REGULATIONS
REGULATION (EU) 2023/988 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL
of 10 May 2023

on general product safety, amending Regulation (EU) No
1025/2012 of the European Parliament and of the Council and
Directive (EU) 2020/1828 of the European Parliament and the
Council, and repealing Directive 2001/95/EC of the European
Parliament and of the Council and Council Directive 87/357/EEC
(Text with EEA relevance)

R
2023 £ 5 A 10 HORMBSH LT
HEROHA (EU) 2023/988

—RNRRMELICEIZENT,
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BRMBESSLVEEROIES (EU) 2020/1828 ZMIEL.
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HERIED 87/357/EEC ZBELLTD
(EEA B:#EXE)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN
UNION,

BNEESLU E USSR,

Having regard to the Treaty on the Functioning of the European Union, and
in particular Article 114 thereof,

E UDHEEEICRE I 25HY. 1FICZDEE 114 RICEERL.

Having regard to the proposal from the European Commission,

¥

MNEESDREZEREL.

After transmission of the draft legislative act to the national parliaments,

ILEERNSERERROE N,

Having regard to the opinion of the European Economic and Social
Committee (1),

BINEFHRBZEROER (1) 2EEL.

(*) 0] C 105, 4.3.2022, p. 99.

(*) 0] C 105, 4.3.2022, p. 99.

Acting in accordance with the ordinary legislative procedure (?),

BEOIDEFHESIETTEL () -

(?) Position of the European Parliament of 30 May 2023 (not yet published in the Official Journal)
and decision of the Council of 25 April 2023.

() 2023 £ 3 A 30 BIRHESORSE (ERABH) LU 2023 & 4 A 25 BHESRORE.

Whereas:

- ==
(__(__(L\

(1) Directive 2001/95/EC of the European Parliament and of the Council (3)
lays down the requirement that consumer products must be safe and
that Member States’ market surveillance authorities must take action
against dangerous products as well as exchange information to that
effect through the Union Rapid Information System (RAPEX).

(1) BHESHLVESE0IES 2001/95/EC () (& HEBEEITRRBEGZLTRIN
(FR5R0nCE, MEEOHIBEAREB FERRRRICHL THEEZBUAITNERS
Wt FREOE. EEIERIBIRS AT A(RAPEX)ZEU TRAALAINIEFRSRNIE
ERELTVS.




() Directive 2001/95/EC of the European Parliament and of the Council of 3 December 2001 on
general product safety (OJ L 11, 15.1.2002, p. 4).

(®) 2001 £ 12 A 3 HOMMBERSLVEERO—
2002 £ 1 A 15 H. 4 R-2),

MR mELE(CBET 5T 2001/95/EC (OJ L 11,

(2) Directive 2001/95/EC needs to be revised and updated in light of the
developments related to new technologies and online selling, to ensure
consistency with developments in Union harmonisation legislation and in
standardisation legislation, to ensure a better functioning of product
safety recalls as well as to ensure a clearer framework for food- imitating
products hitherto regulated by Council Directive 87/357/EEC (*). In the
interest of clarity, Directives 2001/95/EC and 87/357/EEC should be
repealed and replaced by this Regulation.

(2) #E% 2001/95/EC (&, FrtdfioA> 54 ARG T 28 Mm%z iEE£ X, E U DFEFZ
EOIRECIDEOBEEDEE M 2R BETE)I-)ILOMEER 2RI 2L
EBIC, INETEESRES 87/357/EEC (1) [LLHTRAIIN TSR REMERD

P e LDBARRICT BIIC. SRETHRLUEFHEINZNEN DS, BBFESOER NS, 15

45 2001/95/EC $&Uf 87/357/EEC ($BELEEN . ARRBICEBERISNBZNETH
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(*) Council Directive 87/357/EEC of 25 June 1987 on the approximation of the laws of the
Member States concerning products which, appearing to be other than they are, endanger
the health or safety of consumers (OJ L 192, 11.7.1987, p. 49).

(Y 1987 4 6 B 25 BOEELIED 87/357/EEC. HBEEDREFIRLEBIRCESTE
SR(CBITBINBEDEROFBICEITZE0 (0J L 192, 1987 4 7 B 11 H. 49 R—3),
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(3) A regulation is the appropriate legal instrument as it imposes clear and
detailed rules which leave no scope for divergent transposition by
Member States. The choice of a regulation instead of a directive also
allows for better delivery of the objective of ensuring coherence with the
market surveillance legislative framework for products falling within the
scope of Union harmonisation legislation, where the applicable legal
instrument is also a regulation, namely Regulation (EU) 2019/1020 of
the European Parliament and of the Council (°). Finally, such a choice will
further reduce the regulatory burden through a consistent application of
product safety rules across the Union.

(3) ARAF. MBECLZERIEADRIMEFKRIDV BT - ZERT 2o, )
AN FERTHD. I/BRORDDIIRAN %IRRT B, WHINZENFERGRA. 91
HERNGESBLUIREL0MRE] (EU) 2019/1020 (°)THZBE. E URAIMIDE
OEFERIN(CHIRROTIZEROENER EO—EHZHR T 2L VOB Z LDiE
tNSEM I BEBATEEICRD. RIEIC. COLIRIRIRICED. E USKRTRRBEER
AN —EBUTEAZN. :REIOEIBHNE5(CERKEINS,

(°) Regulation (EU) 2019/1020 of the European Parliament and of the Council of 20 June 2019
on market surveillance and compliance of products and amending Directive 2004/42/EC and
Regulations (EC) No 765/2008 and (EU) No 305/2011 (OJ L 169, 25.6.2019, p. 1).

(°) 2019 ££ 6 A 20 HOMMZ B LJMEELOMIBERSLURROI T/ T7 AT 248 (EU)
2019/1020, B5UHES 2004/42/EC HLUHEBI (EC) No 765/2008 H&UF (EU) No 305/2011 @
IE (OJ L 169.20194 6 A 25 H. 1 R—3).

(4) The aim of this Regulation is to contribute to the attainment of the
objectives referred to in Article 169 of the Treaty on the Functioning of
the European Union (TFEU). In particular, it should aim to ensure the
health and safety of consumers and the functioning of the internal
market as regards products intended for consumers.

(4) COMRBIDBEHIL, FRINESOHEECEIT SR (TFEU) 26 169 SRICREINTL)
BENDEMICERNTSIETY, FiC HEEMITOR@CEAUL T, HEEORERE
TE BLMEATHIZOKEEZIER T 2L 2BNETINBNIHDET .




(5) This Regulation should aim at protecting consumers and their safety as
one of the fundamental principles of the Union legal framework and as
enshrined in the Charter of Fundamental Rights of the European Union
(the ‘Charter’). Dangerous products can have very negative
consequences for consumers and citizens. All consumers, including the
most vulnerable, such as children, older persons or persons with
disabilities, have the right to safe products. Consumers should have at
their disposal sufficient means to enforce that right and Member States
should have adequate instruments and measures at their disposal to
enforce this Regulation.

(5) COFRANE. EU DEMREHFOEARERRID 1 DELT, FEMMNEEEAIETE
(IBE)]) [CEDSNTVREDBD, HEEHEZDTEEZIREIDLZENETIVEND
DFY, ERARGRE. HEELERSGERCERVEEZ REFITIREMENHDET, F
. SE. EEERE REBUIIBICHIALZSOINTOHEESE L. T2RE
mZZTHEFINDDE T HEE (L. TOEFZITEIT IO RFEREFIFATSE
2ENGD., NEEEE. COMAZITHEIIHCTDRFERIEBZFATEINE
NGUESE R

(6) Despite the development of sector-specific Union harmonisation
legislation that addresses the safety aspects of specific products or
categories of products, it is practically impossible to adopt Union law for
all consumer products that exist or may be developed. There is therefore
a need for a broad-based legislative framework of a horizontal nature to
fill gaps and to complement provisions in existing or forthcoming sector-
specific Union harmonisation legislation and ensure consumer protection
not otherwise ensured by that legislation, in particular with a view to
achieving a high level of protection of the health and safety of
consumers, as required by Articles 114 and 169 TFEU.

(6) HEOHGBFFRENTIVOREHOAIEISINT 75— EBD EU FFIED
RECOEMDST, BHFEERFEINIRIEMEDHZINTOHEERMIC EU &
ZIRFAIBLIFEEEATIEETI, Utho T, TFEU 58 114 &HLUEE 169 X TE
RKENTVBLIC, HEBEDRRLZEZBVINIITREITDLZBNELT. BlifFE
35Ot 9-EBO E URIIEDREDFTryI 2B Tl TOETIIHER
TERVWHBEREZIR I BHOD. TBILVVKFHIDEREHNETY,

(7) At the same time, in respect of products that are subject to sector-
specific Union harmonisation legislation, the scope of the different parts
of this Regulation should be clearly set out to avoid overlapping
provisions and to ensure a clear legal framework.

(7) BEFC, 095D E URFLEOMREBZDRMICEL T MEDEEZELT, BIHE
INERVHE A Z IR T BI2(C. ARRBIDSFIFRERD DEEHEZ BRHE(CESH 2 EN D
UE N

(8) Whilst some of the provisions of this Regulation, such as most of the
obligations of economic operators, should not apply to products covered
by Union harmonisation legislation, certain other provisions of this
Regulation are complementary to Union harmonisation legislation and
should therefore apply to such products. In particular, the general
product safety requirement and related provisions should apply to

(8) COMADMED—ED. FIXEIFEBORFOKED (. E UDRFILEDIIRER
BRMICGBEAINBON, CORAIOZOMOIREL E U DRFILEZ#HTIZEDT
HO. UIeho TEOLIBREEICEBRAEININETHD. F5(C. E UDFFILETHFED
BRADURIPN DN -2NTORWNEE — RN BREZEBMHESUBEERTE L. EU
OBFLEOREBDHBEERRISERSNINETHD. AXF1> X—TybhILA
ADIRMEOERT. BRREERFOEEEOER. HEBEOBEROBIUECIE




consumer products covered by Union harmonisation legislation when
certain types of risks are not covered by that Union harmonisation
legislation. The provisions of this Regulation concerning the obligations
of providers of online marketplaces, the obligations of economic
operators in the event of accidents, the right to information and to a
remedy for consumers as well as the product safety recalls should apply
to products covered by Union harmonisation legislation to the extent that
there are no specific provisions with the same objective in such Union
harmonisation legislation. Likewise, RAPEX is already used for the
purposes of Union harmonisation legislation, as referred to in Article 20
of Regulation (EU) 2019/1020: therefore the provisions of this
Regulation regulating the Safety Gate and its functioning should apply to
products covered by Union harmonisation legislation.

F. BSNCHMBRYI-IVCEIBIORBIDMEF. E UDREFIECRUEN%E
FOREDRENBVIRD, E UDFRFIIDEDIRERDHmISEAININETHD.
[BAR(C. RAPEX (%, ARAI (EU) 2019/1020 D38 20 (SN TLDLIIC, E
U FBFIIDEOBRN TI TIERSIN TSt 2T — M ZDHEREERTH I DIDAR
BIDMRTEF. E URFDEDOMREDDRMICERINIHENHIET

(9) Products which are designed exclusively for professional use, but which

have subsequently migrated to the consumer market, should be subject
to this Regulation because they could pose risks to the health and safety
of consumers when used under reasonably foreseeable conditions.

(9) BRIRICLBERDHZERIEL TERETEINN, ZORBEETIBICBITULRMA(L.

BIEN(CTRETREREM T TREASNUGE . HEBORREZEICURIZEIET
BIREEN' D BTt CORRFIDITRERDBENHDFT .

(10) Medicinal products are subject to a pre-market assessment that includes

a specific risk-benefit analysis. Those products should therefore be
excluded from the scope of this Regulation.

(10) EZEmF FEDVRIERLRI 1y b3 FESVHIRAFHMEOX REBDET . LizhD

T, INSOH@mIEARRBIOBEREEFD SFRIMNENINETT,

(11) Union law on food, feed and related areas sets up a specific system

ensuring the safety of the products covered by it. Indeed, food and feed
products have a specific legal framework established, in particular, by
Regulation (EC) No 178/2002 of the European Parliament and of the
Council (°). Furthermore, food and feed products are also regulated by
Regulation (EU) 2017/625 of the European Parliament and of the
Council (), which ensures a harmonised approach with regard to official
controls for verifying compliance with feed and food law, animal health
and animal welfare rules. Therefore, food and feed products should be
excluded from the scope of this Regulation, with the exception of

(11) Bm. ARSLUEEDEFCRE I IMMNESEL. TOMREBPIBREORZE 2

RIBDOFENDI AT LAEHEIL TV, K. BRSLUEIRIRITC(E, FHIERIM
EEBIVHEEANIFA] (EC) No 178/2002 (°) (C&o THETIESNIAFTE DIERIR
HIHNDD. S50, BEMBLIUVENERG. FARNSLURRE. BIORESSUEY)
BRI 0BT AHER T DI DA EIR(ICRIL CGRFMOEN 7 TO—F 2R S 2R
MFEEBLVEELOMA] (EU) 2017/625 (V) (CLHTERFIINTWVS, Lih*o
T. BERBSLUVERIERE, FINESSLESEE0MRE] (EC) No 1935/2004 (8)
FHMEENBLUCENZEN R EMBEE)RIDH X 5RETIEDMOEREEBDE
BTHN-2NTVRVWRIICEET2IRD., BMmEiEMID 2R RUMBEE LU
ZBRE . COMRBIDEBHENSFRINENINETH D,




materials and articles intended to come into contact with food insofar as
risks are concerned that are not covered by Regulation (EC) No
1935/2004 of the European Parliament and of the Council (®) or by
other food-specific legislation which only covers chemical and biological
food-related risks.

(BmEEMT 2B RUAMBIE LUYmEBRIM SN0, ]

(®) Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January
2002 laying down the general principles and requirements of food law, establishing the
European Food Safety Authority and laying down procedures in matters of food safety (OJ L
31, 1.2.2002, p. 1).

(°) BREO—MRRAILEMEED. BN ERZEMEZRIL. BRRECHIZFRIZEDS. 2002 F 1
A 28 HOIZERSSJMIEESOMRA (EC) 55 178/20025 (0JL 31,2002 28 1 H. 1R~

2) .

(7) Regulation (EU) 2017/625 of the European Parliament and of the Council of 15 March 2017
on official controls and other official activities performed to ensure the application of food and
feed law, rules on animal health and welfare, plant health and plant protection products,
amending Regulations (EC) No 999/2001, (EC) No 396/2005, (EC) No 1069/2009, (EC) No
1107/2009, (EU) No 1151/2012, (EU) No 652/2014, (EU) 2016/429 and (EU) 2016/2031 of
the European Parliament and of the Council, Council Regulations (EC) No 1/2005 and (EC)
No 1099/2009 and Council Directives 98/58/EC, 1999/74/EC, 2007/43/EC, 2008/119/EC and
2008/120/EC, and repealing Regulations (EC) No 854/2004 and (EC) No 882/2004 of the
European Parliament and of the Council, Council Directives 89/608/EEC, 89/662/EEC,
90/425/EEC, 91/496/EEC, 96/23/EC, 96/93/EC and 97/78/EC and Council Decision
92/438/EEC (Official Controls Regulation) (OJ L 95, 7.4.2017, p. 1).

() BERRUEERICET AR, BIORIRGEL. B ORRARUMBYMRERRICRT 2RBIDEAEERT D
IEDICEMEN B AN ERRUZOMONRIEENCRETS 2017 £ 3 A 15 HORNESRIEEE0FE
(EU) 2017/625. BIlZESRUIBEZ0ORR (EC) 5 999/2001 5. (EC) % 396/2005 5. (EC) %
1069/2009 5. (EC) % 1107/2009 5. (EU) % 1151/2012 5. (EU) 25 652/2014 5. (EU) 25
2016/429 SKkU (EU) %5 2016/2031 5. ERRA (EC) 5 1/2005 SKU (EC) %
1099/2009 SANIRE=HET 98/58/EC ZtUEFS. 1999/74/EC. 2007/43/EC.
2008/119/EC. 2008/120/EC. 8LV HRRHIVIESEROMRA (EC) No 854/2004 HLU' (EC)
No 882/2004. =151 89/608/EEC, 89/662/EEC. 90/425/EEC, 91/496/EEC, 96/23/EC.
96/93/EC. 97/78/EC. BFVIRERRE 92/438/EEC (LAHIEIRAAI) #BE1EFS (O) L 95, 2017
F£4R87H.1R-2),

(®) Regulation (EC) No 1935/2004 of the European Parliament and of the Council of 27 October
2004 on materials and articles intended to come into contact with food and repealing
Directives 80/590/EEC and 89/109/EEC (OJ L 338, 13.11.2004, p. 4).

(®) BREEATZLZBRUAMRIBLUYIRICEISS 2004 4 10 A 27 HOBM BSOS SUEEROMRE]
(EC) %8 1935/2004 5. 1355 80/590/EEC $&Uf 89/109/EEC OFELE (OJ L 338, 2004 £
11813H.4R-2) ,

(12) Living plants are subject to a specific legal framework, provided for, in
particular, by Regulation (EU) 2016/2031 of the European Parliament
and of the Council (°) which takes into consideration the specificities of
those products to ensure consumer safety.

(12) HEEAEE. FICERN BB LTBEROMAI (EU) 2016/2031 (°) (C&oTH
ESNAFTEDENHEADITRTHD . HEEDLZEZHERI BHICENSORGED
¥R ZERLTVET,

(°) Regulation (EU) 2016/2031 of the European Parliament of the Council of 26 October 2016 on
protective measures against pests of plants, amending Regulations (EU) No 228/2013, (EU)
No 652/2014 and (EU) No 1143/2014 of the European Parliament and of the Council and
repealing Council Directives 69/464/EEC, 74/647/EEC, 93/85/EEC, 98/57/EC, 2000/29/EC,
2006/91/EC and 2007/33/EC (OJ L 317, 23.11.2016, p. 4).

(°) 2016 £F 10 B 26 HORUI:ES - EESREI (EU) 2016/2031, FEYIOERICT T ZREEBCREIZR
8], FES- I2ESRA) (EU) No 228/2013, (EU) No 652/2014, (EU) No 1143/2014 #IEL.
HEAIED 69/464/EEC, 74/647/EEC, 93/85/EEC. 98/57/EC. 2000/29/EC., 2006/91/EC,
2007/33/EC #F1F93(0) L 317. 2016 £ 11 A 23 H. 4 H).

(13) Animal by-products are materials of animal origin that people do not
consume. Those products, such as feed, are subject to a specific legal

(13) EMpEIEYIEE. ABNEHEULRVEMIERROYBE THS, BRREDINSOR (T,
BRI ESD LIBBR0OEAI (EC) No 1069/2009 (1) (&> THREZINTL




framework, provided for, in particular, by Regulation (EC) No 1069/2009
of the European Parliament and of the Council (*°).

DHFEDERINHEH DI REBO TS,

(*°) Regulation (EC) No 1069/2009 of the European Parliament and of the Council of 21 October
2009 laying down health rules as regards animal by-products and derived products not
intended for human consumption and repealing Regulation (EC) No 1774/2002 (Animal by-
products Regulation) (OJ L 300, 14.11.2009, p. 1).

(*°) 2009 £ 10 A 21 HOFMERSLUEES20MA (EC) No 1069/2009 (F. ARIDHEEZBMEL
ROEMBIEMS JRERMICBI T2 MRERAFRIZES. FREI (EC) No 1774/2002 (BMEIEYIARA) %
BELIETZEMTY (0 L 300, 2009 £ 11 A 14 H. 1 R-2),

(14) Plant protection products, also referred to as pesticides, are subject to
specific provisions for their authorisation at national level, based on
Regulation (EC) No 1107/2009 of the European Parliament and of the
Council (*!), and should therefore also be excluded from the scope of
this Regulation.

(14) EYMRERR (BRELEMTEND) . BMNESHLIMIESS0MAI (EC) No
1107/2009 (*!) (CEDWT. ERILAITOREICE T RIS EDREDITRERST
W3Izs. CORBIDEREEENSEERINENDINETH D,

(**) Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October
2009 concerning the placing of plant protection products on the market and repealing
Council Directives 79/117/EEC and 91/414/EEC (OJ L 309, 24.11.2009, p. 1).

(*') 2009 £ 10 A 21 HORRNEBERSLMEE2OMAI (EC) No 1107/2009. MEYMREERBOTIHIEA
BIVIBERIED 79/117/EEC LU 91/414/EEC DBELEICEIF2#RAI (EC) No 1107/2009 (O] L
309, 2009 £ 11 A 24 H. 1 R-2),

(15) Aircraft referred to in Article 2(3), point (d) of Regulation (EU)
2018/1139 of the European Parliament and of the Council (*?) are
subject to the regulatory control of the Member States, in light of their
limited risk to civil aviation safety. Those aircraft should therefore be
excluded from the scope of this Regulation.

(15) BUMNEESRUVIBESREA] (EU) 2018/1139 (12) 55 2 £(3)IE(d)[CARET 31
Zopk(3. BREMZEOZ 2T RURINREN THRZENS, MEREORHIEEROXT
KERBB. UTHHO T INSOMMZEREE AR BIDEREFE N SBRINENIRETH D,

(**) Regulation (EU) 2018/1139 of the European Parliament and of the Council of 4 July 2018 on
common rules in the field of civil aviation and establishing a European Union Aviation Safety
Agency, and amending Regulations (EC) No 2111/2005, (EC) No 1008/2008, (EU) No
996/2010, (EU) No 376/2014 and Directives 2014/30/EU and 2014/53/EU of the European
Parliament and of the Council, and repealing Regulations (EC) No 552/2004 and (EC) No
216/2008 of the European Parliament and of the Council and Council Regulation (EEC) No
3922/91 (OJ L 212, 22.8.2018, p. 1).

(*?) 2018 £ 7 B 4 HOMMBARUIESERAI (EU) 2018/1139, RREIMZESEFOILEARRNRUFRNE
BT EHEDRIIICRAI SR MWNTARAI (EC) No 2111/2005. (EC) No 1008/2008. (EU)
No 996/2010. (EU) No 376/2014, BRMNZESRIEERIES 2014/30/EU KU 2014/53/EU D&
IE. MNERRINZEARUIEE SRR (EC) No 552/2004 KU (EC) No 216/2008 MiNIEERARAN
(EEC) No 3922/91 MEELE (0OJ L 212,201848H22H.1H).

(16) The requirements laid down in this Regulation should apply to second-
hand products or products that are repaired, reconditioned or recycled,
that re-enter the supply chain in the course of a commercial activity,
except for those products for which the consumer cannot reasonably
expect that they fulfil state-of-the art safety standards, such as
products which are explicitly presented as to be repaired or to be
reconditioned, or which are made available on the market as collectible

(16) COMBICRELINTVSEM ., Fhm. FREEFHOBIZTI IS/ FI-I(CH
MEASNBEER, BAE. UYL SNERRICERINE T . KIEL, EIBEREEES
NBENARHCERRSN TV SR, FEEN(CEERINEREL THIBTAFH

REREMERL, HEENRHOZEEEZEL CVSESIEN(ICHIFF TERVER(
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items of historical significance.

(17) Services should not be covered by this Regulation. However, in order to
protect the health and safety of consumers, products that are supplied
or made available to consumers in the context of the provision of
services, including products to which consumers are directly exposed
during the provision of a service, should fall within the scope of this
Regulation. However, equipment on which consumers ride or travel,
where such equipment is directly operated by a service provider within
the context of a transport service, should be excluded from the scope of
this Regulation since it has to be dealt with in conjunction with the
safety of the service provided.

(17) B—EREARRADITREEROFE A, 2L, HEBORREZEEZRETBHIC,
Y-EXRMBOXIRTHESE (CHHEFFRM NI RE (Y-ERRHACHEED
BEISNZHNMEEED) (& ARAOBRERE (CZEINDVENBOET, 2L H
BENRDII(IBEN T ML, XY —EXDO—IREL T - ERIRHAB(CLOTERE
BFEN25E. IRHENSY - EAOZEMEHE T T 2R ENH D8 AFRAY
OEAEENSRM T IRENHDET .

(18) Antigues, such as works of art or collectors’ items are specific categories
of products which cannot be expected to meet the safety requirements
laid down by this Regulation, and should therefore be excluded from its
scope. However, in order to prevent other products from being
mistakenly considered as belonging to those categories, it is necessary
to take into account that works of art are products created solely for
artistic purposes, that collectors’ items are of sufficient rarity and
historical or scientific interest to justify their collection and preservation,
and that antiques, if they are not already works of art or collectors’
items or both, are of an extraordinary age. When assessing whether a
product is an antique, such as a work of art or a collector’s item, Annex
IX to Council Directive 2006/112/EC (*®) could be taken into account.

(18) EfimPUNERBENDBER(E. ARAITEDILZEEMZHIIT CENEIFTER
BFEORMATIUTHD, Uho T, RiRAIDEAEEENSBRINENINETHD. UH
U OB ENEROTENSDATIVCE T 2EH RSN DDZFHTZHIC. EffimE=1ilT
BHOH TYERRENIEE R THEIE. NERFINESLMREFZIEH(EIZDIC+D7R
DL ERRFEFRERIZERNREONDICE. BLUBEMRT. I TICEMMmERTUNE
o, FREZOMATRVGER. IEBICHVWBDTHALZEE I Z2NENHD. R
DEMBEGNERBREOBER THINEONZTHE T ZMR(C(E. IBESIES
2006/112/EC (V) OfIBE IX #ERIZENTES,

(**) Council Directive 2006/112/EC of 28 November 2006 on the common system of value
added tax (O] L 347, 11.12.2006, p. 1).

(**) 2006 £ 11 A 28 HOFL@IHMEBERHIE(CRE I3 ER1ES 2006/112/EC (OJ L 347, 2006 £
12A11H.1R-2) ,

(19) The World Health Organisation defines ‘health’” as a state of complete
physical, mental and social well-being and not merely the absence of
disease or infirmity.

(19) HFREEHBEIE. 2RI ZHEICRPESINMRVARE TR S48, B, i
SHCGERICRIFPIRETHIEERLTVET,

(20) Distance selling, including online selling, should also fall within the scope
of this Regulation. Online selling has grown consistently and steadily,

(20) AVSAVERGEZ SV EMIRTED. COMBIDBEREFECZTFININETT A5 VAR
FE—BUTERCHRLTHEN. ILLESXIET . BRERLZEMCETIHULR




creating new business models, new challenges regarding product safety
and new actors in the market, such as providers of online marketplaces.

B, ANy NTILAZOTO) A - REDFLWTIREGREREHFELTVE
g-o

(21) In the case of a product offered for sale online or through other means
of distance sales, the product should be considered to have been made
available on the market if the offer for sale is targeted at consumers in
the Union. In line with the applicable Union rules on private
international law, a case-by-case analysis should be carried out in order
to establish whether an offer is targeted at consumers in the Union. An
offer for sale should be considered to be targeted at consumers in the
Union if the relevant economic operator directs, by any means, its
activities to a Member State. For the case-by-case analyses, relevant
factors, such as the geographical areas to which dispatch is possible,
the languages available, used for the offer or for ordering, means of
payment, the use of currency of the Member State or a domain name
registered in one of the Member States should be taken into
consideration. In the case of online sales, the mere fact that the
economic operators’ or the providers of online marketplaces’ interface is
accessible in the Member State in which the consumer is established or
domiciled is insufficient.

(21) ASSADF3MhOEFRIRFEF R ZIBL CARGESN S RmDIZS . ARFTOERLHN EU
ADHEEZIRELTWBIHZA(ICE. ZORMETIH TAFRIRELHBRININETH
3. WRAENS E U OEIBFAVERRICHRE, BBULEN E U ADHEBZIIREL TS
NEHZHIRTTBIDC, T—RANNAT—ZADBAZITINETH D BET HIEXHEEESE
MMEAISHOFETEDEE ZMNEEICAIF5I%E. IRFSOEUHIE E URDHEEEZEN
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(22) Under the general safety requirement laid down in this Regulation,
economic operators should be obliged to place only safe products on
the market. Such a high level of safety should be primarily achieved
through the design and the features of the product, taking into account
the intended and foreseeable use and conditions of use of the product.
The remaining risks, if any, should be alleviated by means of certain
safeguards, such as warnings and instructions.

COMANTRESN TV — MR LT EEMCEDIE, BRBEQILZELRAOHZ TS
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(22)

(23) The safety of a product should be assessed taking into account all
relevant aspects of the product, in particular its characteristics, such as
the physical, mechanical and chemical characteristics, and its
presentation, as well as the specific needs and risks which the product
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represents for certain categories of consumers who are likely to use the
products, in particular children, older persons and persons with
disabilities. Those risks can also include environmental risk insofar as it
poses a risk to the health and safety of consumers. That assessment
should take into account the health risk posed by digitally connected
products, including the risk to mental health, especially of vulnerable
consumers, in particular children. Therefore, when assessing the safety
of digitally connected products likely to have an impact on children,
manufacturers should ensure that the products they make available on
the market meet the highest standards of safety, security and privacy
by design, in the best interests of children. Furthermore, if specific
information is necessary to make products safe for a certain category of
persons, the assessment of the safety of the products should take into
consideration also the presence of that information and its accessibility.
The safety of all products should be assessed taking into consideration
the need for the product to be safe over its entire lifespan.
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(24) Items which connect to other items or non-embedded items which
influence the way another item works can present a risk for the safety
of the product. That aspect should be given due consideration as a
potential risk. The connections and interrelation that an item might
have with external items should not jeopardise its safety.
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(25) New technologies might pose new risks to consumers’ health and safety
or change the way the existing risks could materialise, such as an
external intervention hacking the product or changing its
characteristics. New technologies might substantially modify the original
product, for instance through software updates, which should then be
subject to a new risk assessment if that substantial modification were to
have an impact on the safety of the product.

(25) FLLEIMI(E. SHEEORREZE(THIRYZIZEIEUID. SHENMSDT AL
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(26) Specific cybersecurity risks affecting the safety of consumers, as well as
protocols and certifications, can be dealt with by sectoral legislation.
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However, it should be ensured that, in cases where such sectoral
legislation does not apply, the relevant economic operators and national
authorities take into consideration risks linked to new technologies,
when designing the products and assessing them respectively, in order
to ensure that changes introduced in the product do not jeopardise its
safety.

B3, BEhEIIRFSEEHIVEREEN MmOt HLUTHIZITIERC, Fix
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(27) In order to facilitate the effective and consistent application of the
general safety requirement laid down in this Regulation, it is important
to make use of European standards covering certain products and risks.
European standards, the references of which have been published in
accordance with Directive 2001/95/EC, should continue providing a
presumption of conformity with the general safety requirement laid
down in this Regulation. Standardisation requests issued by the
Commission in accordance with Directive 2001/95/EC should be
deemed to be standardisation requests issued in accordance with this
Regulation. In the event that different risks or risk categories are
covered by the same standard, the conformity of a product with the
part of the standard covering the relevant risk or risk category would
also give to the product itself a presumption of safety as far as the
relevant risk or risk category is concerned.
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(28) Where the Commission identifies a need for a European standard
ensuring compliance of certain products with the general safety
requirement laid down in this Regulation, it should apply the relevant
provisions of Regulation (EU) No 1025/2012 of the European Parliament
and of the Council (**) to request one or more European standardisation
organisations to either draft or identify a standard which is suitable to
ensure that products which conform to it are presumed to be safe.

ZE2G. BFEORBIFMA R ESIN—IRLZ 2 BAHTERL TVBIERIRILT
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(28)

(**) Regulation (EU) No 1025/2012 of the European Parliament and of the Council of 25 October
2012 on European standardisation, amending Council Directives 89/686/EEC and 93/15/EEC
and Directives 94/9/EC, 94/25/EC, 95/16/EC, 97/23/EC, 98/34/EC, 2004/22/EC,
2007/23/EC, 2009/23/EC and 2009/105/EC of the European Parliament and of the Council
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and repealing Council Decision 87/95/EEC and Decision No 1673/2006/EC of the European
Parliament and of the Council (O] L 316, 14.11.2012, p. 12).

F£11H14H. 12 H).

(29) Products could present different risks for different genders and
standardisation activities should take that into account to avoid
discrepancies in terms of safety and therefore a gender safety gap. The
Declaration on Gender Responsive Standards of the United Nations
Economic Commission for Europe outlines several actions that national
standards bodies and standards developing organisations should include
in their gender action plan for gender responsive standards and
standards development, in order to achieve gender-balanced,
representative and inclusive standards.
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(30) Together with the adaptation of Regulation (EU) No 1025/2012, a
specific procedure for the adoption of the specific safety requirements
with the assistance of the specialised Committee provided for by this
Regulation should be introduced.
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(31) In the absence of European standards, the national law of the Member
State where the product is made available on the market laying down
health and safety requirements should comply with Union law, in
particular Articles 34 and 36 TFEU.
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(32) Economic operators should have proportionate obligations concerning
the safety of products, in relation to their respective roles in the supply
chain, so as to ensure a high level of protection of the health and safety
of consumers, while also ensuring the efficient functioning of the
internal market. All economic operators intervening in the supply and
distribution chain should take appropriate measures to ensure that they
only make available on the market products which are safe and in
conformity with this Regulation. It is necessary to provide for a clear
and proportionate distribution of obligations corresponding to the role of
each operator in the supply and distribution process. For example, as
regards the verification of whether the manufacturer and, where
relevant, the importer have complied with their obligations, the
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distributor should only be required to perform factual verifications and
not an assessment of the information provided by them. The
information about the identification of the product and of the economic
operators, as well as instructions and safety information, could in
addition be provided by the economic operators in a digital form by
means of electronic solutions, such as a QR or data matrix code.

(33) Manufacturers should draw up technical documentation regarding the
products they place on the market, which should contain the necessary
information to prove that those products are safe. The technical
documentation should be based on an internal risk analysis carried out
by the manufacturer. The amount of information to be provided in the
technical documentation should be proportionate to the complexity of
the product and the possible risks identified by the manufacturer. In
particular, manufacturers should provide a general description of the
product and the elements necessary to assess its safety. In the case of
complex products or products presenting possible risks, the information
to be provided might need a more extensive description of the product.
In such cases, an analysis of those risks and the technical means
adopted to mitigate or eliminate the risks should also be included.
Where the product complies with European standards or other elements
applied to meet the general safety requirement laid down in this
Regulation, the list of the relevant European standards or the other
elements should also be indicated.
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(34) Any natural or legal person that either places a product on the market
under their own name or trademark or substantially modifies a product
in such a way that conformity with the requirements of this Regulation
might be affected, should be considered to be the manufacturer and
should assume the obligations of the manufacturer.

BAORINFFEIR TREEMIBRATIN FERRAUOEHADBEBENFE
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(34)

(35) Moadification of a product, by physical or digital means, might have
consequences on the nature and characteristics of the product in a way
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which was not foreseen in the initial risk assessment of the product and
which might jeopardise the safety of the product. Such modification
should therefore be considered as a substantial modification and, when
not done by the consumer or on his behalf, should lead to the product
being considered as a new product from a different manufacturer. In
order to ensure compliance with the general safety requirement laid
down in this Regulation, the person that carries out that substantial
modification should be considered as the manufacturer and subject to
the same obligations. That requirement should only apply with respect
to the modified part of the product, provided that the modification does
not affect the product as a whole. In order to avoid an unnecessary and
disproportionate burden, the person carrying out the substantial
modification should not be required to repeat tests and produce new
documentation in relation to aspects of the product that are not
impacted by the modification. It should be up to the person that carries
out the substantial modification to demonstrate that the modification
does not have an impact on the product as a whole.
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(36) Internal conformity procedures, through which economic operators
ensure, internally, the effective and swift performance of their
obligations as well as the conditions to react timely in the case of a
dangerous product, should be put in place by the economic operators
themselves.
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(37) In order to prevent the placing on the market of dangerous products, it
should be compulsory for economic operators to include in their
production or marketing activities internal processes ensuring
compliance with the relevant requirements of this Regulation. Such
internal processes should be determined by economic operators
themselves in relation to their role in the supply chain and the type of
products concerned and can be based, for example, upon organisational
procedures, guidelines, standards or upon the appointment of an ad hoc
manager. The establishment and format of such internal processes
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should remain the sole responsibility of relevant economic operators.

(38) Cooperation from all economic operators and providers of online
marketplaces with market surveillance authorities in order to eliminate
or mitigate risks for the relevant products made available on the market
is essential. However, the requests made to them by market
surveillance authorities should be tailored to the role they play in the
supply chain and with regard to their respective legal obligations.
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(39) Direct selling by economic operators established outside the Union
through online channels hinders the work of market surveillance
authorities when tackling dangerous products in the Union, as in many
instances economic operators may neither be established nor have a
legal representative in the Union. It is therefore necessary to ensure
that market surveillance authorities have adequate powers and means
to tackle in an effective manner the sale of dangerous products online.
In order to ensure the effective enforcement of this Regulation, the
obligation set out in Article 4(1), (2) and (3) of Regulation (EU)
2019/1020 should be extended to products falling outside the scope of
Union harmonisation legislation to ensure that there is a responsible
economic operator established in the Union, which is entrusted with
tasks regarding such products, providing market surveillance authorities
with an interlocutor and, where appropriate with regard to the possible
risks related to a product, performing specific tasks in a timely manner
to ensure that the products are safe. Those specific tasks should include
regular checks with regard to compliance with the technical
documentation, product and manufacturer information, instruction and
safety information.
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(39)

(40) The contact information of the economic operator established in the
Union and responsible for products falling within the scope of this
Regulation should be indicated with the product in order to facilitate
checks throughout the supply chain.
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(41) In order for economic operators that are small and medium-sized (41) EHREEZSOFT/IMEZE (SME) THIRBEFEENARA IO THRESNDHI

enterprises (SMEs), including micro-enterprises, to be able to cope with REFBCIIETERLICT R, ZEER(T. TR EOEIBEER{IEUFIRIZHNE
the new obligations imposed by this Regulation, the Commission should HzEZRL. BRNGOIIIGSICEFIRCEEERTEZFrRIRE, ERANBHARS
provide practical guidelines and tailored guidance, for example a direct AVENRAIRA SN A > R ARB T D ENDDFET

channel to connect to experts in the event of questions, taking into
account the need to simplify and limit their administrative burdens.
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manufacturer and other relevant economic operators throughout the DIBEIROIBAZIERE(CATOCLE. BWEFBEEZREL. ZHIGAE. WRERKOL
entire supply chain helps to identify economic operators and, where DI-)LRE. BRI IT2RRN OB R B IEFEEZELDDICIRIIEET
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against dangerous products, such as targeted recalls. Product ZECHEBEBMGERIBIGERARRICEIIEHRERZAFTE, MmIEOE
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other relevant economic operators thus ensures that consumers, EE. ZHIIBEEHAEDLIVZOMOREERFBEE DM Z0I6E(CT 2B
including persons with disabilities, and market surveillance authorities NEHSINTVIRENDDFT  HEEDRRELZR(CEARIRIZEIZ5I AIEEED
obtain accurate information regarding dangerous products, which HIFEDTERROECOVNTIE. BEROFBICHNZ T, 2OIR—R> hE(FEOYT
enhances confidence in the market and avoids unnecessary disruption FMFI-VICEAS IR BEBEE DM ZRIEEICT DT —INESSIMRE AT ALK
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identification and the identification of the manufacturer and, where YIREEHET. BEROERFHEICREET RINESH LIRS 20IES 2011/83/EU
applicable, of the importer and other relevant economic operators. Such () THRESNZBERBACHELSZIZEDTEHNFRA. (. BRELITEEN
requirements could be made stricter for certain kinds of products that RERZESIGEBITEREE. 134N FE20MDic X FEREHRENET,

are likely to present a serious risk to the health and safety of
consumers, by a system of collection and storage of data enabling,
besides the identification of the product, the identification of its
components or of the economic operators involved in its supply chain.
This should be without prejudice to the information requirements laid
down by Directive 2011/83/EU of the European Parliament and of the
Council (**), related to the main characteristics of the goods, to the
extent appropriate to the medium and to the nature of the goods. A
picture should be considered as a photograph, illustration or other
pictographic element, which easily allows the identification of a product

or potential product.




(**) Directive 2011/83/EU of the European Parliament and of the Council of 25 October 2011 on
consumer rights, amending Council Directive 93/13/EEC and Directive 1999/44/EC of the
European Parliament and of the Council and repealing Council Directive 85/577/EEC and
Directive 97/7/EC of the European Parliament and of the Council (OJ L 304, 22.11.2011, p.
64).
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(43) Ensuring that manufacturers notify accidents that are caused by a
product they made available on the market will improve the information
available to market surveillance authorities and allow for a better
identification of potentially dangerous categories of products. Rules on
product liability of economic operators for defective products are laid
down in specific Union law and such notification and collection of data
should not therefore be considered as an admission of liability for a
defective product or as confirmation of liability under relevant Union or
national law.
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(44) In order to be able to detect early emerging new risks and other
product safety related market trends, all interested parties, including
consumer or business organisations, should be encouraged to signal to
market surveillance authorities and to the Commission information
available to them to detect and investigate infringements of this
Regulation.
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(45) Providers of online marketplaces play a crucial role in the supply chain,
allowing economic operators to reach a greater number of consumers,
and therefore also in the product safety system.
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(46) Under the new complex business models linked to online sales, the
same entity can provide a variety of services. Depending on the nature
of the services provided for a given product, the same entity can fall
within different categories of business models under this Regulation.
When an entity provides only online intermediation services for a given
product, then it would qualify only as a provider of an online
marketplace for that product. In the event that the same entity
provides both online marketplace services for the sale of a particular
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product and also acts as an economic operator under this Regulation, it
would qualify also as the relevant economic operator. In such a case,
the entity in question would therefore have to comply with the
obligations applicable to the relevant economic operator. For instance, if
the provider of the online marketplace also distributes a product, then,
with respect to the sale of the distributed product, it would be
considered to be a distributor. Similarly, if the entity in question sells its
own branded products, it would act as a manufacturer and would thus
need to comply with the applicable requirements for manufacturers.
Also, some entities can qualify as fulfilment service providers if they
offer fulfilment services. Such cases would thus need to be assessed on
a case-by-case basis.
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(47) Given the important role played by providers of online marketplaces

when intermediating the sale of products between traders and
consumers, such actors should have more responsibilities in tackling the
sale of dangerous products online. Directive 2000/31/EC of the
European Parliament and of the Council (*®) provides the general
framework for e-commerce and lays down certain obligations for online
platforms. Regulation (EU) 2022/2065 of the European Parliament and
of the Council (}”) regulates the responsibility and accountability of
providers of intermediary services online with regard to illegal contents,
including dangerous products. That Regulation applies without prejudice
to the rules laid down by Union law on consumer protection and
product safety. Accordingly, building on the horizontal legal framework
provided by that Regulation, specific requirements essential to tackle in
an effective manner the sale of dangerous products online should be
introduced, in line with Article 2(4), point (f) of that Regulation. To the
extent that this Regulation specifies the requirements, in relation to
product safety, with which providers of online marketplaces are to
comply in order to ensure compliance with certain provisions of
Regulation (EU) 2022/2065, those requirements should not affect the
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application of Regulation (EU) 2022/2065, which continues to apply to
those providers of online marketplaces.

(*®) Directive 2000/31/EC of the European Parliament and of the Council of 8 June 2000 on
certain legal aspects of information society services, in particular electronic commerce, in
the Internal Market (‘Directive on electronic commerce’) (OJ L 178, 17.7.2000, p. 1).

() 2000 £ 6 B 8 HOMMBARUIEEER0OIES 2000/31/EC, BATIBCHI3IERIAST LR, HHICE
FEHEG | O EMENRAEICEISE0 (IEFEEEIHER]) (0JL178.200047 A 17 H. 1 -

) .

() Regulation (EU) 2022/2065 of the European Parliament and of the Council of 19 October
2022 on a Single Market For Digital Services and amending Directive 2000/31/EC (Digital
Services Act) (O] L 277, 27.10.2022, p. 1).
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(48) The Product Safety Pledge, first signed in 2018 and joined by a humber
of providers of online marketplaces since then, provides for a number of
voluntary commitments on product safety. The Product Safety Pledge
has proved its rationale in enhancing the protection of consumers
against dangerous products sold online. In order to strengthen the
protection of consumers by avoiding damage to their life, health and
safety and to ensure fair competition in the internal market, providers
of online marketplaces are encouraged to undertake those voluntary
commitments to prevent the re-appearance of listings of dangerous
products already withdrawn. The use of technologies and digital
processes and the improvements in alert systems, in particular the
Safety Gate Portal, can allow the automatic identification and
communication of notified dangerous products and to carry out
automated random checks against the Safety Gate Portal.
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(49) Providers of online marketplaces should act with due care in relation to
the content hosted on their online interfaces that concerns product
safety, in accordance with the specific obligations laid down in this
Regulation. Accordingly, this Regulation should lay down due diligence
obligations for all providers of online marketplaces in relation to the
content hosted on their online interfaces that concerns product safety.
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(50) Moreover, for the purposes of effective market surveillance, providers of
online marketplaces should register in the Safety Gate Portal and
indicate, in the Safety Gate Portal, the information concerning their
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single point of contact for the facilitation of communication of
information on product safety issues. The Commission should ensure
that the registration is easy and user-friendly. The single point of
contact under this Regulation might be the same as the point of contact
under Article 11 of Regulation (EU) 2022/2065, without endangering
the objective of treating issues linked to product safety in a swift and
specific manner.
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DE—DEREL. RAOZEMCEET BB RN D BN (LTS
BZERSCERC RAI (EU) 2022/2065 D% 11 KICEIGERTRERUIIRS
BanHhFEY,

(51) Providers of online marketplaces should designate a single point of
contact for consumers. That single point of contact should serve as a
single window for consumer communications on product safety issues,
which can then be redirected to the proper service unit of an online
marketplace. This should not prevent additional points of contact for
specific services being made available to consumers. The single point of
contact under this Regulation might be the same as the point of contact
under Article 12 of Regulation (EU) 2022/2065.
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(52) In order to be able to comply with their obligations under this
Regulation, in particular in respect of the timely and effective
compliance with the orders of public authorities, the processing of
notices of other third parties and cooperation with market surveillance
authorities in the context of corrective measures upon request,
providers of online marketplaces should have in place an internal
mechanism for handling product safety-related issues.
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(53) Article 14(4) of Regulation (EU) 2019/1020 provides market
surveillance authorities with the power, where no other effective means
are available to eliminate a serious risk, to require the removal of
content referring to the related products from an online interface or to
require the explicit display of a warning to end users when they access
an online interface. The powers entrusted to market surveillance
authorities by Article 14(4) of Regulation (EU) 2019/1020 should also
apply to this Regulation. For effective market surveillance under this
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Regulation and to avoid dangerous products being present on the Union
market, those powers should apply in all necessary and proportionate
cases and also for products presenting a less than serious risk. It is
essential that providers of online marketplaces comply with such orders
as a matter of urgency. Therefore, this Regulation should introduce
binding time-limits in that respect. Those powers should be exercised in
accordance with Article 9 of Regulation (EU) 2022/2065.
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(54) Orders which also require the provider of an online marketplace to
remove from its online interface all identical content referring to the
offer of a dangerous product specified in the order, should identify the
elements that will determine and allow the provider of an online
marketplace to remove identical offers, based on the information
displayed by the traders, to the extent that the provider of an online
marketplace is not required to carry out an independent assessment of
that content.
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(55) Where the information from the Safety Gate Rapid Alert System does
not contain an exact uniform resource locator (URL) and, where
necessary, additional information enabling the identification of the
content referring to an offer of a dangerous product, providers of online
marketplaces should nevertheless take into account the transmitted
information, such as product identifiers, when available, and other
traceability information, in the context of any measures adopted by
providers of online marketplaces on their own initiative aiming at
detecting, identifying, removing or disabling access to such offers of
dangerous products on their online interface, where applicable.
Nonetheless, the Safety Gate Portal should be modernised and updated
in order to make it easier for providers of online marketplaces to detect
unsafe products and, with that aim, it should be possible to implement
the provisions of this Regulation on the removal of content referring to
an offer of a dangerous product from online interfaces by means of a
notification system designed and developed within the Safety Gate

(55) Safety Gate Rapid Alert System H5SOIFERICIERER URL (Uniform
Resource Locator) . E(CGU TEMRREBORECREIZI T YEHRITE
ZEIBHRISEFNTORVMEETE. A2531> Y-y hNTLAADRMEF. %HT
IEE. AVI1> A2H-TI(X L TlElRBRERORMAZIRE. 35, HIBR. @7
DE2EENCITBEEBNELTAY T I—Ty T LA ZADIREENIB ENICERA
FRIBBEOXIRCHNT, B@i#HTF (FIATIERRIZE) PZOMOEMEHRBRED
RESNLBEHREZEBIDNENDDET . ZIZU. A2F1> X—TyhNTLA2DRME
HEZL2TRVRREREUPICT I, Safety Gate Portal ZERAEBLUERH
IINENHD, TOBMT. Safety Gate Portal NTERETHLUBIFRSINIEEENS R
TLERFBARUT, AT A29-J11 ANSEIRREEOIRMECRET 217>V EH|
BRI DEVOSAIRANDIREZ B TEDLIICTINENDDET




Portal.

(56) The obligations imposed by this Regulation on providers of online

marketplaces should not amount to a general obligation to monitor the
information which they transmit or store, nor should they require
providers of online marketplaces to actively seek facts or circumstances
indicating illegal activity, such as the sale of dangerous products online.
Nonetheless, in order to benefit from the exemption from liability for
hosting services under Directive 2000/31/EC and Regulation (EU)
2022/2065, providers of online marketplaces should remove content
referring to an offer of a dangerous product from their online interfaces
expeditiously, upon obtaining actual knowledge or, in the case of claims
for damages, upon becoming aware of the content referring to an offer
of a dangerous product, in particular in cases in which the provider of
online marketplace has been made aware of facts or circumstances on
the basis of which a diligent economic operator should have identified
the illegality in question. Providers of online marketplaces should
process notices concerning content referring to an offer of a dangerous
product, received in accordance with Article 16 of Regulation (EU)
2022/2065, within the additional timeframes established by this
Regulation. In addition, providers of online marketplaces are
encouraged to check products with Safety Gate Portal before placing
them on their interface.
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(57) For the purposes of Article 22 of Regulation (EU) 2022/2065, and

concerning the safety of products sold online, the Digital Services
Coordinator should consider in particular consumer organisations and
associations representing consumers’ interests and other relevant
stakeholders, upon their request, as trusted flaggers, provided that the
conditions set out in that Article have been met.
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(58) Product traceability is fundamental for effective market surveillance of

dangerous products and corrective measures. Consumers should also
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be protected against dangerous products in the same way in the offline
and online sales channels, including when purchasing products on
online marketplaces. Building on the provisions of Regulation (EU)
2022/2065 concerning the traceability of traders, providers of online
marketplaces should not allow a specific product offer to be listed on
their platforms unless the trader has provided all information related to
product safety and traceability as specified in this Regulation. Such
information should be displayed together with the product listing so that
consumers can benefit from the same information made available online
and offline. However, providers of online marketplaces should not be
responsible for verifying the completeness, correctness and the
accuracy of the information itself, as the obligation to ensure the
traceability of products lies with the relevant trader.
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(59) It is also important that providers of online marketplaces cooperate
closely with the market surveillance authorities, with traders and with
relevant economic operators on the safety of products. Article 7(2) of
Regulation (EU) 2019/1020 imposes an obligation on information
society service providers to cooperate with market surveillance
authorities in relation to products covered by that Regulation. That
obligation should therefore be extended to all consumer products. For
instance, market surveillance authorities are constantly improving the
technological tools they use for online market surveillance to identify
dangerous products sold online. For those tools to be operational,
providers of online marketplaces should grant access to their interfaces.
Moreover, for the purpose of product safety, market surveillance
authorities should also have the possibility to scrape data from an online
interface upon reasoned request in the case of technical obstacles put in
place by providers of online marketplaces or online sellers. Providers of
online marketplaces should also cooperate on product recalls and on
accident reporting.
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(60) The legal framework for market surveillance of products covered by
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Union harmonisation legislation and set out in Regulation (EU)
2019/1020 and the legal framework for market surveillance of products
covered by this Regulation should be as coherent as possible. It is
therefore necessary, as far as market surveillance activities, obligations,
powers, measures, and cooperation among market surveillance
authorities are concerned, to align the two sets of provisions. For that
purpose Article 10, Article 11(1) to (7), Articles 12 to 15, Article 16(1)
to (5), Articles 18 and 19 and Articles 21 to 24 of Regulation (EU)
2019/1020 should apply also to products covered by this Regulation.
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(61) Pursuant to Regulation (EU) No 952/2013 of the European Parliament

and of the Council (*®) (the Union Customs Code), products from third
countries intended to be made available on the Union market or
intended for private use or consumption within the customs territory of
the Union are placed under the customs procedure ‘release for free
circulation’. That procedure aims to complete the formalities laid down
in respect of the import of the goods, including the enforcement of the
applicable provisions of Union law, so that those goods can be made
available on the Union market like any product made in the Union. As
far as consumer safety is concerned, those products are required to
comply with this Regulation and, in particular, with the general safety
requirement laid down in this Regulation.
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(*®) Regulation (EU) No 952/2013 of the European Parliament and of the Council of 9 October

2013 laying down the Union Customs Code (OJ L 269, 10.10.2013, p. 1).
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(62) Chapter VII of Regulation (EU) 2019/1020, laying down rules for

controls on products entering the Union market, is already directly
applicable to products covered by this Regulation. The authorities in
charge of those controls should perform them on the basis of risk
analysis as referred to in Articles 46 and 47 of Regulation (EU) No
952/2013, the implementing legislation and corresponding guidance.
Therefore, this Regulation does not modify in any way Chapter VII of
Regulation (EU) 2019/1020 and the way the authorities in charge of
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controls on products entering the Union market organise themselves
and perform their activities.

(63) Member States should ensure that any measures taken by their
competent authorities under this Regulation are subject to effective
judicial remedies in accordance with Article 47 of the Charter.
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(64) National authorities should be enabled to complement the traditional
market surveillance activities focused on safety of products with market
surveillance activities focusing on the internal conformity procedures set
up by economic operators to ensure product safety. Market surveillance
authorities should be able to require the manufacturer to indicate which
other products — produced with the same procedure, or containing the
same components considered to present a risk or that are part of the
same production batch - are affected by the same risk.
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(65) Member States should also ensure that the market surveillance
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authorities have sufficient expertise and resources for all their BERIRFE S DNEN DD
enforcement activities.
(66) An exchange of information between Member States and the (66) COMBIOEAICEALTINRELZESDOHETOIBIRE. EUDRBEEEDE

Commission concerning the application of this Regulation should be
established on the basis of output indicators which would allow
measurement of the effectiveness of Union product safety legislation.
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(67) There should be effective, speedy and accurate exchange of information
concerning dangerous products to ensure that appropriate measures
are taken in relation to those products and thereby to protect the health
and safety of consumers.
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(68) RAPEX should be modernised to enable more efficient corrective
measures to be taken across the Union in relation to products that
present a risk beyond the territory of a single Member State. It is
opportune to change the abbreviated name from RAPEX to Safety Gate
for greater clarity and better outreach to consumers. Safety Gate
comprises three elements: first, a rapid alert system on dangerous non-
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food products whereby national authorities and the Commission can
exchange information on such products (Safety Gate Rapid Alert
System); second, a web portal to inform the public and enable them to
submit complaints (Safety Gate Portal); and third, a web portal to
enable businesses to comply with their obligation to inform authorities
and consumers of dangerous products and accidents (Safety Business
Gateway). Interfaces should exist between the different Safety Gate
elements. The Safety Gate Rapid Alert System is the internal system
through which authorities and the Commission exchange information on
measures concerning dangerous products, and which can contain
confidential information. An extract of alerts should be published on the
Safety Gate Portal in order to inform the public about dangerous
products. The Safety Business Gateway is the web portal through which
businesses inform market surveillance authorities of the Member States
about dangerous products and about accidents. The Commission should
develop a technical solution to ensure that the information entered by
businesses in the Safety Business Gateway that is meant to alert
consumers can be made available to consumers on the Safety Gate
Portal without undue delay. In addition, the Commission should develop
an interoperable interface to enable providers of online marketplaces to
link their interfaces with the Safety Gate Portal in an easy, quick and
reliable way.

TziRfl. ERNIMERZIBE TERLIICTS Web R—4JL (Safety Gate
Portal), 58 3 (c. (EENERBREEPEHRCOVTHRBCHEE GBI 2E52:E
SFTEBLS(CTS Web R—4)L (Safety Business Gateway). Safety Gate O
FTEREBRORIC(E, 12— TIAANFIET 2 EN DD, Safety Gate Rapid
Alert System (&, HEERINEE SN EIRBRMCETIIEECRET 2153
IBINEPZ AT LATHD., BRI SENDATEEIEN DD, BRBERICOVTERIC
[EEREIRME I DI, BIRDIEM % Safety Gate Portal T I2NENHD. 7
—J74 ESRX F—bMI14(F. ENMERBREPERICOVTINEEOMIZER S
BICBRIT 226D Web R=HI T, ZEERG. HEEICEEITIHCREINI-
I74 ESRX H—NIIA(CADULIERN, REREERLE-T71 ¥~k R-A)
THEA(LRMHEND LT DIHDRMPI V) 1-23 2RI 2HENDDET ., &5
(. BERE AVFMY I-ryNILAZA0TON(F—h'iEE, Bk, hOHEEICA>4
—JIAR%E-T71 =k R=FIUNITERLIIC, BEERARIRERA>H—-T1/1 X
2RI INENDDET.

(69) Member States should notify in the Safety Gate Rapid Alert System both
compulsory and voluntary corrective measures that prevent, restrict or
impose specific conditions on the possible marketing of a product
because of a serious risk to the health and safety of consumers or, in
the case of products covered by Regulation (EU) 2019/1020, also to
other relevant public interests of end-users.
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(70) Under Article 34 of Regulation (EU) 2019/1020, Member States’
authorities are to notify measures taken against products covered by
that Regulation, presenting a less than serious risk, through the
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information and communication system referred to in that Article, while
corrective measures taken against products covered by this Regulation
presenting a less than serious risk could also be notified in the Safety
Gate Rapid Alert System. Member States and the Commission should
make available to the public information relating to risks to the health
and safety of consumers posed by products. It is opportune for
consumers and businesses that all information on corrective measures
taken against products presenting a serious risk is contained in the
Safety Gate Rapid Alert System, allowing relevant information on
dangerous products to be made available to the public through the
Safety Gate Portal. It is important to ensure that all of that information
is available in the official language(s) of the consumer’s Member State
of residence and that it is written in a clear and understandable manner.
Member States are therefore encouraged to notify in the Safety Gate
Rapid Alert System all corrective measures on products presenting a
risk to the health and safety of consumers.
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(71) In the event that the information has to be notified in the information
and communication system in accordance with Regulation (EU)
2019/1020, there is the possibility for such notifications to be submitted
directly in the Safety Gate Rapid Alert System or to be generated from
within the information and communication system for market
surveillance provided for in Article 34 of Regulation (EU) 2019/1020.
For that purpose, the Commission should maintain and further develop
the interface that has been set up for the transfer of information
between that information and communication system and the Safety
Gate Rapid Alert System, in order to avoid double data entry and to
facilitate such transfer.

(71) #RAI (EU) 2019/1020 (- TIBIRBIES AT ATIRRZBANIT2HENDDI5
A, TOLIBANG Safety Gate Rapid Alert System TEEBXETH. #RA|
(EU) 2019/1020 D% 34 KICREIN TV I THIBEROHDIBEHREES AT LA
WBERITBIENTEET, ZOHIC. FEREF. ZEBOT—-YANZLLEL, Z20L57%
X ZBH(CTIRHIC. [BHRBIES AT AL Safety Gate Rapid Alert System
DIBHRIEAIGFETE SN TVDA > A—J1A A%ZHERFU . SHICHRITINENHDET,

(72) The Commission should maintain and further develop the Safety
Business Gateway web portal, enabling economic operators to comply
with their obligations to inform market surveillance authorities and
consumers of dangerous products they have made available on the
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market. It should enable quick and efficient information exchange
between economic operators and national authorities, and facilitate
information to consumers from economic operators.

(73) There might be cases where it is necessary to deal with a serious risk at

Union level where the risk cannot be contained satisfactorily by means
of measures taken by the Member State concerned or by any other
procedure under Union law. This could in particular be the case as
regards new emerging risks or those impacting vulnerable consumers.
For that reason the Commission should be able to adopt measures
either on its own initiative or upon request of the Member States. Such
measures should be adapted to the gravity and urgency of the
situation. It is furthermore necessary to provide for an adequate
mechanism whereby the Commission could adopt immediately
applicable interim measures.
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(74) The determination of the risk concerning a product and its level is based

on a risk assessment performed by the relevant actors. Member States,
in performing such a risk assessment, might reach different results as
far as the presence of a risk or its level is concerned. This could
jeopardise the correct functioning of the internal market and the level
playing field for both consumers and economic operators. A mechanism
should therefore be established to allow the Commission to provide an
opinion on the issue in dispute.
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(75) The Commission should draw up a periodic report on the application of

the mechanism under Article 29, which should be presented to the
European network of the Member States’ authorities competent for
product safety under this Regulation (‘Consumer Safety Network’). That
report should identify the main criteria applied by the Member States
for risk assessment and their impact on the internal market and on an
equal level of consumer protection, with the aim of enabling Member
States and the Commission to harmonise the approaches and criteria
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for risk assessment.

(76) The Consumer Safety Network enhances the cooperation on product
safety enforcement between Member States. In particular, it facilitates
the activities of exchange of information, the organisation of joint
market surveillance activities and the exchange of expertise and best
practices. It should also contribute to the harmonisation of the
methodologies to collect data on product safety, as well as to an
increase in the interoperability between regional, sectoral, national and
European information systems for product safety. The Consumer Safety
Network should be duly represented and participate in the coordination
and cooperation activities of the Union Product Compliance Network
provided for in Regulation (EU) 2019/1020 whenever coordination of
activities falling within the scope of both Regulations is necessary to
ensure their effectiveness.

(76) HEBEZEFYNI-JE MBERORMEZEITICEAISHNERELET. 45
(., B, HEHIGEARES O, SN NTIITA AOZIRDEEN
BELET, Ffo. REBRE(CETZIT—IINETTEOHRM., HLVORBEE(CEIT 3
5, ©5—-. B BLURINOBEIRS AT AMOHEEERMEOR LICHERULEY . H
BELZEXYNI-0(3, m73ORBIOEEACHDEE DR OB ZHERT
BEHCHERIZEERWDTE, FRAI (EU) 2019/1020 (CRESNTLSESE M
STFATIR FyNI—IDOFESSLVRAEESEYCARREN., SHITIRENHD
9,

(77) To preserve the coherence of the market surveillance legal framework
and, at the same time, ensure an effective cooperation between the
Consumer Safety Network and the Union Product Compliance Network,
aimed at structured coordination and cooperation between Member
States’ enforcement authorities and the Commission provided for by
Regulation (EU) 2019/1020, it is necessary to associate the Consumer
Safety Network to the Union Product Compliance Network in the
activities referred to in Articles 11, 12, 13 and 21 of Regulation (EU)
2019/1020.
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(78) Market surveillance authorities should carry out joint activities with
other authorities or organisations representing economic operators or
consumers, with a view to promoting the safety of products and
identifying dangerous products, including those that are offered for sale
online. In doing so, the market surveillance authorities and the
Commission, as appropriate, should ensure that the choice of products
and producers as well as the activities performed does not create
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situations which might distort competition or affect the objectivity,
independence and impartiality of the parties. The market surveillance
authorities should make available to the public the agreements on joint
activities as soon as possible, providing such publication does not
jeopardise the effectiveness of the activities to be undertaken.

(79) The Commission should organise, on regular basis, a joint activity
whereby market surveillance authorities should conduct inspections on
products acquired under a cover identity online or offline, in particular
on those products that are most frequently notified within the Safety
Gate.
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(79)

(80) Simultaneous coordinated control actions (‘sweeps’) are specific
enforcement actions that could further enhance product safety and
should therefore be conducted to detect online and offline infringements
to this Regulation. In particular, sweeps should be conducted where
market trends, consumer complaints or other indications suggest that
certain products or product categories are often found to present a
serious risk.
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(80)

(81) Public access to the information available to the authorities on product
safety should, as a general rule, be ensured. However, in making
available information on product safety to the public, professional
secrecy, as referred to in Article 339 TFEU, should be protected in a
way which is compatible with the need to ensure the effectiveness of
market surveillance activities and of protection measures.
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(82) Complaints are important in terms of raising awareness of national
authorities about the safety and effectiveness of surveillance and
control activities relating to dangerous products. Member States should
therefore give to consumers and other interested parties such as
consumer associations and economic operators the possibility to submit
such complaints.
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(83) The public interface of the Safety Gate Rapid Alert System, the Safety
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Gate Portal, allows the general public, including consumers, economic
operators and providers of online marketplaces, to be informed about
corrective measures taken against dangerous products present on the
Union market. A separate section of the Safety Gate Portal enables
consumers to inform the Commission of products found on the market
presenting a risk to the health and safety of consumers. Where
relevant, the Commission should provide adequate follow-up, in
particular by transmitting such information to the national authorities
concerned. The database and website of the Safety Gate should be
easily accessible for persons with disabilities.
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(84) After verification of the accuracy of the information received from

consumers and other interested parties, the Commission should ensure
an appropriate follow-up. In particular, the Commission should forward
the information to the relevant Member States so that the competent
market surveillance authority can proceed as appropriate and needed.
It is important that consumers and other interested parties are properly
informed of the Commission action.

(84)
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(85) When a product already sold to consumers turns out to be dangerous, it

may need to be recalled to protect consumers in the Union. Consumers
might not be aware that they own a recalled product. In order to
increase recall effectiveness, it is therefore important to better reach
the consumers concerned. Direct contact is the most effective method
to increase consumers’ awareness of recalls and encourage action. It is
also the preferred communication channel across all groups of
consumers. In order to ensure the safety of the consumers, it is
important that they are informed in a quick and reliable way. Economic
operators and, where applicable, providers of online marketplaces
should therefore use the customer data at their disposal to inform
consumers of recalls and safety warnings linked to products they have
purchased. Therefore, a legal obligation is needed to require economic
operators and providers of online marketplaces to use any customer
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data already at their disposal to inform consumers of recalls and safety
warnings. In that respect, economic operators and providers of online
marketplaces should ensure that they include the possibility to directly
contact customers in the case of a recall or safety warning affecting
them in existing customer loyalty programmes and product registration
systems, through which customers are asked, after having purchased a
product, to communicate to the manufacturer on a voluntary basis
some information such as their name, contact information, the product
model or serial number. The mere fact that recalls are targeted at
consumers should not prevent economic operators and providers of
online marketplaces from making all customers aware of a product
recall notice nor from offering remedies to other end-users. Economic
operators and providers of online marketplaces should be encouraged to
take such actions, especially in the case of micro- and small enterprises
acting like consumers.
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(86) Consumers should be encouraged to register products in order to
receive information about recalls and safety warnings. The Commission
should be empowered to adopt implementing acts in order to specify
that for some specific products or categories of products, consumers
should always have the possibility to register a product they have
purchased in order to be directly notified about a recall or a safety
warning related to that product. In determining the specific products or
categories of products subject to that requirement, due consideration
should be given to the lifecycle of the products or categories of products
at stake, as well as to the risks the products pose, the frequency of
recalls and the category of users of the products, in particular
vulnerable consumers.
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(87) One-third of consumers continue to use dangerous products despite
seeing a recall notice, particularly because recall notices are drafted in a
complex way or minimise the risk at stake. The recall notice should
therefore be clear, transparent and clearly describe the risk at stake,
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avoiding any terms, expressions or other elements that may decrease
consumers’ perception of the risk. Consumers should also be able to get
more information, if needed, through a toll-free telephone number or
other interactive instrument.

R, 2OMOERZEBIZIBENGDFT . SHBEE . BECEUT, IV-91VILERER
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(88) To encourage consumer response to recalls it is also important that the

action required from consumers be as simple as possible and that the
remedies offered be effective, cost-free and timely. Directive (EU)
2019/771 of the European Parliament and of the Council (*°) provides
consumers with the contractual remedies for a lack of conformity of
physical goods that existed at the time of delivery and became apparent
within the liability period laid down by the Member States in accordance
with Article 10(3) of that Directive. Article 14 of Directive (EU)
2019/770 of the European Parliament and of the Council (*°) also
applies in terms of the tangible medium, such as DVDs, CDs, USB sticks
and memory cards, used to carry a digital content. However, situations
where dangerous products are recalled from the market justify having a
specific set of rules that should be applied without prejudice to
contractual remedies because their objectives are different. Whereas
contractual remedies serve the purpose of remedying the lack of
conformity of the goods with the contract, the remedies in the event of
a recall serve both to ensure elimination of dangerous products from
the market and an adequate remedy for the consumer. As a
consequence, there are major differences between the two sets of
potential remedies: firstly, in the event of a product recall under this
Regulation, there should be no time limitation to activate the remedies;
secondly, the consumer should be entitled to request remedies from the
relevant economic operator, not necessarily from the trader. Moreover,
in the event of a recall, the consumer should not have to prove that the
product is dangerous.
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(*°) Directive (EU) 2019/771 of the European Parliament and of the Council of 20 May 2019 on

certain aspects concerning contracts for the sale of goods, amending Regulation (EU)
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2017/2394 and Directive 2009/22/EC, and repealing Directive 1999/44/EC (O] L 136,
22.5.2019, p. 28).

(OJL136.201945H22H.288) .

(*) Directive (EU) 2019/770 of the European Parliament and of the Council of 20 May 2019 on
certain aspects concerning contracts for the supply of digital content and digital services (OJ
L 136, 22.5.2019, p. 1).
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RIEmICRE9 34 (EU) 2019/770(0J L 136, 22.5.2019, p. 1).

(89) Given the different objectives of remedies provided in the event of a
recall of a dangerous product and remedies for non-conformity of goods
with the contract, consumers should use the system corresponding to
the relevant situation. For example, if the consumer receives a recall
notice with a description of the remedies available to the consumer, the
consumer should act according to the instructions in the recall notice.
Nevertheless, he or she should not be deprived of the possibility to ask
for remedies from the seller based on non-conformity of the dangerous
goods with the contract.
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(90) Once the consumer has been provided with a remedy as a follow-up to
a recall, the consumer could not be entitled to a remedy for non-
conformity of the good with the contract for reasons connected with the
fact that the product was dangerous because the non-conformity does
not exist anymore. Similarly, in the event that the consumer invokes the
consumer’s rights to a remedy under Directive (EU) 2019/770 or
Directive (EU) 2019/771, the consumer is not entitled to a remedy
under this Regulation for the same safety issue. However, if other
requirements for conformity regarding the same good are not fulfilled,
the seller would remain liable for such non-conformity of the good with
the contract even if there has been a remedy provided to the consumer
following a recall of a dangerous product.

YI-ILOIAOD-PYTELTHE B (CHFBEMEHINZ L. TESEEEIREFEE
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(90)

(91) Economic operators initiating a product recall should offer consumers at
least two options between repair, replacement, or adequate refund of
the value of the recalled product, except where impossible or
disproportionate. Offering consumers a choice between remedies can
improve the effectiveness of a recall. In addition, incentives to motivate
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consumers to participate in a recall, such as discounts or vouchers,
should be encouraged in order to increase the effectiveness of recalls.
The repair of the product should only be considered a possible remedy
if the safety of the repaired product can be ensured. The amount of the
refund should be at least equal to the price paid by the consumer,
without prejudice to a further compensation as provided for in national
laws. Where no proof of the price paid is available, an adequate refund
of the value of the recalled product should still be provided. In the event
of recalls of the tangible medium for digital content within the meaning
of Article 2, point (1) of Directive (EU) 2019/770, the refund should
cover all sums paid by the consumer under the contract, as provided for
in Article 16(1) of that Directive. Any remedy should be without
prejudice to the consumers’ right to damages under national law.

HENERBORZEMEMREIISNIZE(CDF . BIRERIUEREL TRFT I BN HD
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(92) Remedies offered in the event of a product safety recall should not place

an excessive burden on consumers nor place them at risk. If the
remedy also entails the disposal of the recalled product, such disposal
should be carried out with due consideration of the environmental and
sustainable objectives set at Union and national levels. In addition,
repair by consumers should only be considered as a possible remedy if
it can be carried out easily and safely by the consumer, for instance
through the replacement of a battery or by cutting excessively long
drawstrings on a children’s garment when provided for in the recall
notice. Moreover, the repair by the consumer should be without
prejudice to consumers’ rights under Directives (EU) 2019/770 and
(EU) 2019/771. Therefore, in such situations, economic operators
should not oblige consumers to repair a dangerous product.

(92)
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(93) This Regulation should also encourage economic operators and

providers of online marketplaces to enter into voluntary memoranda of
understanding with competent authorities, the Commission or
organisations representing consumers or economic operators to
undertake product safety related voluntary commitments that go

(93)
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beyond the legal obligations laid down in Union law.

(94) Consumers should be entitled to enforce their rights in relation to the
obligations imposed on economic operators or providers of online
marketplaces under this Regulation through representative actions in
accordance with Directive (EU) 2020/1828 of the European Parliament
and of the Council (*!). For that purpose, this Regulation should provide
that Directive (EU) 2020/1828 is applicable to the representative
actions concerning infringements of this Regulation that harm or can
harm the collective interests of consumers. Annex I to that Directive
should therefore be amended accordingly. It is for the Member States to
ensure that that amendment is reflected in their transposition measures
adopted in accordance with that Directive, although the adoption of
national transposition measures in that regard is not a condition for the
applicability of that Directive to those representative actions. The
applicability of that Directive to the representative actions brought
against infringements by economic operators or providers of online
marketplaces of provisions of this Regulation that harm or can harm the
collective interests of consumers should start from the date of
application of this Regulation. Until that date, consumers should be able
to rely on the applicability of Directive (EU) 2020/1828 in line with point
8 of Annex I to that Directive.

(94) HEBEF. NESBLTES20IES (EU) 2020/1828 (M) (i KRR
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(?') Directive (EU) 2020/1828 of the European Parliament and of the Council of 25 November
2020 on representative actions for the protection of the collective interests of consumers
and repealing Directive 2009/22/EC (OJ L 409, 4.12.2020, p. 1).
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(95) The Union should be able to cooperate and to exchange information
related to product safety with regulatory authorities of third countries or
international organisations within the framework of agreements
concluded between the Union and third countries or international
organisations or of arrangements concluded between the Commission
and authorities of third countries or international organisations, also
with a view to preventing the circulation of dangerous products on the
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market. Such cooperation and exchange of information should respect
confidentiality and personal data protection rules of the Union. Personal
data should only be transferred to the extent that such exchange is
necessary for the sole purpose of the protection of the health or safety
of consumers.

(96) Systematic exchange of information between the Commission and third
countries or international organisations on the safety of consumer
products and on preventive, restrictive and corrective measures should
be based on reciprocity, which entails an equivalent but not necessarily
identical exchange of information for mutual benefit. An exchange of
information with a third country producing goods destined for the Union
market might consist in the Commission sending selected information
from the Safety Gate Rapid Alert System related to products originating
from that third country. In exchange, that third country might send
information on the follow-up measures taken on the basis of the
notifications received. Such cooperation might contribute to the
objective of stopping dangerous products at the source and preventing
them from reaching the Union market.
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(97) In order to have a significant deterrent effect for economic operators
and, where applicable, providers of online marketplaces to prevent the
placing of dangerous products on the market, penalties should be
adequate to the type of infringement, to the possible advantage for the
economic operator or provider of an online marketplace and to the type
and gravity of the injury suffered by the consumer. Penalties should be
effective, proportionate and dissuasive.
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(98) When imposing penalties, due consideration should be given to the
nature, gravity and duration of the infringement in question. The
imposition of penalties should be proportionate and should comply with
Union and national law, including with applicable procedural safeguards
and with the principles of the Charter.
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(99) In order to maintain a high level of health and safety of consumers, the
power to adopt acts in accordance with Article 290 TFEU should be
delegated to the Commission in respect of the identification and
traceability of products bearing a potential serious risk to the health and
safety of consumers and of the functioning of the Safety Gate Rapid
Alert System, in particular to adopt the modalities and procedures for
the exchange of information regarding measures communicated
through the Safety Gate Rapid Alert System and criteria to assess the
level of risk. It is of particular importance that the Commission carry out
appropriate consultations during its preparatory work, including at
expert level, and that those consultations be conducted in accordance
with the principles laid down in the Interinstitutional Agreement of 13
April 20160n Better Law-Making (?2). In particular, to ensure equal
participation in the preparation of delegated acts, the European
Parliament and the Council receive all documents at the same time as
Member States’ experts, and their experts systematically have access to
meetings of Commission expert groups dealing with the preparation of
delegated acts.
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() 03 L 123, 12.5.2016, p. 1.

(*2) 03 L 123, 12.5.2016, p. 1.

(100) In order to ensure uniform conditions for the implementation of this
Regulation, implementing powers should be conferred on the
Commission to adopt the specific safety requirements, to determine the
output indicators on the basis of which Member States have to
communicate data concerning the implementation of this Regulation; to
specify tasks and roles of single national contact points; to take
measures as regards Union action against products presenting a serious
risk; to adopt the modalities for the sending of information by
consumers in the Safety Gate Portal; to specify the implementation of
the interoperable interface on the Safety Gate Portal; to set out the
requirements for registration of products for product safety recall
purposes; and to adopt the template for a recall notice. Those powers
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should be exercised in accordance with Regulation (EU) No 182/2011 of
the European Parliament and of the Council (*).

(*®) Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February
2011 laying down the rules and general principles concerning mechanisms for control by the
Member States of the Commission’s exercise of implementing powers (OJ L 55, 28.2.2011,
p. 13).
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(101) The Commission should adopt immediately applicable implementing
acts where, in duly justified cases relating to the health and safety of
consumers, imperative grounds of urgency so require.

(101) HEBEORRLZE(CAIZELRERNGIEE. BB IILHIMENIHE
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(102) The Commission should carry out an evaluation of the implementation
of the penalties laid down under this Regulation as regards their
effectiveness and deterrent effects, and, where appropriate, adopt a
legislative proposal in relation to their enforcement.
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(103) Certain provisions of Regulation (EU) No 1025/2012 should be
amended to take the specificities of this Regulation into account, and in
particular the need to determine the specific safety requirements under
this Regulation before launching the request to the European
standardisation organisation.
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(104) Directive 87/357/EEC, which covers consumer products which,
although not foodstuff, resemble foodstuff and are likely to be confused
with foodstuff in such a way that consumers, especially children, may
place them in their mouths, suck or ingest them and which might
cause, for example, suffocation, poisoning, the perforation or
obstruction of the digestive tract, has given rise to controversial
interpretation. Furthermore, that Directive was adopted at a time where
the legal framework for consumer product safety was very limited in
scope. For those reasons, Directive 87/357/EEC should be repealed and
replaced by this Regulation, in particular, the provisions of this
Regulation which ensure that, following risk assessment, products
which can be harmful when placed in mouth, sucked or ingested and
which are likely to be confused with foodstuff due to their form, odour,
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colour, appearance, packaging, labelling, volume, size or other
characteristics, should be considered dangerous. In performing their
evaluation, market surveillance authorities should take into
consideration, inter alia, that, as held by the Court of Justice of the
European Union, it is not necessary to demonstrate by objective and
substantiated data that placing in the mouth, sucking or ingesting food-
imitating products may entail risks such as suffocation, poisoning, or
the perforation or obstruction of the digestive tract. Nevertheless, the
competent national authorities should assess on a case-by-case basis
whether such products are dangerous and justify that assessment.

BNEINET R/ T~ R TEHEL, ZOFHEEEL(LS BLEN DS,

(105) In order to allow economic operators and providers of online

marketplaces sufficient time to adapt to the requirements of this
Regulation, including information requirements, it is necessary to
provide for a sufficient transitional period after the date of entry into
force of this Regulation during which products covered by Directive
2001/95/EC which are in conformity with that Directive may still be
placed on the market. Member States should therefore not impede the
making available on the market of such products, including offers for
sale.
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(106) Since the objective of this Regulation, namely to improve the

functioning of the internal market while providing for a high level of
consumer protection, cannot be sufficiently achieved by the Member
States given the need for a high degree of collaboration and coherent
action between Member States’ competent authorities and for a
mechanism to quickly and efficiently exchange information on
dangerous products in the Union but can rather, by reason of the Union-
wide character of the problem, be better achieved at Union level, the
Union may adopt measures, in accordance with the principle of
subsidiarity as set out in Article 5 of the Treaty on European Union. In
accordance with the principle of proportionality, as set out in that
Article, this Regulation does not go beyond what is necessary in order
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to achieve that objective.

(107) Where, for the purposes of this Regulation, it is necessary to process
personal data, such processing should be carried out in accordance with
Union law on the protection of personal data. Any processing of
personal data under this Regulation is subject to Regulations (EU)
2016/679 (**) and (EU) 2018/1725 (*°) and Directive 2002/58/EC (*°)
of the European Parliament and of the Council, as applicable. When
consumers report a product in the Safety Gate Portal, only those
personal data should be stored that are necessary to report the
dangerous product and for a period not exceeding five years after such
data have been entered. Manufacturers and importers should hold the
register of consumer complaints only as long as it is necessary for the
purpose of this Regulation. Manufacturers and importers, when they are
natural persons should disclose their names to ensure that the
consumer is able to identify the product for purpose of traceability.
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(**) Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016
on the protection of natural persons with regard to the processing of personal data and on
the free movement of such data, and repealing Directive 95/46/EC (General Data Protection
Regulation) (OJ L 119, 4.5.2016, p. 1).

(**) 2016 £ 4 A 27 HORMBERBLVIEER0MA (EU) 2016/679. AAT—IDIIECEITZEAAD
REHLVHT —HOERBBENCETZE0. BRSUICIED 95/46/EC DBELE (—A%T —5FEMAI) (O]
L 119. 2016 €584 H. 1 R—3),

(*®) Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October
2018 on the protection of natural persons with regard to the processing of personal data by
the Union institutions, bodies, offices and agencies and on the free movement of such data,
and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L 295,
21.11.2018, p. 39).

(*°) 2018 £ 10 A 23 HORMESSLUVIEEL0RE] (EU) 2018/1725. E UDHE. Bk, BEMBLU
RIFECLBEAT —IOUIBICETS B EARADEESLUTOLIBT —IDE BRI 3538 (EC)
No 45/2001 BLUSRE No 1247/2002/EC MFELE (O L 295, 2018 4F 11 A 21 H. 39 XA—).

(*®) Directive 2002/58/EC of the European Parliament and of the Council of 12 July 2002
concerning the processing of personal data and the protection of privacy in the electronic
communications sector (Directive on privacy and electronic communications) (OJ L 201,
31.7.2002, p. 37).
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(108) The European Data Protection Supervisor was consulted in accordance
with Article 42 of Regulation (EU) 2018/1725,
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