ROZHODNUTI KOMISE
ze dne 29. dubna 2004,

kterym se stanovi obecné zasady pro Fizeni systému Spolecenstvi pro rychlou vyménu
informaci (RAPEX) a pro oznameni predkladana v souladu s ¢lankem 11
smérnice 2001/95/ES

(ozndmeno pod cislem K(2004) 1676)
(Text s vyznamem pro EHP)
(2004/418/ES)

COMMISSION DECISION
of 29 April 2004

laying down guidelines for the management of the Community Rapid Information System
(RAPEX) and for notifications presented in accordance with Article 11
of Directive 2001/95/EC

(notified under document number C(2004) 1676)
(Text with EEA relevance)
(2004/418/EC)

KOMISE EVROPSKYCH SPOLECENSTVI,

sohledkem na Smlouvu o zalozeni  Evropského

spolecenstvi,

s ohledem na smérnici Evropského parlamentu a Rady
2001/95/ES ze dne 3. prosince 2001 o obecné bezpecnosti
vyrobki'”, a zejména na ¢&l. 11 odst. 1 tieti pododstavec
uvedené smérnice,

po konzultaci s vyborem ziizenym c¢lankem 15 smérnice
2001/95/ES,

vzhledem k témto divodim:

(1) smérnici 2001/95/ES se stanovi systém Spolecenstvi
pro rychlou vyménu informaci (RAPEX) mezi
Clenskymi staty a Komisi o opatfenich a akcich
tykajicich se vyrobku, které predstavuji vazné riziko
pro zdravi a bezpecnost spotrebitell;

(2) Systtm RAPEX napomahd zabranovat tomu, aby

spotiebitelim  byly nabizeny vyrobky, které
predstavuji  vazné riziko pro jejich  zdravi
a bezpeCnost,  usnadiluje  sledovani  ucinnosti

a dislednosti dozoru nad trhem a jiné vykonné
¢innosti v Clenskych statech a vytvaii zéklad pro
urcovani potfebnych akci na Grovni Spolecenstvi;

M Ut vest. L 11, 15. 1. 2002, s. 4.

THE COMMISSION OF
COMMUNITIES,

THE EUROPEAN

Having regard to the Treaty establishing the European
Community,

Having regard to Directive 2001/95/EC of the European
Parliament and of the Council of 3 December 2001 on
general product safety"’, and in particular the third
subparagraph of paragraph 1 of Article 11 thereof,

After consulting the Committee set up by Article 15 of
Directive 2001/95/EC,

Whereas:

(1) Directive 2001/95/EC establishes a Community Rapid
Information System (RAPEX) for the rapid exchange
of information between the Member States and the
Commission on measures and actions relating to
products posing a serious risk to the health and safety
of consumers.

(2) The RAPEX helps to prevent the supply to consumers
of products which pose a serious risk to their health
and safety, facilitates the monitoring of the
effectiveness and consistency of market surveillance
and enforcement activities in the Member States, and
provides a basis for identifying needs for action at
Community level.

M OJL 11, 15.1.2002, p. 4.
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(3) postup oznamovani podle clanku 11  smérnice
2001/95/ES  zahrnuje vyménu informaci mezi
Clenskymi staty a Komisi o opatfenich a akcich
tykajicich  se  nebezpednych  vyrobku,  které
nepredstavuji vazné riziko pro zdravi a bezpecnost
spotiebitelt;

(4) a¢inné uplatnovani postuptt oznamovani podle
smérnice 2001/95/ES Komisi a pfisluSnymi organy
Clenskych  stath  vyzaduje dasledné zavedeni
pfislusnych ustanoveni této smérnice, zejména pojeti
vazného rizika a U€inku rizik, které¢ nepfesadhnou nebo
nemohou pfesdhnout tzemi jednoho ¢lenského statu,
ale které mohou byt predmétem z&mu vSech
¢lenskych statu;

(5) scilem usnadnit provozovani systému RAPEX a
postup oznamovani podle ¢lanku 11, by mély obecné
zasady obsahovat normalizovany formulaf oznameni a
kritéria pro klasifikaci oznadmeni podle stupné
naléhavosti. V obecnych zasadach by méla byt rovnéz
definovana prakticka pravidla, véetné lhit pro rizné
faze postupli oznamovani;

(6) obecné zasady by mély byt uréeny vnitrostatnim
organiim jmenovanym jako kontaktni mista v systému
RAPEX a odpovédnym také za postup oznamovani
podle ¢lanku 11 smérnice 2001/95/ES. Komise by
méla pouzivat obecné zasady jako referencni
dokument pro fizeni systému RAPEX a pro postup
oznamovani podle ¢lanku 11,

PRIJALA TOTO ROZHODNUTI:

Clanek 1
Komise timto pfijima obecné zasady k doplnéni
smérnice 2001/95/ES pro fizeni systému Spolecenstvi pro

rychlou vyménu informaci (RAPEX) a pro ozndmeni
predkladana v souladu s ¢lankem 11 uvedené smérnice.

Obecné zasady jsou uvedeny v piiloze tohoto rozhodnuti.

Clének 2

Toto rozhodnuti je ur¢eno ¢lenskym statim.

V Bruselu dne 29. dubna 2004.

Za Komisi

David BYRNE

¢len Komise

(3) The notification procedure under Article 11 of
Directive 2001/95/EC provides for an exchange of
information between the Member States and the
Commission on measures and actions relating to
dangerous products which do not present a serious risk
to the health and safety of consumers.

(4) The effective operation of the notification procedures
under Directive 2001/95/EC by the Commission and
the competent authorities of the Member States
requires consistent implementation of the relevant
provisions of that Directive, in particular of the
concept of serious risk and of risks the effects of
which do not, or cannot, go beyond the territory of one
Member State but which can be of interest for all
Member States.

(5) In order to facilitate the operation of RAPEX and of
the Article 11 notification procedure, the guidelines
should include a standard notification form and
criteria for the classification of notifications according
to the degree of urgency. The guidelines should also
define the operating arrangements including deadlines
for the various steps of the notification procedures.

(6) The guidelines should be addressed to the national
authorities designated as contact points in the RAPEX
and in charge of the notification procedure under
Article 11 of Directive 2001/95/EC. The Commission
should use the guidelines as the reference document
for managing RAPEX and the Article 11 notification
procedure,

HAS ADOPTED THIS DECISION:

Article 1

The Commission hereby adopts guidelines to supplement
Directive 2001/95/EC for the management of the
Community Rapid Information System (RAPEX) and for
notifications presented in accordance with Article 11 of
that Directive.

The guidelines are set out in the Annex to this Decision.

Article 2

This Decision is addressed to the Member States.

Done at Brussels, 29 April 2004 .

For the Commission

David BYRNE

Member of the Commission
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PRILOHA ANNEX

OBECNE ZASADY GUIDELINES
pro Fizeni systému Spolecenstvi pro rychlou vyménu for the management of the Community Rapid
informaci (RAPEX) a pro oznameni pi'edkladana Information System (RAPEX) and for notifications
podle ¢lanku 11 smérnice 2001/95/ES presented pursuant to Article 11 of Directive
2001/95/EC
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1.1

UVOoD

Zadkladni informace a cile obecnych zasad

Smérnici  2001/95/ES® o obecné  bezpetnosti
vyrobktl (GPSD) se stanovi systém Spolecenstvi pro
rychlou vyménu informaci mezi clenskymi staty
a Komisi o opatienich a akcich tykajicich se
spotfebnich vyrobkd, které predstavuji vazné riziko
pro zdravi a bezpeCnost spotiebitel, pokud
neexistuji zvlastni ustanoveni v pravnich predpisech
Spolecenstvi se stejnym cilem.

Postup oznamovani v ¢lanku 11 GPSD je kromé
toho ur€en pro vyménu informaci mezi ¢lenskymi
staty a Komisi o opatfenich a akcich tykajicich se
spotiebnich vyrobki, které nepfedstavuji vazné
riziko pro zdravi a bezpeénost spotiebiteltl.

Tyto postupy jsou soucasti ustanoveni GPSD
zaméfenych na zajisténi ucinného a dusledného
prosazovani piislusnych pozadavkt bezpecnosti.
Cile systému RAPEX jsou:

a) zajistit rychlou vyménu informaci mezi
Clenskymi staty a Komisi o opatfenich a akcich
ptijatych ve vztahu ke spotfebnim vyrobkiim na
zaklad¢é vazného rizika pro zdravi a bezpe¢nost
spotiebitell;

b) uvédomit ¢lenské staty a Komisi o existenci
vazného rizika ipfed piijetim opatfeni nebo
provedenim akei;

c) ziskat a ve vSech clenskych statech rozsirit
informace o opatfenich ucinénych clenskymi
staty v reakci na obdrzenou informaci;

se zamérem:

a) zabranit, aby byly spotiebitelim nabizeny
vyrobky, které predstavuji vazné riziko pro jejich
zdravi a bezpeCnost, a v pfipadé potieby je
stahnout z trhu nebo ptevzit zpét od spotiebiteli;

b) usnadnit sledovani t¢innosti a ddslednosti
dozoru nad trhem a jiné vykonné cinnosti
v ¢lenskych statech;

¢) v pfipad¢ potieby urcit potiebu akce a zajistit pro
ni zékladnu na urovni Spolecenstvi;

d) prispét k dislednému prosazovani pozadavka
Spole€enstvi na bezpecnost vyrobkt a k fadnému
fungovani vnitiniho trhu.

@ Ut vest. L 11, 15. 1. 2002, s. 4.

I1.1.

INTRODUCTION

Background and objectives of the guidelines

Directive 2001/95/EC® on general product safety
(GPSD) establishes a Community Rapid Information
System (RAPEX) for the rapid exchange of
information between the Member States and the
Commission on measures and actions in relation to
consumer products posing a serious risk for the
health and safety of consumers in so far as there are
no specific provisions in Community law with the
same objective.

Furthermore, the notification procedure in Article 11
of the GPSD is intended for exchange of information
between the Member States and the Commission on
measures and actions in relation to consumer
products that do not present a serious risk to the
health and safety of consumers.

These procedures are part of the provisions of the
GPSD aimed at ensuring an effective and consistent
enforcement of the applicable safety requirements.

The objectives of the RAPEX system are:

(a) to provide a rapid exchange of information
between Member States and the Commission
about measures and actions taken in relation to
consumer products because of a serious risk to
the health and safety of consumers;

(b) to inform Member States and the Commission
about the existence of a serious risk even before
measures are adopted or actions taken;

(c) to obtain and circulate to all Member States
information on the follow-up given to the
information exchanged by the Member States
receiving it;

with the aim of:

(a) preventing the supply to consumers of products
which pose a serious risk to their health and
safety, and where necessary withdrawing them
from the market or recalling them from
consumers;

(b) facilitating the monitoring of the effectiveness
and consistency of market surveillance and
enforcement activities in the Member States;

(c) identifying the need and providing a basis for
action at Community level, where necessary;

(d) contributing to the consistent enforcement of
Community product safety requirements and to
the proper functioning of the internal market.

@ QOJL 11, 15.1.2002, p. 4.
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Mechanismus oznamovani podle ¢lanku 11 GPSD
rovnéz usnadiiuje prevenci nabizeni nebezpecnych
vyrobkil spotiebitelim (které nepfedstavuji vazné
riziko) a sledovani dozoru nad trhem v ¢lenskych
statech.

V GPSD je stanoveno ,vytvofeni nezavaznych
obecnych zasad zaméfenych na  vyjadfeni
jednoduchych a jasnych kritérii a praktickych
pravidel, které mohou byt zménény pro doplnéni,
zlepSeni nebo prizplsobeni z hlediska zkusSenosti a
nového vyvoje, usnadnéni U¢inného provozovani
systtmu RAPEX Komisi a pfisluSnymi orgéany
¢lenskych stata®«, jinak feteno jsou tyto obecné
zasady urCeny k usnadnéni G¢inného a dusledného
pouzivani ustanoveni GPSD ve vztahu k postupiim
oznamovani.

Cilem téchto obecnych zasad je:

a) objasnit oblast pusobnosti systému RAPEX
z operativniho hlediska

— stanovenim pojmového rdmce pro ustanoveni
smérnice ve vztahu k vyrobkim, které
predstavuji  vazna rizika, a zejména
stanovenim kritérii pro pouzivani pojmu
,,vazné riziko®,

— mnavodem na druh opatfeni, akce a situaci,
které je tteba oznamit,

— poskytnutim navodu, jak oznamit Komisi
dobrovolna  opatieni vyrobcti  nebo
distributord pfijata se souhlasem organt nebo
vyzadana témito organy,

— stanovenim kritérii pro uréeni ,,mistni
udalosti“ (pfipady, kdy ucinky dotycného
rizika nepfesdhnou nebo nemohou piesdhnout
uzemi jednoho c¢lenského statu), kterd by
mohla byt pfedmétem zajmu vsech ¢lenskych
statd, a proto jim musi byt oznamena,

— stanovenim  kritérii  pro  oznamovani
informaci o nebezpecnych vyrobcich Komisi
pred rozhodnutim ¢lenského statu ptijmout
opatieni nebo provést akce,

— uréenim vyrobkt, na které se vztahuji
zvla$tni  rovnocenné  systémy  vymeény
informaci a které jsou proto vynaty z oblasti
pusobnosti systému RAPEX,

— klasifikaci a oznacenim oznameni podle
stupné€ naléhavosti.

b) definovat obsah oznameni, zejména
pozadovanych informaci a udaji, a formulafd,
které je tieba v systému RAPEX pouzivat;

V souvislosti s timto dokumentem se terminem ,,¢lenské
staty” rozuméji vSechny staty, které patii k Evropské unii
a také staty, které jsou stranami dohody o EHP.

The notification mechanism of Article 11 of the
GPSD also facilitates prevention of the supply to
consumers of dangerous products (not presenting a
serious risk) and monitoring of market surveillance
activities in the Member States.

The GPSD provides for the ,,establishment of non-
binding guidelines aimed at indicating simple and
clear criteria and practical rules, which may change
in order to be completed, improved or adapted in the
light of the experience and new developments, to
facilitate the effective operation of RAPEX by the
Commission and the competent authorities of the
Member States™, in other words these guidelines
are intended to facilitate the effective and consistent
application of the provisions of the GPSD related to
notification procedures.

The objectives of these guidelines are:

(a) to clarify the scope of RAPEX from the
operational point of view, by

— setting a conceptual framework for the
provisions of the Directive related to products
posing serious risks and in particular criteria
for applying the concept of ,,serious risk®,

— giving guidance on the types of measures,
action and situations that need to be notified,

— providing guidance on how to notify the
Commission of measures taken by producers
or distributors on a voluntary basis, in
agreement with the authorities or when
required by these authorities,

— providing criteria for identifying ,local
events (cases where the effects of the risk in
question do not, or cannot, go beyond the
territory of one Member State) that could be
of interest for all Member States, in which
case they would have to be notified,

— setting criteria for notifying information on
dangerous products to the Commission before
a Member State decides to adopt measures or
take actions,

— identifying the products covered by a specific
equivalent exchange of information systems,

therefore excluded from the scope of
RAPEX,
— classifying and indexing notifications

according to the degree of urgency;

(b) to define the contents of the notifications, in
particular the information and data required, and
the forms to be used for the RAPEX system;

3)

In the context of this document the term ,,Member States*
means all States which belong to the European Union and
also those States which are parties to the EEA Agreement.
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1.2

1.3

c) definovat naslednou akci, kterou maji clenské
staty, které oznameni obdrzely, provést, a
definovat informace, které maji o této akci
poskytnout;

d) popsat zachdzeni s oznamenimi a informacemi
o naslednych opatieni ze strany Komise;

e) stanovit lhity pro rizné faze procesi systému
RAPEX;

f) definovat a dokumentovat prakticka pravidla na
urovni  Komise a clenskych statd pro
provozovani systtmu RAPEX a vSechny
prislusné technické podrobnosti.

V téchto obecnych zasadach je rovnéz stanoven
navod na postup oznamovani podle ¢lanku 11 GPSD
objasnénim oblasti pouziti postupu, upiesnénim
obsahu oznameni a stanovenim pravidel pro
zachézeni s oznamenimi a pro jejich predavani.

Status a dalsi vyvoj obecnych zasad
Status:

Toto jsou operativni obecné zasady. Tyto obecné
zasady prijala Komise po konzultaci s ¢lenskymi
staty v rdmci vyboru GPSD, ktery je ¢inny v souladu
s poradnim postupem.

Predstavuji proto referenc¢ni dokument pro pouzivani
ustanoveni GPSD tykajicich se systtmu RAPEX
i pro oznameni predkladana podle ¢lanku 11 GPSD.

Dalsi vyvoj:

Tyto obecné zasady bude tieba prizplsobit
z hlediska zkuSenosti a nového vyvoje. Komise je
v piipadé potieby bude aktualizovat nebo je zméni

po projednani s vyborem uvedenym v ¢lanku 15
GPSD.

Komu jsou obecné zasady urceny

Tyto obecné zasady jsou ureny vnitrostatnim
organim ¢lenskych statd jmenovanym, aby se jako
kontaktni mista zapojily do sité systému RAPEX a
byly odpovédny za postup oznamovani podle
Clanku 11 smérnice. Komise bude tyto obecné
zasady pouzivat jako referen¢ni dokument pti fizeni
systtmu RAPEX a postupu oznamovani podle
¢lanku 11 smérnice.

1.2.

1.3.

(c) to define the follow-up action to be taken by the
Member States receiving a notification and the
information to be provided on such follow-up;

(d) to describe the treatment of the notifications and
of the follow-up information by the Commission;

(e) to set the deadlines for the various steps of the
RAPEX processes;

(f) to define and document the practical
arrangements at Commission and Member States
level for the operation of RAPEX and all the
relevant technical details.

These guidelines provide also guidance on the
notification procedure of Article 11 of the GPSD by
clarifying the scope of the procedure, detailing the
contents of notifications and establishing
arrangements for treatment and transmission of
notifications.

Status and further developments of the guidelines
Status:

These are operational guidelines. These guidelines
are adopted by the Commission, after consultation of
the Member States within the GPSD Committee
acting in accordance with the advisory procedure.

They therefore represent the reference document for
the application of the provisions of the GPSD
concerning RAPEX as well as for notifications
presented according to Article 11 of the GPSD.

Further developments:

These guidelines will need to be adapted in the light
of experience and of new developments. The
Commission will update or amend them as necessary
in consultation with the Committee referred to in
Article 15 GPSD.

To whom are the guidelines addressed

These guidelines are addressed to the Member
States’ national authorities designated to participate
in the RAPEX network as contact points and in
charge of the notification procedure under Article 11
of the Directive. The Commission will use these
guidelines as the reference document for managing
RAPEX and the notification procedure under Article
11 of the Directive.
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2.1

OBECNA OBLAST PUSOBNOSTI SYSTEMU
RAPEX

Definice vyrobkii, na které se vztahuje GPSD a
kritéria pro pouzivani této definice pro ucely
systému RAPEX

Ustanoveni GPSD, a =zejména postup systému
RAPEX, se vztahuji na spotiebni vyrobky, které
predstavuji vazné riziko pro spotfebitele, pokud
neexistuji zadna zvlastni ustanoveni v pravnich
predpisech Spolecenstvi se stejnym cilem. Priklady
vyrobkt, na které se systém RAPEX vztahuje, jsou

hracky, elektrické spotfebi¢e pro domacnosti,
zapalovace, pfedméty péce o déti, vozidla a
pneumatiky apod.

Vyrobky, na které se vztahuje GPSD, jsou

definovany v jejim €l. 2 pism. a):

,vyrobkem®“ se rozumi kazdy vyrobek, ktery je
urCen — rovnéz vramci poskytnuti sluzby -
spotiebitelim nebo pravdépodobné bude za rozumné
predvidatelnych podminek spotfebiteli pouzivan, a
to ikdyz jim urcen neni, a je za uplatu nebo
bezplatné dodavan nebo poskytovan v ramci
obchodni ¢innosti bez ohledu na to, zda je novy,
pouzity nebo upraveny.*

Zejména dulezité jsou tyto prvky:

— vyrobky musi byt uréeny spotiebitelim a byt jim
dodéavany nebo poskytovany; nebo

— budou pravdépodobné za rozumné
predvidatelnych podminek spotiebiteli
pouzivany, a to i kdyz jim nejsou uréeny. Rovnéz
maji byt zahrnuty vyrobky ,migrujici®

z profesniho vyuziti na spotfebitelsky trh. Jinak
feceno, vyrobky, které byly plvodné vyvinuty
pro profesni vyuziti a uvolnény na trh jako
vyrobky urcené pro profesni pracovniky a které
byly pozd¢ji prodavany také spotiebiteliim,

— vyrobky poskytované v souvislosti se sluzbou:
GPSD se rovnéz vztahuje na vyrobky, které jsou
dodavany nebo jsou k dispozici spotiebitelim
béhem jim poskytované sluzby. Spotiebni
vyrobky jsou ¢asto pouzivany ve spojeni
s urCitymi sluzbami (napf. prondjem strojnich
zafizeni). Zafizeni pouzivané poskytovatelem
sluzby kdodani sluzby je jiz mimo oblast
pusobnosti GPSD, zejména zafizeni provozované
poskytovatelem sluzby, na némz se spotiebitel
prepravuje nebo cestuje.

2.2 Vyrobky vynaté ze systéemu RAPEX, protoze se na né

vztahuji zvldstni a rovnocenné pozadavky pro
rychlou vymeénu informaci

Ze systtmu RAPEX jsou vynaty nasledujici
vyrobky, protoze se na né vztahuji rovnocenné
mechanismy oznamovani stanovené pravnimi
predpisy Spolecenstvi:

2.1.

GENERAL SCOPE OF RAPEX

Definition of the products covered by the GPSD and
criteria for applying this definition for the aims of
RAPEX

The provisions of the GPSD, and in particular the
RAPEX procedure, apply to consumer products that
pose a serious risk to consumers in so far as there are
no specific provisions in Community law with the
same objective. Examples of products covered by
RAPEX are toys, domestic electrical appliances,
lighters, childcare articles, cars and tyres, etc.

The products covered by the GPSD are defined in its
Article 2(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.*

The following elements are particularly relevant:

— products must be intended for and supplied or
made available to consumers, or

— likely, under reasonably foreseeable conditions,
to be used by consumers even if not intended for
consumers.  Products ‘migrating’ from
professional use to the consumer market should
also be covered. In other words, products that
had been originally developed for professional
use and allowed on the market as intended for
professionals, which have subsequently also been
marketed to consumers,

— products provided in the context of a service: the
GPSD also covers products supplied or made
available to consumers in the course of a service
provided to them. Consumer products are often
made available in connection with certain
services (for example renting of machines). The
equipment used by the service provider to supply
a service is beyond the scope of the GPSD, in
particular, equipment on which consumers ride
or travel operated by a service provider.

2.2. Products excluded from RAPEX because covered by

specific and equivalent requirements for the rapid
exchange of information

The following products are excluded from RAPEX
because they are covered by equivalent notification
mechanisms established by Community legislation:
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— lécivé pripravky, na které se

vztahuji
smérnice 75/319/EHS™ a 81/851/EHS®,

— aktivni implantabilni zdravotnické prostfedky, na
které se vztahuje smérnice 90/385/EHS,
zdravotnické prostfedky, na které se vztahuje
smérnice 93/42/EHS" a diagnostické prostiedky
in vitro, na které se vztahuje smérnice
98/79/ES",

— potraviny a krmiva, na které se vztahuje nafizeni
(ES) ¢&. 178/2002.

Dalsi informace o vztahu mezi riznymi postupy
oznamovani  stanovenymi pravnimi  pfedpisy
Spolecenstvi 1ze nalézt v kapitole 9.1 a v samostatné
,Priru¢ce o vztahu mezi GPSD a nékterymi

sektorovymi smérnicemi''?*,

Opatreni, rozhodnuti a akce,
oznameny v ramci systéemu RAPEX

kterée maji byt

Urcujici seznam rtznych druhd opatfeni a akci
pfislusnych organid clenskych statd, které maji byt
oznameny Vv rameci systému RAPEX, lze nalézt
v ¢lanku 8 GPSD. Cilem téchto opatieni a akei je

— uloZeni podminek pied uvedenim vyrobku na trh,

— pozadavek, aby byl vyrobek uveden na trh
s upozornénimi tykajicimi se vsech rizik,

— upozornéni pro spotiebitele na riziko spojené
s vyrobkem,

— prozatimni nebo definitivni zakaz dodavat,
nabizet k dodani nebo vystavovat vyrobek,

— organizovani stazeni nebo zpétného prevzeti
vyrobku,

)

(%)

6)
@)

®)

(10)

Ut. vést. L 147, 9. 6. 1975, s. 13. Smérnice naposledy

pozménéna smérnici Komise 2000/38/ES (Ut. vést. L 139,

10. 6. 2000, s. 28).

Ut. vést. L 317, 6. 11. 1981, s. 1. Smérnice naposledy

pozménéna smérmici Komise 2000/37/ES (Ut. vést. L 139,

10. 6. 2000, s. 25).

Ut. vést. L 189, 20. 7. 1990, s. 17.

Ut. vést. L 169, 12. 7. 1993, s. 1. Smérnice naposledy

pozménénd natizenim (ES) 1882/2003 (Ut. vést. L 284,

31.10.2003, s. 1).

Ut. vést. L 331, 7. 12. 1998, s. 1. Smérnice naposledy

pozménéna nafizenim (ES) 1882/2003 (Ut. vést. L 284,

31.10. 2003, s. 1).

Ut. vést. L 31, 1. 2. 2002, s. 1. Nafizeni naposledy

pozménéné natizenim (ES) 1642/2003 (Ut. vést. L 245,

29.9.2003, s. 4).

http://europa.eu.int/comm/consumers/cons_safe/prod_safe/
gpsd/revisedGPSD_en.htm

2.3.

— pharmaceuticals covered by  Directives

75/319/EEC® and 81/851/EEC®,

— active implantable medical devices covered by
Directive  90/385/EEC'®, medical devices
covered by Directive 93/42/EEC”, and in vitro
diagnostic medical devices covered by Directive
98/79/EC®,

— food and feed covered by Regulation (EC) No
178/2002¢.

Further information on the relationship between the
different notification procedures established by
Community law can be found in chapter 9.1 and in
the separate ,Guidance Document on the
Relationship between the GPSD and Certain Sector
Directives' " .

Measures, decisions and actions to be notified under
RAPEX

An indicative list of the different types of measures
and actions of the competent authorities of the
Member States that should be notified under
RAPEX, can be found in Article 8 GPSD. These
measures and actions are aimed at:

— imposing conditions prior to the marketing of a
product,

— requiring that a product be marked with warnings
concerning any risks,

— alerting consumers about a risk related to a
product,

— banning temporarily or definitively the supply,
the offer to supply or the display of a product,

— organising the withdrawal or the recall of a
product,

“4)

)

(6)
()]

®)

©)

(10)

OJ L 147, 9.6.1975, p. 13. Directive as last amended by
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
Directive 2000/37/EC (OJ L 139, 10.6.2000, p. 25).

OJ L 189,20.7.1990, p.17.

OJ L 169, 12.7.1993, p.1; Directive as last amended by
Regulation (EC) No 1882/2003 (OJ L 284, 31.10.2003,
p- ).

OJ L 331, 7.12.1998, p.1; Directive as last amended by
Regulation (EC) No 1882/2003 (OJ L 284, 31.10.2003,
p- ).

OJ L 031, 01.2.2002, p. 1. Regulation as last amended by
Regulation (EC) No 1642/2003 (OJ L 245, 29.9.2003, p. 4).

http://europa.eu.int/comm/consumers/cons_safe/prod_safe/
gpsd/revisedGPSD_en.htm
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2.4

— nafizeni vyrobcim nebo distributorim stahnout
vyrobek, zpétné jej prevzit od spotfebiteld
a zniCit jej.

Ostatni opatieni a akce, které organy mohou

pfijmout nebo provést a které maji byt oznameny,

jsou

— dohody s vyrobci a distributory o provedeni akci
nezbytnych pro odvraceni rizik predstavovanych
vyrobky,

— dohody svyrobci a distributory o spolecném
zorganizovanim stazeni, zpétného prevzeti
vyrobktl od spotiebitelli a jejich znieni nebo jiné
jakékoliv odpovidajici akee,

— dohody s vyrobci a distributory o zkoordinovani
zpétného prevzeti vyrobku od spotiebiteli a jeho
zniceni.

Clenské staty maji oznamit vSechna takovato

opatieni, 1kdyz pravdépodobné budou nebo jsou

pfedmétem odvolani na vnitrostatni urovni nebo
podléhaji pozadavkiim na zvefejnéni. Clenské staty
maji voznameni uvést, zda je opatfeni konecné
povahy (protoze nebylo vyrobcem nebo dovozcem
napadeno nebo protoze bylo s konecnou platnosti
potvrzeno), nebo zda je stile pravdépodobné, ze
bude, nebo v soucasné dobé je, pfedmétem odvolani.

V kazdém piipadé¢ ma byt kazdd pozd€jsi zména

statusu opatieni sdélena Komisi.

Podle ¢lanku 5 jsou vyrobei a distributofi povinni

uvédomit vnitrostatni organy o dobrovolnych akcich

nebo opatfenich pfijatych k odvraceni rizika pro
spotiebitele. Organy jsou povinny oznamit tato
dobrovolna opatfeni Komisi, pokud vyrobek

predstavuje vazné riziko (viz kapitola 4.3).

Dalsi informace o vaznych rizicich, které mohou byt
v ramci systemu RAPEX vymeénény

Clenské staty mohou uvédomit Komisi o

— vSech informacich tykajicich existence vazného
rizika ve stddiu pred rozhodnutim pfijmout
opatfeni nebo provést akci (¢l. 12 odst. 1 teeti
pododstavec). V takovém ptipadé maji kontaktni
mista systému RAPEX rovnéz uvédomit Komisi
o kone¢ném rozhodnuti;

— opatfenich kur¢it¢ vyrobni sérii, ktera byla
Clenskym statem stazena z trhu kvili vaznému
riziku, a pokud vSechny kusy v této sérii byly
Clenskym statem stazeny z trhu,

— rozhodnuti celntho organu zadrzet nebo
odmitnout vyrobky na hranicich EU, jestlize
zadrzeny nebo odmitnuty spotiebni vyrobek
predstavuje vazné riziko. Kontaktni mista maji
tuto informaci dale rozsifit u celnich organu
svych zemi (viz podrobnosti v kapitole 8.3).

2.4.

— ordering producers and distributors to withdraw a
product, recall it from consumers, and destroy it.

Other measures and actions that authorities can
adopt or take and should notify are:

— agreements with producers and distributors to
take actions necessary to avoid the risks posed by
products,

— agreements with producers and distributors to
organise jointly the withdrawal, the recall of
products from consumers and their destruction or
any other relevant action,

— agreements with producers and distributors to
coordinate the recall of a product from
consumers and its destruction.

Member States should notify all such measures even
if an appeal against them is likely or they are under
appeal at national level or subject to publication
requirements. Member States should indicate in the
notification whether the measure is of a definitive
nature (because it has not been contested by the
manufacturer or importer, or because it has been
finally confirmed) or if it is still likely to be, or is
currently, under appeal. In any case, any subsequent
change in the status of the measure should be
communicated to the Commission.

Under Article 5 producers and distributors are
obliged to inform the national authorities of
voluntary actions or measures taken to prevent risk
to the consumer. The authorities must notify these
voluntary measures to the Commission when the
product poses a serious risk (see chapter 4.3).

Other information on serious risks that may be
exchanged under RAPEX

Member States may inform the Commission of’

— any information regarding the existence of a
serious risk at the stage before deciding to adopt
measures or to take action (Article 12.1, third
subparagraph). In such cases RAPEX contact
points should also inform the Commission about
the final decision,

— measures on a specific production batch which
has been withdrawn from the market by a
Member State due a serious risk and when all
items in this batch have been withdrawn from the
market by the Member State,

— customs authority decisions to block or to reject
products at the EU borders if the consumer
product blocked or rejected presents a serious
risk. Contact points should circulate this
information to their customs authorities (see
details in chapter 8.3).
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2.5

3.1

Komise mtize obdrzet informace tykajici se vyrobk,

které predstavuji vazné riziko pro zdravi
spotiebiteli, ztietich zemi nebo prostiednictvim
rovnocennych informacnich systémid zfizenych

jinymi organizacemi, v¢etné zemi nespadajicich do
EU. Komise informace vyhodnoti a mize je predat
Clenskym statim.

U téchto druhtt dodate¢nych informaci o vaznych
rizicich, které mohou byt vyménény v rdmci systému
RAPEX, se nevyzaduje oficialni odezva od ostatnich
Clenskych statd a pouziti normalizovaného formulaie.

Kritéeria pro opatreni spojena s oznamovanim rizik,
které nepresahnou uzemi ¢lenského statu

Opatieni a akce tykajici se rizik, jejichz ucinky
nepiesahnou nebo nemohou presdhnout twzemi

Clenského statu, jsou z oblasti plsobnosti systému
RAPEX vynaty.

V nékterych piipadech vsak budou tato opatfeni a
akce pravdépodobné zajimat vykonné organy
ostatnich ¢lenskych stati. Aby se posoudilo, zda
opatfeni tykajici se rizika s mistnim ucinkem
zahrnuje informace o bezpecnosti vyrobku, které
budou pravdépodobné predmétem zajmu ostatnich
Clenskych statl, ma vzit orgadn v tvahu, napiiklad
zda je opatfeni pfijato jako reakce na novy druh
rizika, které je$t€ nebylo hlaSeno v jinych
oznamenich, nebo zda je spojeno s novym rizikem
vzniklym kombinaci vyrobkd nebo zda jde o novy
druh nebo kategorii vyrobku, ktery je nebezpeény.

Opatteni tykajici se pouzitych vyrobkd prodavanych
soukromymi osobami a vyrobkd zhotovenych na
zakazku, které predstavuji vazné riziko, jsou vynata
z oblasti pusobnosti systtmu RAPEX, jestlize
Clensky stat, ktery opatfeni pfijal, muize
z existujicich informaci usoudit, ze se vyrobek
v druhém ¢lenském statu nemuze vyskytnout.

Vezme-li se vuvahu volny obéh vyrobki na
evropské trovni, otevienost evropské ekonomiky a
skuteCnost, ze spotiebitelé nakupuji vyrobky
nejenom na svém domacim trhu, ale také b&hem
dovolené v zahrani¢i nebo pies internet, doporucuje
se kontaktnim mistim, aby hlasila provedené akce,
pokud neni jisté, zda mtze byt riziko dilezité pro
jiny clensky stat nebo muze byt predmétem jeho
zajmu.

KRITERIA PRO IDENTIFIKOVANI
VAZNYCH RIZIK

Definice vazného vrizika v GPSD a cile zdsad
z hlediska vaznych rizik

Vazné riziko je definovano v ¢l. 2 pism. d) GPSD
takto: ,,vaznym rizikem se rozumi kazdé vaziné
riziko, které vyzaduje rychly zasah ze strany organt
vetejné moci, véetn¢ rizika, jehoz ucinky nejsou
bezprostiedni®.

2.5.

3.1.

The Commission may receive information relating
to products that present a serious risk to the health of
the consumer from Third Countries or through
equivalent information systems established by other
organisations including non-EU countries. The
Commission will evaluate the information and may
transmit it to the Member States.

These types of additional information on serious
risks that may be exchanged under RAPEX do not
require a formal reaction from the rest of Member
States and the use of a standard form is not required.

Criteria for notifying measures related to risks not
going beyond the territory of a Member State

Measures and actions related to risks where the
effects do not or cannot go beyond the territory of a
Member State are excluded from the scope of
RAPEX.

However, in certain cases such measures and actions
are likely to interest the enforcement authorities of
the other Member States. In order to assess whether
a measure dealing with a risk of local effect involves
information on product safety likely to be of interest
for the other Member States, the authority should
take into account for example whether the measure
is taken in response to a new type of risk which has
not yet been reported in other notifications, or
whether it is related to a new risk arising from a
combination of products or whether it is a new type
or category of product that is dangerous.

Measures related to second-hand products sold by
private individuals and custom-made products that
present a serious risk are excluded from the scope of
RAPEX if the Member State which took the
measure can conclude from the existing information
that the product could not be found in another
Member State.

Taking into account the free circulation of products
at European level, the openness of the European
economy and the fact that consumers buy products
not only in their home market but also during
holidays abroad or by Internet, contact points are
encouraged to report actions taken when there is
uncertainty whether the risk could be relevant or of
interest for another Member States.

CRITERIA FOR IDENTIFYING SERIOUS
RISKS

Definition of serious risk in the GPSD and
objectives of the guidance on serious risks

Serious risk is defined in Article 2(d) of the GPSD
as follows: ,,serious risk shall mean any serious risk,
including those the effects of which are not
immediate, requiring rapid intervention by the public
authorities™ .
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Tato definice vazného rizika je charakterizovana
dvéma klicovymi prvky. Za prvé zahrnuje vSechny
druhy vazného rizika pro spotiebitele, které vyrobek
zpusobuje  (bezprostiedni ohrozeni 1 mozna
dlouhodoba rizika); za druhé jde orizika, ktera
vyzaduji rychly zasah.

Nasledujici podkapitoly podavaji obecny navod pro
pfislusné organy, ktery jim bude napomocny pii
posuzovani Urovné zavaznosti rizika a rozhodovani,
zda je nezbytny rychly zasah. Cilem je pomoci
organim pfi identifikovani pfipadl, na které se
pojem vazného rizika podle GPSD vztahuje. Obecné
zasady nejsou v této kapitole vyCerpavajici a nesnazi
se brat v ivahu vSechny mozné faktory. Vnitrostatni
organy maji posoudit kazdy jednotlivy piipad podle
jeho vyznamu a vzit vvahu kritéria stanovena
v téchto obecnych zasadach i svou vlastni zkusenost
a praxi, ostatni dulezité zfetele a vhodné metody.

Kritéria urovné zavaznosti rizik

Spotfebni vyrobek mize predstavovat jedno nebo
vice nebezpeci. Nebezpeci mize byt rizného druhu
(chemické, mechanické, elektrické, tepelné, radiacni
apod.). Nebezpeci predstavuje vlastni schopnost
vyrobku poskodit za uréitych podminek zdravi a
bezpecnost uzivatelt.

Zavaznost kazdého druhu nebezpeci muze byt
stanovena na zakladé¢ kvalitativnich a nékdy
kvantitativnich kritérii podle druhu poskozeni, které
mize zpusobit.

Mize se stat, ze dotycné nebezpeci nepiedstavuji
vSechny jednotlivé vyrobky, ale pouze nekteré kusy
uvedené na trh. Nebezpeci mlize zejména souviset
s vadou, kterd se objevi pouze u n€kterych vyrobki
urc¢itého druhu (znacka, model ...) uvedenych na trh.

V takovych  pfipadech ma byt zohlednéna
pravdépodobnost, ze vyrobek vykazuje
vadu/nebezpeci.

Moznost konkretizace nebezpedi jako skuteéného
negativniho u¢inku na zdravi/bezpecnost bude
zaviset na tom, vjaké mife mu bude spotiebitel
vystaven pii pouzivani vyrobku podle jeho urceni
nebo tak, jak to muze byt rozumné ocekavano
béhem jeho zivotnosti. Vystaveni urcitym
nebezpecim mize kromé toho v nékterych pripadech
zahrnovat vice nez jednu osobu soucasné. Konecné
pfi stanoveni urovné rizika predstavovaného
vyrobkem pomoci kombinace zavaznosti nebezpeci
a miry vystaveni, ma byt bran ohled také na
schopnost exponovaného spotiebitele zabranit
nebezpecné situaci nebo na ni reagovat. Bude
zalezet na dikazech nebezpe€i, daném varovani a
zranitelnosti spotfebitele, ktery miize byt exponovan.

S prihlédnutim k vySe uvedenym tvaham muze
nasledujici koncepcni piistup napomoci ufednikiim
vykonnych organtt rozhodnout, zda specificka

3.2

This definition of serious risk is characterised by
two key elements. First, it includes all types of
serious risk to consumers created by a product
(immediate threats as well as possible long-term
risks); second, the risks considered are those
requiring a rapid intervention.

The following subchapters give general guidance to
assist the authorities in assessing the level of
seriousness of the risk and deciding whether a rapid
intervention is necessary. The objective is to help the
authorities in identifying the cases to which the
concept of serious risk under the GPSD applies. The
guidelines in this chapter are not exhaustive and do
not try take account of all possible factors. The
national authorities should judge each individual
case on its merits taking into account the criteria set
out in these guidelines as well as their own
experience  and  practice, other  relevant
considerations and appropriate methods.

Criteria on the level of gravity of risks

A consumer product may present one or more
intrinsic hazard. The hazard may be of various types
(chemical, mechanical, electrical, heat, radiation
etc.). The hazard represents the intrinsic potential of
the product to damage the health and safety of users
under certain conditions.

The severity of each type of hazard may be given a
rating, based on qualitative and sometimes
quantitative criteria related to the type of damage
that they are liable to produce.

It may happen that not all individual products
present the hazard in question, but only some of the
items placed on the market. The hazard may in
particular be related to a defect that appears only in
some of the products of a certain type (brand,
model...) placed on the market. In such cases the
probability of the defect/hazard being present in the
product should be considered.

The potential of a hazard to materialise as an actual
negative effect on the health/safety will depend on
the degree to which the consumer is exposed to it
when using the product as intended or as could
reasonably be expected during its lifetime. In
addition the exposure to certain hazards may in
some cases involve more than one person at a time.
Finally when determining the level of the risk
presented by a product by combining the severity of
the hazard with the exposure, consideration should
be given also to the ability of the exposed consumer
to prevent or react to the hazardous situation. This
will depend on the evidence of the hazard, the
warnings given and the vulnerability of the
consumer who may be exposed.

Taking into account the above considerations, the
following  conceptual approach may assist
enforcement officers to decide whether a specific
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nebezpecna situace zptisobena spotfebnim vyrobkem
predstavuje vazné riziko podle GPSD.

Utednici maji:

— jako prvni krok pouzit tabulku A ke stanoveni
miry zavaznosti disledkti nebezpeci podle jeho
zavaznosti a pravdépodobnosti konkretizace
v podminkach uvaZovaného pouziti i podle
mozného ucinku na zdravi/bezpecnost spojeného
s vlastnimi  nebezpecnymi  charakteristikami
vyrobku;

— jako druhy krok pouzit tabulku B k dal§imu
posouzeni miry zavaznosti dusledkii podle typu
spotfebitele a unormalnich dospé€lych podle
toho, zda je wvyrobek opatien pfiméfenym
varovanim a ochranou a zda je nebezpeci
dostate¢né zfejmé, aby bylo mozné kvalitativné
zattidit Groven rizika.

V tabulce B je uvedena mira zavaznosti dasledkt

z tabulky A, u nichz existuje situace vazného rizika

a unichz maji vykonné organy pfijmout rychlou

akci.

Tabulka A:

Odhad rizika: zavaZnost a pravdépodobnost vlivu na
zdravi/bezpecnost

V tabulce A jsou kombinovany dva hlavni faktory
ovliviiujici odhad rizika, jmenovit¢ zavaznost a
pravdépodobnost vlivu na zdravi/bezpecnost. Nasledujici
definice zavaznosti a pravdépodobnosti maji napomoci pfi
vybéru vhodnych hodnot.

Zavaznost

Posouzeni zavaznosti vychazi ze zvazeni moznych
disledktt nebezpeci na  zdravi/bezpeCnost, které
predstavuje uvazovany vyrobek. Klasifikace ma byt
provedena zv1ast’ pro kazdy druh nebezpegi'".

D U nskterych mechanickych rizik mohou byt naptiklad
uvazovany nasledujici definice klasifikace zavaznosti
s jejich typickymi urazy:

hazardous situation caused by a consumer product
constitutes a serious risk under the GPSD.

The officer should:

— as a first step, use Table A to determine the
gravity of the outcome of a hazard, depending on
both its severity and probability to materialise
under the conditions of use considered, and of
the possible health/safety effect related to the
intrinsic hazardous characteristics of the product,

— as a second step, use Table B to further assess
the gravity of the outcome depending on the type
of consumer and, for normal adults, whether the
product has adequate warnings and guards and
whether the hazard is sufficiently obvious to
make it possible to grade the risk level
qualitatively.

Table B indicates the gravity of the outcome from
Table A for which a serious risk situation exists and
for which rapid action is to be adopted by the
enforcement authorities.

Table A:

Risk estimation: severity and probability of
health/safety damage

In Table A the two main factors affecting the risk
estimation, namely the severity and the probability of
health/safety damage, are combined. The following
definitions of severity and probability have been drawn up
to assist the selection of appropriate values.

Severity

The assessment of severity is based on consideration of
the potential health/safety consequences of the hazards
presented by the product considered. A grading should be
established specifically for each type of hazard"".

(D As an example, for certain mechanical risks the following
definitions of the severity classifications may be proposed,
with their typical injuries:

Lehké Vazné

Velmi vazné

< 2 % neschopnost
zpravidla zvratna a nevyzadujici
nemocniéni osetieni

2 — 15 % neschopnost
zpravidla nevratna, vyZadujici
nemocni¢ni oseteni

> 15 % neschopnost
zpravidla nevratna

Leh¢i fezné rany Vazné fezné rany

Vazné zranéni vnitinich organt

Leh¢i zlomeniny

Ztréata prstu u ruky nebo nohy

Ztrata koncCetin

Poskozeni zraku

Ztrata zraku

Poskozeni sluchu

Ztrata sluchu

Slight

Serious Very Serious

<2 % incapacity
usually reversible and not
requiring hospital treatment

usually irreversible requiring

2 — 15 % incapacity > 15 % incapacity
usually irreversible

hospital treatment

Minor cuts

Serious cuts

Serious injury to internal organs

Minor fractures

Loss of finger or toe

Loss of limbs

Damage to sight

Loss of sight

Damage to hearing

Loss of hearing
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Pfi posuzovani zavaznosti se ma rovné€z brat v tvahu
pocet osob, které mohou byt postizeny nebezpecnym
vyrobkem. To znamena, Ze riziko spojené s vyrobkem,
ktery mize predstavovat riziko pro vice nez jednu osobu
soucasné (napi. pozar nebo otrava plynem od plynového
spotiebie), ma byt klasifikovano jako vazngj$i nez
nebezpeci, které miize postihnout pouze jednu osobu.

V odhadu pocatecniho rizika se ma zvazovat riziko kazdé
osoby vystavené vyrobku a odhad nema byt ovlivnén
celkovym poctem ohrozenych osob. Organy vSak mohou
byt opravnény brat vuvahu celkovy pocet osob
vystavenych vyrobku pfi rozhodovani o akei, ktera se ma
uskutecnit.

U mnohych  nebezpe¢i je mozné  predpokladat
nepravdépodobné okolnosti, které mohou vést k velmi
vaznym nasledkim, napt. zakopnuti o kabel, pad nebo

naraz  hlavou  vedouci kumrti, ikdyz jsou
pravdépodobnéjsi méné vazné nasledky. Posouzeni

zavaznosti nebezpe¢i ma byt zalozeno na dostatecném
diikazu, Ze ucinky vybrané pro charakterizaci nebezpeci
se mohou vyskytnout béhem predvidatelného pouziti. Tim
mize byt nejhorsi zkusenost s podobnymi vyrobky.

Celkova pravdépodobnost

Tento pojem se vztahuje k pravdépodobnosti negativnich
ucinkt na zdravi/bezpecnost osob vystavenych nebezpeci.
Nebere se pfitom v avahu celkovy pocet ohrozenych
osob. Pokud jde podle téchto zasad o pravdépodobnost, Ze
vyrobek je vadny, nema se tento pojem pouzivat, jestlize
existuje moznost identifikovat kazdy jednotlivy vadny
kus. V této situaci jsou uzivatelé vadnych vyrobka
vystaveni plnému riziku a uzivatelé¢ ostatnich vyrobki
riziku zadnému.

Celkova  pravdépodobnost je  kombinaci
spoluptisobicich pravdépodobnosti, jako je

vSech

— pravdépodobnost, ze vyrobek je nebo se stane vadnym
(jestlize jsou vSechny vyrobky vadné, bude tato
pravdépodobnost 100 %),

— pravdépodobnost, Ze se negativni U¢inek vyskytne
unormalniho wuzivatele, jehoz vystaveni odpovida
urCenému nebo rozumné ocekavanému pouziti
vadného vyrobku.

Tyto dvé pravdépodobnosti jsou v nasledujici tabulce
slouceny do celkové pravdépodobnosti, kterd je uvedena
v tabulce A.

The assessment of severity should also take into account
the number of people who could be affected by a
dangerous product. This means that the risk from a
product which could pose a risk to more than one person
at a time (e.g. fire or gas poisoning from a gas appliance)
should be classified as more severe than a hazard which
can only affect one person.

The initial risk estimation should refer to the risk to any
person exposed to the product and should not be
influenced by the size of the population at risk. However,
it may be legitimate for the authorities to take account of
the total number of people exposed to a product in
deciding on the action to be taken.

For many hazards it is possible to envisage unlikely
circumstances which could lead to very serious effects,
e.g. tripping over cable, falling and banging head leading
to death, although a less serious outcome is more likely.
The assessment of the severity of the hazard should be
based on reasonable evidence that the effects selected for
characterizing the hazard could occur during foreseeable
use. This could be worst case experience involving
similar products.

Overall probability

This refers to the probability of negative health/safety
effects to a person exposed to the hazard. It does not take
into account the total number of people at risk. Where the
guide refers to the probability of a product being
defective, this should not be applied if it is possible to
identify each one of the defective samples. In this
situation, the users of the defective products are exposed
to the full risk and the users of the other products to no
risk.

The overall probability is the combination of all the
contributing probabilities such as:

— the probability of the product being or becoming
defective (if all products carry the defect then this
probability would be 100 %),

— the probability of the negative effect materialising for
a normal user who has an exposure corresponding to
the intended or reasonably expected use of the
defective product.

These two probabilities are combined in the following
table to give an overall probability which is entered into
table A.
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Pravdépodobnost nebezpecného
vyrobku
Celkova pravdépodobnost poSkozeni zdravi/bezpeénosti 100 %
(]
1% 10 % 5
(v8echny)
Nebezpeci vzdy existuje a vliv na
zdravi/bezpecnost se Y1 , velmi
M y o stiedni vysoka .
Pravdépodobnost pravdépodobné vyskytne pii vysoka
vlivu na piedvidatelném pouziti
zdravi/bezpeCnost pii | Nebezpedi se miize vyskytnout pii
Vystavenvl ’ jedné nvc?pravdepocvlot’)ne okolnosti nizké stredni vysoka
nebezpecnému nebo pti dvou moznych
vyrobku v obvyklé okolnostech
mire Nebezpeci se miize vyskytnout pti .
< e N , velmi _— Y1
nékolika nepravdépodobnych nizké nizka stiedni
okolnostech dohromady

Probability of hazardous product
Overall Probability of Health/Safety Damage 100 %
1% 10 %
(All)
Hazard is always present and Ve
health/safety damage is likely to Medium High Hi ryh
Probability of occur in foreseeable use &
health/safety damage | Hazard may occur under one
from regular exposure | improbable or two possible Low Medium High
to hazardous product | conditions
Hazard only oceurs if several Very Low Medium
improbable conditions are met Low

Kombinace zavaznosti a celkové pravdépodobnosti
vtabulce A podava odhad miry zavaznosti rizika.
Pfesnost tohoto posouzeni bude zaviset na kvalite
informaci dostupnych ufednikim vykonnych organt.
Tento odhad je vsSak potieba upravit sohledem na
vnimani pfijatelnosti rizika spolecnosti. Spolecnost pfijme
v nékterych oblastech, jako je motorizmus, mnohem vyssi
riziko nez v jinych, jako jsou détské hracky. V tabulce B
je tento faktor zahrnut.

Tabulka B

Klasifikace rizika: kategorie osob, znalost rizika
a preventivni opatieni

Spole¢nost prijme za nékterych okolnosti vyssi rizika nez
za ostatnich. Predpoklada se, Ze hlavnimi faktory
ovlivitujicimi uroven rizika, které je pokladano za vazné,
jsou zranitelnost zvlastni kategorie osob a unormalnich
dospélych znalost rizika a moznost ucinit proti nému
preventivni opatieni.

Combining the severity and overall probability in Table A
gives an estimation of the gravity of the risk. The
accuracy of this assessment will depend upon the quality
of the information available to the enforcement officer.
However, this assessment needs to be modified to take
account of the society’s perception of the acceptability of
the risk. Society accepts much higher risks in some
circumstances such as motoring, than in others, such as
children’s toys. Table B is used to input this factor.

Table B

Grading of risk: type of person, knowledge of the risk
and precautions

Society accepts higher risks in some circumstances than
in others. It is considered that the main factors affecting
the level of risk that is considered to be serious are the
vulnerability of the type of person affected and for normal
adults, the knowledge of the risk and the possibility of
taking precautions against it.

170



Zranitelné osoby

Mély by byt brany v Givahu kategorie osob, které vyrobek
pouzivaji. Jestlize budou vyrobek pravdépodobné
pouzivat zranitelné osoby, ma byt uroven rizika, které je
vazné, stanovena niz$i. Nize jsou uvedeny dvé kategorie
zranitelnych osob s priklady:

Vulnerable people

The type of person using a product should be taken into
account. If the product is likely to be used by vulnerable
people, the level of risk which is serious should be set at a
lower level. Two categories of vulnerable people are
proposed below, with examples:

Velmi zranitelné osoby

Zranitelné osoby

Nevidomi

Casteéné vidouci

Té&Zce postiZeni

Castecn¢ postizeni

Velmi staré osoby

Starsi osoby

Velmi mladi (< 3 roky)

Mladi (3 — 11 let)

Very vulnerable Vulnerable
Blind Partially sighted
Severely disabled Partially disabled
Very old Elderly
Very young (< 3 yrs) Young (3 — 11 yrs)

Normalni dospélé osoby

Vaznost rizika se ma pfizplsobit normalnim dospélym
pouze tehdy, je-li nebezpeci zfejmé a nezbytné pro
fungovani vyrobku. U normalnich dospélych ma uroven
rizika, které je vazné, zaviset na tom, zda je nebezpeci
ziejmé a zda vyrobce uéinil pfiméfené opatieni pro
bezpecnost vyrobku a opatfil vyrobek ochranou a
varovanim, zejména neni-li nebezpeci ziejmé. Jestlize je
napiiklad vyrobek opatfen piiméfenym varovanim a
ochranou a nebezpeci je ziejmé, nemusi byt vysoka mira
zéavaznosti dusledkil, pokud jde o klasifikaci rizika, vazna
(tabulka B), i kdyz mohou byt nutna néktera opatieni ke
zlepSeni bezpecnosti vyrobku. Jestlize naopak vyrobek
neni opatien piiméfenou ochranou a varovanim a
nebezpe¢i neni ziejmé, je stfedni mira zavaznosti
dasledkt rizika, pokud jde ojeho Kklasifikaci, vazna
(tabulka B).

Normal adults

The adjustment of the seriousness of risk for normal
adults should only apply if the hazard is obvious and
necessary for the function of the product. For normal
adults the level of risk which is serious should be
dependent on whether the hazard is obvious and whether
the manufacturer has taken adequate care to make the
product safe and to provide safeguards and warnings,
especially if the hazard is not obvious. For example, if a
product has adequate warnings and safeguards and the
hazard is obvious, a high gravity of outcome may not be
serious in terms of grading the risk (Table B), although
some action may be needed to improve the safety of the
product. Conversely, if the product does not have
adequate safeguards and warnings, and the hazard is not
obvious, a moderate gravity of outcome is serious in
terms of grading the risk (Table B).
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Tabulka A — Odhad rizika Tabulka B — Klasifikace rizika

Zavaznost vlivu na zdravi/bezpecnost Zranitelné osoby Normalni dospéli
Celkova mira e v . s
zévaznosti Ptfiméfené varovani
o : Ne Ano Ne Ano |a ochrana?
dusledku Velmi
Lehky Vazny Velmi vazny zranitelné Zranitelné Ne Ne Ano | Ano |zfejmé nebezpedi?

vysoka

Velmi Vysoka
’_‘ Velmi vysoka

<

b=

=

=z 2 Vysoka

; >§ Velmi vysoka Vysoka Stredni

1 ,

S8 Vysoka Sttedni Nizka Stiedni

23

35 | Stiedni Nizkd | Velminizkd | |Nizka Stredni riziko[- ur€ita akce nutna

&

3

Qﬂ r r . 14 r . 4 r
Nizka Velmi nizka Velmi nizka

Tabulka A se pouziva ke stanoveni miry zavaznosti dusledku nebezpeci podle zavaznosti a pravdépodobnosti mozného vlivu na zdravi/bezpecnost (viz tabulky
v poznamkach).

Tabulka B se pouziva ke stanoveni miry zdvaznosti rizika podle typu uzivatele a u normalnich dospélych podle toho, zda byl vyrobek opatien pfiméfenym varovanim a
ochranou a zda je nebezpeci dostatené ziejmé, a k rozhodnuti, zda existuje situace vazného nebezpeci a pozaduje se rychla akce.

Piiklad (oznacen Sipkami v tabulkach)

Uzivatel retézové pily utrpél tézké Fezné zranéni ruky a zjistilo se, Ze Fetézova pila ma nedostatecné ochranné zarizeni, které umoznilo, Ze se ruka uzivatele sklouzla
dopredu a dotkla se Fetézu. Uirednik vykonného organu provadi nasledujici posouzeni.

Tabulka A — Pravdépodobnost je posouzena jako vysoka, protoze nebezpeci predstavuji v§echny vyrobky a miize se za urcitych okolnosti vyskytnout. Zavaznost je posouzena
jako vazna, takze celkova mira zavaznosti je vysoka.

Tabulka B — Retézova pila je uréena pro normalni dospé&lé osoby, vykazuje ziejmé nebezpeéi, ale méa neptimétenou (?) ochranu, takze mira rizika je stiedni.

Vysoka mira zavaznosti je neinosna, takze existuje situace vazného rizika a rychla akce je nutna.
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Table A — Risk Estimation Table B — Grading of Risk

Severity of Health/Safety Damage Vulnerable people Normal adults
Overall .
Gravity of Adequate warnings and
?
Outcome Very No Yes No Yes |safeguards?
Slight Serious Very Serious vulnerable Vulnerable No No Yes | Yes |obvious hazard?
= Very High
% High ’_‘ Very High
= High
% o Very High High Mediuml: '8
S an
T <
3 % High Medium Low Moderate
A
IE Medium Low Very Low Low Moderate ripk]- Some action required
8
g
A Low Very Low Very Low

Table A is used to determine the gravity of the outcome of a hazard, depending on the severity and probability of the possible health/sasfety damage (see tables in notes)

Table B is used to determine the rating of the gravity of risk depending on the type of user and, for normal adults, whether the product has adequate warnings and safeguards
and whether the hazard is sufficiently obvious, and to decide whether a serious risk situation exists and rapid action is required

Example (indicated by the arrows above)

A chain saw user has suffered a badly cut hand and it is found that the chain saw has an inadequately designed guard which allowed the user’s hand to slip forward
and touch the chain. The enforcement officer makes the following risk assessment.

Table A — The assessment of probability is High because the hazard is present on all products and may occur under certain conditions. The assessment of severity is Serious
so the overall gravity rating is High.

Table B — The chain saw is for use by normal adults, has an obvious hazard but inadequate guards, so the risk rating would be Moderate.

The High gravity is therefore intolerable so a serious risk situation exists and rapid action is required.
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4.1

OBSAH OZNAMENI VRAMCI SYSTEMU

RAPEX

Informace,
oznameni

které je treba wuvést ve formuldri

Informace maji byt pokud mozno uplné: kontaktni
mista maji vyplnit vSechna policka ve formulafi
oznameni (pfiloha I obecnych zasad). Jestlize nejsou
informace k dispozici, mélo by to byt uvedeno a
vysvétleno. Ma byt piedlozen harmonogram pro
dodani chybéjicich informaci.

Odpovédnost za poskytnuté informace lezi na
oznamujicim c¢lenském statu (bod 10 pfrilohy II
GPSD).

Aby byla oznameni pouzitelna pro organy ostatnich
Clenskych stati pfi Cinnostech dozoru nad jejich
trhem, musi obsahovat vSechny tdaje potiebné
k identifikaci nebezpe¢ného vyrobku, sledovat jeho
puvod, identifikovat jeho obchodni a distribuéni
kanaly, stanovit souvisejici rizika apod.

Jestlize by odhaleni informaci ohrozilo ochranu
soudniho fizeni, sledovani a vySetfovani nebo
obchodni tajemstvi, mulze byt pozadovana
davérnost, pokud nepifevazi vefejny zijem na
odhaleni informaci kvuli ochrané¢ zdravi a
bezpecnosti spotiebiteli.

Oznamujici Clensky stat mize rovnéz pozadovat
diavérnost u pfiloh oznameni, napf. u pravnich
podkladi, které neobsahuji informace dulezité pro
ochranu spotfebitelt a které je nutné chranit.

Podle GPSD musi mit vefejnost pfistup
k informacim, které se tykaji bezpecnostnich
vlastnosti vyrobkli, povahy rizika, identifikace

vyrobki a pfijatého opatteni.

Kontaktni mista maji vénovat zvlastni pozornost
kontrole, zda jsou v oznameni uvedeny nasledujici
body dilezitych informaci:

— podrobny popis vyrobku (véetné pokud mozno
poloZzky celniho sazebniku pro vyrobek) spolu
s fotografii pro usnadnéni jeho identifikace
vykonnymi organy. Identifikace a popis vyrobku
maji byt pfesné, aby se zamezilo jakékoliv
zameén¢ s podobnymi vyrobky stejné kategorie,
které jsou bezpecné;

— posouzeni rizika zahrnujici zejména vysledky
zkousek provedenych piislusnym organem;

— rozsah a povaha opatfeni pfijatého s cilem
odvratit riziko, jeho trvani a dalsi kroky.
Oznamujici €lensky stat ma uvédomit Komisi
o jakékoliv zméné prijatého opatfeni
a o kone¢ném rozhodnuti pfijatém k dotyc¢nému

4.1.

CONTENTS OF RAPEX NOTIFICATIONS

Information to be entered on the notification form

Information should be as complete as possible:
contact points should fill in all the fields in the
notification form (Annex I of the Guidelines). If
information is not available, this should be indicated
and explained. A timetable for providing the missing
information should be transmitted.

Responsibility for the information provided lies with
the notifying Member State (GPSD Annex 11.10).

In order to be useful to the authorities of the other
Member States in their market surveillance
activities, the notification must include all the data
needed to identify the dangerous product, trace its
origin, identify the marketing and distribution
channels, determine the related risks, etc.

Confidentiality could be requested if disclosure of
the information would undermine the protection of
court proceedings, monitoring and investigation
activities or professional secrecy, unless there were
an overriding public interest in disclosure of the
information to protect the health and safety of
consumers.

The notifying Member State could also require
confidentiality for annexes to the notification, such
as legal proceedings, that do not contain information
relevant for consumer protection and need to be
protected.

According to the GPSD, the public must have access
to information relating to the safety properties of
products, the nature of the risk, product
identification and the measure taken.

Contact points should pay special attention to
checking that the following items of essential
information appear in the notification:

— a detailed description of the product (including if
possible the customs code of the product)
together with a photograph in order to facilitate
its identification by enforcement authorities. The
identification and description of the product
should be accurate in order to avoid any
confusion with similar products in the same
category that are safe,

— the risk assessment including, in particular,
results of tests carried out by the authority,

— the scope and the nature of the measure taken in
order to avoid the risk, its duration and the
follow-up. The notifying Member State should
inform the Commission of any amendment to the
measure taken and of the final decision taken on

174



4.2

43

vyrobku. Clensky stit ma v oznameni uvést, zda
ma opatieni definitivni charakter (tj. nebylo
napadnuto vyrobcem nebo dovozcem nebo bylo
potvrzeno piislusnym organem, ktery nepfipousti
odvolani) nebo mize byt nebo v soucasnosti je
predmétem odvolani. V kazdém piipadé musi byt
kazda zména, pokud jde o status opatieni,
sd€lena Komisi;

— informace potiebné k urceni distribu¢nich kanalt
vyrobku a jeho plivodu, zejména jeho vyrobce,
dovozce nebo vyvozce, i dalsi informace, pokud
jde o jeho sledovatelnost.

V piipadé vyrobkl dovazenych z tfetich zemi, a aby
se usnadnilo Setfeni ze strany orgdnt tieti zemé,
ze které vyrobek pochazi, maji byt rovnéz sdéleny
nasledujici dokumenty a informace (pokud jsou
dostupné): kopie prodejni smlouvy, dafnovy
dobropis, datum a pristav vyvozu a Ccislo série
vyrobki.

Informace doddvané v souvislosti s opatrenimi
tykajicimi se chemikalii

Pokud je zadmérem opatieni oznameného podle
¢lanku 11 nebo ¢lanku 12 omezit uvedeni chemické
latky nebo ptipravku na trh nebo jejich pouzivani,
musi Clenské staty dodat co nejdiive bud’ prehled
prislusnych tdaju tykajicich se doty¢né latky nebo
pfipravku a znamych nebo pouzitelnych nahrazek
nebo odkazy na n¢, pokud takové informace existuji.

Rovnéz sdéli ocekavané ucinky opatfeni na zdravi
a bezpecnost spotiebitelll spolu s posouzenim rizika
provedenym v souladu sobecnymi zdsadami
hodnoceni rizika chemickych latek, jak jsou uvedeny
v ¢l. 10 odst. 4 natizeni (EHS) ¢. 793/93""? v ptipadé
existujici latky, nebo vEl 3 odst. 2
smérnice 67/548/EHS"? v piipadé nové latky.

Oznameni dobrovolnych opatreni prijatych vyrobci
a distributory

VL5 odst.3 GPSD se ukladd vyrobcim a
distributorim, aby v pfipad¢ vazného rizika
uvédomili vnitrostatni organy o kazdé dobrovolné
akci nebo opatfeni prijatych k zamezeni rizika pro
spotiebitele.

(12)
(13)

Ut vést. L 84,5.4. 1993, s. 1.

Ut. vést. L 196, 16. 8. 1967, s. 1/67. Smérnice naposledy
pozménéna nafizenim (ES) 807/2003 (Ui vést. L 122,
16. 5. 2003, s. 36).

4.2.

4.3.

the product in question. The Member State
should indicate in the notification whether the
measure has a definitive character (i.e. it has not
been contested by the manufacturer or importer,
or has been confirmed by an instance that does
not admit appeal) or could be, or is currently,
subject to appeal. In any case, any change in the
status of the measure should be communicated to
the Commission,

— the information needed to identify the product’s
distribution channels and its origin, in particular
its producer, importer or exporter, as well as
other information related to its traceability.

In the case of products imported from Third
Countries, and in order to facilitate investigation by
the authorities of the Third Country of origin of the
product, the following documents and information
should also be communicated (if available): copies
of Sales Contract, Letter of Credit, date and port of
export and batch number of the products.

Information to provide in relation to measures
concerning use of chemicals

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 must 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 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.

Notification of the voluntary measures taken by
producers and distributors

Article 5(3) of the GPSD obliges producers and
distributors to inform the national authorities of any
voluntary action or measure taken to prevent risk to
the consumer.

12)
13)

OJ L 84,5.4.1993,p. 1.
0J 196, 16.8.1967, p. 1/67. Directive as last amended by
Regulation (EC) No 807/2003 (OJ L 122, 16.5.2003, p. 36).

175



5.1

V€l 12 odst. 1 Ctvrtém pododstavei jsou clenské
staty zadany, aby oznamily Komisi dobrovolna
opatfeni prfijatd vyrobci a distributory v ptipadé
vazného rizika.

Pokud organy obdrzi informaci od vyrobcl a
distributord tykajici se rizika a dobrovolnych akci
k jeho odvraceni, maji tuto informaci pfrezkoumat
scilem posoudit s pfihlédnutim ke kritériim
stanovenym v kapitole 3, zda je oznameni Komisi
0 vazném riziku opravnéné.

Takové ozndmeni na urovni SpolecCenstvi se
pozaduje v pfipadé¢ vazného rizika, jehoz ucinky
mohou  pfesdhnout uUzemi ¢lenského  statu
(s ptihlédnutim ke kritérilm pro oznamovani
mistnich udalosti: viz kapitola 2.5).

Informace postoupené Komisi maji obsahovat
podrobnosti o dobrovolné akci provedené vyrobci
nebo distributory. Rovnéz maji byt oznameny
vsechny dtlezité informace o riziku, zejména:

— informace k identifikaci a vysledovani vyrobku
nebo série vyrobk,

— popis rizika,

— identifikace vyrobct a distributort, ktefi se
podileji na provedeni opatfeni,

— popis akce provedené vyrobci a distributory
k odvraceni rizika pro spotiebitele (rozsah,
dotéené zemé, sledovani),

— kone¢né misto uréeni nebezpecného vyrobku
(zni€eni, oprava),

— dalsi akce wvnitrostatnich organi ke sledovani

ucinnosti  dobrovolnych  opatfeni  pfijatych
vyrobci a distributory,
— akce zajisténé vyrobci nebo distributory

v ostatnich ¢lenskych statech.

R

LHUTY PRO PREDLOZENI A ROZSIRENI
OZNAMENI V RAMCI SYSTEMU RAPEX

Lhity pro predlozeni oznameni clenskych stati
Komisi

Na vnitrostatnich kontaktnich mistech se pozaduje,
aby uvédomily Komisi co nejdfive, nejpozdéji viak
do 10 dna" poté, co prisluiné organy piijmou
rozhodnuti nebo rozhodnou piijmout opatieni'”

tykajici se vyrobkli predstavujicich vazné nebezpeci.

14)

15)

Vsechny lhity uvedené v textu
v kalendatnich dnech.

Opatieni, rozhodnuti a akce, které maji byt ozndmeny
v ramci systému RAPEX, jsou popsany v bodé¢ 2.3 téchto

obecnych zasad.

jsou vyjadfeny

5.1.

Article 12(1) fourth subparagraph requires Member
States to notify the Commission of the voluntary
measures taken by producers and distributors in the
case of a serious risk.

When the authorities receive information from
producers and distributors concerning a risk and the
voluntary actions taken to avoid it, they should
examine this information in order to assess whether
a notification to the Commission is justified due to
the involvement of a serious risk, taking into account
the criteria outlined in chapter 3.

Such notification at Community level is required in
the case of a serious risk the effects of which can go
beyond the territory of a Member State (taking into
account the criteria for notifying local events: see
chapter 2.5).

The information transmitted to the Commission
should include details of the voluntary action taken
by the producers or distributors. All relevant
information on the risk should also be notified. In
particular:

information to identify and trace the product or
batch of products,

— description of the risk,

— identification of the producers and distributors
participating in the application of the measure,

— description of the action taken by producers and
distributors to avoid risks to consumers (scope,
countries covered, monitoring),

— final destination of the dangerous
(destruction, recondition),

product

— follow-up actions that national authorities would
take in order to monitor the effectiveness of the
voluntary measures taken by producers and
distributors,

— actions provided for in other Member States by
the producers or distributors.

DEADLINES FOR  SUBMISSION AND
CIRCULATION OF RAPEX NOTIFICATIONS

Deadlines for submitting notifications to the

Commission by the Member States

National contact points are required to notify the
Commission as soon as possible and at the latest
10 days"'"? after the competent authorities have taken
the decision or have decided to adopt measures'”
relating to products presenting a serious risk.

14

1s)

All deadlines mentioned in the text are expressed in calendar
days.

The measures, decisions and actions to be notified under
RAPEX are described in point 2.3 of these guidelines.
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5.2

Opatieni nebo akce provedené na zékladé¢ dohody
mezi organy a vyrobci a/nebo distributory maji byt
oznameny Komisi co nejdfive, ale nejpozdé€ji do
10 dnti od uzavieni dohody.

Na kontaktnich mistech se pozaduje, aby predala
Komisi informace o dobrovolnych opatienich
pfijatych vyrobci a distributory, ktera byla z dtivodu
vazného rizika oznamena organtim a ktera presahuji
uzemi Clenského statu. To by se mélo ucinit co
nejdrive, ale nejpozdéji do 10 dni poté, co vyrobce
a/nebo distributor uvédomi vnitrostatni organ.

V piipadé oznameni vyzadujicich mimofadnou akci
ze  strany  Clenskych  stati  (definovanou
v kapitole 7.1) se na oznamujicich vnitrostatnich
kontaktnich mistech pozaduje, aby uvédomila
Komisi co nejdfive, ale nejpozdéji do tfi dni od
pfijeti opatfeni. Tomuto typu ozndmeni ma vzdy
predchazet telefonat na cCislo mobilniho telefonu
systtmu RAPEX pii Komisi (zejména bechem
vikendt a volnych dni).

Informace o vaznych rizicich, které maji byt
vyménény vramci systému RAPEX a které jsou
popsany vbod€ 24, je tieba predat Komisi co
nejdiive, nejpozdéji vSak do 10 dnt poté, co bylo
kontaktni misto informovano.

Na vnitrostatnich kontaktnich mistech se pozaduje,
aby uvédomila Komisi co nejdiive, nejpozdéji vsak
do 15dnG poté, co prislusné organy piijmou
rozhodnuti nebo rozhodnou pfijmout opatieni
omezujici uvedeni vyrobkii na trh nebo jejich
pouzivani z diivodu rizika, které neni vazné.

Tyto lhity se vztahuji na vyménu informaci mezi
vnitrostatnimi kontaktnimi misty a Komisi. Neberou
se pritom v avahu vnitrostatni lhity pouzivané
uvnitt Clenskych statd (napiiklad mezi mistnimi a
ustfednimi organy). Na vnitrostatni arovni maji byt
pfijata vhodna pravidla scilem zajistit rychlé
pfedani informaci mezi rlznymi vnitrostatnimi
organy odpovédnymi za bezpecnost vyrobka.

Tyto lhaty plati nezavisle na jakémkoliv odvolani
podaném vyrobcem nebo distributorem nebo na
ufedné zverejnénych pozadavcich.

Lhiity Komise pro predani oznameni vSem clenskym
statiim

Komise pfeda oznameni kontaktnim mistim pouze
tehdy, jestlize oznamujici clensky stat dodal
zakladni informace popsané v kapitole 4.1. Bez
téchto zakladnich informaci by se neméla uskutecnit
zadna dalsi opatfeni ostatnich ¢lenskych stati.

5.2

Measures or action taken in agreement between
authorities and producers and/or distributors should
be notified to the Commission as soon as possible
and at the latest 10 days after the agreement has
been concluded.

Contact points are required to transmit information
to the Commission on voluntary measures taken by
producers and distributors which have been notified
to the authorities by reason of a serious risk and
which go beyond the territory of a Member State.
This should be done as soon as possible and at the
latest 10 days after the producer and/or distributor
have informed the national authority.

In the case of notifications requiring emergency
action from Member States (as defined in Chapter
7.1), the notifying national contact point is required
to inform the Commission as soon as possible and at
the latest three days after the measure has been
adopted. This type of notification should always be
preceded by a phone call to the Commission
RAPEX mobile phone number (in particular during
week-ends and holiday periods).

Information on serious risks to be exchanged under
RAPEX as described in point 2.4 is to be transmitted
to the Commission as soon as possible and at the
latest 10 days after the contact point was informed.

National contact points are required to notify the
Commission as soon as possible and at the latest 15
days after the competent authorities have taken the
decision or have decided to adopt measures
restricting the marketing or use of products by
reason of a risk that is not serious.

These deadlines apply to the exchange of
information between national contact points and the
Commission. They do not take into account national
deadlines applicable internally in the Member States
(for instance between local and central authorities).
Appropriate arrangements should be put in place at
national level in order to ensure rapid transmission
of the information between the different national
authorities in charge of product safety.

These deadlines apply irrespective of any appeal
procedure entered into by the producer or distributor
or official publication requirements.

Commission deadlines for the transmission of
notifications to all the Member States

The Commission will transmit the notification to the
contact points only if the notifying Member State
has provided the essential information described in
chapter 4.1. Any follow-up by other Member States
would not be feasible if such essential information
were missing.
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6.1

Komise bude s obdrzenou informaci zachazet podle
nasledujicich stupnt naléhavosti:

— oznameni vyzadujici od cClenskych stati
mimotadnou akci zpracuje Komise prednostné a
preda je Clenskym statim co nejdiive, nejpozdéji
v8ak do tfi dnti od obdrZeni;

— varovnd oznameni (¢lanek 12 GPSD) budou
pfedana cClenskym statim do péti dnd od
obdrzeni. Tato kategorie zahrnuje opatfeni nebo
akce provedené organy, dohody o akci mezi
organy a vyrobci a distributory a dobrovolna
opatfeni pfijata vyrobci a distributory ve vztahu
k vyrobku, ktery predstavuje vazné riziko;

— ostatni informace o vaznych rizicich
vyménované vramci systétmu RAPEX budou
predany do péti dnd od obdrzeni,

— oznameni predloZzend v souladu s ¢lankem 11
GPSD zasle Komise do 15 dnii od obdrzeni. Tato
oznameni se tykaji opatfeni pfijatych organy,
kterymi se omezuje uvedeni vyrobki, které
nezpusobuji vazné riziko, na trh nebo kterymi se
vyZaduje jejich stazeni nebo zpétné pievzeti.

Lty pro aktualizaci informaci dodanych clenskymi
stdty

Na c¢lenskych statech se pozaduje, aby oznamily
Komisi vSechny zmény opatfeni nebo akci nebo
jejich zruseni nejpozd€ji do péti dnit poté, co
pfislusné organy piijmou rozhodnuti zménit nebo
zrusit opatfeni.

Clenské staty mohou Komisi dodat informaci ve
stadiu predchéazejicim rozhodnuti o pfijeti opatieni,
jak je stanoveno v ¢l. 12 odst. 1 tfetim pododstavci
GPSD. Clensky stat tuto informaci potvrdi nebo
zméni do 45dni od prvniho nahlaseni (bod 4
ptilohy Il GPSD).

OPATRENI PO OBDRZENI OZNAMENI

SYSTEMEM RAPEX

Akce clenskych statii nasledujici po oznamenich

Na clenskych statech se pozaduje, aby po obdrzeni

oznameni piezkoumaly vSechny dodané informace

s cilem

— zjistit, zda byl vyrobek na jejich uzemi uveden
na trh,

— shromazdit v§echny dulezité informace,

The Commission will treat the information received
in accordance with the following degrees of
urgency:

— notifications requiring emergency action from
Member States will be treated as priority by the
Commission and transmitted to Member States
as soon as possible and at the latest three days
after reception,

— alert notifications (Article 12 of the GPSD) will
be transmitted to Member States within five days
of reception. This category includes measures or
action taken by authorities, agreements for action
between authorities and producers and
distributors, and voluntary measures taken by
producers and distributors relating to products
that present a serious risk,

— other information on serious risks to be
exchanged under RAPEX will be transmitted
within five days of reception,

— notifications presented in accordance with
Article 11 of the GPSD will be sent by the
Commission within 15 days of reception. These
notifications relate to measures taken by the
authorities which restrict the placing on the
market or require the withdrawal or recall of
products that do not create a serious risk.

5.3. Deadlines for updating the information provided by

6.1.

the Member States

Member States are required to notify the
Commission of any modification or lifting of
measures or actions at the latest five days after the
competent authorities have taken the decision to
modify or lift the measure.

Member States may provide information to the
Commission at the stage preceding the decision on
the measures to be taken, as provided for in GPSD
Article 12(1) third subparagraph. The Member State
will confirm or modify this information within 45
days of the first communication (GPSD Annex 11.4).

FOLLOW-UP
NOTIFICATIONS

TO THE RAPEX

Action by the Member States to follow up the
notifications

Upon receipt of a notification Member States are
required to examine all the information supplied in
order to:

— find out whether the product has been marketed
in their territory,

— enquire in order to collect relevant

information,

any
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6.2

— provést vSechna dodatecnd posouzeni rizika
(v ptipad¢ potieby),

— vyhodnotit, zda maji byt pfijata vnitrostatni
opatfeni vzhledem k danym skuteCnostem ve
vlastni zemi.

Obsah reakce, kterda ma byt sdélena Komisi

Pouze ozndmeni vyzadujici mimofadnou akci
Clenskych stati a varovna oznameni (Clanek 12)
vyzaduji reakci Clenskych statt, vniz informuji
Komisi o svych dalSich cinnostech a zavérech.
Naproti tomu oznameni pifedklddana podle
Clanku 11 a jako ,ostatni informace o vaznych
rizicich, které mohou byt vyménény v ramci
systtmu RAPEX®, nevyzaduji, aby clenské staty
uvédomily Komisi o dals$im postupu ucinéném
v reakci na obdrzenou informaci.

Po obdrzeni oznameni vyzadujicim mimofadnou
akci Clenskych stati nebo po obdrzeni varovného
oznameni (¢lanek 12) se na vSech clenskych statech
pozaduje, aby uvédomily Komisi pomoci formulaie
pro reakci podle ptilohy I o zavérech svych ¢innosti
dozoru nad trhem, a zejména sdélily:

— zda byl vyrobek na vnitrostatnim trhu zjistén,
nebo ne;

— jakékoliv odli§né posouzeni oznameného rizika;

— prlijatd opatfeni nebo opatieni, o nichz bylo
rozhodnuto, a divody, které opraviuji odlisné
opattent,

— zvlastni  okolnosti,  které  ospravedlnuji
neuskutecnéni akce nebo dalsich krokd.

Jestlize je vyrobek vyrabén v EU a oznamujici

Clensky stat neni zemi ptivodu vyrobku, maji organy

Clenského stitu, vnémz je vyrobek vyrabén,

uvédomit Komisi o

— vSech kontaktech s vyrobcem,

— opatfenich pfijatych k zajisténi toho, ze vyrobce
fesi problém piimo u zdroje, v pfipadé potieby,

— distributorech  nebo  prodejcich
v ostatnich ¢lenskych statech.

vyrobku

Jestlize vyrobek neni vyrdbén v EU a oznamujici

Clensky stat neni zemi, v niz byl vyrobek poprvé

v EU uveden na trh, maji organy této zeme uvédomit

Komisi o

— vSech kontaktech se zastupcem vyrobce nebo
s dovozcem vyrobku,

— opatfenich pfijatych zastupcem vyrobce nebo

dovozcem k zajisténi toho, Ze problém bude
feSen pfimo u zdroje,

— perform any additional assessment of the risk (if
needed),

— evaluate whether national measures should be
adopted in the light of their own circumstances.

6.2. Contents of the reaction to be communicated to the

Commission

Only notifications requiring emergency action from
Member States and Alert notifications (Article 12)
require a reaction from the Member States informing
the Commission of their follow-up activities and
conclusions. On the other hand, notifications
presented according Article 11 and as ,,Other
information on serious risks that may be exchanged
under RAPEX“ do not require Member States to
inform the Commission of the follow-up given to the
information received.

After receiving a notification requiring emergency
action from Member States or an Alert notification
(Article 12) all Member States are required to
inform the Commission, using the Reaction form in
Annex II, of the conclusions of their market
surveillance activities and in particular:

whether or not the product has been found,

— any differing assessment of the risk notified,

— the measures taken or decided on and the reasons
justifying a different measure,

— the special circumstances justifying lack of
action or follow-up.

If the product is manufactured in the EU and the
notifying Member State is not the country of origin
of the product, the authorities of the Member State
where the product is manufactured should inform the
Commission about:

— any contacts with the manufacturer,

— the measures adopted to ensure that the
manufacturer solves the problem at source,
where appropriate,

— the distributors or retailers of the product in other
Member States.

If the product is not manufactured in the EU and the
notifying Member State is not the country where the
product was first marketed in the EU, the authorities
of this country should inform the Commission about:

— any contacts with the manufacturer’s representative
or with the importer of the product,

— the measures adopted by the manufacturer’s
representative or by the importer to ensure that
the problem is solved at source,
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— distributorech ~ vyrobku nebo  zékaznicich

v ostatnich ¢lenskych statech.

6.3 Rozsireni obdrzenych reakci Komisi do clenskych

stati

Komise rozsifi prednostné a podle ptipadu reakce

— na oznameni vyzadujici dal§$i mimofadna
opatieni ¢lenskych statd,

— obsahujici odlisné posouzeni rizika,

— obsahujici odlisna opatfeni k feseni rizika.

Komise rozsifi formou tydennich zprav reakce
obdrzené po uplynuti lhity a reakce, které informuji
o tom, ze

— vyrobek byl zjistén a
odpovidajici akce,

byly provedeny

— Clenské staty neuskutecnily akci nebo dalsi
kroky,

— vyrobek nebyl na vnitrostatnim trhu zjistén.

6.4 Lhuty pro predlozeni reakci clenskych statii Komisi

Dalsi priméfené opatieni ze strany Komise nebude
mozné, jestlize Clenské staty nesplni své povinnosti
reagovat na obdrzena oznameni.

Na ¢lenskych statech se pozaduje, aby reagovaly

— co nejdiive a v zadném ptipadé ne pozdéji nez do
20 dnti, jestlize se reakce tyka oznameni
vyZadujiciho mimotadnou akci ¢lenskych statu,

— conejdiive a v zadném pripadé ne pozd&ji nez do

45dnt  vpfipadé  varovnych  oznameni
o opatfenich  pfijatych  organy, o akcich
dohodnutych mezi organy a vyrobci a

distributory nebo o dobrovolnych akcich

oznamenych na turovni SpoleCenstvi, které se

tykaji vyrobku predstavujicich vazné riziko.
Jestlize je vyrobek vyrabén v EU a oznamujici
Clensky stat neni zemi ptivodu vyrobku, maji organy
Clenského statu, vnémz je vyrobek vyrabén,
reagovat na oznameni do 15 dnti a dodat informace
o kontaktech s vyrobcem a opatfenich pfijatych
k zajisténi toho, Ze vyrobce bude problém fesit
pfimo u zdroje. V piipadech, kdy vyrobek neni
vyrabén v EU a oznamujici ¢lensky stat neni zemi,
ve které byl vyrobek poprvé v EU uveden na trh, se
stejna lhita pouzije pro clensky stat, vnémz je
usazen zastupce vyrobce nebo dovozce vyrobku.

6.3.

6.4.

— the distributors or clients of the product in other
Member States.

Circulation by the Commission to the Member States
of the reactions received

The Commission will circulate as a priority case-by-
case reactions:

— to notifications requiring emergency follow-up
from Member States,

— containing a different assessment of the risk,

— containing a different measure to deal with the
risk.

The Commission will circulate in the form of
weekly reports reactions received after the deadlines
and reactions informing it:

— that the product has been found and similar
actions taken,

— of a lack of action or of follow-up by Member
States,

— that the product has not been found on the
national market.

Deadlines  for submitting reactions to the

Commission by the Member States

Adequate follow-up by the Commission will not be
possible if Member States do not fulfil their
obligation to react to the notifications received.

Member States are required to react:

— as soon as possible and in any case not later than
20 days if the reaction relates to a notification
requiring emergency action from Member States,

— as soon as possible and in any case not later than
45 days in the case of alert notifications on
measures taken by authorities, actions agreed
between authorities and producers and
distributors, or voluntary actions notified at
Community level concerning products presenting
a serious risk.

If the product is manufactured in the EU and the
notifying Member State is not the country of origin
of the product, the authorities of the Member State
where the product is manufactured should react to
the notification within 15 days, providing information
about the contacts with the manufacturer and the
measures adopted to ensure that the manufacturer
will solve the problem at source. The same deadline
is applicable to the Member State where the
manufacturer’s representative or the importer of the
product is established in cases where the product is
not manufactured in the EU and the notifying
Member State is not the country where the product
was first marketed in the EU.
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7.1

Clenskym statim, které nebudou reagovat na
oznameni do 45 dnl od data, kdy bylo ozndmeni
odeslano, bude zaslana upominka. Vybor GPSD
bude rovnéz informovan o vSech chybgjicich
reakcich.

Komise rozsiii reakce takto:

— conejdiive a v zadném pripadé ne pozdéji nez do
tii dnt, jestlize se reakce tykd oznameni
vyzadujiciho naslednda mimofadna opatieni
¢lenskych statl;

— co nejdiive, ale v zadném ptipad€ ne pozd€ji nez
do péti dnd u ostatnich reakci na oznameni
o vnitrostatnich  opatfenich, dohodach mezi
organy a vyrobci nebo o dobrovolnych akcich.

PREZKOUMANI OZNAMENI KOMISI

Prezkoumani uplnosti a spravnosti oznameni

Kontaktni misto Komise zkontroluje vSechny
informace obdrzené prostiednictvim  systému
RAPEX pfed dalsim piedanim. Pfezkoumanim
oznameni nepiebird Komise zddnou odpovédnost za
pfedané informace, ta zUstdvd na oznamujicim
¢lenském statu.

Pro rozsifeni informaci k pfislusnym sluzbam

Komise byla piijata zvlastni vnitini pravidla.

Prezkoumani zahrnuje nasledujici kroky ke kontrole
a v pripad¢ potieby k doplnéni informaci:

Kontrola tplnosti

Jestlize nejsou informace uplné, pozaduji se na
puvodnim kontaktnim misté dodatecné podrobnosti.

Jestlize je vyrobek vyrabén v EU a oznamujici
Clensky stat neni zemi ptivodu vyrobku a neziskal
zakladni informace pro oznameni, kontaktuje
Komise organy clenského statu, v némz je vyrobek
vyrabén, s cilem doplnit informace o distribucnich
kanalech a o zemich urceni vyrobku. Pozada organy
Clenského statu, ktery je zemi plivodu, aby ziskaly
tyto informace od vyrobci nebo distributorti.

Jestlize vyrobek neni vyrdbén v EU a oznamujici
Clensky stat neni zemi, v niz byl vyrobek poprvé
v EU uveden na trh, a neziskal zakladni informace
pro oznameni, kontaktuje Komise organy ¢lenského
statu, v némz byl vyrobek poprvé uveden na trh,
s cilem ziskat informace o mozné distribuci vyrobku
ostatnim ¢lenskym statim.

7.1.

A reminder will be sent to the Member States that
have not reacted to the notifications after 45 days
from the date when the notification was sent. The
GPSD Committee will also be informed about any
missing reactions.

The Commission will circulate the reactions as follows:

— as soon as possible and in any case not later than
three days if the reaction relates to a notification
requiring emergency follow-up from Member
States,

— as soon as possible and in any case not later than
five days for other reactions to notifications on
national  measures, agreements between
authorities and producers, or voluntary actions.

EXAMINATION BY THE COMMISSION OF
NOTIFICATIONS

Examination of the completeness and correctness of
the notifications

The Commission contact point checks all
information received through the system before
further transmission. The examination of the
notifications by the Commission does not imply any
assumption of responsibility for the information
transmitted which remains with the notifying
Member State.

Specific internal arrangements have been put in
place in order to circulate information to the
Commission services concerned.

The examination includes the following steps to
check and complete the information, if necessary:

Completeness check

If the information is incomplete, additional details
are requested from the contact point of origin.

If the product is manufactured in the EU and the
notifying Member State is not the country of origin
of the product and has not obtained the essential
information for the notification, the Commission
will contact the authorities of the Member State
where the product is manufactured in order to
complete the information on the distribution
channels and destinations of the product. The
authorities of the Member State of origin will be
requested to obtain this information by contacting
the producer or distributors.

If the product is not manufactured in the EU and the
notifying Member State is not the country where the
product was first marketed in the EU and has not
obtained the essential information of the notification,
the Commission will contact the authorities of the
Member State where the product was first marketed
in order to obtain information on the possible
distribution of the product to other Member States.
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7.2

Komise zkontroluje oznameni tim, ze

— celkoveé ovéfi, zda jsou obdrzené informace ve
shodé s pravnimi pfedpisy EU a s ustanovenimi
o fungovani systému RAPEX stanovenymi
v téchto fidicich zasadach,

— vptipadé¢ potieby kontaktuje oznamujici zemi
s cilem ziskat dalsi informace.
Klasifikace

Oznameni  budou roztfidéna  podle
naléhavosti (bod 11 piilohy II GPSD) na:

stupné

a) oznameni vyzadujici mimofadnou akci ¢lenskych
statt  (vazné riziko, pifedvidatelna poticba
dohodnout opatfeni na urovni SpoleCenstvi
a/nebo pravdépodobny politicky rozruch kolem
pfipadu a/nebo zpravodajstvi hromadnych
sdélovacich prostredk);

b) varovna oznameni (¢lanek 12 GPSD): opatieni
nebo akce provedené ve vztahu k vyrobkiim
predstavujicim vazné riziko ;

¢) oznameni podle ¢lanku 11 GPSD: opatieni nebo
akce pfisluSnych orgdni ve vztahu k vyrobktim
nepiedstavujicim vazné riziko;

d) pouze pro informaci: informace o vaznych
rizicich, které je tfeba vymeénit v ramci systému
RAPEX, jak je popséano v kapitole 2.4.

Konzultace

Pokud oznameny vyrobek spadda do oblasti
pusobnosti  zvlastnich  sektorovych  pravnich
predpisl, pozada kontaktni misto Komise v piipadé
potieby o odbornou radu jiné sluzby Komise.
Komise mize, kdykoliv to bude pokladat za nutné,
provést Setfeni ze svého vlastniho popudu nebo
pozadat o odbornou konzultaci.

Prizkum databazi

Clenské staty a Komise se maji vyhnout kazdému
zbytetnému  zdvojeni  oznameni  provéfenim
pfedchozich  oznameni v dostupné  databazi
pouzivané vnitrostatnimi organy nebo Komisi.

Prezkoumani ve vztahu k oblasti piisobnosti systému
RAPEX

Komise proveéri, zda oznameny vyrobek je
spotfebnim  vyrobkem spadajicim do oblasti
pusobnosti GPSD a tyka se ustanoveni systému
RAPEX a zda se na n¢ vztahuje rovnocenny
varovny systém.

7.2.

To check the notifications received, the Commission
will:

— wverify in general whether the information
received is in conformity with EU legislation and
with the provisions applicable to the functioning
of RAPEX as defined in these guidelines,

— contact the notifying country, if necessary, in
order to obtain extra information.

Classification

Notifications will be classified according to the
degree of urgency (GPSD Annex II. 11) in:

(a) notifications requiring emergency action from
Member States (serious risk, foreseeable need for
measures to be agreed at Community level
and/or likely political visibility of the issue
and/or mass-media coverage);

(b) alert notifications (Article 12 of the GPSD):
measures or actions taken on products presenting
a serious risk;

(c) notifications under Article 11 of the GPSD:
measures or actions taken by the competent
authorities on products not posing a serious risk;

(d) for Information Only: information on serious
risks to be exchanged under RAPEX as
described in chapter 2.4.

Consultations

When the product notified falls under the scope of
specific sector legislation, the Commission contact
point will ask for expert advice from other
Commission services, if necessary. The Commission
may, whenever it considers it to be necessary, carry
out an investigation on its own initiative or ask for
scientific advice.

Database research

The Member States and the Commission should
avoid any unnecessary duplication of notifications
by checking previous notifications in the available
database used by national authorities or by the
Commission.

Examination in relation to the scope of RAPEX

The Commission will check whether the product
notified is a consumer product falling under the
scope of the GPSD as far as RAPEX provisions are
concerned and whether it is covered by equivalent
alert system.
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7.3

Komise rovnéz ovéfi, zda oznameni vyhovuje GPSD
a ustanovenim o fungovani systému RAPEX.

Komise neprovede zadné posouzeni rizika vyrobku.
Proto maji ¢lenské staty do vSech oznameni zatadit
uplny seznam svych hodnoceni rizika a vysledky

vSech  zkousek nebo analyz provedenych
k posouzeni urovné rizika.

Pfi rozhodovani o klasifikaci oznameni bude
Komise vychazet z informaci dodanych
oznamujicim ¢lenskym statem.

Po pfezkoumani postoupi Komise oznameni

ostatnim Clenskym statim nebo pozada oznamujici
Clensky stat o objasnéni nebo dodate¢né informace.

Prezkoumani navazujicich reakci

informaci
rozhodne

Na zakladé¢ prezkoumani
zoznameni a  zreakei
o piislusnych krocich, napt.:

ziskanych
Komise

— svold vybor GPSD kdiskusi o obdrzenych
informacich a o ziskanych vysledcich a
k vyhodnoceni  opatieni  pfijatych  nebo
ptijimanych;

— pozada o nezavislé posouzeni rizika;

— zahdji Setfeni ve spolupraci s Clenskymi staty;

— vede konzultace s védeckym vyborem Komise,

— poveéii normalizacni organy vypracovanim
novych norem nebo zménou existujicich norem,
jestlize pro kategorii vyrobkl nejsou k dispozici
jasné a dusledné specifikace bezpec¢nosti;

— uveédomi tfeti zeme;

— pfipravi ndvrhy na nové pravni predpisy nebo na
zmény pravnich predpisi;

— zahaji postup pro vydani rozhodnuti Komise
v naléhavych ptipadech podle ¢lanku 13 GPSD.

15 dni od data, kdy uplyne doba pro reakci (45 dnt
poté, co bylo oznameni zaslano), zaSle Komise
vnitrostatnim kontaktnim mistim zpravu obsahujici

— konetny zavér kozndmeni s pfihlédnutim
k informacim obdrzenym v reakcich clenskych
statt. Jestlize nebudou potiebné zadné dalsi
kroky, véc bude uzaviena. Jestlize se pozdéji
objevi nové skuteCnosti tykajici se oznameni,
Komise véc znovu otevie;

7.3.

The Commission will also verify that the notification
complies with the GPSD and with the provisions
applicable to the functioning of RAPEX.

The Commission will not make a risk assessment of
the product. Therefore, Member States should
include in all notifications a complete summary of
their risk evaluation and the results of any tests or
analyses carried out to assess the level of risk.

In the first instance, the Commission will base its
conclusions on the classification of the notification
on the information provided by the notifying
Member State.

After examination the Commission will forward the
notification to the other Member States or ask for
clarification or additional information from the
notifying Member State.

Examination of the follow-up reactions

On the basis of the examination of the information
obtained from the notifications and reactions, the
Commission will decide on the appropriate action,
such as to:

— convene the GPSD Committee to discuss the
information received and the results obtained and
to evaluate the measures taken or to adopt,

— request an independent risk assessment,

— institute an investigation in cooperation with
Member States,

— consult a Commission Scientific Committee,

— mandate the standardisation bodies to draft new
standards or amend existing ones if clear and
consistent safety specifications are not available
for a category of products,

— inform Third countries,

— prepare proposals for new or modified

legislation,

— launch the procedure for a Commission Decision
based on Article 13 of the GPSD in urgent cases.

15 days after the date on which the reaction period
has expired (45 days after the notification was sent),
the Commission will send the national contact points
a report with:

— the final conclusion on the notification taking
into account the information received as
reactions from Member States. If no further
follow-up is required the file will be closed. If
new developments concerning the notification
occur later, the Commission will reopen the file,
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8.1

8.2

— dalsi akce, které maji cClenské staty provést,
jestlize nékteré reakce ziistavaji nevyiesené nebo
jestlize existuji rozdilné vnitrostatni piistupy.

Vybor GPSD bude pravidelné informovat o vSech
obdrzenych oznamenich a o dalsich opatienich.

SIiT PRO VYMENU INFORMACI V RAMCI
SYSTEMU RAPEX

Zrizeni dvoucestné vnitini site clenskymi  staty
k shromazdovani a distribuci prislusnych informact

Clenské staty maji zajistit, aby na vnitrostatni trovni
existovaly systémy tak, aby vnitrostatni, regionalni
nebo mistni organy znaly své povinnosti a védély,
jakou akci maji oznamit jinym sluzbam, pokud
problém vznikne v jejich oblasti.

Clenské staty maji vytvofit dvoutrovitovou vnitini
strukturu obsahujici:

— jedno kontaktni misto pro spojeni s Komisi. Toto
kontaktni misto bude Komisi zasilat a od Komise
dostavat vSechny informace vyménované v ramci
systému RAPEX; a

>

— vnitrostatni sit’ zahrnujici vSechny organy
odpovédné za bezpecnost vyrobkl. Tyto organy
zaSlou kontaktnimu mistu a obdrzi od né¢ho
oznameni a reakce. Struktura sit¢ ma byt sdélena
Komisi.

Jmenovani organi, které jsou odpovédné za
predavani oznameni Komisi a kterym Komise
oznameni sdéluje

Hlavni tkoly vnitrostatnich kontaktnich mist jsou:
a) pred odeslanim oznameni Komisi

— ovérit informace obdrzené od vnitrostatnich,
regiondlnich nebo mistnich organd s cilem
rozhodnout, zda je zapotifebi pouzit systém
RAPEX (na zakladé smérnice, obecnych
zasad a predchozich zkusenosti),

— zkontrolovat, zda jiz byl vyrobek oznamen
nebo o ném byly vyménény pfislusné informace
s cilem vyhnout se zbyte¢nému zdvojeni,

— zkontrolovat, zda jsou formulaf oznameni a
informace Uplné,

— zatfidit informace do jedné
stanovenych kategorii oznament;

z pfedem

b) po obdrzeni informace od Komise

— ptedat informaci vnitrostdtnim, regionalnim
nebo mistnim orgdnim odpovédnym na
riznych urovnich za bezpecnost vyrobka,

8.1.

8.2.

— the follow-up actions to be taken by the Member
States if any reactions are still outstanding or if
there are different national approaches.

The GPSD Committee will be periodically informed
of all the notifications received and of the follow-up.

NETWORK FOR THE EXCHANGES UNDER
RAPEX

Setting up of two-way internal networks by the
Member States to collect and to distribute the
relevant information

Member States should ensure that there are systems
at national level so that their national, regional or
local authorities are aware of their responsibilities
and of the action they should take to inform other
services if a problem comes to light in their area.

Member States should establish a two-level internal
structure consisting of:

— a single contact point with the Commission. This
contact point will send the Commission and
receive from the Commission all information
exchanged through RAPEX, and

— a national network involving all the authorities
responsible for product safety. These authorities
send to and receive from the contact point the
notifications and reactions. The composition of
the network should be communicated to the
Commission.

Designation of the authorities in charge of notifying
the Commission and to whom the Commission
communicates notifications

The main tasks of the national contact points are:
(a) before sending a notification to the Commission

— to verify the information received from the
national, regional or local authorities in order
to decide whether use of the RAPEX system
is required (based on the Directive, the
guidelines and previous experience),

— to check if the product has already been
notified or information related to it exchanged
in order to avoid any unnecessary duplication,

— to check that the notification form and the
information are complete,

— to classify the information into one of the
predefined categories of notifications.

(b) after receiving information from the Commission

— to transmit the information to the national,
regional or local authorities responsible for
product safety at the various different levels,
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— zajistit dal$i zkoumani informaci,

— uvédomit Komisi o svych zavérech.

Vnitrostatni kontaktni mista maji rovnéz

— prispét k vysvétlovani povinnosti a pozadavkd,
které vyplyvaji pro vyrobce a distributory
z pravnich predpist Spolecenstvi a vnitrostatnich
pravnich predpisi a které se tykaji oznamovani
nebezpecnych vyrobki,

— byt napomocna pfi rozvijeni sit€ mezi rdznymi
vnitrostatnimi organy na riznych trovnich,

— byt napomocna témto orgdnum pii pouzivani
systému RAPEX,

— zajiStovat, aby tadné fungovaly vnitini postupy
pro vyménu informaci.

Stanoveni pravidel pro spolupraci mezi prislusnymi
organy, zejména pro spolupraci s celnimi organy

Rozhodnuti celnich organti zadrzet nebo odmitnout
z bezpe€nostnich diivodti vyrobky na hranicich EU
jsou rovnéz predmétem zdjmu organi dozoru nad
tthem a Komise. Prdvnim zékladem pro tato
rozhodnuti je nafizeni Rady (EHS) €. 339/93 ze dne
8. inora 19939 o kontrolach shody s piedpisy
o bezpeCnosti  vyrobkd v piipadé vyrobki
dovdzenych  ztfetich zemi a  rozhodnuti
Komise 93/583/EHS ze dne 28. Cervence 19937,
kterym se stanovi nevyCerpavajici seznam vyrobkl
ve smyslu ¢lanku 8 nafizeni 339/93/EHS.

Kontaktni mista maji o téchto rozhodnutich
uvédomit Komisi. Tyto informace jsou ucelné pouze
tehdy, jestlize zadrZzeny nebo odmitnuty spotfebni
vyrobek predstavuje vazné riziko. Komise preda
informace kontaktnim mistim, kterd tyto informace
dale predaji celnim orgdnim ve svych zemich
scilem zabranit, aby se tyto vyrobky dostaly na

Duvody pro zakdzani dovozu do EU maji byt
uvedeny v pruvodnich dokumentech nebezpecnych

Kontaktni mista maji rovnéz uvédomit své celni
organy o opatfenich a akcich pfijatych organy
dozoru nad trhem ve vztahu k dovezenym vyrobkiim
predstavujicim vazné riziko s cilem odvratit dalsi

a7

83

evropsky trh.

vyrobku.

dovozy stejného vyrobku na trh EU.
(16)

Ut. vést. L 40, 17. 2. 1993, s. 1; nafizeni naposledy
pozménéné nafizenim (ES) 806/2003 (Ui vést. L 122,
16.5.2003,s. 1).

UF. vést. L 279, 12. 11. 1993, s. 39.

— to ensure follow-up of the information,

— to inform the Commission of their
conclusions.

National contact points should also:

— help explain the obligations and requirements
created by Community and national legislation
for producers and distributors concerning the
notification of dangerous products,

— assist in the creation of a network culture among
the different national authorities at the various
different levels,

— assist these authorities in the use of RAPEX,

— ensure that the internal procedures for
information exchange work properly.

8.3. Setting up of cooperation arrangements between the
competent authorities, in particular with customs.

Customs officials’ decisions to block or to reject
products at the EU borders for safety reasons are
also of interest to market surveillance authorities and
the Commission. The legal basis for such decisions
is Council Regulation (EEC) No 339/93 of
8 February 19939 on checks for conformity with
the rules on product safety in the case of products
imported from Third countries and Commission
Decision 93/583/EEC of 28 July 19937 drawing up
a priority and non-exhaustive list of products as
provided for in Article 8 of Regulation 339/93/EEC.

Contact points should inform the Commission about
these decisions. This information is only pertinent if
the consumer product blocked or rejected presents a
serious risk. The Commission will transmit the
information to the contact points and they should
circulate this information to customs officials in
their country in order to prevent the entry of these
products within the European market.

The reasons for prohibiting entry into the EU should
be mentioned in the documents accompanying the
dangerous products.

Contact points should also inform their customs
authorities of the measures and actions taken by
market surveillance authorities relating to imported
products presenting a serious risk in order to avoid
further imports of the same product into the EU
market.

U9 0J L 40, 17.2.1993, p. 1; Regulation as last amended by
Regulation (EC) No 806/2003 (OJ L 122, 16.5.2003, p. 1).

D 0JL 279, 12.11.1993 p. 39.
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8.4 Prostredky komunikace, prakticka a technickd

pravidla
Jazyky

Kontaktni mista v Clenskych statech ~mohou
oznameni vyhotovit ve svém narodnim jazyku
a/nebo v anglictiné. Komise ozndmeni pielozi do
anglictiny, francouzstiny, némciny, italStiny
a Spanélstiny.

Predani pres internet

Systtm RAPEX pouziva jako nastroj komunikace
mezi kontaktnimi misty software zalozeny na
internetu, ktery je napojeny na databazi obsahujici
vSechny informace zozndmeni a reakci. Tento
systém, ktery je pristupny pres
https://reis.cec.eu.int/reis, obsahuje vSechny
formulare a uzivatelskou prirucku.

Pokud existuji technické problémy s touto strankou,
mohou kontaktni mista poslat oznameni a reakce
prostfednictvim  e-mailu  (mailovd  schranka:
Sanco-Reis@cec.eu.int) nebo faxem (+3222964323),
pokud (a pouze pokud) e-mailovy pfenos neni
mozny.

Sluzba mimo tfedni hodiny a stala sluzba béhem
zaviraci doby

Protoze mimotadné udéalosti mohou vzniknout mimo
pracovni hodiny, maji Clenské staty zajistit, aby
jejich vnitrostatni, regionalni a mistni organy mohly
byt kontaktovany v naléhavych piipadech, jako jsou
oznameni vyzadujici mimofadnou akci clenskych
statd.

Zmeény na Urovni vnitrostatnich kontaktnich mist
maji byt neprodlené sdéleny Komisi, ktera o nich
uvédomi ostatni ¢lenské staty.

Komise zajisti fadné fungovani systému RAPEX
béhem vikendi, zaviracich dob a volnych dnti.

Vikendy

Kontaktni mista se mohou v pfipadé mimoradné
udalosti spojit telefonem (mobilnim telefonem)
s pracovniky, ktefi jsou odpovédni za operace
systtmu RAPEX. To umozni rychlou organizaci
v€asného varovani.

Delsi obdobi zaviraci doby

Je tfeba poznamenat, ze kontaktni misto Komise
zajisti sluzbu béhem volnych dnti pomoci mobilniho
telefonu a laptopového pocitace, které mohou byt
napojeny na systém pies internet. Pfi mimotadnych
udalostech maji vnitrostatni kontaktni mista pred
odeslanim oznameni Komisi kontaktovat ufednika
Komise povéfeného stalou sluzbou na ¢Eislo
mobilniho telefonu, které bude kontaktnim mistim
sdé€leno pred zac¢atkem volnych dnt.

8.4. Means of communication, practical and technical

arrangements applicable

Languages

The contact points in the Member States may issue
the notification in their national language and/or in
English. The notifications will be translated into
English, French, German, Italian and Spanish by the
Commission.

Transmission via Internet

The RAPEX system uses an Internet-based software
application as a communication tool between the
contact points linked to a database containing all the
information from the notifications and reactions.
This  system, which is  accessible via
https://reis.cec.eu.int/reis, includes all the forms and
a User’s Guide.

If there are technical problems with this site, contact
points may send notifications and reactions by
e-mail (mail box: Sanco-Reis@cec.eu.int) or by fax
if (and only if) e-mail transmission is not possible
(+32-2 29 64323).

Out-of-hours service and permanent staffing
during periods of closure

As emergencies may arise out of working hours,
Member States should ensure that their national,
regional or local authorities can be contacted in
urgent cases such as for notifications requiring
emergency action by Member States.

Changes at national contact point level are to be
communicated immediately to the Commission,
which will forward them to the other Member States.

The Commission will ensure the proper functioning
of the RAPEX system during weekends, periods of
closure and holidays.

Weekends

The contact points can reach the officials in charge
of RAPEX operations by telephone (mobile phone)
in case of an emergency. This will allow rapid
organisation of an early warning.

Longer periods of closure

It should be noted that the Commission contact point
ensures holiday coverage by using a mobile phone
and a laptop computer that can be linked into the
system via the Internet. In emergencies, before
sending the notification to the Commission, national
contact points should contact the Commission
official in charge of the permanent staffing, using a
mobile phone number which will be communicated
to contact points before the holiday period starts.
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9.1

9.2

Na kontaktnich mistech se rovnéz pozaduje, aby
zajistily podobnou stalou sluzbu béhem vikendu,
kratkych zaviracich dob a obdobi volnych dni.
Komise sestavila seznam nouzovych telefonnich
Cisel, e-maili a faxi pro kontaktni mista systému
RAPEX, aby zajistila, ze ¢lenové systému RAPEX
mohou byt bez prodleni zastizeni. VSechny pozdgjsi
zmény maji byt sdéleny Komisi.

KOORDINACE MEZI SYSTEMEM RAPEX
A JINYMI SYSTEMY PRO OZNAMOVANI

Pripady, kdy opatieni oznamené systémem RAPEX
musi byt rovnéz oznameno jinym systémem

Kdykoliv se opatieni se zavaznymi pravnimi ucinky
tyka spotiebnich vyrobki, na které se vztahuji
zvlastni pravni predpisy SpoleCenstvi, jako jsou
hracky, elektrické spotiebice apod., ma byt rovnéz
oznameno vramci  pfislusného  sektorového
zvlastniho systému (ochranna dolozka). Systém
RAPEX a sektorové zvlastni ochranné dolozky
stanovuji samostatné pravni oznamovaci povinnosti,
protoze slouzi riznym ucelim.

Dalsi informace o vztahu mezi postupy oznamovani
a jejich cili lze nalézt v samostatné ,Prirucce
ovztahu mezi GPSD a nékterymi sektorovymi
smérnicemi'¥,

Pravidla pro zjednodusené predklidani ozndmeni
podléhajicich riznym systémiim

Pokud se na vyrobky vztahuji jiné pravni predpisy
Spolecenstvi s postupy oznamovani vnitrostatnich
opatfeni (ochranna dolozka), zajisti Komise svymi
vnitfnimi ~ postupy, aby jedno oznameni od
vnitrostatnich organt plnilo rizné povinnosti pii
informovani Komise podle pravnich piredpisi
Spolecenstvi.

Spole¢ny formulaf oznameni,
ochrannou dolozku
o bezpecnosti  hragek!"”
v piiloze III.

ktery zahrnuje
smérnice 88/378/EHS
iRAPEX, je wuveden

U8 http://europa.cu.int/comm/consumers/cons_safe/prod_safe/

gpsd/revisedGPSD_en.htm

19 g, vest. L 187, 16. 7. 1988, s. 1.

9.1.

Contact points are also requested to provide similar
coverage during weekends, short periods of closure
and holiday periods. A list of emergency phone
numbers, e-mails and faxes for the RAPEX contact
points is established by the Commission to ensure
that RAPEX members can be reached without delay.
Any subsequent change should be communicated to
the Commission.

COORDINATION BETWEEN RAPEX AND
OTHER NOTIFICATION MECHANISMS

Cases in which a measure notified under RAPEX
must also be notified under another mechanism

Whenever a measure with binding legal effects
relates to consumer products covered by specific
community legislation such as toys, electrical
appliances, etc., it should also be considered under
the sector specific notification mechanism applicable
(safeguard clause). The RAPEX system and the
sector specific safeguard clauses involve separate
legal obligations to notify because they serve
different purposes.

For further information on the relationship between
the notification procedures and their purposes,
please see the separate ‘Guidance Document on the
Relationship between the GPSD and Certain Sector
Directives"'®.

9.2. Arrangements for simplifying the submission of

notifications due under different mechanisms

When products are covered by other Community
legislation with a notification procedure for national
measures (safeguard clause), the Commission will,
through its internal procedures, ensure that a single
notification from national authorities fulfils the
different obligations to inform the Commission
under Community legislation.

A common notification form covering both the
safeguard clause of Directive 88/378/EEC on Safety
of Toys""” and RAPEX is given in Annex III.

U® hittp://europa.eu.int/comm/consumers/cons_safe/prod_safe/

gpsd/revisedGPSD_en.htm

9 OJL 187, 16.7.1988 p. 1.
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10. OZNAMENI PODLE CLANKU 11 GPSD

10.1 Oblast piisobnosti téchto oznameni

Postup v ¢élanku 11  GPSD  zahrnuje vyménu
informaci mezi c¢lenskymi staty a Komisi
o spotfebnich vyrobcich (popsanych v kapitole 2.1),
které neptedstavuji vazné riziko pro zdravi a
bezpecnost spotiebitell (s pfihlédnutim ke kritériim
pro vazné riziko uvedenym v kapitole 3).

Opatteni ¢lenskych statl, jako jsou opatfeni popsana
v kapitole 2.3, kterd omezuji uvadéni vyrobki, které
neptfedstavuji vazné riziko, na trh, musi byt
oznamena Komisi s uvedenim didvodi pro jejich
prijeti.

Oznamujici ¢lensky stat ma uvédomit Komisi
o eventualni zméné prijatého opatieni a o konecném
rozhodnuti pfijatém k pfislusnému vyrobku.

Jestlize clensky stat usoudi, Zze ucinky rizika
nepiesahnou nebo nemohou piesahnout hranice jeho
uzemi, ma doty¢na opatfeni oznamit, pokud obsahuji
informace, které pravdépodobné budou pfedmétem
zdjmu ostatnich clenskych statt, jak je uvedeno
v kapitole 2.5.

10.2 Obsah oznameni

Oznamujici Clensky stat musi do formuléfe

oznameni (pfiloha I) zahrnout

podrobny popis a fotografii vyrobku, aby se
vykonnym organiim usnadnila jeho identifikace,

— vysledky  posouzeni rizika  provedené¢ho
organem, ktery je opravnén pifijmout opatient,

— rozsah, povahu, trvani a dalsi sledovani opatfeni
prijatého k odvraceni rizika,

— informace, které umozni urcit distribuéni kanaly
a puvod vyrobku, a ostatni informace tykajici se
sledovatelnosti.

Jestlize nejsou vSechny informace k dispozici, ma to
byt uvedeno a odivodnéno spolu s ¢asovym planem
pro dodani chybg&jicich informaci.

10.3 Zpracovani oznameni podle clanku 11 a lhiity pro

Jjejich rozsireni

Na vnitrostatnich kontaktnich mistech se pozaduje,
aby oznamily Komisi opatfeni a akce co nejdfive,
ale v zddném ptipad¢ ne pozdeji nez do 15 dnil poté,
co pfislusné organy pfijmou zdivodu rizika
rozhodnuti omezujici uvedeni vyrobkt na trh nebo
jejich pouzivani.

10.

10.1.

NOTIFICATIONS UNDER ARTICLE 11 OF
THE GPSD

Scope of these notifications

The procedure in Article 11 of the GPSD covers the
exchange of information between the Member States
and the Commission for consumer products (as
described in chapter 2.1) that do not present a
serious risk to the health and safety of consumers
(taking into account the criteria on serious risk
outlined in chapter 3).

Measures that Member States adopt, such as those
described in chapter 2.3, which restrict the placing
on the market of products that do not pose a serious
risk, have to be notified to the Commission
specifying the reasons for adopting them.

The notifying Member State should inform the
Commission of any amendment to the measure taken
and of the final decision taken on the product in
question.

If the Member State considers that the effects of the
risk do not, or cannot, go beyond its territory, it
should notify the measures concerned insofar as they
involve information likely to be of interest to other
Member States as defined in chapter 2.5.

10.2. Contents of the notifications

10.3.

The notifying Member State has to include in the
Notification Form (Annex I):

a detailed description and photograph of the
product in order to facilitate its identification by
the enforcement authorities,

— the results of the risk assessment carried out by
the authority that justify the measure adopted,

— the scope, nature, duration and follow-up of the
measure taken in order to avoid the risk,

— information enabling the product’s distribution
channels and origin to be identified, and other
information relating to its traceability.

If all the information is not available, this should be
indicated and justified together with a timetable for
providing the missing information.

Processing and deadlines for circulation

Article 11 notifications

of

National contact points are required to notify the
Commission of the measures and actions taken as
soon as possible and in any case not later than 15
days after the competent authorities have taken the
decision restricting the marketing or use of products
by reason of a risk.
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Tato lhtta plati nezavisle na jakémkoliv odvolani
podaném vyrobcem nebo distributorem a na tGiedné
zvefejnénych pozadavcich.

Komise na zaklad¢ informaci obsazenych
v ozndmeni posoudi, zda oznameni vyhovuje
pravnim pfedpisim SpoleCenstvi a obecnym
zasadam. V pfipad¢é potieby kontaktuje oznamujici
zemi k ziskani dodatecnych informaci.

Komise rozsifi ozndmeni ostatnich ¢lenskych stati
do 15dnd od jeho obdrzeni, pokud neusoudi, Ze
opatfeni nevyhovuje pozadavkim. V tomto piipadé
Komise uvédomi clensky stat, ktery zahajil akci,
s vysvétlenim diivoda pro svij zaver.

Clensky stat, ktery zahajil akci, mize predlozit nové
oznameni, ve kterém vezme v uvahu pfipominky
Komise.

Pfi tomto postupu se na Clenskych statech, které
obdrzi nové oznameni podle ¢lanku 11, nepozaduje,
aby uveédomily Komisi o dalSich opatienich
vyplyvajicich z oznameni.

10.4 Prakticka pravidla pro predavani oznameni podle

clanku 11

Kontaktni mista a Komise budou pro predavani
oznameni podle ¢lanku 11 vyuzivat internetovou
stranku  https//reis.cec.eu.int/reis. Normalizovany
formulaf oznameni podle ¢lanku 11 a uzivatelska
prirucka pro internetové pouziti jsou dostupné na
této strance.

Pokud nastanou technické problémy s touto
strankou, mohou kontaktni mista poslat oznameni
prostfednictvim  e-mailu  (mailovd  schranka:
Sanco-Reis@cec.eu.int) nebo faxem (+3222964323),
pokud (a pouze pokud) e-mailovy pfenos neni
mozny.

This deadline is irrespective of any appeal procedure
entered into by the producer or distributor and of
official publication requirements.

The Commission will assess, on the basis of the
information contained in the notification, whether it
complies with Community law and with the
guidelines. If necessary it will contact the notifying
country to obtain additional information.

The Commission will circulate the notification to the
other Member States within 15 days of its reception
unless it concludes that the measure does not comply
with the requirements. In this case the Commission
will inform the Member State which initiated the
action, explaining the reasons for its conclusion.

The Member State which initiated the action may
resubmit the notification taking into account the
comments from the Commission.

Under this procedure the other Member States
receiving a new Article 11 notification are not
required to inform the Commission about the follow-
up given to the notification.

10.4. Practical arrangements for the transmission of
Article 11 notifications

Contact points and the Commission will use the
Internet site  https://reis.cec.eu.int/reis  for the
transmission of Article 11 notifications. The
standard form for Article 11 notifications and the
User’s Guide for the Internet application are
available on this site.

If there are technical problems with this site, contact
points may send notifications by e-mail (mail box:
Sanco-Reis@cec.eu.int) or by fax if (and only if)
e-mail transmission is not possible (+32-2 29 64323).
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PRILOHA I
FORMULAR OZNAMENI

O  pripouziti ¢lanku 11 smérnice 2001/95/ES
O  pripouziti ¢lanku 12 smérnice 2001/95/ES

0  vyZadujici mimoiadnou akci €lenskych statu

OBECNE INFORMACE
01. Oznamujici zemée a kontaktni osoba:

02. Datum oznameni:

VYROBEK

03. Kategorie vyrobki a polozka celniho sazebniku:
04. Nazev vyrobku, znacka, cena a zemé ptivodu:

05. Druh/¢islo modelu/Carovy kod/kod série vyrobku:

06. Popis/fotografie (format .jpg) vyrobku a jeho obalu:

07. Pouzitelné normy nebo predpisy:

08. Prukaz shody:

VYROBCE

09. Nazev, adresa a kontaktni udaje vyrobce nebo jeho
zéstupce:

10. Nazev, adresa a kontaktni udaje vyvozce/dovozce:

DISTRIBUTOR a PRODEJCE

11. Nazev, adresa a kontaktni udaje distributord nebo
jejich zastupci:

12. Dodavatel (obchod, supermarket, zasilkovy obchod,
internetovy obchod) a zemé urceni:

NEBEZPECI
13. Druh rizika:

14. Souhrn vysledkt zkousek/analyz a zavéry:

15. Popis nehod, které se vyskytly:

PRIJATA OPATRENI
16. Dobrovolna opatieni (rozsah, povaha a trvani):

17. Povinna opatieni (rozsah, povaha a trvani):

OSTATNI INFORMACE

18. Dodate¢né informace:

ANNEX I
NOTIFICATION FORM

o  in application of Article 11 of Directive 2001/95/EC
O  in application of Article 12 of Directive 2001/95/EC

O requiring emergency action from Member States

GENERAL INFORMATION
01. Notifying country and contact person:

02. Date of notification:

PRODUCT

03. Category of products and customs code:

04. Product name, brand, price and country of origin:
05. Type/number of model/bar code/batch code:

06. Description/photograph (format .jpg) of the product
and its packaging:

07. Standards or regulations applicable:

08. Proof of conformity:

PRODUCER

09. Name, address and contact information for the
manufacturer or its representative:

10. Name, address and contact information of the
exporter/importer:
DISTRIBUTOR and RETAILER

11. Name, address and contact information for the
distributors or their representatives:

12.  Supplier (shop, supermarket, by mail, Internet) and
countries of destination:

DANGER

13. Type of risk:

14. Summary of the results of tests/analyses and
conclusions:

15. Description of accidents which have occurred:

MEASURES ADOPTED
16. Voluntary measures (scope, nature and duration):

17. Compulsory measures (scope, nature and duration):

OTHER INFORMATION

18. Additional information:
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01.

02.

03.

04.

05.

06.

07.

08.

09.

PRILOHA I
Reakce na oznameni pf¥i pouziti ¢lanku 12
smérnice 2001/95/ES
Reagujici zemé a kontaktni osoba:
Datum reakce:

Cislo oznameni, oznamujici zemé a nazev
vyrobku:

Vyrobek zjistén: ano/ne

Posouzeni rizika:

Dobrovolna opatieni (rozsah, povaha, trvani
a zdivodnéni):
Povinna opatifeni (rozsah, povaha, trvani

a zdvodnéni):
Trvani:

Ostatni informace:

ANNEX I1

Reaction to notification in application of Article 12 of

01.

02.

03.

04.

05.

06.

07.

08.

09.

Directive 2001/95/EC
Reacting country and contact person:
Date of reaction:

Notification number,
product name:

notifying country and

Product found: yes/no
Assessment of the risk:

Voluntary measures (scope, nature, duration and
justification):

Compulsory measures (scope, nature, duration and
justification):

Duration:

Other information:
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PRILOHA IIT ANNEX IIT

FORMULAR OZNAMENi PRO HRACKY NOTIFICATION FORM FOR TOYS
Prosim, zaskrtnéte prislusny ¢tverecek: Please tick the appropriate box below:
0 Oznameni podle ¢lanku 7 smérnice Pouzijte Cast 1 a Cast 2 formulafe.

88/378/EHS ze dne 3. kvétna 1988

o bezpecnosti hragek — Ochranna dolozka Je tieba zaslat prostfednictvim stalého zastupce pfi

EU generalnimu sekretaii Komise s elektronickou
kopii na Entr-Textile-Leather-Toys@cec.eu.int

0 Oznameni podle ¢lanku 12 smérnice Pouzijte Cast 1 a Cast 2 formulafe.
2001/95/ES o obecné bezpecnosti vyrobkl
a podle ¢lanku 7 smérnice 88/378/EHS
0 bezpecnosti vyrobkl

Je tieba zaslat prostfednictvim
https://reis.cec.eu.int/reis a na ENTR-Textile-
Leather-Toys@cec.eu.int.

Protoze oznameni je ochrannou dolozkou, musi
byt rovnéz zaslano prostiednictvim stalého
zastupce generalnimu sekretafi Komise.

o Notification under Article 7 of Directive Use Parts 1 and 2 of the form.
88/378/EEC of 3 May 1988 on Safety of

To be sent via the Permanent Representation to the
Toys — Safeguard clause

EU to the Secretary General of the Commission
with electronic copy to Entr-Textile-Leather-
Toys@cec.eu.int

o Notification under Article 12 of Directive Use Parts 1 and 2 of the form.
2001/95/EC on General Product Safety and

under Article 7 of Directive 88/378/EEC on To be sent via https://reis.cec.eu.int/reis and to

ENTR-Textile-Leather-Toys@cec.eu.int

Safety of Toys
As the notification is a safeguard clause it must
also be sent via the Permanent Representation to
the Secretary-General of the Commission.
CAST 1 PART 1
Ochranna dolozka podle ¢lanku 7 Safeguard clause pursuant to article 7 of directive
smérnice 88/378/EHS o bezpecnosti hracek 88/378/EEC on toy safety
Prosim, zaskrtnéte ptislusny ctverecek a uved’te divody: Please tick the appropriate box below, and state the
reasons for:
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Neshoda je vysledkem Dtvody

o nesplnéni zakladnich pozadavka
uvedenych v ¢lanku 3, jestlize hracka
nevyhovuje normam (¢l. 7 odst. 1

pism. a))

o nespravného pouziti norem (¢l. 7
odst. 1 pism. b))

0 nedostatkli v norméach (¢l. 7 odst. 1
pism. c))

DODATECNE INFORMACE UVEDENE V PRILOZE

Kopie protokoltu o zkouskach, certifikatu,
piezkouseni apod.

Kopie vnitrostatnich opatfeni

Non-compliance is a result of: Reasons

o Failure to meet the essential
requirements referred to in Article 3, if
the toy does not meet the standards
(Article 7(1)(a))

o Incorrect application of the standards
(Article 7(1)(b))

o Shortcomings in the standards (Article

7(1)(¢))

ADDITIONAL INFORMATION ANNEXED

Copy of the test reports, certificates,
examinations, etc.

Copy of the national measure

CAST 2 PART 2
O pri pouziti ¢lanku 12 smérnice 2001/95/ES o in application of Article 12 of Directive 2001/95/EC
0 vyZadujici mimoradnou akci ¢lenskych stata O requiring emergency action from Member States
OBECNE INFORMACE GENERAL INFORMATION
Oznamujici zemé a kontaktni osoba: Notifying country and contact person:
Datum oznédmeni: Date of notification:
VYROBEK PRODUCT
Kategorie vyrobki a polozka celniho sazebniku: Category of products and customs code:
Néazev vyrobku, znacka, cena a zemé pivodu: Product name, brand, price and country of origin:
Druh/¢islo modelu/¢arovy kod/kdd série vyrobki: Type/number of model/bar code/batch code:
Popis/fotografie (format .jpg) vyrobku a jeho obalu: Description/photograph (format .jpg) of the product and

its packaging:

Ptislusné normy nebo piedpisy: Standards or regulations applicable:
Prikaz shody: Proof of conformity:
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VYROBCE

Nazev, adresa a kontaktni udaje vyrobce nebo jeho
zastupce:

Nézev, adresa a kontaktni tidaje vyvozce/dovozce:

DISTRIBUTOR a PRODEJCE

Nazev, adresa a kontaktni udaje distributori nebo jejich
zastupcu:

Dodavatel (obchod, supermarket,
internetovy obchod) a zemé urceni:

zasilkovy obchod,

NEBEZPECI
Druh rizika:
Souhrn vysledkt zkousek/analyz a zaveéry:

Popis nehod, které se vyskytly:

PRIJATA OPATRENI

Povinnd opatteni (rozsah, povaha a trvani):

OSTATNI INFORMACE

Dodate¢né informace:

PRODUCER

Name, address and contact information for the

manufacturer or its representative:

Name, address and contact information of the

exporter/importer:
DISTRIBUTOR and RETAILER

Name, address and contact information for the distributors
or their representatives:

Supplier (shop, supermarket, by mail, Internet) and
countries of destination:

DANGER
Type of risk:
Summary of the results of tests/analyses and conclusions:

Description of accidents which have occurred:

MEASURES ADOPTED

Compulsory measures (scope, nature and duration):

OTHER INFORMATION

Additional information:
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PRILOHA IV

Lhiity pro vnitrostitni kontaktni mista

ANNEX IV

Deadlines for national contact points

Akce

Lhuta (viz kapitola 5)

Zaslat oznameni o mimofadnych situacich Komisi

Co nejrychleji, maximalné 3 dny

Oznémit Komisi rozhodnuti a akce pfijaté:
— organy v piipadé vazného rizika;
— podle dohody mezi organy a vyrobci a distributory

Co nejrychleji, maximalné 10 dnt

Oznamit Komisi dobrovolna opatfeni vyrobci a distributorti

Co nejrychleji, maximalné 10 dnt

Zaslat Komisi informace o vaznych rizicich podléhajicich
vymeéngé v ramci systému RAPEX

Co nejrychleji, maximalné 10 dnt

Uvédomit Komisi o rozhodnutich a akcich organt v piipadé
vyrobku, které nepiedstavuji vazné riziko

Co nejrychleji, maximalné 15 dn

Potvrdit nebo zménit informace jiz dodané pied rozhodnutim
0 opatfeni

Co nejrychleji, maximalné 45 dnd

Uvédomit Komisi o eventualni zméné nebo zruSeni oznameného
opatfeni nebo akce

Co nejrychleji, maximalné 5 dnd

Reagovat na oznameni vyzadujici mimotadnou akci ¢lenskych
statd

Co nejrychleji, maximalné 20 dnt

Reagovat na oznameni o rozhodnutich a akcich organd,
o opatienich a akcich dohodnutych mezi organy a vyrobci a
distributory, o dobrovolnych opatienich vyrobct a distributor

Co nejrychleji, maximalné 45 dnt

Reagovat na oznameni tykajici se vyrobkl vyrabénych nebo
poprvé uvedenych na trh na svém tGzemi

Co nejrychleji, maximalné 15 dnt

Action Deadline (see Chapter 5)
Send notifications relating to emergency situations to the ASAP or maximum three days
Commission
Notify the Commission of decisions and actions taken: ASAP or maximum 10 days

— by the authorities in cases of serious risk;

— as agreed between authorities and producers and distributors

Notify the Commission of voluntary measures by producers and | ASAP or maximum 10 days

distributors

Send the Commission information on serious risks liable to be | ASAP or maximum 10 days
exchanged under RAPEX

Inform the Commission of decisions and actions taken by the ASAP or maximum 15 days
authorities in case of products not presenting a serious risk

Confirm or modify information already provided before the ASAP or maximum 45 days
decision on the measure was taken

Update the Commission on any modification or lifting of the ASAP or maximum five days
notified measure or action

React to a notification requiring emergency action from ASAP or maximum 20 days
Member States

React to a notification of decisions and actions taken by the ASAP or maximum 45 days

authorities, of measures and actions agreed between authorities
and producers and distributors, of voluntary measures by

producers and distributors

React to notifications related to products manufactured or first | ASAP or maximum 15 days

marketed in its territory
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PRILOHA V

Lhiity pro kontaktni misto Komise

ANNEX V

Deadlines for the Commission contact point

Akce

Lhuta
(od obdrzeni informace Komisi)

Zaslat oznameni o mimotadnych situacich vnitrostatnim
kontaktnim mistiim

Co nejrychleji, maximalné 3 dny

Oznamit vnitrostatnim kontaktnim mistim rozhodnuti a akce
organd, opatteni a akce dohodnuté mezi organy a vyrobci
a distributory, dobrovolna opatieni vyrobcti a distributorti

Co nejrychleji, maximaln€ 5 dnd

Zaslat vnitrostatnim kontaktnim mistim informace
o vaznych rizicich podléhajicich vyméné v ramci systému
RAPEX

Co nejrychleji, maximalné 5 dnit

Zaslat vnitrostatnim kontaktnim mistim oznameni
predkladana podle ¢lanku 11 GPSD

Co nejrychleji, maximalné 15 dnt

Zaslat reakce na oznameni, ktera vyzaduji naléhava opatfeni
vnitrostatnich kontaktnich mist

Co nejrychleji, maximalné 3 dny

Zaslat reakce na oznameni o rozhodnutich a akcich organt,
o opatfenich a akcich dohodnutych mezi organy a vyrobci
a distributory, o dobrovolnych opatfenich vyrobct

a distributord

Co nejrychleji, maximalng 5 dnd

Zaslat upominku vnitrostatnim kontaktnim mistim, které
nereagovaly na oznameni

45 dnti od odeslani ptivodniho oznameni

Deadline
Action (from reception of the information by
the Commission)
Send notifications relating to emergency situations to ASAP or maximum three days

national contact points

Notify national contact points of decisions and actions taken | ASAP or maximum five days

by the authorities, of measures and actions agreed between
authorities and producers and distributors, of voluntary

measures by producers and distributors

Send information on serious risks liable to be exchanged ASAP or maximum five days

under RAPEX to the national contact points

Send the national contact points notifications presented ASAP or maximum 15 days

under Article 11 of the GPSD

Send reactions to notifications requiring emergency ASAP or maximum three days

follow-up by the national contact points

Send reactions to notifications of decisions and

by the authorities, of measures and actions agreed between
authorities and producers and distributors, of voluntary

measures by producers and distributors

actions taken | ASAP or maximum five days

Send a reminder to national contact points that have not 45 days after the original notification

reacted to a notification

was sent
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