pripadech;
je velmi obtizné pfijimat pravni predpisy

Spolecenstvi pro kazdy existujici nebo budouci
vyrobek; pro takové vyrobky jsou zapotfebi Siroce
zaloZzené ramcové pravni piedpisy horizontalni
povahy, které zaroven vyplni mezery, zejména az do
revize existujicich zvlastnich pravnich predpisi,
a doplni ustanoveni existujicich nebo
pfipravovanych  zvlastnich pravnich pfedpisd,
zejména s ohledem na zabezpeceni vysoké urovné
ochrany zdravi a bezpecnosti spotiebitelii, jak se
pozaduje v ¢lanku 95 Smlouvy;

je tudiz nezbytné stanovit na Grovni Spolecenstvi
pozadavek na obecnou bezpecnost pro kazdy
vyrobek uvadény na trh nebo jinym zpusobem
dodavany nebo poskytovany spotfebitelim, uréeny
pro spotiebitele nebo pravdépodobné za rozumné
predvidatelnych podminek pouzivany spotiebiteli,
1 kdyZ pro n¢ neni urcen. Ve vSech téchto ptipadech
mohou piislusné vyrobky predstavovat riziko pro
zdravi a bezpecnost spotiebiteld, jemuz je tieba
zabranit. Nékteré pouzité zbozi by vsak mélo byt jiz
s ohledem na jeho povahu vylouceno;

tato smérnice by se méla vztahovat na vyrobky bez
ohledu na zpusob prodeje, véetné prodeje na dalku a
elektronického prodeje;

bezpecnost vyrobkil by se méla posuzovat s ohledem
na vSechna piislusna hlediska, zejména na kategorie
spotiebitell, ktefi mohou byt obzvlasté citlivi na
rizika piedstavovana pfislusSnymi vyrobky, zejména
déti a starsi osoby;

2)

)

“4)

)

(6)

(M

®)

It is important to adopt measures with the aim of
improving the functioning of the internal market,
comprising an area without internal frontiers in
which the free movement of goods, persons, services
and capital is assured.

In the absence of Community provisions, horizontal
legislation of the Member States on product safety,
imposing in particular a general obligation on
economic operators to market only safe products,
might differ in the level of protection afforded to
consumers. Such disparities, and the absence of
horizontal legislation in some Member States, would
be liable to create barriers to trade and distortion of
competition within the internal market.

In order to ensure a high level of consumer
protection, the Community must contribute to
protecting the health and safety of consumers.
Horizontal Community legislation introducing a
general product safety requirement, and containing
provisions on the general obligations of producers
and distributors, on the enforcement of Community
product safety requirements and on rapid exchange
of information and action at Community level in
certain cases, should contribute to that aim.

It is very difficult to adopt Community legislation
for every product which exists or which may be
developed; there is a need for a broad-based,
legislative framework of a horizontal nature to deal
with such products, and also to cover lacunae, in
particular pending revision of the existing specific
legislation, and to complement provisions in existing
or forthcoming specific legislation, in particular with
a view to ensuring a high level of protection of
safety and health of consumers, as required by
Article 95 of the Treaty.

It is therefore necessary to establish at Community
level a general safety requirement for any product
placed on the market, or otherwise supplied or made
available to consumers, intended for consumers, or
likely to be used by consumers under reasonably
foreseeable conditions even if not intended for them.
In all these cases the products under consideration
can pose risks for the health and safety of consumers
which must be prevented. Certain second-hand
goods should nevertheless be excluded by their very
nature.

This Directive should apply to products irrespective
of the selling techniques, including distance and
electronic selling.

The safety of products should be assessed taking
into account all the relevant aspects, in particular the
categories of consumers which can be particularly
vulnerable to the risks posed by the products under
consideration, in particular children and the elderly.
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tato smérnice se nevztahuje na sluzby, ale pro
dosazeni sledovanych cili ochrany by se jeji
ustanoveni méla rovnéz vztahovat na vyrobky, které
jsou spotiebitelim dodavany nebo poskytovany pro
pouziti v souvislosti s poskytovanim  sluzby.
Bezpecnost zafizeni pouzivanych poskytovateli
sluzeb samotnymi pro dodani sluzby spotiebitelim
nespada do oblasti ptisobnosti této smérnice, nebot’
musi byt wupravena spolecné s bezpecnosti
poskytované sluzby. Z oblasti plsobnosti této
smérnice jsou vynaty zejména prostiedky, v nichz se
spotiebitelé prepravuji nebo v nichZ cestuji a které
jsou provozovany poskytovatelem sluzby;

vyrobky, které jsou navrZzeny vyhradné pro
profesionalni pouziti, ale v souvislosti snim se
dostaly na spotiebitelsky trh, by mély byt
pfedmétem pozadavkl této smérnice, protoze
mohou, budou-li za rozumné piedvidatelnych
podminek pouzity, predstavovat rizika pro zdravi
a bezpecnost spotiebiteld;

N

pokud neexistuji pravni pfedpisy
Spole€enstvi vztahujici se na bezpecnost doty¢nych
vyrobkti, méla by se pro zabezpeceni ochrany zdravi
a bezpeCnost spotfebitelt pouzit ustanoveni této
smeérnice;

jestlize zvlastni pravni predpisy Spolecenstvi stanovi
pro dané vyrobky pozadavky na bezpecnost, které se
vztahuji pouze na nékterd rizika nebo kategorie
rizik, jsou povinnosti hospodafskych subjekti
vzhledem k témto rizikim stanoveny ustanovenimi
téchto zvlastnich pravnich pfedpist, zatimco na
ostatni rizika by se mél vztahovat pozadavek na
obecnou bezpec¢nost podle této smérnice;

ustanoveni této smérnice, kterd se tykaji ostatnich
povinnosti vyrobct a distributord, povinnosti a
pravomoci c¢lenskych statd, vymény informaci,
situaci vyzadujicich rychly zasah, Sifeni informaci
a divérnosti se pouziji v piipadé vyrobkt, na ktera
se vztahuji zvlastni pravidla pravnich predpist
Spolecenstvi, pokud tato pravidla jiz tyto povinnosti
neobsahuji;

pro usnadnéni ucinného a jednotného uplatiovani
pozadavku této smérnice na obecnou bezpecnost je
dalezit¢ vypracovat pro urcité vyrobky a rizika
evropské nezavazné normy tak, aby se mohlo
predpokladat, ze wvyrobek, ktery je ve shodé
snarodni normou piejimajici evropskou normu,
tento pozadavek spliuje;

pokud jde o cile této smérnice, mély by evropské
normy vypracovat evropské normalizacni organy na
zakladé¢ mandati Komise, které jsou ndpomocny
prislusné vybory. S cilem zajistit, aby vyrobky, které
jsou v souladu s normami, spliovaly pozadavek na
obecnou bezpecnost, by mela Komise, které je
napomocen vybor sloZzeny ze zastupct clenskych
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This Directive does not cover services, but in order
to secure the attainment of the protection objectives
in question, its provisions should also apply to
products that are supplied or made available to
consumers in the context of service provision for use
by them. The safety of the equipment used by
service providers themselves to supply a service to
consumers does not come within the scope of this
Directive since it has to be dealt with in conjunction
with the safety of the service provided. In particular,
equipment on which consumers ride or travel which
is operated by a service provider is excluded from
the scope of this Directive.

Products which are designed exclusively for
professional use but have subsequently migrated to
the consumer market should be subject to the
requirements of this Directive because they can pose
risks to consumer health and safety when used under
reasonably foreseeable conditions.

In the absence of more specific provisions, within
the framework of Community legislation covering
safety of the products concerned, all the provisions
of this Directive should apply in order to ensure
consumer health and safety.

If specific Community legislation sets out safety
requirements covering only certain risks or
categories of risks, with regard to the products
concerned the obligations of economic operators in
respect of these risks are those determined by the
provisions of the specific legislation, while the
general safety requirement of this Directive should
apply to the other risks.

The provisions of this Directive relating to the other
obligations of producers and distributors, the
obligations and powers of the Member States, the
exchanges of information and rapid intervention
situations and dissemination of information and
confidentiality apply in the case of products covered
by specific rules of Community law, if those rules
do not already contain such obligations.

In order to facilitate the effective and consistent
application of the general safety requirement of this
Directive, it is important to establish European
voluntary standards covering certain products and
risks in such a way that a product which conforms to
a national standard transposing a European standard
is to be presumed to be in compliance with the said
requirement.

With regard to the aims of this Directive, European
standards should be established by European
standardisation bodies, under mandates set by the
Commission assisted by appropriate Committees. In
order to ensure that products in compliance with the
standards fulfil the general safety requirement, the
Commission assisted by a committee composed of
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stat, stanovit pozadavky, kterym musi normy
vyhovét. Tyto pozadavky by mély byt obsazeny
v mandatech pro normaliza¢ni organy;

pokud neexistuji zvlastni pfedpisy a nejsou
k dispozici evropské normy vypracované na zakladé
mandatti Komise nebo na takové normy neni odkaz,
méla by se bezpeCnost vyrobkd posuzovat
s pfihlédnutim  pfedevS§im k ndrodnim normam
prejimajicim jakékoliv jiné odpovidajici evropské
nebo mezindrodni normy, k doporu¢enim Komise
nebo k narodnim normam, meziniarodnim normam,
pravidlim spravné praxe, stavu védy a techniky
a k bezpecénosti, kterou mohou spotiebitelé rozumné
ocekavat. V této souvislosti mohou doporuceni
Komise usnadnit disledné a G¢inné uplathiovani této
smérnice pii pripravé evropskych norem nebo
v ptipadé rizik a/nebo vyrobki, pro néz se takové
normy nepovazuji za mozné nebo vhodné;

prokazovani  souladu s pfislusSnymi  kritérii
bezpecnosti vyrobkdi mize usnadnit pfislusna
nezavisla certifikace uznana ptislusnymi organy;

povinnost  dodrZzovat obecny pozadavek na
bezpecnost je vhodné doplnit o dal$i povinnosti
hospodarskych subjektii, protoze opatieni téchto
subjektil jsou nezbytna k tomu, aby se za uréitych
okolnosti zabranilo rizikiim pro spotiebitele;

tyto dodate¢né povinnosti vyrobci by mély
zahrnovat povinnost piijmout opatieni odpovidajici
charakteristikam vyrobkt,, kterd by vyrobcim
umoziovala ziskavat informace o rizicich, ktera tyto
vyrobky =~ mohou  pfedstavovat, poskytovat
spotiebitelim informace, které by jim umoznily
posoudit rizika a zabranit jim, varovat spotfebitele
pted riziky predstavovanymi  nebezpecnymi
vyrobky, které jim jiz byly dodany, stadhnout tyto
vyrobky ztrhu a jako posledni prostiedek je
v pfipadé nutnosti pfevzit nazpét, coz mize
zahrnovat podle predpist platnych v ¢lenskych
staitech vhodnou formu vyrovnani, naptiklad
vyménu nebo nahradu;

pfi zajistovani shody splatnymi pozadavky na
bezpecnost by méli byt napomocni distributofi.
Povinnosti ukladdané distributorim plati Gmérné

jejich vlastnim odpovédnostem. Zejména
v souvislosti s charitativnimi ¢innostmi se mize
ukdzat jako nemozné poskytnout piislusnym

organim udaje a dokumentaci o mozném riziku
a puvodu vyrobku v pfipad¢ jednotlivych pouZitych
predméti vénovanych soukromymi osobami;

vyrobci idistributofi by méli spolupracovat
s pfislusnymi organy na opatfenich zaméfenych na
odvréaceni rizik auvédomit je, pokud usoudi, Ze
ur¢it¢ dodavané vyrobky jsou nebezpecné. Tato
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representatives of the Member States, should fix the
requirements that the standards must meet. These
requirements should be included in the mandates to
the standardisation bodies.

In the absence of specific regulations and when the
European standards established under mandates set
by the Commission are not available or recourse is
not made to such standards, the safety of products
should be assessed taking into account in particular
national standards transposing any other relevant
European or international standards, Commission
recommendations or national standards, international
standards, codes of good practice, the state of the art
and the safety which consumers may reasonably
expect. In this context, the Commission’s
recommendations may facilitate the consistent and
effective application of this Directive pending the
introduction of European standards or as regards the
risks and/or products for which such standards are
deemed not to be possible or appropriate.

Appropriate independent certification recognised by
the competent authorities may facilitate proof of
compliance with the applicable product safety
criteria.

It is appropriate to supplement the duty to observe
the general safety requirement by other obligations
on economic operators because action by such
operators is necessary to prevent risks to consumers
under certain circumstances.

The additional obligations on producers should
include the duty to adopt measures commensurate
with the characteristics of the products, enabling
them to be informed of the risks that these products
may present, to supply consumers with information
enabling them to assess and prevent risks, to warn
consumers of the risks posed by dangerous products
already supplied to them, to withdraw those products
from the market and, as a last resort, to recall them
when necessary, which may involve, depending on
the provisions applicable in the Member States, an
appropriate form of compensation, for example
exchange or reimbursement.

Distributors should help in ensuring compliance
with the applicable safety requirements. The
obligations placed on distributors apply in
proportion to their respective responsibilities. In
particular, it may prove impossible, in the context of
charitable activities, to provide the competent
authorities with information and documentation on
possible risks and origin of the product in the case of
isolated used objects provided by private
individuals.

Both producers and distributors should cooperate
with the competent authorities in action aimed at
preventing risks and inform them when they
conclude that certain products supplied are
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smérnice by méla stanovit podminky pro
poskytovani takovych informaci, aby se usnadnilo
jeji ucinné uplatiovani a zaroven se predeslo

nadmérnému  zatizeni hospodarskych subjekt
a doty¢nych organi;
scilem zajistit 0Cinné vynucovani povinnosti

nalezejicich vyrobcim a distributorim by mély
Clenské staty ziidit nebo jmenovat organy, které
budou odpovédné za dozor nad bezpecnosti vyrobkt
a budou mit pravomoci €init vhodna opatfeni, véetné
pravomoci ukladat G€inné, pfimétené a odrazujici
sankce; rovn¢z by Clenské stity mely zajistit
vhodnou koordinaci jednotlivych jmenovanych
organt;

je nezbytné, aby pfislusna opatfeni zejména
zahrnovala pravomoc clenskych statti nafidit nebo
zorganizovat ~ okamzit¢é a  ucinné  stazeni
nebezpeénych vyrobku, které jiz byly uvedeny na
trh, a jako posledni prostfedek nafidit, zkoordinovat
nebo zorganizovat zpétné pievzeti nebezpecnych
vyrobkti od spotiebiteld, kterym jiz byly dodany.
Tyto pravomoci by mély byt pouzity, jestlize
vyrobci nebo distributoii nesplni své povinnosti
zabranit rizikim pro spotiebitele. Organy by mély
v piipadé  potreby  disponovat  pfislusnymi
pravomocemi a postupy, aby rychle rozhodly a
uplatnily vSechna nezbytnd opatfeni;

bezpecnost spotiebitelit do znaéné miry zavisi na
uéinném prosazovani pozadavkd SpoleCenstvi na
bezpecnost vyrobkii. Clenské staty by proto mély
zavést systematické pfistupy k zajisténi ucinnosti
dozoru nad trhem a dalSich provadécich opatfeni a
meély by zajistit, aby tato opatfeni byla pro verejnost
a zcastnéné strany transparentni;

k dosazeni cild ochrany, které tato smérnice sleduje,
je nezbytna spoluprace vykonnych organi ¢lenskych
statt. Je proto vhodné podporovat ¢innost evropské
sit€¢ vykonnych organt Cclenskych statd, aby se
v soudinnosti s ostatnimi  postupy Spolecenstvi,
zejména se systémem SpoleCenstvi pro rychlou
vyménu informaci (RAPEX), =zlepsila prakticka
spoluprace v oblasti dozoru nad trhem a dalSich
provadécich opatfeni; zejména se to tyka posuzovani
rizik, zkouseni vyrobkl, vymény zkuSenosti
a odbornych znalosti, provadéni spolec¢nych projektt
dozoru a vysledovani nebezpecnych vyrobki, jejich
stazeni z trhu nebo zpétného prevzeti;

pro zajisténi disledné ochrany zdravi a bezpecnosti
spotiebitell na vysoké tUrovni audrZeni jednoty
vnitinitho trhu je nezbytné, aby byla Komise
informovana o vSech opatienich, kterd omezuji
uvadéni vyrobku na trh nebo vyzaduji jeho staZeni
z trhu nebo zpétné prevzeti. Tato opatfeni by méla
byt prijimana v souladu s ustanovenimi Smlouvy, a
zejména s ¢lanky 28, 29 a 30 této smlouvy;

(22)
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dangerous. The conditions regarding the provision of
such information should be set in this Directive to
facilitate its effective application, while avoiding an
excessive burden for economic operators and the
authorities.

In order to ensure the effective enforcement of the
obligations incumbent on producers and distributors,
the Member States should establish or designate
authorities which are responsible for monitoring
product safety and have powers to take appropriate
measures, including the power to impose effective,
proportionate and dissuasive penalties, and ensure
appropriate coordination between the various
designated authorities.

It is necessary in particular for the appropriate
measures to include the power for Member States to
order or organise, immediately and efficiently, the
withdrawal of dangerous products already placed on
the market and as a last resort to order, coordinate or
organise the recall from consumers of dangerous
products already supplied to them. Those powers
should be applied when producers and distributors
fail to prevent risks to consumers in accordance with
their obligations. Where necessary, the appropriate
powers and procedures should be available to the
authorities to decide and apply any necessary
measures rapidly.

The safety of consumers depends to a great extent on
the active enforcement of Community product safety
requirements. The Member States should, therefore,
establish systematic approaches to ensure the
effectiveness of market surveillance and other
enforcement activities and should ensure their
openness to the public and interested parties.

Collaboration between the enforcement authorities
of the Member States is necessary in ensuring the
attainment of the protection objectives of this
Directive. It is, therefore, appropriate to promote the
operation of a European network of the enforcement
authorities of the Member States to facilitate, in a
coordinated manner with other Community
procedures, in particular the Community Rapid
Information System  (RAPEX), improved
collaboration at operational level on market
surveillance and other enforcement activities, in
particular risk assessment, testing of products,
exchange of expertise and scientific knowledge,
execution of joint surveillance projects and tracing,
withdrawing or recalling dangerous products.

It is necessary, for the purpose of ensuring a
consistent, high level of consumer health and safety
protection and preserving the unity of the internal
market, that the Commission be informed of any
measure restricting the placing on the market of a
product or requiring its withdrawal or recall from the
market. Such measures should be taken in
compliance with the provisions of the Treaty, and in
particular Articles 28, 29 and 30 thereof.
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(28)

ucinny dozor nad bezpecnosti vyrobkl vyzaduje,
aby se na narodni urovni ina urovni SpoleCenstvi
vytvorfil systém pro rychlou vyménu informaci
v situacich vazného rizika, které sohledem na
bezpecnost vyrobku vyzaduji rychly zasah. Je proto
vhodné podrobné stanovit v této smérnici postupy
fungovani systétmu adat Komisi, které je
napomocen poradni vybor, pravomoc je upravovat;

v této smérnici se stanovi, Zze budou vypracovany
nezavazné pokyny s jednoduchymi a jasnymi kritérii
a praktickymi pravidly, ktera se mohou zménit,
zejména s cilem umoznit u¢innou notifikaci opatteni
omezujicich uvadéni vyrobkt na trh v ptipadech
uvedenych  vtéto  smérnici  as prihlédnutim
k rozmanitosti situaci feSenych c¢lenskymi staty
a hospodaiskymi subjekty. Tyto pokyny by mély
zejména obsahovat kritéria pro pouzivani definice

vaznych rizik, aby se vpfipadé¢ téchto rizik
usnadnilo  jednotné  provadéni  piislusnych
ustanoveni;

(29) je ptedevsim véci Clenskych statl, aby v souladu se

(30)

(€2))

Smlouvou, azejména s cClanky 28, 29 a30 této
smlouvy,  pfijimaly  opatfeni, pokud jde
o nebezpecné vyrobky nachazejici se na jejich
uzemi;

pokud se vsak Clenské staty 1isi v pfistupu k feSeni
rizika predstavovaného uréitymi vyrobky, mohly by
tyto odliSnosti znamenat nepfijatelné rozdily
v ochrané spotiebiteld a vytvaret prekazku obchodu
uvniti Spolecenstvi;

mize byt nezbytné zabyvat se vaznymi problémy
bezpecnosti vyrobkd vyzadujicimi rychly zasah,
které se dotknou nebo se v bezprostiedni
budoucnosti mohou dotknout celého Spolecenstvi
nebo jeho vyznamné casti akteré nemohou byt
z hlediska  povahy  bezpecnostniho  problému
predstavovaného vyrobkem u¢inné feSeny zpisobem
odpovidajicim stupni naléhavosti v ramci postupt
stanovenych zvlastnimi pravidly pravnich predpist
Spolecenstvi pouzitelnymi pro dotycné vyrobky
nebo kategorie vyrobku;

(32) je proto nezbytné vytvorit pfiméfené mechanismy,

které umozni jako posledni prostfedek pro zvladnuti
situace vyvolané vyrobky pfedstavujicimi vazné
riziko pfijmout formou rozhodnuti uréené¢ho
Clenskym statim opatfeni pouzitelnd v celém
Spolecenstvi. Takovym rozhodnutim by mél byt
zakazan vyvoz doty¢ného vyrobku, s vyjimkou
ptipadd, kdy za mimoradnych okolnosti je mozno
rozhodnout jen o Castecném zakazu nebo dokonce
0 zadném zakazu, zejména tehdy, kdy je zaveden
systém predbézného souhlasu. Zakaz vyvozu by mél
byt krom¢ toho pfezkoumén z hlediska zamezeni
riziku pro zdravi a bezpecnost spotiebiteldl. Protoze
se takové rozhodnuti nevztahuje pfimo na

27

(28)

29)

(30)

€2))

(32)

Effective supervision of product safety requires the
setting-up at national and Community levels of a
system of rapid exchange of information in
situations of serious risk requiring rapid intervention
in respect of the safety of a product. It is also
appropriate in this Directive to set out detailed
procedures for the operation of the system and to
give the Commission, assisted by an advisory
committee, power to adapt them.

This Directive provides for the establishment of non-
binding guidelines aimed at indicating simple and
clear criteria and practical rules which may change,
in particular for the purpose of allowing efficient
notification of measures restricting the placing on
the market of products in the cases referred to in this
Directive, whilst taking into account the range of
situations dealt with by Member States and
economic operators. The guidelines should in
particular include criteria for the application of the
definition of serious risks in order to facilitate
consistent implementation of the relevant provisions
in case of such risks.

It is primarily for Member States, in compliance
with the Treaty and in particular with Articles 28, 29
and 30 thereof, to take appropriate measures with
regard to dangerous products located within their
territory.

However, if the Member States differ as regards the
approach to dealing with the risk posed by certain
products, such differences could entail unacceptable
disparities in consumer protection and constitute a
barrier to intra-Community trade.

It may be necessary to deal with serious product-
safety problems requiring rapid intervention which
affect or could affect, in the immediate future, all or
a significant part of the Community and which, in
view of the nature of the safety problem posed by
the product, cannot be dealt with effectively in a
manner commensurate with the degree of urgency,
under the procedures laid down in the specific rules
of Community law applicable to the products or
category of products in question.

It is therefore necessary to provide for an adequate
mechanism allowing, as a last resort, for the
adoption of measures applicable throughout the
Community, in the form of a decision addressed to
the Member States, to cope with situations created
by products presenting a serious risk. Such a
decision should entail a ban on the export of the
product in question, unless in the case in point
exceptional circumstances allow a partial ban or
even no ban to be decided upon, particularly when a
system of prior consent is established. In addition,
the banning of exports should be examined with a
view to preventing risks to the health and safety of
consumers. Since such a decision is not directly
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hospodaiské subjekty, mély by clenské staty
pfijmout  vSechna opatieni potfebna k jeho
provedeni. Opatieni pfijatd timto postupem jsou
prozatimnimi opatienimi kromé& ptipadd, kdy se
vztahuji na jednotlivé vyrobky nebo série vyrobkii.
Aby se zajistilo vhodné posouzeni potieby téchto
opatieni a jejich nejlepsi priprava, mély by byt
schvaleny Komisi, které bude napomocen vybor, a
to po konzultacich s clenskymi staty, a pokud
odborné otazky spadaji do pravomoci n¢kterého
védeckého vyboru Spolecenstvi, po konzultaci
s vyborem pfislusnym pro dotycné riziko;

applicable to economic operators, Member States
should take all necessary measures for its
implementation. Measures adopted under such a
procedure are interim measures, save when they
apply to individually identified products or batches
of products. In order to ensure the appropriate
assessment of the need for, and the best preparation
of such measures, they should be taken by the
Commission, assisted by a committee, in the light of
consultations with the Member States, and, if
scientific questions are involved falling within the
competence of a Community scientific committee,
with the scientific committee competent for the risk
concerned.

(33) opatieni nezbytna k provedeni této smérnice by méla | (33) The measures necessary for the implementation of

byt prijata podle rozhodnuti Rady 1999/468/ES ze
dne 28.cervna 1999 o postupech pro vykon
provad&cich pravomoci svéfenych Komisi®;

this Directive should be adopted in accordance with
Council Decision 1999/468/EC of 28 June 1999
laying down the procedures for the exercise of
implementing  powers  conferred on the
Commission®.

(34) kusnadnéni ucinného a jednotného uplatiiovani této | (34) In order to facilitate effective and consistent

smérnice je tfeba rdznd hlediska jejtho pouzivani
projednat v rdmci vyboru;

application of this Directive, the various aspects of
its application may need to be discussed within a
committee.

(35) je tieba zajistit, aby informace o bezpecnosti | (35) Public access to the information available to the

vyrobku, které jsou k dispozici piislusnym organtim,
byly vefejné piistupné. Je vSak nutno chranit
sluzebni tajemstvi podle ¢lanku 287 Smlouvy
zpisobem, ktery je sluditelny s potiecbou zajistit
uéinnost dozoru nad trhem a ochrannych opatienti;

authorities on product safety should be ensured.
However, professional secrecy, as referred to in
Article 287 of the Treaty, must be protected in a way
which is compatible with the need to ensure the
effectiveness of market surveillance activities and of
protection measures.

(36) tato smérnice by se neméla dotykat prav | (36) This Directive should not affect victims’ rights

poskozenych ve smyslu smérnice Rady 85/374/EHS
ze dne 25. Cervence 1985 o sblizovani pravnich a
spravnich predpisti Clenskych statd tykajicich se

odpovédnosti za vady vyrobka®;

within the meaning of Council Directive
85/374/EEC of 25 July 1985 on the approximation
of the laws, regulations and administrative
provisions of the Member States concerning liability

for defective products'®.

(37) je nutné, aby Clenské staty vytvotily vhodné pravni | (37) It is necessary for Member States to provide for

prostiedky pro odvolani pied pfislusnymi soudy
proti opatienim pfijatym pfislusSnymi organy,
kterymi se omezuje uvadéni vyrobku na trh nebo se
pozaduje jeho stazeni nebo zpétné prevzeti;

appropriate means of redress before the competent
courts in respect of measures taken by the competent
authorities which restrict the placing on the market
of a product or require its withdrawal or recall.

(38) krome toho musi byt opatieni k zabranéni riziku pro | (38) In addition, the adoption of measures concerning

bezpecnost azdravi spotfebiteld v souvislosti
s dovezenymi vyrobky, stejné tak jako opatieni
tykajici se zdkazu exportu, piijata v souladu
s mezinarodnimi zdvazky Spolecenstvi;

imported products, like those concerning the
banning of exports, with a view to preventing risks
to the safety and health of consumers must comply
with the Community’s international obligations.

© U, vést. €. L 184, 17.7. 1999, . 23. ©® OJL 184, 17.7.1999, p. 23.
© Uf. vést. & L210, 7.8.1985, s.29. Smérnice ve znéni | © OJ L 210, 7.8.1985, p. 29. Directive as amended by

smérnice  Evropského  parlamentu a Rady 1999/34/ES
(UT. vest. €. L 141, 4. 6. 1999, s. 20).

Directive 1999/34/EC of the European Parliament and of the
Council (OJ L 141, 4.6.1999, p. 20).
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(39) Komise by méla pravideln¢ prezkoumavat zptisob,
jakym je tato smeérnice uplatihovana, a ziskané
vysledky, zejména pokud jde o fungovani systému
dozoru nad trhem, rychlou vyménu informaci
a opatfeni pfijatd na urovni SpoleCenstvi, spolu
s ostatnimi otazkami tykajicimi se bezpe¢nosti
vyrobkl uréenych spotiebitelim ve Spolecenstvi, a
o véci predkladat pravidelné zpravy Evropskému
parlamentu a Radé;

(40) tato smérnice by se neméla dotykat povinnosti
Clenskych statd tykajicich se lhat pro transpozici
a uc¢innost smérnice 92/59/EHS,

PRIJALY TUTO SMERNICI:

KAPITOLA 1
Cile — Oblast pusobnosti — Definice

Clanek 1
1. Utelem smérnice je zajistit, aby vyrobky uvadéné
na trh byly bezpecné.
2. Tato smérnice se vztahuje na vSechny vyrobky

definované v ¢l. 2 pism. a). VSechna jeji ustanoveni se
pouziji, pokud vramci pravnich pfedpisi Spolecenstvi
neexistuji zvlastni ustanoveni, ktera se stejnym cilem
upravuji bezpecnost dotycnych vyrobki.

Jestlize jsou vyrobky ptedmétem zvlastnich pozadavkl na
bezpec¢nost ukladanych pravnimi ptredpisy Spolecenstvi,
vztahuje se tato smérnice pouze na hlediska a rizika nebo
kategorie rizik, kterych se tyto pozadavky netykaji. To
znamena, Ze:

a) ustanoveni ¢l. 2 pism. a) a c), ¢lankt 3 a4 se na tyto
vyrobky nevztahuji, pokud jde o rizika nebo kategorie
rizik upravené zvlastnimi pravnimi predpisy;

b) clanky 5 az 18 se pouziji, pokud hlediska, na ktera se
vztahuji, nejsou se stejnym cilem upravena zvlastnimi
predpisy.

Cléinek 2
Pro tcely této smérnice se rozumi:

a) ,,vyrobkem® kazdy vyrobek, ktery je uren — rovnéz
vramci poskytnuti sluzby — spotfebitelim nebo
pravdépodobné bude za rozumné predvidatelnych
podminek spotiebiteli pouzivan, a to i kdyZ jim urcen
neni, aje uplatné nebo bezlplatné dodavan nebo
poskytovan v ramci obchodni ¢innosti, bez ohledu na
to, zda je novy, pouzity nebo upraveny.

Tato definice se nevztahuje na pouzité vyrobky
dodéavané jako starozitnosti nebo jako vyrobky, které
musi byt pfed pouzitim opraveny nebo upraveny, a to
za predpokladu, ze dodavatel otom osobu, které
vyrobek dodava, jasné informuje;

(39) The Commission should periodically examine the
manner in which this Directive is applied and the
results obtained, in particular in relation to the
functioning of market surveillance systems, the rapid
exchange of information and measures adopted at
Community level, together with other issues relevant
for consumer product safety in the Community, and
submit regular reports to the European Parliament
and the Council on the subject.

(40) This Directive should not affect the obligations of

Member States concerning the deadline for

transposition and  application of Directive

92/59/EEC,
HAVE ADOPTED THIS DIRECTIVE:

CHAPTER 1
Objective — Scope — Definitions
Article 1

1. The purpose of this Directive is to ensure that

products placed on the market are safe.

2. This Directive shall apply to all the products
defined in Article 2(a). Each of its provisions shall apply
in so far as there are no specific provisions with the same
objective in rules of Community law governing the safety
of the products concerned.

Where products are subject to specific safety
requirements imposed by Community legislation, this
Directive shall apply only to the aspects and risks or
categories of risks not covered by those requirements.
This means that:

(a) Articles 2(b) and (c), 3 and 4 shall not apply to those
products insofar as concerns the risks or categories of
risks covered by the specific legislation;

(b) Articles 5 to 18 shall apply except where there are
specific provisions governing the aspects covered by
the said Articles with the same objective.

Article 2
For the purposes of this Directive:

(a) ,,product” shall mean any product — including in the
context of providing a service — which is intended for
consumers or likely, under reasonably foreseeable
conditions, to be used by consumers even if not
intended for them, and is supplied or made available,
whether for consideration or not, in the course of a
commercial activity, and whether new, used or
reconditioned.

This definition shall not apply to second-hand
products supplied as antiques or as products to be
repaired or reconditioned prior to being used, provided
that the supplier clearly informs the person to whom
he supplies the product to that effect;
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b)

c)

d)

,Lbezpeénym vyrobkem® kazdy vyrobek, ktery za
béznych nebo rozumné predvidatelnych podminek
pouziti, véetné pozadavku na trvanlivost, a popiipadé
na uvedeni do provozu, instalaci a udrzbu,
nepredstavuje zadné riziko nebo predstavuje pouze
minimalni  riziko  spojené  sjeho  pouzitim
apovazované za prijatelné a odpovidajici vysoké
urovni bezpecnosti a ochrany zdravi osob, zejména
s piihlédnutim k témto bodim:

i) charakteristiky vyrobku, vcetné jeho sloZeni,
baleni, navodd k montazi a popfipad¢ k instalaci
a udrzbg;

ii) vliv na jiné vyrobky, jestlize lze rozumné
predpokladat, ze bude s jinymi vyrobky pouZzivan;

iii) obchodni uprava vyrobku, oznacovani Stitkem,
veskera upozornéni anavody kjeho pouziti,
zneSkodnéni a veskeré dalsi idaje nebo informace
tykajici se vyrobku;

iv) kategorie spotfebiteld, ktefi jsou vystaveni riziku
pii pouzivani vyrobku, zejména déti a starsi osoby.

Moznost dosahnout vyssi trovné bezpecnosti nebo
dostupnost jinych vyrobkd, které piedstavuji nizsi
stupen rizika, neni divodem k tomu, aby byl vyrobek
povazovan za ,,nebezpecny*;

,hebezpeénym vyrobkem™ kazdy vyrobek, ktery
nevyhovuje definici ,,bezpeéného vyrobku* uvedené
v pismenu b);

»vaznym rizikem* kazdé vazné riziko, které¢ vyzaduje
rychly zésah ze strany organl vefejné moci, vcetné
rizika, jehoz G€inky nejsou bezprostiedni;

,Vyrobcem:

i) vyrobce vyrobku, pokud je wusazeny ve
Spolecenstvi, a kazda dalsi osoba, ktera vystupuje
jako vyrobce tim, Ze opatfi vyrobek svym nazvem,
ochrannou znamkou nebo jinym rozliSovacim
znakem, nebo osoba, ktera vyrobek upravi;

ii) zastupce vyrobce, pokud vyrobce neni ve
Spolecenstvi usazen, nebo dovozce vyrobku,
jestlize zadny zastupce usazeny ve SpoleCenstvi
neexistuje;

iii) dalsi profesni pracovnici v dodavatelském fetézci,
pokud jejich ¢innosti mohou mit vliv na vlastnosti
tykajici se bezpecnosti vyrobku;

,distributorem kazdy profesni pracovnik
v dodavatelském fetézci, jehoz Cinnost nema vliv na
vlastnosti tykajici se bezpe¢nosti vyrobku;

(b) ,,safe product™ shall mean any product which, under

normal or reasonably foreseeable conditions of use
including duration and, where applicable, putting into
service, installation and maintenance requirements,
does not present any risk or only the minimum risks
compatible with the product’s use, considered to be
acceptable and consistent with a high level of
protection for the safety and health of persons, taking
into account the following points in particular:

(1) the characteristics of the product, including its
composition,  packaging, instructions  for
assembly and, where applicable, for installation
and maintenance;

(i) the effect on other products, where it is
reasonably foreseeable that it will be used with
other products;

(iii) the presentation of the product, the labelling, any
warnings and instructions for its use and disposal
and any other indication or information regarding
the product;

(iv) the categories of consumers at risk when using
the product, in particular children and the
elderly.

The feasibility of obtaining higher levels of safety or
the availability of other products presenting a lesser
degree of risk shall not constitute grounds for
considering a product to be ,,dangerous*;

(¢) ,,dangerous product™ shall mean any product which

does not meet the definition of ,,safe product™ in (b);

(d) ,,serious risk* shall mean any serious risk, including

those the effects of which are not immediate, requiring
rapid intervention by the public authorities;

(e) ,,producer shall mean:

(i) the manufacturer of the product, when he is
established in the Community, and any other
person presenting himself as the manufacturer by
affixing to the product his name, trade mark or
other distinctive mark, or the person who
reconditions the product;

(i) the manufacturer’s representative, when the
manufacturer is not established in the
Community or, if there is no representative
established in the Community, the importer of
the product;

(iii) other professionals in the supply chain, insofar as
their activities may affect the safety properties of
a product;

(f) ,.distributor shall mean any professional in the supply

chain whose activity does not affect the safety
properties of a product;
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g) ,,zpétnym pievzetim* vSechna opatfeni s cilem vratit
nebezpecny vyrobek, ktery jiz byl dodan nebo

poskytnut spotfebitelim vyrobcem nebo
distributorem;

h) ,stazenim“ vSechna opatfeni scilem zabranit
distribuci, vystavovani nebo nabizeni vyrobku

nebezpecéného pro spotiebitele.

KAPITOLA II

Pozadavek na obecnou bezpec¢nost, kritéria
posuzovani shody a evropské normy

Clének 3

l. Vyrobci jsou povinni
bezpecné vyrobky.

uvadét na trh pouze

2. Pokud jde o hlediska, na ktera se vztahuji pfislusné
vnitrostatni pravni pfedpisy, povazuje se vyrobek
v piipadé, Ze neexistuji Zzadné pravni predpisy
Spolecenstvi, kterymi se upravuje bezpeénost dotycného
vyrobku, za bezpeény, jestlize je ve shodé se zvlastnimi
vnitrostatnimi pravnimi predpisy clenského statu, na
jehoz uzemi je uveden na trh, pokud jsou tyto predpisy
vypracovany ve shodé se Smlouvou, azejména
s ¢lanky 28 a 30 této smlouvy, a stanovuji pozadavky na
ochranu zdravi abezpeCnost, které musi vyrobek
spliiovat, aby mohl byt uveden na trh.

Pokud jde o rizika a kategorie rizik, na ktera se vztahuji
pfislusné narodni normy, piedpoklada se, ze je vyrobek
bezpecny, jestlize je ve shod€ s nezdvaznymi narodnimi
normami piejimajicimi evropské normy, na néz v souladu
s Glankem 4  zvefejnila Komise odkazy v Urednim
véstniku Evropskych spolecenstvi. Clenské staty zvefejni
odkazy na doty¢né narodni normy.

3. V ptipadech jinych nez téch, které jsou uvedeny
v odstavci 2, se posuzuje shoda vyrobku s pozadavkem na
obecnou bezpecnost s ptihlédnutim k témto prvkim,
pokud existuji:

a) nezavazné narodni normy prejimajici odpovidajici
evropské normy jiné nez normy uvedené v odstavci 2;

b) normy vypracované v Clenském staté, ve kterém je
vyrobek uvadeén na trh;

¢) doporuéeni Komise stanovujici
posuzovani bezpec¢nosti vyrobku;

pokyny  pro

d) pravidla spravné praxe bezpeCnosti vyrobku platna
v doty¢ném sektoru;

e) stav védy a techniky;

f) rozumna ocekavani  spotiebitelt

bezpecnosti.

tykajici  se

(g) ,recall“ shall mean any measure aimed at achieving
the return of a dangerous product that has already been
supplied or made available to consumers by the
producer or distributor;

(h) ,,withdrawal*“ shall mean any measure aimed at
preventing the distribution, display and offer of a
product dangerous to the consumer.

CHAPTER II

General safety requirement, conformity assessment
criteria and European standards

Article 3

1. Producers shall be obliged to place only safe
products on the market.

2. A product shall be deemed safe, as far as the
aspects covered by the relevant national legislation are
concerned, when, in the absence of specific Community
provisions governing the safety of the product in question,
it conforms to the specific rules of national law of the
Member State in whose territory the product is marketed,
such rules being drawn up in conformity with the Treaty,
and in particular Articles 28 and 30 thereof, and laying
down the health and safety requirements which the
product must satisfy in order to be marketed.

A product shall be presumed safe as far as the risks and
risk categories covered by relevant national standards are
concerned when it conforms to voluntary national
standards transposing European standards, the references
of which have been published by the Commission in the
Official Journal of the European Communities in
accordance with Article 4. The Member States shall
publish the references of such national standards.

3. In circumstances other than those referred to in
paragraph 2, the conformity of a product to the general
safety requirement shall be assessed by taking into
account the following elements in particular, where they
exist:

(a) voluntary national standards transposing relevant
European standards other than those referred to in
paragraph 2;

(b) the standards drawn up in the Member State in which
the product is marketed;

(c) Commission recommendations setting guidelines on
product safety assessment;

(d) product safety codes of good practice in force in the
sector concerned;

(e) the state of the art and technology;

(f) reasonable consumer expectations concerning safety.
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4. Shoda vyrobku s kritérii pro zajiSténi pozadavku
na obecnou bezpecnost, zejména shoda s ustanovenimi
odstaved 2 a3, nesmi branit pfislusSnym organtim
Clenskych statl pfijmout opatfeni, kterymi se omezuje
uvedeni tohoto vyrobku na trh nebo vyzaduje jeho stazeni
z trhu nebo zpétné prevzeti, pokud existuje dikaz, Ze
navzdory shod¢ je nebezpecny.

Clének 4

l. Pro ucely této smérnice se evropské normy
uvedené v ¢l.3 odst. 2 druhém pododstavci vypracuji
takto:

a) pozadavky, které maji zajistit, aby vyrobky, které
vyhovuji témto normam, spliovaly pozadavek na
obecnou bezpecnost, se stanovi v souladu s postupem
uvedenym v ¢l. 15 odst. 2;

b) na zakladé¢ téchto pozadavkd vyzve Komise v souladu
se smérnici Evropského parlamentu a Rady 98/34/ES
ze dne 22.cervna 1998 o postupu pii poskytovani
informaci v oblasti technickych norem a predpist
apravidel pro sluzby informaéni spole¢nosti”’
evropské normalizacni organy, aby vypracovaly
normy, které vyhovi témto pozadavkim;

c) na zékladé téchto mandati pfijmou evropské
normalizaéni organy normy v souladu se zasadami
obsazenymi ve vSeobecnych hlavnich smérech
spoluprace mezi Komisi a témito organy;

d) vramci zpravy uvedené v ¢l. 19 odst. 2 poda Komise
kazdé tii roky zpravu Evropskému parlamentu a Radé
osvych programech pro stanoveni pozadavki
a mandatd pro normalizaci uvedenych v pismenech a)
ab). Tato zprava bude zejména obsahovat rozbor
rozhodnuti pfijatych z hlediska pozadavkd a mandatt
pro normalizaci uvedenych v pismenecha) ab)
a z hlediska norem uvedenych v pismenuc). Bude
obsahovat rovnéz informace o vyrobcich, pro néz
zamyS§li Komise stanovit pfislusné pozadavky
a mandaty, orizicich vyrobkd, kterd je tfeba brat
v uvahu, aovysledcich vsech pripravnych praci
provedenych v této oblasti;

2. Komise zveiejni v Urednim véstniku Evropskych
spolecenstvi odkazy na evropské normy pfijaté timto
zpisobem  avypracované  vsouladu s pozadavky
uvedenymi v odstavci 1.

™ Ut vest. & L 204, 21.7.1998, s.37. Smémice ve znéni
smérnice 98/48/ES (UF. vést. &. L 217, 5. 8. 1998, s. 18).

4. Conformity of a product with the criteria designed
to ensure the general safety requirement, in particular the
provisions mentioned in paragraphs 2 or 3, shall not bar
the competent authorities of the Member States from
taking appropriate measures to impose restrictions on its
being placed on the market or to require its withdrawal
from the market or recall where there is evidence that,
despite such conformity, it is dangerous.

Article 4

1. For the purposes of this Directive, the European
standards referred to in the second subparagraph of
Article 3(2) shall be drawn up as follows:

(a) the requirements intended to ensure that products
which conform to these standards satisfy the general
safety requirement shall be determined in accordance
with the procedure laid down in Article 15(2);

(b) on the basis of those requirements, the Commission
shall, in accordance with Directive 98/34/EC of the
European Parliament and of the Council of 22 June
1998 laying down a procedure for the provision of
information in the field of technical standards and
regulations and of rules on information society
services” call on the European standardisation bodies
to draw up standards which satisfy these requirements;

(c) on the basis of those mandates, the European
standardisation bodies shall adopt the standards in
accordance with the principles contained in the
general guidelines for cooperation between the
Commission and those bodies;

(d) the Commission shall report every three years to the
European Parliament and the Council, within the
framework of the report referred to in Article 19(2),
on its programmes for setting the requirements and the
mandates for standardisation provided for in
subparagraphs (a) and (b) above. This report will, in
particular, include an analysis of the decisions taken
regarding  requirements and  mandates  for
standardisation referred to in subparagraphs (a) and
(b) and regarding the standards referred to in
subparagraph (c). It will also include information on
the products for which the Commission intends to set
the requirements and the mandates in question, the
product risks to be considered and the results of any
preparatory work launched in this area.

2. The Commission shall publish in the Official
Journal of the European Communities the references of
the European standards adopted in this way and drawn up
in accordance with the requirements referred to in
paragraph 1.

™ OJ L 204, 21.7.1998, p. 37. Directive amended by Directive
98/48/EC (OJ L 217, 5.8.1998, p. 18).
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Jestlize norma pfijatd evropskymi normaliza¢nimi organy
pfed vstupem této smérnice v platnost zajistuje shodu
s pozadavkem na obecnou bezpeénost, rozhodne Komise
o zvefejnéni odkazu na ni v Urednim véstniku Evropskych
spolecenstvi.

Jestlize norma shodu spoZzadavkem na obecnou
bezpecnost nezajistuje, stdhne Komise ze zvefejnéni
odkaz na normu jako celek nebo na jeji ¢ast.

V piipadech uvedenych v druhém a tfetim pododstavci
rozhodne Komise ze svého vlastniho podnétu nebo na
zadost  Clenského statu a vsouladu s postupem
stanovenym v ¢l. 15 odst. 2, zda doty¢na norma spliuje
pozadavek na obecnou bezpefnost. Po konzultaci
s vyborem zfizenym c¢lankem 5  smérnice 98/34/ES
rozhodne Komise o jejim zvefejnéni nebo stazeni. O svém
rozhodnuti Komise uvédomi ¢lenské staty.

KAPITOLA III

DalSi povinnosti vyrobcii a povinnosti distributori

Clének 5

l. Vramci svych cinnosti jsou vyrobci povinni
poskytnout spotfebitelim pfislusné informace, které jim
umozni posoudit rizika spojena s vyrobkem v prabéhu
bézné nebo rozumné predvidatelné doby jeho pouzivani,
pokud tato rizika nejsou bez pfiméfenych upozornéni
ihned ziejma, a pfijmout proti témto rizikim piedbézna
opatieni.

Uvedeni téchto upozornéni nezbavuje zadnou osobu
povinnosti vyhovét dalSim pozadavkim stanovenym
v této smérnici.

V ramci svych ¢innosti jsou vyrobci povinni pfijmout
opatfeni uUmérna charakteristikdm jimi dodévanych
vyrobkl, kterd jim umozni:

a) byt informovani o rizicich, ktera by tyto vyrobky
mohly predstavovat;

b) zvolit vhodné opatieni zahrnujici v ptipadé potieby
odvraceni téchto rizik stazeni ztrhu, pfiméfené a
ucinné upozornéni spotfebitelll nebo zpétné prevzeti
od spotiebiteld.

Opatfeni uvedena v tfetim pododstavci musi napiiklad
zahrnovat:

a) identifikacni 1daje apodrobnosti o vyrobci na
vyrobku nebo jeho obalu aoznaceni vyrobku, nebo
popftipadé série vyrobkd, k niz patfi, kromé ptipadd,
kdy je neposkytnuti takovych tdaji opravnéné, a

If a standard adopted by the European standardisation
bodies before the entry into force of this Directive ensures
compliance with the general safety requirement, the
Commission shall decide to publish its references in the
Official Journal of the European Communities.

If a standard does not ensure compliance with the general
safety requirement, the Commission shall withdraw
reference to the standard from publication in whole or in
part.

In the cases referred to in the second and third
subparagraphs, the Commission shall, on its own
initiative or at the request of a Member State, decide in
accordance with the procedure laid down in Article 15(2)
whether the standard in question meets the general safety
requirement. The Commission shall decide to publish or
withdraw after consulting the Committee established by
Article 5 of Directive 98/34/EC. The Commission shall
notify the Member States of its decision.

CHAPTER III

Other obligations of producers and obligations of
distributors

Article 5

1. Within the limits of their respective activities,
producers shall provide consumers with the relevant
information to enable them to assess the risks inherent in
a product throughout the normal or reasonably
foreseeable period of its use, where such risks are not
immediately obvious without adequate warnings, and to
take precautions against those risks.

The presence of warnings does not exempt any person
from compliance with the other requirements laid down in
this Directive.

Within the limits of their respective activities, producers
shall adopt measures commensurate with the
characteristics of the products which they supply,
enabling them to:

(a) be informed of risks which these products might pose;

(b) choose to take appropriate action including, if
necessary to avoid these risks, withdrawal from the
market, adequately and effectively warning consumers
or recall from consumers.

The measures referred to in the third subparagraph shall
include, for example:

(a) an indication, by means of the product or its
packaging, of the identity and details of the producer
and the product reference or, where applicable, the
batch of products to which it belongs, except where
not to give such indication is justified and
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b) ve vSech piipadech, kdy to je vhodné, provadéet
zkouseni vzorkl vyrobkt uvadénych na trh, vySetiovat
stiznosti, a popfipadé vést knihu stiznosti a prabézné
informovat distributory o tomto sledovani.

Cinnosti uvedené v tfetim pododstavci pismenu b) se
musi provadét na zakladé dobrovolnosti nebo na zadost
prislusnych organd v souladu s¢l. 8 odst. 1 pism. f).
Zpétné prevzeti se uskuteéni jako posledni prostredek
v ptipadech, kdy ostatni opatieni nejsou dostateCna
k zamezeni existujicim riziktim, kdy to vyrobci pokladaji
za nezbytné, nebo kdy jsou povinni tak ucinit na zakladé
opatfeni pfislusného organu. Zpétné prevzeti se muze
v doty¢ném clenském statu uskutecnit v ramci pravidel
spravné praxe v dané oblasti, pokud tato pravidla existuji.

2. Od distributorti se vyzaduje, aby jednali s naleZitou
peclivosti, a tim pomahali zajistovat shodu s prislu§nymi
pozadavky na bezpecnost, zejména aby nedodavali
vyrobky, onichz védi nebo onichz by na zakladé
vlastnich informaci a informaci, které maji jako odbornici
k dispozici, méli predpokladat, Ze nejsou ve shodé
s témito pozadavky. V ramci svych Cinnosti jsou kromé
toho povinni ucastnit se dozoru nad bezpecnosti vyrobkt
uvadénych na trh, zejména predavanim informaci
orizicich  spojenych s vyrobkem,  uchovavanim
a poskytovanim dokumentace nezbytné pro vysledovani
pivodu vyrobkd, a spolupracovat pii akcich provadénych
vyrobci a prislusnymi organy s cilem zabranit témto
rizikiim. V ramci svych ¢innosti jsou povinni pfijmout
opatfeni, ktera jim umozni ¢inné spolupracovat.

3. Jestlize vyrobci a distributofi si jsou védomi nebo
na zaklad¢é vlastnich informaci a informaci, které maji
jako odbornici k dispozici, by si méli byt védomi, Ze
vyrobek, ktery uvedli na trh, pfedstavuje pro spotiebitele
riziko, které je neslucitelné s obecnym pozadavkem na
bezpecnost, jsou povinni o tom ihned uvédomit piislusné
organy Clenskych stati za podminek stanovenych
v ptiloze I auvést podrobnosti, zejména o opatienich
k zabranéni riziku pro spotiebitele.

Komise upravi v souladu s postupem uvedenym v ¢lL. 15
odst. 3 zvlastni pozadavky tykajici se povinnosti
poskytnout informace stanovené v priloze 1.

4. Na zadost pfislusnych organti jsou vyrobeci a
distributofi vramci svych ¢innosti povinni s nimi
spolupracovat na opatfenich pfijimanych s cilem zabranit
rizikim pfedstavovanym vyrobky, které dodavaji nebo
dodali. Postupy takové spoluprace, véetné postupll pro
dialog s doty¢nymi vyrobci a distributory o otazkach
tykajicich se bezpecnosti vyrobkd, stanovi piislusné
organy.

(b)in all cases where appropriate, the carrying out of
sample testing of marketed products, investigating
and, if necessary, keeping a register of complaints and
keeping distributors informed of such monitoring.

Action such as that referred to in (b) of the third
subparagraph shall be undertaken on a voluntary basis or
at the request of the competent authorities in accordance
with Article 8(1)(f). Recall shall take place as a last resort,
where other measures would not suffice to prevent the
risks involved, in instances where the producers consider
it necessary or where they are obliged to do so further to a
measure taken by the competent authority. It may be
effected within the framework of codes of good practice
on the matter in the Member State concerned, where such
codes exist.

2. Distributors shall be required to act with due care
to help to ensure compliance with the applicable safety
requirements, in particular by not supplying products
which they know or should have presumed, on the basis
of the information in their possession and as
professionals, do not comply with those requirements.
Moreover, within the limits of their respective activities,
they shall participate in monitoring the safety of products
placed on the market, especially by passing on
information on product risks, keeping and providing the
documentation necessary for tracing the origin of
products, and cooperating in the action taken by
producers and competent authorities to avoid the risks.
Within the limits of their respective activities they shall
take measures enabling them to cooperate efficiently.

3. Where producers and distributors know or ought to
know, on the basis of the information in their possession
and as professionals, that a product that they have placed
on the market poses risks to the consumer that are
incompatible with the general safety requirement, they
shall immediately inform the competent authorities of the
Member States thereof under the conditions laid down in
Annex I, giving details, in particular, of action taken to
prevent risk to the consumer.

The Commission shall, in accordance with the procedure
referred to in Article 15(3), adapt the specific
requirements relating to the obligation to provide
information laid down in Annex L.

4, Producers and distributors shall, within the limits
of their respective activities, cooperate with the competent
authorities, at the request of the latter, on action taken to
avoid the risks posed by products which they supply or
have supplied. The procedures for such cooperation,
including procedures for dialogue with the producers and
distributors concerned on issues related to product safety,
shall be established by the competent authorities.
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KAPITOLA IV

Zvlastni povinnosti a pravomoci ¢lenskych stath

Clének 6

1. Clenské staty zajisti, aby vyrobci a distributofi
plnili své povinnosti podle této smérnice tak, aby vyrobky
uvadéné na trh byly bezpec¢né.

2. Clenské staty ziidi nebo jmenuji organy piislusné
pro kontrolu shody vyrobkd spozadavky na obecnou
bezpec€nost a zajisti, aby tyto organy mély a pouzivaly
pravomoci nezbytné k tomu, aby mohly pfijimat vhodna
opatfeni, kterd jim podle této smérnice piislusi.

3. Clenské staty vymezi ukoly, pravomoci, organizaci
azpusob spoluprace pfislusnych organt. Pribézné
Komisi informuji a Komise pfedava tyto informace
ostatnim Clenskym statim.

Clének 7

l. Clenské staty stanovi pravidla pro ukladani sankci
pfi porusovani vnitrostatnich predpisi pfijatych na
zékladé této smérnice a pfijmou veSkerd opatfeni
nezbytna pro jejich provadéni. Stanovené sankce musi byt
uginné, pfiméfené a odrazujici. Clenské staty notifikuji
tyto predpisy Komisi do 15.ledna 2004 arovnéz
neprodlené notifikuji kazdou jejich zménu.

Clének 8

1. Pro ucely této smérnice, a zejména clanku 6 této
smérnice, jsou prislusné organy Clenskych stath
opravnény mimo jiné pfijimat opatfeni uvedena nize
v pismenu a) a v pfipad¢ potieby opatieni podle pismen b)
az f):

a) ukazdého vyrobku:

i) organizovat v odpovidajicim rozsahu vhodné
kontroly jeho vlastnosti tykajicich se bezpecnosti,
ipo jeho uvedeni jako bezpecného na trh, az do
koneéného stadia pouzivani nebo spotieby;

ii) vyzadovat od zOcCastnénych stran

nezbytné informace;

vsechny

iii) odebirat vzorky vyrobkl a
zkouskam bezpecnosti;

podrobovat je

b) ukazdého vyrobku, ktery by mohl za urcitych
podminek pfedstavovat riziko:

i) vyzadovat, aby byl uveden na trh s odpovidajicim
upozornénim na riziko, které mize predstavovat;
toto upozornéni musi byt snadno srozumitelné
a jasné formulované v ufednich jazycich ¢lenského
statu, ve kterém je vyrobek uvadeén na trh;

CHAPTER IV

Specific obligations and powers of the Member States

Article 6

1. Member States shall ensure that producers and
distributors comply with their obligations under this
Directive in such a way that products placed on the
market are safe.

2. Member States shall establish or nominate
authorities competent to monitor the compliance of
products with the general safety requirements and arrange
for such authorities to have and use the necessary powers
to take the appropriate measures incumbent upon them
under this Directive.

3. Member States shall define the tasks, powers,
organisation and cooperation arrangements of the
competent authorities. They shall keep the Commission
informed, and the Commission shall pass on such
information to the other Member States.

Article 7

Member States shall lay down the rules on penalties
applicable to infringements of the national provisions
adopted pursuant to this Directive and shall take all
measures necessary to ensure that they are implemented.
The penalties provided for shall be effective,
proportionate and dissuasive. Member States shall notify
those provisions to the Commission by 15 January 2004
and shall also notify it, without delay, of any amendment
affecting them.

Article 8

1. For the purposes of this Directive, and in particular
of Article 6 thereof, the competent authorities of the
Member States shall be entitled to take, inter alia, the
measures in (a) and in (b) to (f) below, where appropriate:

(a) for any product:

() to organise, even after its being placed on the
market as being safe, appropriate checks on its
safety properties, on an adequate scale, up to the
final stage of use or consumption;

(i1) to require all necessary information from the
parties concerned,;

(iii) to take samples of products and subject them to
safety checks;

(b) for any product that could pose risks in certain
conditions:

(i) to require that it be marked with suitable, clearly
worded and easily comprehensible warnings, in
the official languages of the Member State in
which the product is marketed, on the risks it
may present;
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ii) podrobit jeho uvedeni na trh takovym predbéznym
podminkam, aby byl bezpecny;

¢) ukazdého vyrobku, ktery by mohl predstavovat riziko
pro urcité osoby:

nafidit, aby byly tyto osoby upozornény na riziko ve
vhodnou dobu avhodnym zpisobem, véetné
zvefejnéni zvlastnich upozornéni;

d) ukazdého vyrobku, ktery by mohl byt nebezpecny:

docasn¢ zakazat jeho dodavani, nabizeni k dodani
nebo jeho vystavovani, ato na dobu potiebnou pro
rizna hodnoceni bezpecnosti, zkousky a kontroly;

e) ukazdého nebezpecného vyrobku:

zakazat jeho uvedeni na trh azavést stim spojena
opatfeni pro dodrZeni tohoto zakazu;

f) ukazdého nebezpecného vyrobku, ktery je jiz na trhu:

i) nafidit nebo zorganizovat jeho skutecné a okamzité
stazeni a varovat spotiebitele pfed rizikem, které
predstavuje;

ii) nafidit nebo zkoordinovat, popfipadé spolu
s vyrobci a distributory zorganizovat, za vhodnych
podminek jeho zpétné prevzeti od spotiebiteld a
jeho zniceni.
2. Pokud piislusné organy clenskych statd ptijmou
opatfeni uvedena v odstavci 1, zejména opatieni podle
pismend) azf), jsou povinny jednat v souladu se
Smlouvou, azejména s ¢lanky 28 a30 této smlouvy,
aopatfeni uskuteCfiovat pfiméfené vaznosti rizika
a s patfiénym ohledem na zasadu piedbézné opatrnosti.

Vramci téchto  opatfeni podnécuji  a podporuji
dobrovolnou ¢innost vyrobel a distributorG odpovidajici
povinnostem, které pro né vyplyvaji ztéto smérnice,
a zejména z kapitoly III této smérnice, popiipadé véetné
vypracovani pravidel spravné praxe.

V piipadé potieby zorganizuji nebo nafidi opatieni
stanovena v odst. 1 pism. f), jestlize akce vyrobcu
a distributord pfi plnéni jejich povinnosti je neuspokojiva
nebo nedostate¢na. Zpétné prevzeti se uskuteéni jako
posledni prostfedek. Muze byt provedeno v dotyéném
Clenském statu v ramci pravidel spravné praxe v této
oblasti, pokud takova pravidla existuji.

3. Prislusné organy jsou zejména opravnény provést
nezbytnou akci scilem pohotoveé uplatnit piislusna
opatfeni uvedend v odst. 1 pism. b) az f) v pfipadé, kdy
vyrobky predstavuji vazné riziko. Clenské staty tyto
okolnosti vysetii a podle podstaty véci ptipad od ptipadu
posoudi s pfihlédnutim k pokynim uvedenym v bodé 8
ptilohy II.

(i) to make its marketing subject to prior conditions
so as to make it safe;

(c) for any product that could pose risks for certain
persons:

to order that they be given warning of the risk in good
time and in an appropriate form, including the
publication of special warnings;

(d) for any product that could be dangerous:

for the period needed for the various safety
evaluations, checks and controls, temporarily to ban
its supply, the offer to supply it or its display;

(e) for any dangerous product:

to ban its marketing and introduce the accompanying
measures required to ensure the ban is complied with;

(f) for any dangerous product already on the market:

(1) to order or organise its actual and immediate
withdrawal, and alert consumers to the risks it
presents;

(il) to order or coordinate or, if appropriate, to
organise together with producers and distributors
its recall from consumers and its destruction in
suitable conditions.

2. When the competent authorities of the Member
States take measures such as those provided for in
paragraph 1, in particular those referred to in (d) to (f),
they shall act in accordance with the Treaty, and in
particular Articles 28 and 30 thereof, in such a way as to
implement the measures in a manner proportional to the
seriousness of the risk, and taking due account of the
precautionary principle.

In this context, they shall encourage and promote
voluntary action by producers and distributors, in
accordance with the obligations incumbent on them under
this Directive, and in particular Chapter III thereof,
including where applicable by the development of codes
of good practice.

If necessary, they shall organise or order the measures
provided for in paragraph 1(f) if the action undertaken by
the producers and distributors in fulfilment of their
obligations is unsatisfactory or insufficient. Recall shall
take place as a last resort. It may be effected within the
framework of codes of good practice on the matter in the
Member State concerned, where such codes exist.

3. In particular, the competent authorities shall have
the power to take the necessary action to apply with due
dispatch appropriate measures such as those mentioned in
paragraph 1, (b) to (f), in the case of products posing a
serious risk. These circumstances shall be determined by
the Member States, assessing each individual case on its
merits, taking into account the guidelines referred to in
point 8 of Annex II.
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4. Opatieni, kterd maji byt pfijata ptislusSnymi organy
podle tohoto ¢lanku, jsou podle okolnosti urcena:

a) vyrobci;

b) distributorim v ramci jejich ¢innosti, zejména pak
strané odpovédné za prvotni distribuci na
vnitrostatnim trhu;

c) v pripadé nutnosti vSem dalSim osobam se zfetelem
na spolupraci pfi akcich zaméfenych na zabranéni
riziku vyplyvajicimu z vyrobku.

Clének 9

l. Clenské staty zajisti, aby byly zavedeny piistupy
pouzivajici vhodné prostfedky a postupy pro =zajisténi
ucinného dozoru nad trhem, ktery zaruci vysokou troven
ochrany zdravi abezpecnosti spotiebiteld a ktery
predpoklada spolupraci mezi jejich pfislusnymi organy.
Tyto pfistupy mohou zejména zahrnovat:

a) vypracovani, pravidelnou aktualizaci a provadéni
sektorovych programti dozoru pro kategorie vyrobkt
arizik apro sledovani Cinnosti, zjisténi a vysledkid
dozoru;

b) sledovani a aktualizaci védeckych a technickych
znalosti tykajicich se bezpecnosti vyrobk;

c) pravidelné prezkoumavani a posuzovani toho, jak
funguji ajak jsou ucinné kontrolni Cinnosti,
a v ptripadé potieby prepracovani zavedené koncepce
dozoru a jeho organizace.

2. Clenské staty zajisti, aby spotiebiteliim a ostatnim
zuCastnénym stranam bylo umoznéno podavat stiznosti
u piislusnych organti ohledné bezpecnosti vyrobki
a dozorovych a kontrolnich ¢innosti a aby tyto stiZnosti
byly piislusné vyfizovany. Clenské staty operativné
informuji  spotiebitele a ostatni z(castnéné strany
o postupech, které byly za timto ucelem zavedeny.

Clének 10

1. Komise podporuje evropskou sit’ organu ¢lenskych
stati piislusnych pro bezpecnost vyrobkl a podili se na
jeji ¢innosti, zejména formou administrativni spoluprace.

2. Cinnost této sité je tieba koordinovat s dal§imi
existujicimi  postupy  Spoleenstvi, zejména  se
systétmem RAPEX. Jejim cilem je zejména usnadnit:

a) vyménu informaci o posuzovani rizik, nebezpecnych
vyrobcich, zkuSebnich metodach a vysledcich, novém
védeckém vyvoji i o ostatnich hlediscich vyznamnych
pro kontrolni ¢innosti;

b) vypracovani a provadéni spoleénych programt dozoru
a zkousSeni;

¢) vyménu zkuSenosti postupt

a spolupraci pii vycviku;

a osvédCenych

4. The measures to be taken by the competent
authorities under this Article shall be addressed, as
appropriate, to:

(a) the producer;

(b) within the limits of their respective activities,
distributors and in particular the party responsible for
the first stage of distribution on the national market;

(c) any other person, where necessary, with a view to
cooperation in action taken to avoid risks arising from
a product.

Article 9

1. In order to ensure effective market surveillance,
aimed at guaranteeing a high level of consumer health and
safety protection, which entails cooperation between their
competent authorities, Member States shall ensure that
approaches employing appropriate means and procedures
are put in place, which may include in particular:

(a) establishment, periodical updating and implementation
of sectoral surveillance programmes by categories of
products or risks and the monitoring of surveillance
activities, findings and results;

(b) follow-up and updating of scientific and technical
knowledge concerning the safety of products;

(c) periodical review and assessment of the functioning of
the control activities and their effectiveness and, if
necessary, revision of the surveillance approach and
organisation put in place.

2. Member States shall ensure that consumers and
other interested parties are given an opportunity to submit
complaints to the competent authorities on product safety
and on surveillance and control activities and that these
complaints are followed up as appropriate. Member States
shall actively inform consumers and other interested
parties of the procedures established to that end.

Article 10

1. The Commission shall promote and take part in the
operation in a European network of the authorities of the
Member States competent for product safety, in particular
in the form of administrative cooperation.

2. This network operation shall develop in a
coordinated manner with the other existing Community
procedures, particularly RAPEX. Its objective shall be, in
particular, to facilitate:

(a) the exchange of information on risk assessment,
dangerous products, test methods and results, recent
scientific developments as well as other aspects
relevant for control activities;

(b) the establishment and execution of joint surveillance
and testing projects;

(c) the exchange of expertise and best practices and
cooperation in training activities;
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d) lepsi spolupraci na urovni Spolecenstvi, pokud jde
o vysledovani, stazeni a zpétné prevzeti nebezpecnych
vyrobkil.

KAPITOLA V

Vyména informaci a situace vyZadujici rychly zasah

Clének 11

1. Jestlize clensky stat piijme opatfeni, kterymi
omezi uvadéni vyrobkl na trh nebo naridi jejich stazeni
nebo zpétné prevzeti, jako jsou opatfeni uvedena v ¢l. 8
odst. 1 pism. b) az f), uvédomi o nich Komisi a uvede své
divody pro jejich pfijeti, pokud se takova notifikace
nepozaduje podle clanku 12 nebo podle zvlastnich
pravnich piedpist Spoleéenstvi. Rovnéz uvédomi Komisi
o vSech zménach nebo o zruSeni téchto opatieni.

Usoudi-li notifikujici Clensky stat, ze ucinky rizika
nepiesahnou nebo nemohou presdhnout jeho uzemi,
notifikuje doty¢na opatfeni, jestlize zahrnuji informace,
které pravdépodobné budou zhlediska bezpecnosti
vyrobkll clenské staty zajimat, a zejména jestlize jsou
odezvou na nové riziko, které doposud nebylo v jinych
notifikacich ohlaseno.

V souladu s postupem stanovenym v ¢l. 15 odst. 3 této
smérnice pfijme Komise pro zajisténi Gi¢innosti a fadného
fungovani systému pokyny uvedené v bodé 8 prilohy II.
Tyto pokyny poskytnou piedlohu pro obsah
a normalizovany formulaf pro notifikace uvedené v tomto
clanku a zejména piesna kritéria pro stanoveni podminek,
za kterych je notifikace dilezitd pro ucely druhého
pododstavce.

2. Komise pfeda notifikaci ostatnim clenskym
statim, pokud po piezkouméni na zakladé informaci
obsazenych v notifikaci neusoudi, ze opatieni neni
v souladu s pravnimi ptedpisy Spolecenstvi. V takovém
ptipadé neprodlené uvédomi Clensky stat, ktery zahajil
akci.

Clének 12

1. Pokud c¢lensky stat pifijme nebo se rozhodne
pfijmout, doporucit nebo s vyrobci a distributory na
povinném nebo dobrovolném zakladé dohodnout opatreni
nebo akce, kterymi na svém Uzemi z divodu vazného
rizika zamezi pfipadnému uvedeni vyrobku na trh nebo
jeho pouzivani, omezi toto uvedeni nebo pouzivani nebo
podrobi  zvla§tnim  podminkdm, neprodlené¢ je
prosttednictvim systému RAPEX notifikuje Komisi.
RovnéZz bez prodleni uvédomi Komisi o zméné nebo
zruseni takového opatieni nebo akce.

(d) improved cooperation at Community level with regard
to the tracing, withdrawal and recall of dangerous
products.

CHAPTER V

Exchanges of information and rapid intervention
situations

Article 11

1. Where a Member State takes measures which
restrict the placing on the market of products — or require
their withdrawal or recall — such as those provided for in
Article 8(1)(b) to (f), the Member State shall, to the extent
that such notification is not required under Article 12 or
any specific Community legislation, inform the
Commission of the measures, specifying its reasons for
adopting them. It shall also inform the Commission of any
modification or lifting of such measures.

If the notifying Member State considers that the effects of
the risk do not or cannot go beyond its territory, it shall
notify the measures concerned insofar as they involve
information likely to be of interest to Member States from
the product safety standpoint, and in particular if they are
in response to a new risk which has not yet been reported
in other notifications.

In accordance with the procedure laid down in Article
15(3) of this Directive, the Commission shall, while
ensuring the effectiveness and proper functioning of the
system, adopt the guidelines referred to in point 8 of
Annex II. These shall propose the content and standard
form for the notifications provided for in this Article, and,
in particular, shall provide precise criteria for determining
the conditions for which notification is relevant for the
purposes of the second subparagraph.

2. The Commission shall forward the notification to
the other Member States, unless it concludes, after
examination on the basis of the information contained in
the notification, that the measure does not comply with
Community law. In such a case, it shall immediately
inform the Member State which initiated the action.

Article 12

1. Where a Member State adopts or decides to adopt,
recommend or agree with producers and distributors,
whether on a compulsory or voluntary basis, measures or
actions to prevent, restrict or impose specific conditions
on the possible marketing or use, within its own territory,
of products by reason of a serious risk, it shall
immediately notify the Commission thereof through
RAPEX. It shall also inform the Commission without
delay of modification or withdrawal of any such measure
or action.
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Jestlize notifikujici Clensky stat usoudi, ze ucinky rizika
nepfesahnou nebo nemohou pfesahnout jeho uwzemi,
pouzije postup stanoveny v ¢lanku 11, pficemz ptihlédne
ke kritériim navrzenym v pokynech uvedenych v bodé 8
prilohy II.

Aniz je dotéen prvni pododstavec, mohou Clenské staty
pred rozhodnutim o pfijeti téchto opatfeni nebo
podniknuti téchto akei pfedat Komisi vSechny informace
o existenci vazného rizika, které maji k dispozici.

V ptipad¢ vazného rizika notifikuji Komisi dobrovolna
opatfeni stanovena v ¢lanku 5 této smérnice, ktera prijali
vyrobci a distributofi.

2. Po obdrzeni téchto notifikaci zkontroluje Komise,
zda vyhovuji tomuto ¢lanku a pozadavkdm na fungovani
syst¢ému RAPEX, a predaji je ostatnim ¢lenskym statim,
které ihned uvédomi Komisi o vSech svych pfijatych
opatfenich.

3. Podrobné postupy systému RAPEX jsou stanoveny
v pfiloze II. Jejich upravy provede Komise postupem
uvedenym v ¢l. 15 odst. 3.

4. Pristup  ksysttmu RAPEX je  otevien
kandidatskym zemim, tfetim zemim nebo mezinarodnim
organizacim v ramci dohod mezi SpolecCenstvim a témito
zemémi nebo mezindrodnimi  organizacemi, ato
zptsobem stanovenym v téchto dohodach. Vsechny tyto
dohody musi byt zalozeny na vzajemnosti a musi
obsahovat  ustanoveni o divérnosti  odpovidajici
ustanovenim pouzivanym ve Spolecenstvi.

Clének 13

l. Bude-li Komise upozornéna na vazné riziko
vyplyvajici z urCitych vyrobkd pro zdravi a bezpecnost
spotfebitell v riznych clenskych statech, mize po
konzultaci s ¢lenskymi staty, a pokud se objevi odborné
otazky spadajici do pravomoci né&kterého védeckého
vyboru Spolecenstvi, také po konzultaci s vyborem
pfislusnym pro doty¢éné riziko, pfijmout na zakladeé
vysledku téchto konzultaci a v souladu s postupem
stanovenym v €l. 15 odst. 2 rozhodnuti, kterym se bude
pozadovat, aby clenské staty pfijaly ncktera opatfeni
z téch, ktera jsou uvedena v ¢l. 8 odst. 1 pism. b) azf),
jestlize soucasné:

a) pii predchozich konzultacich s ¢lenskymi staty vyslo
najevo, Ze se vyznamné li§i v pfijatém nebo
piipravovaném pristupu k riziku; a

b) vzhledem k povaze problému spojeného s bezpecnosti
vyrobku se nelze srizikem vyrovnat zplusobem
sluditelnym se stupném naléhavosti ptipadu a postupy
stanovenymi zvlastnimi pravnimi predpisy
Spolecenstvi, které se na doty¢né vyrobky vztahuji; a

If the notifying Member State considers that the effects of
the risk do not or cannot go beyond its territory, it shall
follow the procedure laid down in Article 11, taking into
account the relevant criteria proposed in the guidelines
referred to in point 8 of Annex II.

Without prejudice to the first subparagraph, before
deciding to adopt such measures or to take such action,
Member States may pass on to the Commission any
information in their possession regarding the existence of
a serious risk.

In the case of a serious risk, they shall notify the
Commission of the voluntary measures laid down in
Article 5 of this Directive taken by producers and
distributors.

2. On receiving such notifications, the Commission
shall check whether they comply with this Article and
with the requirements applicable to the functioning of
RAPEX, and shall forward them to the other Member
States, which, in turn, shall immediately inform the
Commission of any measures adopted.

3. Detailed procedures for RAPEX are set out in
Annex II. They shall be adapted by the Commission in
accordance with the procedure referred to in Article
15(3).

4. Access to RAPEX shall be open to applicant
countries, third countries or international organisations,
within the framework of agreements between the
Community and those countries or international
organisations, according to arrangements defined in these
agreements. Any such agreements shall be based on
reciprocity and include provisions on confidentiality
corresponding to those applicable in the Community.

Article 13

1. If the Commission becomes aware of a serious risk
from certain products to the health and safety of
consumers in various Member States, it may, after
consulting the Member States, and, if scientific questions
arise which fall within the competence of a Community
Scientific  Committee, the Scientific Committee
competent to deal with the risk concerned, adopt a
decision in the light of the result of those consultations, in
accordance with the procedure laid down in Article 15(2),
requiring Member States to take measures from among
those listed in Article 8(1)(b) to (f) if, at one and the same
time:

(a) it emerges from prior consultations with the Member
States that they differ significantly on the approach
adopted or to be adopted to deal with the risk; and

(b) the risk cannot be dealt with, in view of the nature of
the safety issue posed by the product, in a manner
compatible with the degree of urgency of the case,
under other procedures laid down by the specific
Community legislation applicable to the products
concerned; and
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c) riziko muze byt U¢inné vylouceno pouze pfijetim
vhodnych  opatfeni  pouzitelnych na  urovni
Spolecenstvi s cilem =zajistit jednotnou a vysokou
urovenn ochrany zdravi abezpecnosti spotiebiteld
a fadné fungovani vnitiniho trhu.

2. Rozhodnuti uvedena v odstavci 1 jsou platnd po
dobu nejvyse jednoho roku amohou byt stejnym
postupem potvrzena na dal$i obdobi, znichz Zzadné
nepfesahne jeden rok.

Rozhodnuti tykajici se konkrétnich jednotlivé urcenych
vyrobkll nebo sérii vyrobki jsou vSak platna bez ¢asového
omezeni.

3. Vyvoz nebezpecnych
pfedmétem rozhodnuti
SpoleCenstvi  se
nestanovi jinak.

vyrobki, které byly
uvedeného v odstavei 1, ze
zakazuje, pokud dané rozhodnuti

4. Clenské staty piijmou nejpozdéji do 20 dnd
vSechna nezbytnd opatieni k provedeni rozhodnuti
uvedenych v odstavci 1, pokud neni stanovena v téchto
rozhodnutich odli$na lhtta.

5. Prislusné organy odpovédné za provadéni opatieni
uvedenych v odstavci 1 poskytnou zicastnénym stranam
moznost predlozit béhem jednoho mésice sva stanoviska a
uvédomi o nich Komisi.

KAPITOLA VI
Postupy vyboru

Clének 14

1. Opatieni nezbytna k provadéni této smérnice se
prijmou v souladu s regulativnim postupem stanovenym
v ¢l. 15 odst. 2, pokud jde o:

a) opatieni uvedend v c¢lanku4 tykajici se norem
ptijatych evropskymi normaliza¢nimi orgéany;

b) rozhodnuti uvedena v ¢lanku 13, kterymi se pozaduje,
aby Cclenské staty prijaly opatfeni uvedena v ¢l. 8
odst. 1 pism. b) az f).

2. Ve vsech ostatnich ptipadech se opatfeni nezbytna

k provadéni této smérnice pfijimaji v souladu s poradnim

postupem stanovenym v ¢l. 15 odst. 3.

Clanek 15
l. Komisi je ndpomocen vybor.
2. Odkazuje-li se na tento odstavec, pouziji se

Clanky 5 a7 rozhodnuti 1999/468/ES
¢lanek 8 zminéného rozhodnuti.

Doba uvedena v €l. 5 odst. 6 rozhodnuti 1999/468/ES je
15 dnd.

s ohledem na

(c) the risk can be eliminated effectively only by adopting
appropriate measures applicable at Community level,
in order to ensure a consistent and high level of
protection of the health and safety of consumers and
the proper functioning of the internal market.

2. The decisions referred to in paragraph 1 shall be
valid for a period not exceeding one year and may be
confirmed, under the same procedure, for additional
periods none of which shall exceed one year.

However, decisions concerning specific, individually
identified products or batches of products shall be valid
without a time limit.

3. Export from the Community of dangerous products
which have been the subject of a decision referred to in
paragraph 1 shall be prohibited unless the decision
provides otherwise.

4. Member States shall take all necessary measures to
implement the decisions referred to in paragraph 1 within
less than 20 days, unless a different period is specified in
those decisions.

5. The competent authorities responsible for carrying
out the measures referred to in paragraph 1 shall, within
one month, give the parties concerned an opportunity to
submit their views and shall inform the Commission
accordingly.

CHAPTER VI

Committee procedures

Article 14

1. The measures necessary for the implementation of
this Directive relating to the matters referred to below
shall be adopted in accordance with the regulatory
procedure provided for in Article 15(2):

(a) the measures referred to in Article 4 concerning
standards adopted by the European standardisation
bodies;

(b) the decisions referred to in Article 13 requiring
Member States to take measures as listed in Article

8(1)(b) to ().

2. The measures necessary for the implementation of
this Directive in respect of all other matters shall be
adopted in accordance with the advisory procedure
provided for in Article 15(3).

Article 15
1. The Commission shall be assisted by a Committee.
2. Where reference is made to this paragraph, Articles

5 and 7 of Decision 1999/468/EC shall apply, having
regard to the provisions of Article 8 thereof.

The period laid down in Article 5(6) of Decision
1999/468/EC shall be set at 15 days.
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3. Odkazuje-li se na tento odstavec, pouziji se
Clanky 3 a7 rozhodnuti 1999/468/ES s ohledem na
¢lanek 8 zminéného rozhodnuti.

4. Vybor ptijme svij jednaci fad.

KAPITOLA VII

Zavérecna ustanoveni

Clének 16

1. Informace, které maji organy Cclenskych statt
k dispozici o rizicich pro zdravi a bezpecnost spotiebitell
predstavovanych vyrobky, musi byt obecné piistupné
vetejnosti v souladu s pozadavky transparentnosti a aniz
jsou dotcena omezeni pozadovana pro kontrolu a Setfeni.
Vetejnost musi mit zejména piistup k informacim
o identifikaci vyrobku, povaze rizika a o pfijatych
opatfenich.

Clenské stity a Komise viak zajisti, aby jejich tfednici
azastupci  zachovavali  mléenlivost o informacich
ziskanych pro ucely této smeérnice, které svou povahou
v fadné odivodnénych pripadech podléhaji sluzebnimu
tajemstvi, kromé¢ informaci o vlastnostech vyrobki
tykajicich se bezpecnosti, které musi byt, jestlize to
okolnosti vyzaduji, zvefejnény v zajmu ochrany zdravi
a bezpecnosti spotfebiteld.

2. Ochrana sluzebniho tajemstvi nesmi branit
predavéani informaci dulezitych pro zajisténi uc¢innosti
kontroly trhu a ¢innosti dozoru pfislusnym organtim.
Organy, které obdrzi informace podléhajici sluzebnimu
tajemstvi, zajisti jejich ochranu.

Clanek 17
Touto smérnici neni dotceno uplatiiovani
smérnice 85/374/EHS.

Clanek 18
l. Kazdé opatieni pfijaté na zdklad¢ této smeérnice,

kterym se omezuje uvadéni vyrobku na trh nebo se
pozaduje jeho stazeni nebo zpétné prevzeti, musi byt
pfiméfené odlivodnéno. Opatfeni se co nejdiive oznami
dotyéné strané auvedou se opravné prostiedky podle
pravnich predpist platnych v pfislusném clenském staté
a lhity pro podani téchto prostiedk.

Kdykoliv to bude proveditelné, musi byt doty¢nym
stranam umoznéno, aby pred piijetim opatfeni piedlozily
sva stanoviska. Pokud ktomu nedojde predem pro
naléhavost opatieni, kterd maji byt pfijata, bude tato
moznost poskytnuta v pfihodnou dobu po provedeni
téchto opatieni.

3. Where reference is made to this paragraph, Articles
3 and 7 of Decision 1999/468/EC shall apply, having
regard to the provisions of Article 8 thereof.

4. The Committee shall adopt its rules of procedure.

CHAPTER VII

Final provisions

Article 16

1. Information available to the authorities of the
Member States or the Commission relating to risks to
consumer health and safety posed by products shall in
general be available to the public, in accordance with the
requirements of transparency and without prejudice to the
restrictions required for monitoring and investigation
activities. In particular the public shall have access to
information on product identification, the nature of the
risk and the measures taken.

However, Member States and the Commission shall take
the steps necessary to ensure that their officials and agents
are required not to disclose information obtained for the
purposes of this Directive which, by its nature, is covered
by professional secrecy in duly justified cases, except for
information relating to the safety properties of products
which must be made public if circumstances so require, in
order to protect the health and safety of consumers.

2. Protection of professional secrecy shall not prevent
the dissemination to the competent authorities of
information relevant for ensuring the effectiveness of
market monitoring and surveillance activities. The
authorities receiving information covered by professional
secrecy shall ensure its protection.

Article 17

This Directive shall be without prejudice to the
application of Directive 85/374/EEC.

Article 18

1. Any measure adopted under this Directive and
involving restrictions on the placing of a product on the
market or requiring its withdrawal or recall must state the
appropriate reasons on which it is based. It shall be
notified as soon as possible to the party concerned and
shall indicate the remedies available under the provisions
in force in the Member State in question and the time
limits applying to such remedies.

The parties concerned shall, whenever feasible, be given
an opportunity to submit their views before the adoption
of the measure. If this has not been done in advance
because of the urgency of the measures to be taken, they
shall be given such opportunity in due course after the
measure has been implemented.
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U opatieni pozadujicich stazeni vyrobku nebo jeho zpétné
pfevzeti je nutno vzit v ivahu potebu pfimét distributory,
uzivatele a spotiebitele k sou¢innosti pii provadéni téchto
opatieni.

2. Clenské staty zajisti, aby proti kazdému opatieni
pfijatému pfisluSnym organem, kterym se omezuje
uvadéni vyrobku na trh nebo se pozaduje jeho stazeni
nebo zpétné prevzeti, mohla byt vznesena ndmitka
u prislusnych soudu.

3. Zadnym rozhodnutim pfijatym na zakladé této
smérnice, kterym se omezuje uvadéni vyrobku na trh
nebo se pozaduje jeho stazeni nebo zpétné prevzeti, neni
dotéeno posuzovani odpovédnosti dotycné strany podle
vnitrostatniho trestniho prava vztahujiciho se na dany
ptipad.

Clének 19

1. Komise mulze predlozit vyboru uvedenému
v ¢lanku 15 jakoukoliv véc tykajici se uplatiovani této
smérnice a zejména Cinnosti kontroly trhu a dozoru nad
trhem.

2. Kazdé ti roky od 15. ledna 2004 predlozi Komise
Evropskému parlamentu a Rad€ zpravu o provadéni této
smérnice.

Zprava bude obsahovat zejména informace o bezpecnosti
vyrobkii uréenych spotfebitelim, zejména o zlepSeni
sledovatelnosti vyrobku, fungovani dozoru nad trhem,
normalizacni Cinnosti, fungovéani systému RAPEX
a o opatfenich Komise pfijatych na zaklad¢é c¢lanku 13.
Zatimto ucelem posoudi Komise pfislusné otazky,
zejména  pristupy, systémy aprovadéci piedpisy
Clenskych statl zhlediska pozadavkll této smérnice
a dalSich pravnich predpisi SpoleCenstvi tykajicich se
bezpecnosti vyrobkil. Clenské staty poskytnou Komisi
veskerou nezbytnou pomoc ainformace pro tato
posouzeni a piipravu zpravy.

Clének 20

Komise wuréi potieby, moznosti a priority cinnosti
Spolecenstvi zaméfené na bezpecnost sluzeb ado
1. ledna 2003 piedlozi Evropskému parlamentu a Radé
zpravu, v pripad¢ potfeby doprovazenou piislusnymi
navrhy.

Clének 21

l. Clenské staty uvedou v platnost pravni a spravni
predpisy nezbytné pro dosazeni souladu s touto smérnici
s t¢innosti od 15. ledna 2004. Neprodlené o nich uvédomi
Komisi.

Measures requiring the withdrawal of a product or its
recall shall take into consideration the need to encourage
distributors, users and consumers to contribute to the
implementation of such measures.

2. Member States shall ensure that any measure taken
by the competent authorities involving restrictions on the
placing of a product on the market or requiring its
withdrawal or recall can be challenged before the
competent courts.

3. Any decision taken by virtue of this Directive and
involving restrictions on the placing of a product on the
market or requiring its withdrawal or its recall shall be
without prejudice to assessment of the liability of the
party concerned, in the light of the national criminal law
applying in the case in question.

Article 19

1. The Commission may bring before the Committee
referred to in Article 15 any matter concerning the
application of this Directive and particularly those
relating to market monitoring and surveillance activities.

2. Every three years, following 15 January 2004, the
Commission shall submit a report on the implementation
of this Directive to the European Parliament and the
Council.

The report shall in particular include information on the
safety of consumer products, in particular on improved
traceability of products, the functioning of market
surveillance, standardisation work, the functioning of
RAPEX and Community measures taken on the basis of
Article 13. To this end the Commission shall conduct
assessments of the relevant issues, in particular the
approaches, systems and practices put in place in the
Member States, in the light of the requirements of this
Directive and the other Community legislation relating to
product safety. The Member States shall provide the
Commission with all the necessary assistance and
information for carrying out the assessments and
preparing the reports.

Article 20

The Commission shall identify the needs, possibilities and
priorities for Community action on the safety of services
and submit to the European Parliament and the Council,
before 1 January 2003, a report, accompanied by
proposals on the subject as appropriate.

Article 21

1. Member States shall bring into force the laws,
regulations and administrative provisions necessary in
order to comply with this Directive with effect from 15
January 2004. They shall forthwith inform the
Commission thereof.
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Tyto predpisy piijaté Clenskymi stdity musi obsahovat
odkaz na tuto smérnici nebo musi byt takovy odkaz
ucinén pii jejich Gfednim vyhlaseni. Zptusob odkazu si
stanovi ¢lenské staty.

2. Clenské  staty sdéli Komisi ustanoveni
vnitrostatnich pravnich ptedpisi, které pfijmou v oblasti
pusobnosti této smérnice.

Clének 22

Smérnice 92/59/EHS se zrusuje s G¢innosti od 15. ledna
2004, aniz jsou dotéeny povinnosti Clenskych statt
tykajici se lhit pro transpozici aucinnost zminéné
smérnice, jak je uvedeno v priloze III.

Odkazy na smérnici 92/59/EHS se povazuji za odkazy na
tuto smérnici v souladu se srovnavaci tabulkou obsazenou
v ptiloze IV.

Clének 23

Tato smérnice vstupuje v platnost dnem vyhlaseni
v Urednim véstniku Evropskych spolecenstvi.

Cléanek 24

Tato smérnice je urcena clenskym statim.

V Bruselu dne 3. prosince 2001.

Za Evropsky parlament Za Radu
predsedkyné predseda
N. FONTAINE F. VANDENBROUCKE

When Member States adopt those measures, they shall
contain a reference to this Directive or be accompanied by
such reference on the occasion of their official
publication. The methods of making such reference shall
be laid down by Member States.

2. Member States shall communicate to the
Commission the provisions of national law which they
adopt in the field covered by this Directive.

Article 22

Directive 92/59/EEC is hereby repealed from 15 January
2004, without prejudice to the obligations of Member
States concerning the deadlines for transposition and
application of the said Directive as indicated in Annex III.

References to Directive 92/59/EEC shall be construed as
references to this Directive and shall be read in
accordance with the correlation table in Annex IV.

Article 23

This Directive shall enter into force on the day of its
publication in the Official Journal of the European
Communities.

Article 24

This Directive is addressed to the Member States.

Done at Brussels, 3 December 2001.

For the Council
The President
F. VANDENBROUCKE

For the European Parliament
The President
N. FONTAINE
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1.

PRILOHA I

POZADAVKY NA INFORMACE, KTERE MAJI
VYROBCI A DISTRIBUTORI PREDAVAT
PRISLUSNYM ORGANUM O VYROBCICH,
KTERE NEVYHOVUJI POZADAVKU NA
OBECNOU BEZPECNOST

Informace uvedené v ¢L. 5 odst. 3, nebo popfipadé ve
zvlastnich  pfedpisech  Spolecenstvi o doty¢nych
vyrobcich, jsou preddny pfisluSnym organtim
jmenovanym k tomuto ucelu v ¢lenskych statech, ve
kterych jsou dotycné vyrobky uvadény nebo byly
uvedeny na trh nebo jinak dodany nebo dodavany
spotiebitelim.

Komise, které je napomocen vybor uvedeny
v Clanku 15, stanovi obsah a normalizovany formulaf
pro notifikace uvedené v této ptiloze a zajisti uc¢innost
atadné fungovani systému. Zejména stanovi, nejspise
formou prirucky, jednoducha ajasna kritéria pro
stanoveni zvlastnich podminek tykajicich se zejména
ojedinélych okolnosti nebo vyrobki, unichz se
notifikace podle této ptrilohy nepozaduje.

V ptipadé vazného rizika musi informace

obsahovat pfinejmensim:

tyto

a) informace umoziujici pfesnou identifikaci daného
vyrobku nebo série vyrobki;

b) uplny popis rizika, které dané vyrobky predstavuji;

c) vesker¢ dostupné informace dulezité

vysledovani vyrobku;

pro

d) popis akce zaméfené na zabranéni riziku pro
spotiebitele.

ANNEX I

REQUIREMENTS CONCERNING INFORMATION

ON PRODUCTS THAT DO NOT COMPLY WITH

THE GENERAL SAFETY REQUIREMENT TO BE

1.

PROVIDED TO THE COMPETENT
AUTHORITIES BY PRODUCERS AND
DISTRIBUTORS

The information specified in Article 5(3), or where
applicable by specific requirements of Community
rules on the product concerned, shall be passed to the
competent authorities appointed for the purpose in the
Member States where the products in question are or
have been marketed or otherwise supplied to
consumers.

The Commission, assisted by the Committee referred
to in Article 15, shall define the content and draw up
the standard form of the notifications provided for in
this Annex, while ensuring the effectiveness and
proper functioning of the system. In particular, it shall
put forward, possibly in the form of a guide, simple
and clear criteria for determining the special
conditions, particularly those concerning isolated
circumstances or products, for which notification is
not relevant in relation to this Annex.

In the event of serious risks, this information shall
include at least the following:

(a) information enabling a precise identification of the
product or batch of products in question;

(b) a full description of the risk that the products in
question present;

(c) all available information relevant for tracing the
product;

(d) a description of the action undertaken to prevent
risks to consumers.
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PRILOHA 11

POSTUPY PRO POUZITI SYSTEMU RAPEX
A POKYNY PRO NOTIFIKACE

Systém RAPEX se vztahuje na vyrobky definované
v ¢l. 2 pism. a), které predstavuji riziko pro zdravi
a bezpecnost spotiebiteli.

Lécivé  pripravky, na  které se  vztahuji
smérnice 75/319/EHS® a 81/851/EHS"), jsou vyhaty
z oblasti ptisobnosti systému RAPEX.

Utelem systému RAPEX je zejména rychld vyména
informaci v piipadé vazného rizika. Zvlastni kritéria
pro identifikaci vaznych rizik jsou definovana
v pokynech uvedenych v bodé 8.

Pti notifikaci podle ¢lanku 12 poskytnou ¢lenské staty
vesSkeré potiebné podrobnosti. Notifikace musi
obsahovat zejména informace podle pokyni
uvedenych v bod¢ 8, a pfinejmensim:

a) informace umoziujici identifikaci vyrobku;
b) popis doty¢ného rizika, véetné souhrnu vysledka

vSech zkouSek/rozbord a jejich zavérd, které jsou
dalezité pro posouzeni urovné rizika;

c) popfipadé povahu a trvani nebo

rozhodnutych opatfeni nebo akci;

prijatych

d) informace o dodavatelskych fetézcich a distribuci
vyrobku, zejména o zemich urcenf;

Pro predani téchto informaci musi byt pouzit zvlastni
normalizovany formulaf uréeny pro notifikace a musi
byt pouzity prostfedky stanovené v pokynech
uvedenych v bodé¢ 8.

Pokud je ucelem opatieni notifikovaného podle
¢lanku 11 nebo c¢lanku 12 omezeni prodeje nebo
pouziti chemickych latek nebo pfipravki, poskytnou
Clenské staty co nejdiive bud’ piehled ptislusnych
udaji o doty¢né latce nebo pfipravku a o znamych
a dostupnych nahrazkach, nebo odkaz na tyto udaje,
jestlize jsou takové informace k dispozici. Rovnéz
sdéli ocCekdvané ucinky opatfeni na zdravi
a bezpecnost spotiebitelll spolu s posouzenim rizika
provedenym v souladu sobecnymi zasadami pro

®)

Ut. vést. & L 147, 9.6.1975, s. 13. Smérnice naposledy
pozménéna smérnici Komise 2000/38/ES (UF. vést. &. L 139,
10. 6. 2000, s. 28).
Ut. vést. &. L 317, 6.11.1981, s. 1. Smérnice naposledy
pozménéna smérnici Komise 2000/37/ES (Uf. vést. &. L 139,
10. 6. 2000, s. 25).

ANNEX I1

PROCEDURES FOR THE APPLICATION OF

RAPEX AND GUIDELINES FOR NOTIFICATIONS

1.

RAPEX covers products as defined in Article 2(a) that
pose a serious risk to the health and safety of
consumers.

Pharmaceuticals, which come under Directives
75/319/EEC® and 81/851/EEC?), are excluded from
the scope of RAPEX.

RAPEX is essentially aimed at a rapid exchange of
information in the event of a serious risk. The
guidelines referred to in point 8 define specific criteria
for identifying serious risks.

Member States notifying under Article 12 shall
provide all available details. In particular, the
notification shall contain the information stipulated in
the guidelines referred to in point 8 and at least:

(a) information enabling the product to be identified;

(b) a description of the risk involved, including a
summary of the results of any tests/analyses and of
their conclusions which are relevant to assessing
the level of risk;

(c) the nature and the duration of the measures or
action taken or decided on, if applicable;

(d) information on supply chains and distribution of
the product, in particular on destination countries.

Such information must be transmitted using the
special standard notification form and by the means
stipulated in the guidelines referred to in point 8.

When the measure notified pursuant to Article 11 or
Article 12 seeks to limit the marketing or use of a
chemical substance or preparation, the Member States
shall provide as soon as possible either a summary or
the references of the relevant data relating to the
substance or preparation considered and to known and
available substitutes, where such information is
available. They will also communicate the anticipated
effects of the measure on consumer health and safety
together with the assessment of the risk carried out in

®)

©)

OJ L 147, 9.6.1975, p. 13. Directive as last amended by
Commission Directive 2000/38/EC (OJ L 139, 10.6.2000,
p. 28).
OJ L 317, 6.11.1981, p. 1. Directive as last amended by
Commission Directive 2000/37/EC (OJ L 139, 10.6.2000,
p- 25).
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hodnoceni rizika chemickych latek podle ¢l. 10 odst. 4
natizeni (EHS) &. 793/93"% v piipadé existujici latky,
nebo podle ¢&l.3 odst.2 smérnice 67/548/EHS""
v ptipadé nové latky. Podrobnosti a postupy pro tyto
pozadované informace jsou definovany v pokynech
uvedenych v bodé¢ 8.

Pokud clensky stat uvédomi v souladu s ¢l. 12 odst. 1
tietim pododstavcem Komisi o vazném riziku pred
rozhodnutim pfijmout opatfeni, je povinen Komisi do
45 dnti uvédomit o tom, zda tuto informaci potvrzuje
nebo méni.

Komise v nejkratsi mozné dobé ovéii shodu
informaci, které obdrzela prostiednictvim systému
RAPEX, s ustanovenimi smérnice a, pokud usoudi, ze
to je nezbytné a vzijmu posouzeni bezpeénosti
vyrobku, muze provést vlastni Setfeni. V piipadé

takového Setfeni poskytne clensky stat Komisi
pozadované informace podle svych nejlepSich
schopnosti.

Po obdrzeni notifikace podle ¢lanku 12 sdéli clenské
staty Komisi nejpozdéji ve 1huté stanovené
v pokynech uvedenych v bod¢ 8:

a) zda byl vyrobek uveden na trh na jejich tizemi;

b) jakd opatfeni ohledné daného vyrobku mohou
pfijmout vzhledem k okolnostem v jejich zemi,
auvedou davody, véetné kazdého odlisného
posouzeni rizika nebo kazdé dalsi zvlaStni
okolnosti, které opraviiuji jejich rozhodnuti,
zejména nezbytnost akce nebo dalSich krok;

c) vSechny pfislusné dodatecné informace, které
ziskaly o doty¢ném riziku, véetné vysledki vsech
provedenych zkousek nebo rozbori.

Pokyny uvedené v bod¢€ 8 stanovi pfesna kritéria pro
notifikace opatieni, kterd jsou omezena na vnitrostatni
Uzemi, a stanovi, jak postupovat v piipad¢é notifikaci
tykajicich se rizik, unichz c¢lenské staty usoudi, ze
neptesahnou jejich izemi.

Clenské staty neprodlend uvédomi Komisi o viech
zménach pfislusného (prislusnych) opatieni nebo
ptislusné akce (prislusnych akci) nebo o jejich zruseni.
V souladu s postupem stanovenym v ¢l. 15 odst. 3

vypracuje a aktualizuje Komise pokyny pro pouzivani
systému RAPEX Komisi a ¢lenskymi staty.

(10)
an

UF. vést. &. L 84, 5. 4. 1993, s. 1.

Uk vést. & 196, 16.8.1967, s. 1/67. Smérnice naposledy
pozménéna smérnici Komise 2000/33/ES (Ut. vést. &. L 136,
8. 6.2000, s. 90).

accordance with the general principles for the risk
evaluation of chemical substances as referred to in
Article 10(4) of Regulation (EEC) No 793/93"” in the
case of an existing substance or in Article 3(2) of
Directive 67/548/EEC"" in the case of a new
substance. The guidelines referred to in point 8 shall
define the details and procedures for the information
requested in that respect.

When a Member State has informed the Commission,
in accordance with Article 12(1), third subparagraph,
of a serious risk before deciding to adopt measures, it
must inform the Commission within 45 days whether
it confirms or modifies this information.

The Commission shall, in the shortest time possible,
verify the conformity with the provisions of the
Directive of the information received under RAPEX
and, may, when it considers it to be necessary and in
order to assess product safety, carry out an
investigation on its own initiative. In the case of such
an investigation, Member States shall supply the
Commission with the requested information to the best
of their ability.

Upon receipt of a notification referred to in Article 12,
the Member States are requested to inform the
Commission, at the latest within the set period of time
stipulated in the guidelines referred to in point 8, of
the following:

(a) whether the product has been marketed in their
territory;

(b) what measures concerning the product in question
they may be adopting in the light of their own
circumstances, stating the reasons, including any
differing assessment of risk or any other special
circumstance justifying their decision, in particular
lack of action or of follow-up;

(c) any relevant supplementary information they have
obtained on the risk involved, including the results
of any tests or analyses carried out.

The guidelines referred to in point 8 shall provide
precise criteria for notifying measures limited to
national territory and shall specify how to deal with
notifications concerning risks which are considered by
the Member State not to go beyond its territory.

Member States shall immediately inform the
Commission of any modification or lifting of the
measure(s) or action(s) in question.

The Commission shall prepare and regularly update,
in accordance with the procedure laid down in Article
15(3), guidelines concerning the management of
RAPEX by the Commission and the Member States.

(10)
an

OJ L 84,5.4.1993, p. 1.

0J 196, 16.8.1967, p. 1/67. Directive as last amended by
Commission Directive 2000/33/EC (OJ L 136, 8.6.2000,
p- 90).
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9. Komise mize informovat vnitrostatni kontaktni mista | 9. The Commission may inform the national contact

o vyrobcich dovezenych do Spolecenstvi points regarding products posing serious risks,
a Evropského hospodarského prostoru nebo ze imported into or exported from the Community and
Spolecenstvi a z Evropského hospodatského prostoru the European Economic Area.

vyvezenych, které predstavuji vazna rizika.

10. Odpovédnost za  poskytnuté informace nese | 10.Responsibility for the information provided lies with

notifikujici Clensky stat. the notifying Member State.

11.Komise zajisti fadné fungovani systému, zejména | 11.The Commission shall ensure the proper functioning
tiidéni a registraci notifikaci podle stupné naléhavosti. of the system, in particular classifying and indexing
Podrobné postupy budou stanoveny v pokynech notifications according to the degree of urgency.
uvedenych v bodé¢ 8. Detailed procedures shall be laid down by the

guidelines referred to in point 8.
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PRILOHA 11T

LHUTY PRO TRANSPOZICI A UCINNOST
ZRUSENE SMERNICE

(PODLE CLANKU 22 PRVNIHO PODODSTAVCE)

Smérnice

Smeérnice 92/59/EHS

Lhiita pro transpozici

29. ¢erven 1994

Lhiita pro ucinnost

29. ¢erven 1994

ANNEX IIT

PERIOD FOR THE TRANSPOSITION AND
APPLICATION OF THE REPEALED DIRECTIVE

(REFERRED TO IN THE FIRST SUBPARAGRAPHE
OF ARTICLE 22)

Directive

Directive 92/59/EEC

Period for transposition

29 June 1994

Period for bringing into application

29 June 1994
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PRILOHA IV

SROVNAVACI TABULKA
(PODLE CLANKU 22 DRUHEHO PODODSTAVCE)

ANNEX IV

CORRELATION TABLE

(REFERRED TO IN THE SECOND SUBPARAGRAPH
OF ARTICLE 22)

Tato smérnice Smérnice 92/59/EHS This Directive Directive 92/59/EEC
Clanek 1 Clanek 1 Article 1 Article 1
Clanek 2 Clanek 2 Article 2 Article 2
Clanek 3 Clanek 4 Article 3 Article 4
Clanek 4 — Article 4 —
Clanek 5 Clanek 3 Article 5 Atrticle 3
Clanek 6 Clanek 5 Article 6 Atrticle 5
Clanek 7 CL. 5 odst. 2 Article 7 Article 5 (2)
Clanek 8 Clanek 6 Article 8 Article 6
Clanek 9 — Article 9 —
Clanek 10 — Article 10 —
Clanek 11 Clanek 7 Article 11 Article 7
Clanek 12 Clanek 8 Article 12 Article 8
Clanek 13 Clanek 9 Article 13 Article 9
Clanky 14 a 15 Clanek 10 Articles 14 and 15 Article 10
Clanek 16 Clanek 12 Article 16 Article 12
Clanek 17 Clanek 13 Article 17 Article 13
Clanek 18 Clanek 14 Article 18 Article 14
Clanek 19 Clanek 15 Article 19 Article 15
Clanek 20 — Article 20 —
Clanek 21 Clanek 17 Article 21 Article 17
Clanek 22 Clanek 18 Article 22 Article 18
Clanek 23 Clanek 19 Article 23 Article 19
Ptiloha I — Annex [ —
Ptiloha II Priloha Annex 11 Annex
Ptiloha III — Annex III —
Ptiloha IV — Annex IV —
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