SMERNICE RADY 92/59/EHS ze dne 29. &ervna 1992
o vSeobecné bezpecnosti vyrobkii

COUNCIL DIRECTIVE 92/59/EEC of 29 June 1992
on general product safety

RADA EVROPSKYCH SPOLECENSTVI,

sohledkem na Smlouvu o zalozeni Evropského
hospodaiského spolecenstvi a zejména na ¢lanek 100a
této smlouvy,

s ohledem na navrh Komise'",

ve spolupréci s Evropskym parlamentem™®,

s ohledem na stanovisko Hospodafského a socialniho
vyboru®,

vzhledem k tomu, Ze je dilezité pfijmout opatfeni pro
postupné dokonceni vnitiniho trhu do 31. prosince 1992;
ze vnitini trh ma zahrnovat prostor bez vnitinich hranic, v
némz bude zajistén volny pohyb zbozi, osob, sluzeb a
kapitalu;

vzhledem k tomu, Ze nckteré Cclenské staty pfijaly
horizontalni pravni pfedpisy o bezpecnosti vyrobkd, které
ukladaji hospodaiskym subjektim zejména obecnou
povinnost uvadét na trh pouze bezpeéné vyrobky; ze se
tyto pravni piedpisy li§i v arovni ochrany poskytované
osobam; Ze takové rozdily a neexistence horizontalnich
pravnich ptredpisi v ostatnich ¢lenskych statech mohou
vytvaret piekazky obchodu a naruSovat soutéz na
vnitinim trhu;

vzhledem k tomu, Ze je velmi obtizné piijmout pravni
predpisy Spolecenstvi pro kazdy vyrobek, ktery na trhu
jiz existuje nebo ktery by mohl byt vyvinut; Ze je
nezbytné vytvofit Sir§Si pravni ramec horizontalniho
charakteru, ktery zahrne tyto vyrobky a zaroven vyplni
mezery ve zvlastnich jiz existujicich nebo budoucich
zvlastnich pravnich predpisech zaméfenych na zajisténi
vysoké tirovné ochrany zdravi a bezpecnosti osob, jak se
pozaduje v ¢l. 100a odst. 3 Smlouvy;

vzhledem k tomu, Ze je tedy nutné stanovit na urovni
Spolecenstvi obecny bezpecnostni pozadavek pro kazdy
na trh uvadény vyrobek, ktery je urCen spotiebitelim
nebo ktery pravdépodobné bude spotiebiteli pouzivan; ze
nekteré zbozi z druhé ruky by vsak mélo byt s ohledem na
svij charakter z trhu vylouceno;

vzhledem k tomu, Ze na vyrobni zafizeni, investi¢ni
prosttedky a dalsi vyrobky pouzivané vyhradné v
souvislosti s obchodem nebo podnikdnim se tato smérnice
nevztahuje;

M Ut vest. & C 156, 27. 6. 1990, s. 1.

@ Ut vést. & C 96, 17. 4. 1990, s. 283 a rozhodnuti ze dne
11. 6. 1992 (dosud nebylo vyhlaseno v Ufednim véstniku).

® Ut vest. & C 75, 26. 3. 1990, s. 1.

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

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

Having regard to the proposal from the Commission ",

In cooperation with the European Parliament %),
Having regard to the opinion of the Economic and Social
Committee (3),

Whereas it is important to adopt measures with the aim of
progressively establishing the internal market over a
period expiring on 31 December 1992; whereas the
internal market is to comprise an area without internal
frontiers in which the free movement of goods, persons,
services and capital is ensured;

Whereas some Member States have adopted horizontal
legislation on product safety, imposing, in particular, a
general obligation on economic operators to market only
safe products; whereas those legislations differ in the
level of protection afforded to persons; whereas such
disparities and the absence of horizontal legislation in
other Member States are liable to create barriers to trade
and distortions of competition within the internal market;

Whereas it is very difficult to adopt Community
legislation for every product which exists or may be
developed; whereas there is a need for a broadly-based,
legislative framework of a horizontal nature to deal with
those products, and also to cover lacunae in existing or
forthcoming specific legislation, in particular with a view
to ensuring a high level of protection of safety and health
of persons, as required by Article 100 a (3) of the Treaty;

Whereas it is therefore necessary to establish on a
Community level a general safety requirement for any
product placed on the market that is intended for
consumers or likely to be used by consumers; whereas
certain second-hand goods should nevertheless be
excluded by their nature;

Whereas production equipment, capital goods and other
products used exclusively in the context of a trade or
business are not covered by this Directive;

)" 0J No C 156, 27. 6. 1990, p. 8.

@ OJ No C 96, 17. 4. 1990, p. 283 and Decision of 11 June
1992 (not yet published in the Official Journal).

@ 0J No C 75, 26.3. 1990, p. 1.
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vzhledem k tomu, ze pfi neexistenci zvlaStnich
bezpecnostnich ustanoveni v ramci pfedpisu SpoleCenstvi
o dotyénych vyrobcich se pouziji ustanoveni této
smeérnice;

vzhledem k tomu, ze existuji-li zvlastni pravni predpisy
Spolecenstvi charakteru celkové harmonizace a zejména
predpisy piijaté na =zakladé nového pristupu, které
stanovuji povinnosti tykajici se bezpecnosti vyrobkd,
nemély by byt hospodaiskym subjektim ukladany dalsi
povinnosti v souvislosti s uvadénim vyrobku, na které se
vztahuji tyto piedpisy, na trh;

vzhledem k tomu, Ze tam, kde se ustanoveni zvlaStnich
predpisi Spolecenstvi tykaji pouze urcitych hledisek
bezpecnosti nebo kategorie rizik spojenych s dotyénym
vyrobkem, jsou povinnosti hospodarskych subjekti,
pokud jde o tato hlediska, ureny vyhradné¢ témito
ustanovenimi;

vzhledem k tomu, Ze je tfeba doplnit povinnost dodrzovat
obecné bezpecnostni pozadavky 0 povinnost
hospodaiskych  subjektd  poskytovat  spotiebitelim
pfislusné informace a pfijimat opatfeni odpovidajici
vlastnostem vyrobkll, kterd umozni, aby spotiebitelé byli
informovani o rizikach, kterd tyto vyrobky mohou
predstavovat;

vzhledem k tomu, Ze neexistuji-li zvlastni pfedpisy, méla
by se vymezit kritéria pro posuzovani bezpecnosti
vyrobki;

vzhledem k tomu, Ze Clenské staty musi zfidit organy
odpovédné za provadéni dohledu nad bezpeénosti
vyrobkul s pravomocemi piijimat odpovidajici opatieni;

vzhledem k tomu, Ze je zejména nezbytné, aby mezi
odpovidajicimi opatfenimi byla takova, ktera zmociuji
Clensky stat okamzité¢ a UCinné organizovat stazeni
nebezpecnych vyrobki, které jiz byly uvedeny na trh;

vzhledem k tomu, ze pro udrzeni jednotnosti trhu je
nutné, aby Komise byla informovana o vSech opatienich,
ktera omezuji uvadéni vyrobku na trh nebo vyzaduji jeho
stazeni z trhu s vyjimkou opatieni, ktera se vztahuji na
pripad mistniho dosahu a jejichz rozsah je v kazdém
pfipadé omezen na tzemi doty¢ného Clenského statu; ze
takova opatfeni mohou byt pfijata pouze v souladu s
ustanovenimi Smlouvy, a zejména jejich ¢lankt 30 az 36;

vzhledem k tomu, Ze tato smérnice je GCinnd, aniz jsou
dotceny postupy notifikace stanovené smérnici Rady
83/189/EHS ze dne 28. biezna 1983 o stanoveni postupu
pii poskytovani informaci v oblasti technickych norem a
predpisi® a postupi podle rozhodnuti Komise
88/383/EHS ze dne 24. unora 1988 o zlepSovani
informovanosti v oblasti bezpecnosti, hygieny a ochrany
zdravi na pracovisti® ,

@ Ut vést.
® Uk, vést.

.L 109, 26. 4. 1983, s. 8.
.L 183, 14.7. 1988, s. 34.

Whereas, in the absence of more specific safety
provisions, within the framework of Community
regulations, covering the products concerned, the

provisions of this Directive are to apply;

Whereas when there are specific rules of Cummunity law,
of the total harmonization type, and in particular rules
adopted on the basis of the new approach, which lay
down obligations regarding product safety, further
obligations should not be imposed on economic operators
as regards the placing on the market of products covered
by such rules;

Whereas, when the provisions of specific Community
regulations cover only certain aspects of safety or
categories of risks in respect of the product concerned, the
obligations of economic operators in respect of such
aspects are determined solely by those provisions;

Whereas it is appropriate to supplement the duty to
observe the general safety requirement by an obligation
on economic operators to supply consumers with relevant
information and adopt measures commensurate with the
characteristics of the products, enabling them to be
informed of the risks that these products might present;

Whereas in the absence of specific regulations, criteria
should be defined whereby product safety can be
assessed;

Whereas Member States must establish authorities
responsible for monitoring product safety and with
powers to take the appropriate measures;

Whereas it is necessary in particular for the appropriate
measures to include the power for Member States to
organize, immediately and efficiently, the withdrawal of
dangerous products already placed on the market;

Whereas it is necessary for the preservation of the unity of
the market to inform the Commission of any measure
restricting the placing on the market of a product or
requiring its withdrawal from the market except for those
relating to an event which is local in effect and in any
case limited to the territory of the Member State
concerned; whereas such measures can be taken only in
compliance with the provisions of the Treaty, and in
particular Articles 30 to 36;

Whereas this Directive applies without prejudice to the
notification procedures in Council Directive 83/189/EEC
of 28 March 1983 laying down a procedure for the
provision of information in the field of technical standards
and regulations” and in Commission Decision
88/383/EEC of 24 February 1988 providing for the
improvement of information on safety, hygiene and health
at work®;

@ 0JNoL 109, 26.4. 1983, p. 8
©® OJNo L 183, 14.7. 1988, p. 34.
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vzhledem k tomu, ze UCinny dohled nad bezpecnosti
vyrobkii vyzaduje vytvofeni systému rychlé vymeény
informaci o bezpeCnosti vyrobku v mimofadnych
situacich jak na trovni vnitrostatni, tak na urovni
Spolecenstvi, a vzhledem k tomu, Ze postup stanoveny
rozhodnutim Rady 89/45/EHS ze dne 21. prosince 1988 o
systému Spolecenstvi pro rychlou vyménu informaci v
pfipadé nebezpeci, ktera plynou z pouzivani spotiebnich
vyrobki®, by tedy mél byt zahrnut do této smérnice a
vySe uvedené rozhodnuti by mélo byt zruseno; Ze je
rovnéz zadouci, aby do této smérnice byly pievzaty
podrobné postupy prijaté na zakladé¢ vyse uvedeného
rozhodnuti a Komisi dany pravomoci tyto postupy za
pomoci vyboru upravit;

vzhledem k tomu, Ze kromé toho jiz existuji odpovidajici
postupy notifikace pro farmaceutické vyrobky podle
smérnice 75/319/EHS” a 81/851/EHS®, dale pokud se
tyka nemoci zvifat uvedenych ve smérnici 82/894/EHS®),
pro vyrobky zivocisného pivodu uvedené ve smérnici
89/662/EHS"” a ve formé systému pro rychlou vyménu
informaci v pfipadé radiologickych mimotadnych situaci
podle rozhodnuti 87/600/Euratom";

vzhledem k tomu, Zze pro clenské staty je prvotni
zalezitosti prijmout v souladu se Smlouvou, a zejména s
jejimi c¢lanky 30 az 36, vhodnd opatfeni ohledné
nebezpecnych vyrobkt nachazejicich se na jejich uzemi;

vzhledem k tomu, ze rozhodnuti pfijatd pro urcity
vyrobek v takové situaci se mohou v riznych ¢lenskych
statech lisit; vzhledem k tomu, Ze takové rozdily mohou
vést k nepfijatelnym nerovnostem pii ochrané spotiebiteltl
a vytvaret prekazky obchodu uvniti Spolecenstvi;

vzhledem k tomu, Ze mize vzniknout nutnost vyporadat
se s vaznymi problémy tykajicimi se bezpecnosti
vyrobkt, které ovlivni nebo mohou ovlivnit v blizké
budoucnosti celé Spolecenstvi nebo jeho velkou cast a
které s ohledem na charakter problému bezpecnosti
vyrobku nemohou byt uéinné vyfeSeny zpusobem
odpovidajicim naléhavosti problému v ramci postuptl
stanovenych ve  zvlaStnich pravnich  pfedpisech
Spolecenstvi vztahujicich se na doty¢né vyrobky nebo
kategorie vyrobku;

© Ur vést. &. L 17, 21. 1. 1989, s. 51.
@ Ut vést. & L 147, 9. 6. 1975, s. 13.
® Ut vest. ¢. L 317, 6. 11. 1981, s. 1.
© Ut vést. & L 378, 31. 12. 1982, s. 58.
(9 g, vest. & L 395, 30. 12. 1989, s. 13.
D g, vest. & L 371, 30. 12. 1987, s. 76.

Whereas effective supervision of product safety requires
the setting-up at national and Community levels of a
system of rapid exchange of information in emergency
situations in respect of the safety of a product and
whereas the procedure laid down by Council Decision
89/45/EEC of 21 December 1988 on a Community system
for the rapid exchange of information on dangers arising
from the use of consumer products® should therefore be
incorporated into this Directive and the above Decision
should be repealed; whereas it is also advisable for this
Directive to take over the detailed procedures adopted
under the above Decision and to give the Commission,
assisted by a committee, power to adapt them;

Whereas, moreover, equivalent notification procedures
already exist for pharmaceuticals, which come under
Directives 75/319/EEC” and 81/851/EEC®, concerning
animal diseases referred to in Directive 82/894/EEC?, for
products of animal origin covered by Directive
89/662/EEC"”, and in the form of the system for the
rapid exchange of information in radiological
emergencies under Decision 87/600/Euratom";

Whereas it is primarily for Member States, in compliance
with the Treaty and in particular with Articles 30 to 36
thereof, to take appropriate measures with regard to
dangerous products located within their territory;

Whereas in such a situation the decision taken on a
particular product could differ from one Member State to
another; whereas such a difference may entail
unacceptable disparities in consumer protection and
constitute a barrier to intra-Community trade;

Whereas it may be necessary to cope with serious
product-safety problems which affect or could affect, in
the immediate future, all or a large 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 urgency of the problem
under the procedures laid down in the specific rules of
Community law applicable to the products or category of
products in question;

©® OJNoL17,21.1.1989, p. 51.

™ 0JNoL 147,9.6.1975, p. 13.
® OJNoL317,6.11.1981,p. 1.
© 0JNoL378,31.12.1982, p. 58.
(9 OJ No L 395, 30. 12. 1989, p. 13.
(D OJNo L 371, 30. 12. 1987, p. 76.
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vzhledem k tomu, ze je tedy nutné stanovit odpovidajici
mechanismus, ktery v neposledni fadé umozni piijeti
opatieni pouzitelnych v celém SpolecCenstvi, a to ve formé
rozhodnuti urceného ¢lenskym statim, jeZ by umoznilo
vyporadat se s mimotfadnymi situacemi, jak je uvedeno
vySe; ze takové rozhodnuti neni pfimo pouzitelné na
hospodaiské subjekty a musi tedy byt zahrnuto do
vnitrostatniho prava; vzhledem k tomu, Ze na zékladé
takového postupu mohou byt piijata pouze prozatimni
opatieni, ktera pfijme Komise za pomoci vyboru zastupci
Clenskych statt; vzhledem k tomu, Ze z divodu
spoluprace s ¢lenskymi staty je vhodné zfidit fidici vybor
podle postupu III pism. b) rozhodnuti 87/373/EHS""?;

vzhledem k tomu, Ze tato smérnice nema vliv na prava
poskozenych ve smyslu smérnice Rady 85/374/EHS ze
dne 25. cervence 1985 o sblizovani pravnich a spravnich
predpist ¢lenskych stati tykajicich se odpovédnosti za
vady vyrobki'?;

vzhledem k tomu, Ze je nutné, aby clenské staty zajistily
existenci vhodnych opravnych prostfedkli, které mohou
byt uplatnény u pfislusnych soudd proti opatfenim
prislusnych orgéni, ktera omezuji uvadeéni vyrobku na trh
nebo pozaduji jeho stazeni z trhu;

vzhledem k tomu, Ze je vhodné s pfihlédnutim ke
zkuSenostem uvazovat o mozném piizpisobeni této
smérnice, zejména pokud jde o rozsifeni oblasti jeji
pusobnosti, jejich ustanoveni pro mimofadné situace a o
zasahy na Grovni Spolecenstvi;

vzhledem k tomu, Ze pfijimani opatfeni o dovazenych
vyrobcich, ktera se vztahuji k predchazeni rizik pro zdravi
a bezpeCnost osob, musi byt navic v souladu s
mezinarodnimi zavazky Spolecenstvi,

PRIJALA TUTO SMERNICI:

HLAVAI
Cil — Oblast pisobnosti — Definice

Clinek 1

1. Utelem ustanoveni této smérmice je zajistit, aby
vyrobky uvadéné na trh byly bezpecné.

2. Ustanoveni této smérnice se pouziji tehdy,
neexistuji-li v ramci pravnich predpisi SpolecCenstvi
zadna zvlastni ustanoveni, ktera bezpecnost danych
vyrobkll upravuji.

Zejména tam, kde zvlastni pravni ptfedpisy Spolecenstvi
obsahuji ustanoveni, ktera kladou na vyrobky, na néz se
tyto predpisy vztahuji, bezpecnostni pozadavky, nepouziji
se v zadném piipad¢€ na tyto vyrobky ustanoveni ¢lankt 2
az 4 této smérnice.

12 U, vést.
13 Ui, vest.

.L 197, 18.7.1987,s. 33.
.L 210, 7. 8. 1985, s. 29.
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Whereas it is therefore necessary to provide for an
adequate mechanism allowing, in the last resort, for the
adoption of measures applicable throughout the
Community, in the form of a decision addressed to the
Member States, in order to cope with emergency
situations as mentioned above; whereas such a decision is
not of direct application to economic operators and must
be incorporated into a national instrument; whereas
measures adopted under such a procedure can be no more
than interim measures that have to be taken by the
Commission assisted by a committee of representatives of
the Member States; whereas, for reasons of cooperation
with the Member States, it is appropriate to provide for a
regulatory committee according to procedure III (b) of
Decision 87/373/EEC"?;

Whereas this Directive does not affect victims’ rights
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'”;

Whereas it is necessary that Member States provide for
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,

Whereas it is appropriate to consider, in the light of
experience, possible adaptation of this Directive,
particularly as regards extension of its scope and
provisions on emergency situations and intervention at
Community level;

Whereas, in addition, the adoption of measures
concerning imported products with a view to preventing
risks to the safety and health of persons must comply with
the Community’s international obligations,

HAS ADOPTED THIS DIRECTIVE:

TITLE I

Objective - Scope - Definitions

Article 1

1. The purpose of the provisions of this Directive is to
ensure that products placed on the market are safe.

2. The provisions of this Directive shall apply in so far
as there are no specific provisions in rules of Community
law governing the safety of the products concerned.

In particular, where specific rules of Community law
contain provisions imposing safety requirements on the
products which they govern, the provisions of Articles 2
to 4 of this Directive shall not, in any event, apply to
those products.

U2 0JNo L 197, 18. 7. 1987, p. 33.
U3 OJNo L 210, 7. 8. 1985, p. 29.
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Obsahuji-li  zvlaStni pradvni piedpisy SpoleCenstvi
ustanoveni, ktera upravuji pouze urCitd hlediska
bezpe¢nosti vyrobku nebo kategorie rizik doty¢nych
vyrobki, pak se na dotyéné vyrobky, pokud jde o
pfislusnd bezpecnostni hlediska a rizika, pouziji tato
ustanoveni.

Clinek 2
Pro ucely této smérnice se rozumi

a) vyrobkem jakykoli vyrobek, ktery je urcen
spotiebitelim nebo pravdépodobné bude spotiebiteli
pouzivan, dodavany v ramci obchodni ¢innosti za
uplatu nebo bezplatng€, at’ jiz je novy, pouZzity nebo
renovovany.

Tato smérnice se vSak nevztahuje na vyrobky z druhé
ruky dodavané jako starozitnosti nebo jako vyrobky,
které maji byt pfed svym pouzitim opraveny ¢i
renovovany, a to za predpokladu, ze dodavatel o tomto
jasn¢ informuje osobu, které vyrobek dodava;

b) bezpecnym vyrobkem kazdy vyrobek, ktery za
normalnich nebo divodné predpokladanych podminek
pouziti vcetné zivotnosti nepfedstavuje zadné riziko
nebo pouze minimalni rizika slucitelnd s pouzitim
vyrobku a povazovana za pfijatelnd vzhledem k tirovni
ochrany bezpecnosti a zdravi osob, pficemz se berou v

uvahu zejména:

— charakteristiky vyrobku vcetné¢ jeho sloZeni,

baleni, navodd k montazi a Gdrzby;

vliv na dal$i vyrobky tam, kde lze dGvodné
predpokladat, Ze vyrobek bude pouzivan s dal§imi
vyrobky;

pfedvedeni  vyrobku,  oznacovani  Stitkem
s jmenovitymi udaji, veSkeré navody k jeho pouziti
a zneSkodnéni a veSkeré dal§i tudaje nebo
informace poskytované vyrobcem;

kategorie spotfebitell, ktefi jsou vystaveni
vaznému nebezpeci pii pouziti vyrobku, pfedevsim
déti.

Moznost dosdhnout vyssi Grovné bezpecnosti nebo
dostupnost jinych vyrobku, které ptedstavuji nizsi
stupen rizika, se nepovazuji za diivody pro to, aby byl

vyrobek  povazovan za  ,0hrozujici  nebo
hebezpecny™;
c) nebezpecnym vyrobkem kazdy vyrobek, ktery

nevyhovuje definici ,,bezpecného vyrobku“ podle
pismene b);

d) wrobcem:

— vyrobce vyrobku, pokud ma sidlo ve Spolecenstvi,
a kazda dalsi osoba vystupujici jako vyrobce tim,
ze pripojuje k vyrobku své jméno, obchodni
znacku nebo jinou rozliSovaci znacku, nebo osoba,
ktera vyrobek renovuje;

Where specific rules of Community law contain
provisions governing only certain aspects of product
safety or categories of risks for the products concerned,
those are the provisions which shall apply to the products
concerned with regard to the relevant safety aspects or
risks.

Article 2
For the purposes of this Directive:

(a) product shall mean any product intended for
consumers or likely to be used by consumers, supplied
whether for consideration or not in the course of a
commercial activity and whether new, used or
reconditioned.

However, this Directive 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;

(b) safe product shall mean any product which, under
normal or reasonably foreseeable conditions of use,
including duration, does not present any risk or only
the minimum risks compatible with the product’s use,
considered as acceptable and consistent with a high
level of protection for the safety and health of persons,
taking into account the following points in particular:

the characteristics of the product, including its
composition, packaging, instructions for assembly
and maintenance,

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

the presentation of the product, the labelling, any
instructions for its use and disposal and any other
indication or information provided by the
producer,

the categories of consumers at serious risk when
using the product, in particular children.

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 ‘unsafe’ or ‘dangerous’;

(¢) dangerous product shall mean any product which does
not meet the defintion of ‘safe product’ according to
point (b) hereof;

(d) producer shall mean:

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 dinstinctive mark, or the person who
reconditions the product,

46



— zastupce vyrobce, pokud vyrobce nema sidlo ve
Spolecenstvi nebo, pokud takovy zastupce se
sidlem ve Spolecenstvi neexistuje, dovozce
vyrobku;

dalsi profesni pracovnici v dodavatelském fetézci,

pokud jejich cinnosti mohou mit vliv na
bezpecnost vyrobku uvadéného na trh;
e) distributorem  kazdy  profesni  pracovnik v

dodavatelském fetézci, jehoz cinnost nemd vliv na
bezpecnost vyrobku.

HLAVA II

VSeobecné pozadavky na bezpecnost

Clinek 3

1. Vyrobci jsou povinni uvadét na trh pouze

bezpecné vyrobky.

2. V ramci svych ¢innosti vyrobci:

— poskytnou spotiebitelim pfislusné informace, které
jim umozni posoudit rizika spojend s vyrobkem
v pribéhu obvyklé nebo rozumné ptedvidatelné doby
jeho pouzivani tam, kde takova rizika nejsou bez
odpovidajictho upozornéni ihned zfejma, a pfijmou
opatfeni proti takovym rizikim.

Poskytnuti takového upozornéni vSak nikoho
nezbavuje povinnosti plnit dalsi pozadavky stanovené
v této smérnici, a to:

pfijmout opatfeni Umérna charakteristikdm jimi
dodavanych vyrobkd, ktera jim umozni poskytnout
informace o rizikdch, jez mohou tyto vyrobky
piedstavovat a provést vhodna opatieni pro odvraceni
uvedenych rizik, vcetné stazeni doty¢ného vyrobku
v ptipad¢€ nutnosti z trhu.

Uvedena opatfeni musi poptipad¢ zahrnovat naptiklad
oznacovani vyrobkl nebo davek vyrobku tak, aby
mohly byt identifikovany, dale zkouSeni vzorkd
vyrobkii uvedenych na trh, vySetiovani stiznosti a
informovani distributord o tomto sledovani.

3. VyzZaduje se, aby distributofi jednali s nalezitou
peclivosti pfi  zajisStovani souladu s pozadavkem na
vSeobecnou bezpeénost, a to zejména tim, ze nebudou
dodavat vyrobky, onichz védi nebo o nichz lze na
zakladé informaci, které maji jako odbornici k dispozici,
predpokladat, ze nejsou s témito pozadavky v souladu.
Zejména se musi v ramci svych cinnosti UCastnit
provadéni dohledu /sledovani/ nad bezpecnosti vyrobkil
uvadénych na trh predev§im predavanim informaci o
rizikach spojenych s vyrobkem a spolupraci pfi akcich,
kterymi se ma témto rizikim piedchazet.

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,

other professionals in the supply chain, insofar as
their activities may affect the safety properties of a
product placed on the market.

(e) distributor shall mean any professional in the supply
chain whose activity does not affect the safety
properties of a product.

TITLE II

General safety requirement

Article 3

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

2. 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.

Provision of such warnings does not, however, exempt
any person from compliance with the other
requirements laid down in this Directive,

adopt measures commensurate with the characteristics
of the products which they supply, to enable them to
be informed of risks which these products might
present and to take appropriate action including, if
necessary, withdrawing the product in question from
the market to avoid these risks.

The above measures shall for example include,
whenever appropriate, marking of the products or
product batches in such a way that they can be
identified, sample testing of marketed products,
investigating  complaints made and keeping
distributors informed of such monitoring.

3. Distributors shall be required to act with due care in
order to help to ensure compliance with the general safety
requirement, 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 this requirement. In
particular, 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 and cooperating in the action
taken to avoid these risks.
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Clinek 4

1. Tam kde neexistuji zadna zvlastni ustanoveni
Spolecenstvi, kterd upravuji bezpecnost dotycnych
vyrobkul, povazuje se vyrobek za bezpecny, je-li ve shodé
se zvlastnimi ptedpisy vnitrostatniho prava c¢lenského
statu, na jehoz izemi je vyrobek v obé&hu, jsou-li tyto
predpisy vypracovany ve shod¢ se Smlouvou, a zejména s
jejimi Clanky 30 a 36, a stanovuji-li pozadavky na
ochranu zdravi a bezpecnost, které vyrobek musi pfi
uvedeni na trh spliiovat.

2. Neexistuji-li zvlastni predpisy uvedené v odstavci
1, posuzuje se shoda vyrobku s pozadavkem na
vSeobecnou bezpe¢nost s ohledem na nezavazné narodni
normy, kterymi se piejimd evropskd norma, nebo se
posuzuji s ohledem na technické specifikace Spoleéenstvi,
pokud existuji, nebo, pokud tyto specifikace neexistuji,
s ohledem na normy ¢lenského statu, v némz je vyrobek v
obc¢hu, dale na pravidla spravné praxe, pokud jde o
ochranu zdravi a bezpecnost v piislusném oboru nebo o
stav védy a techniky s ohledem na bezpecnost, kterou
mohou spottebitelé rozumné ocekavat.

3. Shoda vyrobku s ustanovenimi podle odstavca 1
nebo 2 nebrani piislusSnym organtim clenskych statt
pfijimat pfislusna opatfeni, ktera omezuji jeho uvadéni na
trh nebo vyzaduji jeho stazeni z trhu, prokaze-li se, ze
navzdory této shodé je pro zdravi a bezpeCnost
spotiebitelll nebezpecny.

HLAVA III

Povinnosti a pravomoci ¢lenskych stati

Clinek 5

Clenské staty piijmou nezbytné pravni a spravni piedpisy
k zajisténi toho, aby vyrobci a distributofi plnili své
povinnosti vyplyvajici z této smeérnice tak, ze na trh
budou uvadény pouze bezpecné vyrobky.

Clenské stity zejména zfidi nebo jmenuji organy pro
dohled nad souladem vyrobkl s povinnosti uvadét na trh
pouze bezpeéné vyrobky a vybavi tyto organy
nezbytnymi pravomocemi pro piijimani odpovidajicich
opatieni, které jim prislusi podle této smérnice, vcetné
moznosti ukladat pfiméfené pokuty v piipadé poruseni
povinnosti vyplyvajicich z této smérnice. Clenské staty
oznami uvedené organy Komisi, kterd pfeda tyto
informace ostatnim ¢lenskym statim.

Clinek 6

1. Pro tcely uvedené v ¢lanku 5 jsou cClenské staty
vybaveny nezbytnymi pravomocemi, které uplatiuji v
zavislosti na stupni rizika a v souladu se Smlouvou, a

Article 4

1. Where there are no specific Community provisions
governing the safety of the products in question, a product
shall be deemed safe when it conforms to the specific
rules of national law of the Member State in whose
territory the product is in circulation, such rules being
drawn up in conformity with the Treaty, and in particular
Articles 30 and 36 thereof, and laying down the health
and safety requirements which the product must satisfy in
order to be marketed.

2. In the absence of specific rules as referred to in
paragraph 1, the conformity of a product to the general
safety requirement shall be assessed having regard to
voluntary national standards giving effect to a European
standard or, where they exist, to Community technical
specifications or, failing these, to standards drawn up in
the Member State in which the product is in circulation,
or to the codes of good practice in respect of health and
safety in the sector concerned or to the state of the art and
technology and to the safety which consumers may
reasonably expect.

3. Conformity of a product with the provisions
mentioned in paragraphs 1 or 2 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 where there is evidence that, despite such
conformity, it is dangerous to the health and safety of
consumers.

TITLE 111
Obligations and powers of the Member States

Article 5

Member States shall adopt the necessary laws, regulations
and administrative provisions to make producers and
distributors comply with their obligations under this
Directive in such a way that products placed on the
market are safe.

In particular, Member States shall establish or nominate
authorities to monitor the compliance of products with the
obligation to place only safe products on the market and
arrange for such authorities to have the necessary powers
to take the appropriate measures incumbent upon them
under this Directive, including the possibility of imposing
suitable penalties in the event of failure to comply with
the obligations deriving from this Directive. They shall
notify the Commission of the said authorities; the
Commission shall pass on the information to the other
Member States.

Article 6

1. For the purposes of Article 5, Member States shall
have the necessary powers, acting in accordance with the
degree or risk and in conformity with the Treaty, and in
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zejména s jejimi ¢lanky 30 a 36, tak, aby pfijaly vhodna

opatieni, jejichz u¢elem mimo jiné bude

a) organizovat piislusné kontroly vlastnosti vyrobku z
hlediska bezpecnosti, a to i po jejich uvedeni na trh
jako bezpecnych, v odpovidajicim rozsahu az do
koneéného stadia pouziti nebo spotieby;

b) vyzadovat poskytnuti vSech nezbytnych informaci od

zucCastnénych stran;

odebirat vzorky vyrobku nebo série vyrobkd a
podrobovat je kontrolam bezpecnosti;

d) podrobovat vyrobek uvadény na trh piedbéznym
podminkdm urCenym k zajiSténi jeho bezpecnosti a
vyzadovat, aby k vyrobku bylo pfipojeno vhodné
upozornéni na rizika, kterd vyrobek muze

predstavovat;

zajistit, aby osoby, které mohou byt vystaveny riziku
vyvolanému vyrobkem, byly v¢as a vhodnym
zpusobem informovany o zminéném riziku mimo jiné
zvefejnénim zvlastnich upozornéni;

docasn¢ komukoli zakdzat na dobu nezbytnou k
provedeni riznych zkousSek, aby dodaval, nabizel k
dodani nebo vystavoval vyrobek nebo vyrobni davku,
existuji-li pfesné a shodné udaje o tom, Ze jsou tyto
vyrobky nebezpecné;

zakazat uvadét na trh vyrobek nebo vyrobni davku, u
kterych bylo prokazano, ze jsou nebezpecné a zavést
souvisejici opatfeni k tomu, aby dodrzovani tohoto
zékazu bylo zajisténo;

2)

h) zajistit ucinné a okamzité stazeni nebezpecného
vyrobku nebo vyrobni davky na trh jiz uvedenych a
v pfipadé nutnosti jejich zni¢eni za odpovidajicich

podminek.
2. Opatieni, kterd maji byt pfijata ptislusSnymi organy
¢lenskych statd podle tohoto ¢lanku, jsou podle situace
uréena
a) vyrobci;

b) distributorim v ramci jejich Cinnosti, zejména pak
stranam odpovédnym za prvotni distribuci na
vnitrostatnim trhu;

¢) v pfipad¢ nutnosti v§em dal$im osobam se zietelem na
spolupraci pii akcich podnikanych k vylouceni rizik
vyplyvajicich z vyrobku.
HLAVA 1V
Notifikace a vyména informaci
Clanek 7
l. Pfijima-li cClensky stat opatfeni, kterd omezuji

uvedeni vyrobku nebo vyrobni davky na trh nebo ktera
vyZaduji jeho stazeni s trhu podle ¢l. 6 odst. 1 pism. d) az
h), notifikuje tento Clensky stat tato opatfeni Komisi.
Nevyzaduji-li takovou notifikaci zvlastni pravni predpisy

particular Articles 30 and 36 thereof, to adopt appropriate
measures with a view, inter alia, to:

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

(b) requiring all necessary information from the parties
concerned;

(c) taking samples of a product or a product line and
subjecting them to safety checks;

(d) subjecting product marketing to prior conditions
designed to ensure product safety and requiring that
suitable warnings be affixed regarding the risks which
the product may present;

(e) making arrangements to ensure that persons who
might be exposed to a risk from a product are
informed in good time and in a suitable manner of the
said risk by, inter alia, the publication of special
warnings;

®

temporarily prohibiting, for the period required to
carry out the various checks, anyone from supplying,
offering to supply or exhibiting a product or product
batch, whenever there are precise and consistent
indications that they are dangerous;

(g) prohibiting the placing on the market of a product or
product batch which has proved dangerous and
establishing the accompanying measures needed to
ensure that the ban is complied with;

(h) organizing the effective and immediate withdrawal of
a dangerous product or product batch already on the
market and, if necessary, its destruction under
appropriate conditions.

2. The measures to be taken by the competent
authorities of the Member States 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 regard to
cooperation in action taken to avoid risks arising from
a product.

TITLE IV

Notification and Exchanges of Information

Article 7

1. Where a Member State takes measures which
restrict the placing of a product or a product batch on the
market or require its withdrawal from the market, such as
provided for in Article 6 (1) (d) to (h), the Member State
shall, to the extent that such notification is not required
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Spolecenstvi, pak Clensky stat upfesni své divody pro
jejich prijeti. Tato povinnost se nevztahuje na opatieni,
ktera se tykaji pfipadu mistniho dosahu a kterd jsou v
kazdém ptipadé omezena na Gzemi dotyéného ¢lenského
statu.

2. Komise co nejdiive zahaji konzultace se vSemi
dotyénymi stranami. Zjisti-li Komise po téchto
konzultacich, Zze opatieni je opravnéné, informuje o tom
neprodlené clensky stat, ktery akci podnitil, a ostatni
Clenské staty. Zjisti-li Komise po téchto konzultacich, ze
opatfeni opravnéné neni, informuje o tom neprodlené
Clensky stat, ktery akci podnitil.

HLAVAYV

Mimoiradné situace a akce na urovni Spolecenstvi

Clinek 8

l. Pokud Clensky stat pfijme nebo se rozhodne
pfijmout na svém tizemi mimofadna opatieni, ktera brani,
omezuji nebo ukladaji zvlastni podminky pro pifipadné
uvedeni vyrobku nebo vyrobni davky na trh nebo pro
jejich pouzivani z divodu védzného a bezprostfedniho
rizika, které doty¢ny vyrobek nebo vyrobni déavka
pfedstavuji pro zdravi a bezpecnost spotiebitelt,
informuje o tom neprodlené Komisi, nebyla-li tato
povinnost jiz stanovena v postupech podobného
charakteru v ramci jinych nastroji Spolecenstvi.

Tato povinnost neplati, pokud dusledky rizik nepfesahuji
nebo nemohou piesdhnout uzemi doty¢ného statu.

Aniz je dotceno ustanoveni odstavce 1, mohou ¢lenské
staty sdelit Komisi informace o existenci vazného a
bezprosttedniho rizika, které maji k dispozici, jesté pred
rozhodnutim o pfijeti doty¢nych opatieni.

2. Po obdrzeni téchto informaci ovéti Komise jejich
shodu s ustanovenimi této smérnice a preda je ostatnim
Clenskym statim, které Komisi neprodlené informuji o
vSech piijatych opa-tfenich.

3. Podrobné postupy pro informacni systém
Spolecenstvi popsané v tomto clanku jsou uvedeny
v piiloze. Komise tyto postupy upravi v souladu s
postupem stanovenym v ¢lanku 11.

Clinek 9

Dospéje-li Komise na zékladé notifikace provedené
Clenskymi staty nebo na zakladé informaci poskytnutymi
Clenskymi staty, zejména podle ¢lankt 7 nebo 8, k nazoru,
7e existuje vazné a bezprostiedni riziko, které urcity
vyrobek predstavuje pro zdravi a bezpecnost spotiebiteltl
v ruznych ¢lenskych statech, a pokud

under any specific Community legislation, inform the
Commission of the said measures, specifying its reasons
for adopting them. This obligation shall not apply where
the measures relate to an event which is local in effect and
in any case limited to the territory of the Member State
concerned.

2. The Commission shall enter into consultations with
the parties concerned as quickly as possible. Where the
Commission concludes, after such consultations, that the
measure is justified, it shall immediately inform the
Member State which initiated the action and the other
Member States. Where the Commission concludes, after
such consultations, that the measures is not justified, it
shall immediately inform the Member State which
initiated the action.

TITLE V

Emergency situations and action at Community level

Article 8

1.  Where a Member State adopts or decides to adopt
emergency measures to prevent, restrict or impose
specific conditions on the possible marketing or use,
within its own territory, of a product or product batch by
reason of a serious and immediate risk presented by the
said product or product batch to the health and safety of
consumers, it shall forthwith inform the Commission
thereof, unless provision is made for this obligation in
procedures of a similar nature in the context of other
Community instruments.

This obligation shall not apply if the effects of the risk do
not, or cannot, go beyond the territory of the Member
State concerned.

Without prejudice to the provisions of the first
subparagraph, Member States may pass on to the
Commission any information in their possession
regarding the existence of a serious and immediate risk
before deciding to adopt the measures in question.

2. On receiving this information, the Commission
shall check to see whether it complies with the provisions
of this Directive and shall forward it to the other Member
States, which, in turn, shall immediately inform the
Commission of any measures adopted.

3. Detailed procedures for the Community information
system described in this Article are set out in the Annex.
They shall be adapted by the Commission in accordance
with the procedure laid down in Article 11.

Article 9

If the Commission becomes aware, through notification
given by the Member States or through information
provided by them, in particular under Article 7 or Article
8, of the existence of a serious and immediate risk from a
product to the health and safety of consumers in various
Member States and if:
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a) jeden nebo nekolik ¢lenskych stati piijaly opatfeni, na
zakladé kterych se omezuje uvadéni vyrobku na trh
nebo se pozaduje jeho stazeni z trhu, napf. opatieni
stanovend v ¢l. 6 odst. 1 pism. d) az h);

b)

existuji rozdily mezi Clenskymi staty pii piijimani
opatieni souvisejicich s dotyénym rizikem;

nemuze byt riziko vzhledem k charakteru
bezpecnostnich problémi souvisejicich s vyrobkem
zvladnuto zptisobem slucitelnym s naléhavosti ptipadu
v ramci jinych postupt, které stanovuji zvlastni pravni
predpisy Spole€enstvi pouzitelné na dotycny vyrobek
nebo na kategorii doty¢nych vyrobku; a

d) riziko mize byt Gfinné vylouCeno pouze pfijetim
vhodnych  opatfeni  pouzitelnych na  urovni
Spolecenstvi za UCelem zajisténi ochrany zdravi a
bezpecnosti  spotfebitelit a spravného fungovani

spole¢ného trhu,

muze Komise po konzultaci s ¢lenskymi staty a na zadost
alespon jednoho z nich a ve shod¢ s postupy stanovenymi
v ¢lanku 11 pfijmout rozhodnuti, které¢ uklada clenskym
statim povinnost piijmout ne¢kterd z docasnych opatieni,
ktera jsou uvedena v €. 6 odst. 1 pism. d) az h).

Clinek 10

1. Komisi poméha Vybor pro mimotadné situace v
oblasti bezpecnosti vyrobku, dale jen ,,Vybor”, ktery se
sklada ze zastupct Clenskych statti a zastupce Komise ve
funkci predsedy.

2. Aniz je doten ¢l. 9 pism. c), existuje Uzka
spoluprace mezi Vyborem uvedenym v odstavcil a
dal§imi vybory zfizenymi zvla$tnimi pravnimi piedpisy
Spolecenstvi pii zajistovani pomoci Komisi, pokud jde o
pojedndvani zdravotnich a bezpecnostnich hledisek
dotéenych vyrobkd.

Clinek 11

1. Zastupce Komise predlozi Vyboru navrh opatfeni,
ktera maji byt ptijata. Vybor poda poté, co si ovéfil, Ze
podminky uvedené v c¢lanku9 jsou splnény, své
stanovisko k navrhu ve 1hité, kterou muze stanovit
pfedseda podle naléhavosti zalezitosti; tato lhuta vSak
nesmi presahnout jeden mésic. Stanovisko se pfijima
vétsinou podle ¢l. 148 odst. 2 Smlouvy o pfijimani
rozhodnuti Radou na névrh Komise. Hlasim zéastupct
¢lenskych stati ve Vyboru se prikladd vaha zpisobem
stanovenym v uvedeném c¢lanku. Pfedseda nehlasuje.

Komise pfijme dotycnd opatieni, jsou-li v souladu se
stanoviskem Vyboru. Pokud navrhovana opatfeni v
souladu se stanoviskem Vyboru nejsou nebo pokud
stanovisko  Vyboru neexistuje, predlozi Komise

(a) one or more Member States have adopted measures
entailing restrictions on the marketing of the product
or requiring its withdrawal from the market, such as
those provided for in Article 6 (1) (d) to (h);

(b) Member States differ on the adoption of measures to
deal with the risk in question;

(c) the risk cannot be dealt with, in view of the nature of
the safety issue posed by the product and in a manner
compatible with the urgency of the case, under the
other procedures laid down by the specific
Community legislation applicable to the product or
category of products concerned; and

(d) the risk can be eliminated effectively only by adopting
appropriate measures applicable at Community level,
in order to ensure the protection of the health and
safety of consumers and the proper functioning of the
common market,

the Commission, after consulting the Member States and
at the request of at least one of them, may adopt a
decision, in accordance with the procedure laid down in
Article 11, requiring Member States to take temporary
measures from among those listed in Article 6 (1) (d) to

(h).

Article 10

1.  The Commission shall be assisted by a Committee
on Product Safety Emergencies, hereinafter referred to as
‘the Committee’, composed of the representatives of the
Member States and chaired by a representative of the
Commission.

2. Without prejudice to Article 9 (c), there shall be
close cooperation between the Committee referred to in
paragraph 1 and the other Committees established by
specific rules of Community law to assist the Commission
as regards the health and safety aspects of the product
concerned.

Article 11

1.  The Commission representative shall submit to the
Committee a draft of the measures to be taken. The
Committee, having verified that the conditions listed in
Article 9 are fulfilled, shall deliver its opinion on the draft
within a time limit which the Chairman may lay down
according to the urgency of the matter but which may not
exceed one month. The opinion shall be delivered by the
majority laid down in Article 148 (2) of the Treaty for
adoption of decisions by the Council on a proposal from
the Commission. The votes of the representatives of the
Member States within the Committee shall be weighted in
the manner set out in that Article. The Chairman shall not
vote.

The Commission shall adopt the measures in question, if
they are in accordance with the opinion of the Committee.
If the measures proposed are not in accordance with the
Committee’s opinion, or in the absence of an opinion, the
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neprodlené¢ Rad¢ navrh, jaké opatfeni se maji pfijmout.
Rada rozhodne kvalifikovanou vétsinou.

Nerozhodne-li Rada do 15 dnl ode dne, kdy ji byl navrh
pfedan, pfijme Komise navrzend opatfeni prostou
vétSinou s vyjimkou piipadd, ve kterych se Rada
vyslovila proti zminénym opatienim.

2. Z4dné opatfeni pfijaté podle tohoto postupu neplati
déle nez tii mésice. Toto obdobi muze byt stejnym
postupem prodlouzeno.

3. Clenské staty piijmou viechna nezbytna opatieni k
provedeni rozhodnuti pfijatych podle téchto postupi
nejpozdeji do deseti dni.

4. Prislusné organy clenskych statd odpovédné za
provedeni opatfeni pfijatych podle té€chto postupt daji
prilezitost dotyCnym stranam, aby se ve lhaté jednoho
meésice vyjadrily, a informuji o tom Komisi.

Clinek 12

Clenské staty a Komise zajisti, aby jejich ufednici a
zastupci  zachovéavali  mlcenlivost o informacich
divérného charakteru ziskanych na zakladé této smérnice
s vyjimkou informaci tykajicich se bezpe€nosti
prislusného vyrobku, které musi byt zvetejnény za ucelem
ochrany zdravi a bezpecnosti osob, vyZzaduji-li to
okolnosti.

HLAVA VI

Riizna a zavéreéna ustanoveni

Clinek 13

Touto smérnici neni dot¢ena smérnice 85/374/EHS.

Clinek 14

l. Kazdé rozhodnuti piijaté na zaklade€ této smérnice,
které obsahuje omezeni pii uvadéni vyrobku na trh nebo
které pozaduje jeho stazeni ztrhu, musi byt
odpovidajicim zpisobem zduvodnéno. Rozhodnuti se co
mozna nejdiive ozndmi doty¢né strané a uvedou se
opravné prostiedky podle pravnich predpisi platnych v
prislusném c¢lenském staté a lhity pro podani téchto
prostredka.

Kdykoli je to proveditelné¢, musi byt déna doty¢nym
stranam piilezitost, aby pfed pfijetim opatieni predlozily
sva vyjadieni. Pokud k tomu nedoslo predem pro
naléhavost opatieni, kterd méla byt pfijata, bude takova
prilezitost poskytnuta v pfiméfeném case po provedeni
téchto opatieni.

Opatfeni pozadujici stazeni vyrobku z trhu budou brat v

uvahu potiebu podnitit distributory, uZivatele a
spotfebitele, aby napomohli provadéni téchto opatieni.

Commission shall forthwith submit to the Council a
proposal regarding the measures to be taken. The Council
shall act by a qualified majority.

If the Council has not acted whtih 15 days of the date on
which the proposal was submitted to it, the measures
proposed shall be adopted by the Commission unless the
Council has decided against them by a simple majority.

2. Any measure adopted under this procedure shall be
valid for no longer than tree months. That period may be
prolonged under the dame procedure.

3. Member States shall take all necessary measures to
implement the decisions adopted under this procedures
within less than 10 days.

4.  The competent authorities of the Member States
responsible for carrying out measures adopted under this
procedures shall, within one month, give the parties
concerned an opportunity to submit their views and shall
inform the Commission accordingly.

Article 12

The 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, except for information relating to
the safety propertiies of a given product which must be
made public if circumstances so require, in order to
protect the health and safety of persons.

TITLE VI

Miscellaneous and final provisions

Article 13

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

Article 14

1.  Any decision adopted under this Directive and
involving restrictions on the placing of a product on the
market, or requiring its withdrawal from the market, 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, such
opportunity shall be given in due course after the measure
has been implemented.

Measures requiring the withdrawal of a product from the
market shall take into consideration the need to encourage
distributors, users and consumers to contribute to the
implementation of such measures.
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2. Clenské staty zajisti, aby veskera rozhodnuti, ktera
byla pfijata pfislusSnymi organy a ktera omezuji uvadéni
vyrobku na trh nebo pozaduji jeho stazeni z trhu, mohla
byt zpochybnéna pted piislusnymi soudy.

3. Jakymkoli rozhodnutim pfijatym na zakladé této
smérnice, které obsahuje omezeni pfi uvadéni vyrobku na
trh nebo pozaduje jeho stazeni ztrhu, neni v zadném
pripadé dotceno posuzovani odpovédnosti dotyéné strany
podle vnitrostatniho trestniho prava vztahujiciho se na
doty¢ny piipad.

Clinek 15

Kazdé dva roky od data pfijeti této smérnice predlozi
Komise Evropskému parlamentu a Radé zpravu o jejim
provadéni.

Clinek 16

Ctvrty rok od data uvedeného v &l. 17 odst. 1 rozhodne
Rada na zakladé zpravy Komise o ziskanych
zkuSenostech a na zaklade ptislusnych navrhi, zda se tato
smérnice upravi, zejména se zietelem na rozsifeni oblasti
jeji ptisobnosti stanovené v ¢l. 1 odst. 1 a ¢l. 2 pism. a), a
zda se ustanoveni hlavy V maji zménit.

Clanek 17

1. Clenské staty pfijmou pravni a spravni predpisy
nezbytné pro dosazeni souladu s touto smérnici nejpozdeji
do 29. ¢ervna 1994. Neprodlen¢ o nich uvédomi Komisi.
Prijaté predpisy nabyvaji uc¢innosti dnem 29. cervna 1994.

2. Tyto predpisy piijaté clenskymi staty musi
obsahovat odkaz na tuto smérnici nebo musi byt takovy
odkaz uc€inén pii jejich ufednim vyhlaSeni. Zpusob
odkazu si urci ¢lenské staty.

3. Clenské staty sdéli Komisi znéni vnitrostatnich
pravnich predpist, které piijaly v oblasti pisobnosti této
smérnice.

Clinek 18
Rozhodnuti 89/45/EHS se timto zruSuje k datu, na néz
odkazuje ¢l. 17 odst 1.

Clinek 19

Tato smérnice je urcena ¢lenskym statim.
V Lucemburku dne 29. ¢ervna 1992

Za Radu
predseda
Carlos BORREGO

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 from the market 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 from the market shall
be entirely without prejudice to assessment of the liability
of the party concernd, in the light of the national criminal
law applying in the case in question.

Article 15

Every two years following the date of adoption, the
Commission shall submit a report on the implementation
of this Directive to the European Parliament and the
Council.

Article 16

Four years from the date referred to in Article 17 (1), on
the basis of a Commission report on the experience
acquired, together with appropriate proposals, the Council
shall decide whether to adjust this Directive, in particular
with a view to extending its scope as laid down in Article
1 (1) and Article 2 (a), and whether the provisions of Title
V should be amended.

Article 17

1.  Member States shall adopt the laws, regulations and
administrative provisions necessary to comply with this
Directive by 29 June 1994 at the latest. They shall
forthwith inform the Commission thereof. The provisions
adopted shall apply with effect from 29 June 1994.

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

3. Member States shall communicate to the
Commission the text of the provisions of national law
which they adopt in the area covered by this Directive.
Article 18
Decision 89/45/EEC is hereby repealed on the date
referred to in Article 17 (1).
Article 19

This Directive is addressed to the Member States.

Done at Luxembourg, 29 June 1992.

For the Council
The President
Carlos BORREGO
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1.

PRILOHA

PODROBNE POSTUPY PRO POUZITI SYSTEMU

SPOLECENSTVI PRO RYCHLOU VYMENU
INFORMACI PODLE CLANKU 8

Systém se vztahuje na vyrobky uvadéné na trh, jak
jsou definovany v ¢lanku 2a této smérnice.

Farmaceutické vyrobky, na néz se vztahuji smérnice
75/319/EHS a 81/851/EHS, zvirata, na n¢z se vztahuje
smérnice 82/894/EHS, vyrobky zivocisného pivodu v
rozsahu, vjakém se na n¢ vztahuje smérnice
89/662/EHS a systém tykajici se radiologickych
mimofadnych situaci, ktery zahrnuje rozsdhlou
kontaminaci vyrobkl (rozhodnuti 78/600/Euratom),
jsou ztohoto systému vylouceny, nebot se na né
vztahuji odpovidajici notifikaéni postupy.

Systém je zaméfen zejména na rychlou vyménu
informaci v situaci vazného a bezprostfedniho rizika
pro zdravi a bezpe€nost spotiebiteli. Neni mozné
stanovit zvlastni kritéria, kterd by piesné definovala
pojem bezprosttedniho a vazného rizika; v tomto
ohledu budou proto vnitrostatni organy posuzovat
kazdy jednotlivy ptipad podle jeho podstaty. Je tfeba
poznamenat, ze vzhledem k tomu, Ze se ¢lanek 8 této
smérnice tyka bezprostiedniho ohrozeni spotiebiteld,
nejde o vyrobky predstavujici mozna rizika z hlediska
dlouhodobého puisobeni, ktera vyzaduji studium
ptipadnych technickych zmén na zakladé smérnic
nebo norem.

Jakmile se zjisti vazné a bezprostiedni riziko, bude
vnitrostatni organ jednat, pokud je to mozné a vhodné,
s vyrobcem nebo distributorem doty¢ného vyrobku.
Jejich ndzor a podrobnosti, které poskytnou, mohou
byt uzitené pro spravni organy clenskych stath
i Komisi pfi rozhodovani, jakd opatieni se maji
ptijmout k zajisténi ochrany spotfebitele s minimalnim
narusenim obchodni Cinnosti. Za timto ucelem maji
¢lenské staty usilovat o ziskani co nejvétsiho mnozstvi
informaci o vyrobcich a o povaze nebezpedi, aniz by
tim byl ohrozena nezbytna rychlost.

Jakmile clensky stat zjisti vazné a bezprostiedni
riziko, jehoz disledky presahuji nebo by mohly
presahnout hranice jeho vysostného uzemi, a jakmile
byla pfijata opatieni nebo bylo o nich rozhodnuto,
informuje neprodlené Komisi. Clensky stat uvede, Ze
provadi notifikaci Komisi ve smyslu ¢lanku 8 této
smérnice. Budou poskytnuty veskeré dostupné
podrobné informace, zejména tyto:

a) informace pro identifikaci vyrobku;

b) vzniklé nebezpe¢i vcetné vysledki vSech
zkousek/rozborti, které jsou vyznamné pro
posouzeni urovngé rizika;

ANNEX

DETAILED PROCEDURES FOR THE
APPLICATION OF THE COMMUNITY SYSTEM
FOR THE RAPID EXCHANGE OF INFORMATION
PROVIDED FOR IN ARTICLE 8

1. The system covers products placed on the market as
defined in Article 2 (a) of this Directive.

Pharmaceuticals, which come under Directive
75/319/EEC and 81/851/EEC, and animals, to which
Directive 82/894/EEC applies and products of animal
origin, as far as they are covered by Directive
89/662/EEC, and the system for radiological
emergencies which covers widespread contamination
of products (Decision 87/600/Euratom), are excluded,
since they are covered by equivalent notification
procedures.

2. The system is essentially aimed at a rapid exchange of

information in the event of a serious and immediate
risk to the health and safety of consumers. It is
impossible to lay down specific criteria as to what,
precisely, constitutes an immediate and serious risk; in
this regard, the national authorities will therefore
judge each individual case on its merits. It should be
noted that, as Article 8 of this Directive relates to
immediate threats posed by a product to consumers,
products involving possible long-term risks, which
call for a study of possible technical changes by means
of directives or standards are not concerned.

3. As soon as a serious and immediate risk is detected,

the national authority shall consult, insofar as possible
and appropriate, the producer or distributor of the
product concerned. Their point of view and the details
which they supply may be useful both to the
administrations of the Member States and to the
Commission in determining what action should be
taken to ensure that the consumer is protected with a
minimum of commercial disruption. To these ends the
Member States should endeavour to obtain the
maximum of information on the products and the
nature of the danger, without compromising the need
for rapidity.

4. As soon as a Member State has detected a serious and

immediate risk, the effects of which extend or could
extend beyond its territory, and measures have been
taken or decided on, it shall immediately inform the
Commission. The Member State shall indicate that it
is notifying the Commission under Article 8 of this
Directive. All available details shall be given, in
particular on:

(a) information to identify the product;

(b) the danger involved, including the results of any
tests/analyses which are relevant to assessing the
level of risk;
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c) charakter opatfeni, ktera byla pfijata nebo o nichz
se rozhodlo;

d) udaje o dodavatelském fetézci, je-li takova

informace mozna.

Tyto informace musi byt sdéleny pisemné, pifednostné
telexem nebo faxem, Komise na né vSak muize byt
pfedem upozornéna i telefonicky. Je tfeba
pfipomenout, ze rychlost, s niz jsou informace
sdélovany, ma pro systém rozhodujici vyznam.

. Aniz je dotcen odstavec 4, mohou Cclenské staty
poptipadé predat informace Komisi pied piijetim
rozhodnuti o doty¢nych opatienich. Okamzité spojeni
uskutecnéné co nejdiive po zjisténi rizika nebo pfi
podezieni na n€j mize usnadnit preventivni opatieni.

Povazuje-li ¢lensky stat urcité informace za diverné,
ma je upfesnit a odivodnit Zadost o duvérnost s
védomim, Ze potieba provedeni ucinnych opatfeni na
ochranu spotfebiteld ma obvykle piednost pied
uvahami o divérnosti. Mélo by se téz pfipomenout, Ze
preventivni opatfeni jsou pfijimana ve vSech
ptipadech jak Komisi, tak odpovédnymi Cleny sit¢ v
ruznych Clenskych statech s cilem vyloucit vSechny
zbytecné uniky informaci, které by mohly poskodit
dobré jméno vyrobku nebo série vyrobkii.

. Komise ovéfi shodu obdrzenych informaci s ¢lankem
8 této smérnice, popiipadé kontaktuje notifikujici zemi
a neprodlené pfedd informace telexem nebo faxem
pfislusnym organim v ostatnich clenskych statech
spole¢né s kopii urc¢enou kazdému stalému zastoupeni;
tyto organy lze soucasn¢ se zaslanim telexu
kontaktovat telefonicky. Komise mtze téz kontaktovat
Clensky stat, o némz se predpoklada, ze je zemi
puvodu vyrobku, za ucelem provedeni nezbytnych
ovéreni.

. Povazuje-li to za nezbytné a za ucelem doplnéni
obdrzenych informaci, mtze Komise zaroven za
vyjimeénych okolnosti zahajit vySetfovani ze své
vlastni iniciativy a/nebo svolat Vybor pro mimofradné
situace uvedeny v ¢l. 10 odst. 1 této smérnice.

V pfipadé takového vysetfovani poskytnou clenské
staty Komisi pozadované informace v rozsahu podle
svych nejlepsich moznosti.

Od ostatnich ¢lenskych stati se vyzaduje, aby Komisi
podle moznosti neprodlené informovaly:

a) o tom, zda vyrobek byl uveden na trh na jejich
uzemi;

b) o dopliyjicich informacich, které¢ obdrzely o
dotyéném nebezpeci véetné vysledkti vSech
zkousek/rozbori  provedenych za  ucelem

(c) the nature of the measures taken or decided on;

(d) information on supply chains where such

information is possible.

Such information must be transmitted in writing,
preferably by telex or fax, but may be preceded by a
telephone call to the Commission. It should be
remembered that the speed with which the information
is communicated is crucial.

Without prejudice to point 4, Member States may,
where appropriate, pass information to the
Commission at the stage preceding the decision on the
measures to be taken. Immediate contact, as soon as a
risk is discovered or suspected, can in fact facilitate
preventive action.

If the Member State considers certain information to
be confidential, it should specify this and justify its
request for confidentiality, bearing in mind that the
need to take effective measures to protect consumers
normally outweighs considerations of confidentiality.
It should also be remembered that precautions are
taken in all cases, both by the Commission and by the
members of the network responsible in the various
Member States, to avoid any unnecessary disclosure
of information likely to harm the reputation of a
product or series of products.

The Commission shall verify the conformity of the
information received with Article 8 of this Directive,
contact the notifying country, if necessary, and
forward the information immediately by telex or fax to
the relevant authorities in the other Member States
with a copy to each permanent representation; these
authorities may, at the same time as the transmission
of the telex, be contacted by telephone. The
Commission may also contact the Member State
presumed to be the country or origin of the product to
carry out the necessary verifications.

At the same time the Commission, when it considers it
to be necessary, and in order to supplement the
information  received, can in  exceptional
circumstances institute an investigation of its own
motion and/or convene the Committee on
Emergencies provided for in Article 10 (1) of this
Directive.

In the case of such an investigation Member States
shall supply the Commission with the requested
information to the best of their ability.

The other Member States are requested, wherever
possible, to inform the Commission without delay of
the following:

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

(b) supplementary information it has obtained on the
danger involved, including the results of any
tests/analyses carried out to assess the level of risk,
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10.

11.

12.

13.

14.

posouzeni urovné rizika; a v kazdém piipad¢ co
mozna nejdiive informovaly Komisi:

o opatienich uvedenychv ¢l. 8 odst. 1 této
smérnice, kterd byla pfijata nebo o nichz se
rozhodlo;

d) o dobé, kdy byl vyrobek zminovany v této
informaci zjistén na jejich uzemi, avSak zadna
opatieni nebyla dosud pfijata nebo o nich nebylo
rozhodnuto, a o divodech, pro které nebudou
zadna opatieni pfijata.

Komise mize s piihlédnutim k vyvoji zalezitosti a
informacim obdrzenym od ¢lenskych statd podle bodu
9 svolat vyse uvedeny Vybor za ucelem vymény
nazort o dosazenych vysledcich a zhodnoceni
ptijatych opatieni. Vybor pro mimofadné situace muze
byt svolan rovnéz na zadost zastupce ¢lenského statu.

Komise bude prostiednictvim
koordina¢nich postupti usilovat o:

svych  vnittnich

a) vylouCeni zbytecné duplicity pfi vyfizovani
notifikaci;

b) maximalni vyuziti odbornych posudkd dostupnych
v ramci Komise;

¢) udrzovani plné informovanosti o ostatnich
doty¢nych sluzbach;

d) zajisténi toho, aby se jednani v jednotlivych

vyborech uskuteéiiovala v souladu s ¢lankem 10
této smérnice.

Pokud c¢lensky stat hodla nezavisle na zvlastnich
opatfenich  pfijatych z divodd  vaznych a
bezprostiednich rizik pozménit své pravni predpisy
ptijetim technickych specifikaci, musi byt tyto
technické specifikace notifikovany Komisi ve stadiu
navrhu v souladu se smérnici 83/189/EHS a popiipadé
s uvedenim dtvodui naléhavosti podle ¢l. 9 odst. 3
zminéné smérnice.

Vybor pro mimofadné situace musi byt pravidelné
informovan o vSech obdrzenych notifikacich a o
naslednych opatienich, aby mél ptehled o situaci.
Pokud jde o vySe uvedené body 8 a 10 a v ptipadech,
které spadaji do oblasti pluisobnosti postupi a/nebo
vyborti zfizenych pravnimi predpisy Spolecenstvi a
tykaji se zvlastnich vyrobkil nebo vyrobnich odvétvi,
musi byt tyto vybory zapojeny. V pfipadech, kdy neni
zapojen Vybor pro mimoradné situace a nejsou pfijata
z4dna opatieni podle bodu 11 pism. d), budou o vSech
vyménach nazord v jinych vyborech informovéana
kontaktni mista.

V soucasné dob€ existuji dvé sité kontaktnich mist: sit’
potravinaiskych vyrobki a sit' nepotravinaiskych
vyrobki. Seznam kontaktnich mist a ufednikd
odpovédnych za ob¢ sité suvedenim telefonnich,
telexovych a faxovych cisel a adres je davérny a
poskytuje se pouze clenim siti. Tento seznam

10.

11

12.

13.

14.

and in any case they must inform the Commission
as soon as possible of the following:

(c) the measures taken or decided on, of the type
mentioned in Article 8 (1) of this Directive;

(d) when the product mentioned in this information
has been found within their territory but no
measures have been taken or decided on and the
reasons why no measures are to be taken.

The Commission may, in the light of the evolution of
a case and the information received from Member
States under point 9 above, convene the above
Committee on Emergencies in order to exchange
views on the results obtained and to evaluate the
measures taken. The Committee on Emergencies may
also be convened at the request of a representative of a
Member State.

.The Commission shall, by means of its internal

coordination procedures, endeavour to:

(a) avoid unnecessary duplication in dealing with
notifications;

(b) make full use of the expertise available within the
Commission;

(c) keep the other services concerned fully informed;

(d) ensure that discussions in the various relevant
committees are held in accordance with Article 10
of this Directive.

When a Member State intends, apart from any specific
measures taken because of serious and immediate
risks, to modify its legislation by adopting technical
specifications, the latter must be notified to the
Commission at the draft stage, in accordance with
Directive 83/189/EEC, if necessary, quoting the
urgent reasons set out in Article 9 (3) of that Directive.

To allow it to have an overview of the situation, the
Committee on Emergencies shall be periodically
informed of all the notifications received and of the
follow-up. With regard to points 8 and 10 above, and
in those cases which fall within the scope of
procedures and/or committees provided for by
Community legislation governing specific products or
product sectors, those committees shall be involved. In
cases where the Committee on Emergencies is not
involved and no provisions are made under 11 (d), the
contact points shall be informed of any exchange of
views within other committees.

At present there are two networks of contact points:
the food products network and the non-food products
network. The list of contact points and officials
responsible for the networks with telephone, telex and
fax numbers and addresses is confidential and
distributed to the members of the network only. This
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umoziuje navazat kontakt s Komisi a mezi ¢lenskymi
staty a usnadiiuje vyjasnéni podrobnosti. Vyplynou-li
z takovych kontaktdi mezi Clenskymi stity nové
informace obecného zajmu, informuje o nich Komisi
¢lensky stat, ktery dvoustranny kontakt zahajil. Pouze
informace ziskané prostfednictvim kontaktnich mist v
¢lenskych statech nebo jimi potvrzené lze povazovat
za informace ziskané v rameci systému rychlé vymény
informaci.

Komise kazdoroéné hodnoti UCinnost sité, vSech
nezbytnych  zlepSeni a  pokrok  dosazeny
v komunikac¢nich  technologiich  mezi  organy
odpovédnymi za jeji provoz.

list enables contact to be established with the
Commission and between Member States in order to
facilitate clarification of points of detail. When such
contacts between Member States give rise to new
information of general interest, the Member States
which initiated the bilateral contact shall inform the
Commission. Only information received or confirmed
through contact points in Member States may be
considered as received through the rapid exchange of
information procedure.

Every year the Commission shall carry out a review of
the effectiveness of the network, of any necessary
improvements and of the progress made in the
communications technology between the authorities
responsible for its operation.
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