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Polychlorinated terphenyls (PCTs)

Chloroethene (vinyl chloride)

Dangerous liquid substances or mixtures

Tris (2,3-dibromoproyl) phosphate

Benzene

Asbestos fibres

Tris (aziridinyl) phosphinoxide

Polybromobiphenyls (PBB)

Soap bark powder

Powder of the roots of Helleborus viridis and
Helleborus niger

Powder of the roots of Veratrum album and
Veratrum nigrum

Benzidine and/or its derivatives
o-Nitrobenzaldehyde

Wood powder

Ammonium sulphide

Ammonium hydrogen sulphide

Ammonium polysulphide

11
12
13
14
15
16
17
18

19
20
21

22
23
24

Volatile esters of bromoacetic acids
2-Naphthylamine

Benzidine

4-Nitrobiophenyl

4-Aminobiphenyl xenylamine

Lead carbonates

Lead sulphates

= Mercury compounds
= Mercury

Arsenic compounds
Organostannic compounds

Di-p-oxo-di-n-butylstanniohydroxyborane/
Dibutyltin hydrogen borate (DBB)

Pentachlorophenol

Cadmium

Monomethyl — tetrachlorodiphenyl methane
(Trade name: Ugilec 141)
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27
28
29
30
31

Monomethyl-dichloro-diphenylmethane
(Trade name: Ugilec 121, Ugilec 21)
Monomethyl-dibromo-diphenylmethane

bromobenzylbromotoluene, mixture of
isomers

(Trade name: DBBT)

Nickel

Carcinogenic substances category 1A or 1B
Mutagenic substances category 1A or 1B
Reprotoxic substances category 1A or 1B

. Creosote oils and distillates

. Coal tar distillates

. Anthracene oil and distillates

= Tar acids, oils, extracts and distillates
Chloroform

Caroon-tetrachlorde
1,1,2-Trichloroethane
1,1,2,2,-Tetrachloroethane

1,1,1,2,-Tetrachloroethane

37
38

40
41

43

45
46

47
48
49
50
51

Pentachloroethane

1,1,-Dichloroethane

14 4-Trichloroethane- *

Flammable substances

Hexachloroethane

S . . fins {SCCPs) *
Azocolourants and Azodyes

D ’ I torivative *
Diphenylether, octabromo derivative

= Nonylphenol
= Nonylphenol ethoxylates

Chromium (V1) compounds

Toluene

Trichlorobenzene

Polycyclic-aromatic hydrocarbons (PAH)
DEHP / DBP / BBP /DIBP
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52 DINP / DIDP / DNOP
53
54 2-(2-methoxyethoxy)ethanol (DEGME)
55 2-(2-butoxyethoxy)ethanol (DEGBE)

64 1,4-dichlorobenzene

*

65 Inorganic ammonium salts
66 Bisphenol A (BPA)
67 Bis(pentabromophenyl) ether (DecaBDE)

5% Methylenedipheny! diisocyanate (MDI) 68 Perfluorooctanoic acid (PFOA), its salts and PFOA-related
57 Cyclohexane substances .
. . 70 Octamethylcyclotetrasiloxane (D4) and
58 Ammonium nitrate (AN) Decamethylcyclopentasiloxane (D5)
59 Dichloromethane 71 1-methyl-2-pyrrolidone (NMP)
60 Acrylamide 79 Carcinogenic, mutagenic or toxic for reproduction (CMRs)
61 Dimethylfumarate (DMF) category 1A or 18
62 Phenylmercury compounds
63 Lead and its compounds
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CEN

CEN

CEN

S5 hiE R AR BHACHRE

EN 1811:2011+A1:2015 EN 1811:2011
Reference test method for release of nickel from all post

assemblies which are inserted into pierced parts of the

human body and articles intended to come into direct

and prolonged contact with the skin

EN 12472:2005+A1:2009
Method for the simulation of wear and corrosion for the
detection of nickel release from coated items

EN 16128:2015 EN 16128:2011
Ophthalmic optics — Reference method for the testing
of spectacle frames and sunglasses for nickel release
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REACH Annex XVII restriction

What'’s to come?

Authorisation
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EUROPEAN CHEMICALS AGENCY 07 March 2018

Guideline on the scope of restriction entry 50 of Annex XVII
to REACH: Polycyclic aromatic hydrocarbons in articles
supplied to the general public

This document aims to assist producers, importers and distributors of articles, as well as Member
States' competent and enforcement authorities, in understanding and complying with their
obligations under the REACH Regulation. However, readers are reminded that only the Court of
Justice of the European Union is entitled to interpret EU law with legally binding authority. Usage
of the information remains under the sdle responsibility of the user. The European Chemicals
Agency does not accept any liability with regard to the use that may be made of the information
contained in this document,

1. Introduction
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Draft guideline on articles intended to come into direct and
prolonged contact with the skin in relation to restriction
entry 27 of Annex XVII to REACH on: Nickel and nickel
compounds

This document aims to assist producers, importers and distributors of articles, as well as Member
States’ authorities, in understanding and complying with their obligations under the REACH
Regulation (EU) Mo 1907/2006. However, readers are reminded that only the Court of Justice of
the European Union is entitled to interpret EU law with legally binding authority, Usage of the
information remains under the scle responsibility of the user. The European Chemicals Agency
does not accept any liability with regard to the use that may be made of the information
contained in this document.

1. Introduction

The nickel restricdion (Mi and its compounds: entry 27, paragraph 1 (b)Y and 2 of Annex XVII to
REACH Regulation) restricts the placing on the market and the use of nickel and nickel
compounds in artides intended to come into direct and prolonged contact with the skin if the
rate of nickel release from the parts of these articles coming into direct and prolonged contact
with the skin is greater than 0.5 pg Nifcm2fweek, The restriction entry does not define the term
“prolonged contact with the skin®, but does include a non-exhaustive list of example articles
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Luxemboury. le 10 segtembre 2015

Amét dans ['affaire C-10814
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Les articles incorporés en tant tque. ‘composant d’un prudllll ‘complexe doivent faire
F'objet d'une notification aupr?; de 'Agence européenne des produits chimiques, M2 A)
lorsqu' dans une
concentration supérieure 3 .1 o

Le reglemem REACH' dispose que. lorsquune. subsmee chimigue dite « exirémament
ante » o 13 sarte ou o I Fenvronnement en raison, notaremant, de e, propiets

cancrogénes, . est présente en une concentration supérieure 3 0,1 % de

Ia masse de cat articke, \Epmﬂumurwllnpmzoeurde[nde doit, &n principe, notfier cette

Grconstance & FAgence européenne des produits chimiques (ECHA). De méme, tout foumnisseur
informar e

. sur demance. le du produt. /_A /\ »
En 2011, une note adressée par la Commission aux Etats membres® ainsi quun gu:izputlepa [ ] YA
IECHA® ont apporté ces précisions sur [apofication du riglement =n ce qui conceme fes | ] I:' 9
subsiances extremement préocupantes confenues dans des aries. En Sostanes, < agasart

des_artices mcomorés dans des produts, ces documents prévoient que les cblgations ce
notéication et dnformation stpules par e réglement ne s appiiquent que si k3 concantration dune

substance extrémement préocoupante dépasse 0,1 % dans le produit tout entier. El /\ l:I
Cafte interprétation n'a pas &té panagée par cing Etats membres ¢ la Norvige. \

Wit o i e i s s e s s s O HH
Eleuexkpmmn de la sante humaine ef de lenvironnement, les. mmheshmmses ont émis un
avis sur la manire dont eles entendent appiquer les dspostions en cause o réglement. Clles

consiaérent que la nobon dartidle S'étend 3 chague objet répondant 3 ks défintion d'articke aux
sensdunegiemen

fdération des entreprises du commerce et de Ia disiribution et |a fédération des magasins de
mmgeaﬂelmgmdehmarsmcm saisile Consel SE1at d'un recours 3 lencontre de
et avis en soutenant que celuici n'était pas conforme au réglement tel qunterprét par la note de.

Ia Commission e par e guide de FECHA. Dans ce contexts, le Conseil d'Etat demands 3 13 Cour
(e justice . pour Un produt compasé de plusieurs aricles, le seul de concentration de substance
exirémement preoccupante doit &fre etabli par rapport au produit pris dans son entier. . l:l

Par son st renc o8 jour, s Cour gl fut dsbard. qus e rigemant ot ls poton
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d'articke comme o un objet auquel sont donnés, au cours du processus de fabrication, )
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http://curia.europa.eu/jcms/upload/docs/application/pdf/2015-09/cp150100en.pdf
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2. 13/01/2010 & 30/03/2010 (1574 16-30) 12.17/12/12014 (6F#: 156-161)

3. 18/06/2010 (8%: 31-38) 13. 15/06/2015 (2Fk: 162-163)
4.15/12/2010 (8- 39-46) 14.17/12/2015 (5Fi:: 164 - 168)
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6. 19/12/2011 (20%: 54-73) 16. 12/01/2017 (4F#: 170 - 173)
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- G567 2R

8. 19/12/2012 (54%4: 84-138) 18.15/01/2018 (7F}: 175-181)
9. 20/06/2013 (6Fi: 139-144) 19, 27/06/2018 (10%#: 182-191)

10. 16/12/2013 (7#1:: 145 -151) 20.15/01/2019 (6Ff1:  192-197)
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1 2008410928 H 15 SVHCs 15

2 20104E1 A 13H 14 SVHCs 29
20104E3 530 1 SVHC 30

3 201046 18 H 8 SVHCs 38

4 20104123 15H 8 SVHCs 46

5 201146 H20H Z ?%/;#%Sfﬁ 5T FR) BE K 53

6 20114E12519H 20 SVHCs 73

7 20124E6 18 H 13 SVHCs 84

8 20124E12 191 54 SVHCs 138
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9 20134E6 H20H 10 SVHCs 144
10 20134E12 916 H 7 SVHCs 151
11 20144£6 H 16 H 4 SVHCs 155
12 20144E12 17 H 6 SVHCs 161
13 20154£6 H 15H 2 SVHCs 163
14 20154E12 17 H 5 SVHCs 168
15 20164F6 H 20 H 1SVHC 169
16 20174E1 H 12H 4 SVHCs 173
17 20174ETHTH 1SVHC 174
18 20184E1 H 15H 7 SVHCs 181
19 20184E6 H27H 10 SVHCs 191
20 20194E1 H15H 6 SVHCs 197




ﬁé CERHTIES & G AN

PRSI T B 0 LR 2H 2R i ECHA 3k fJREACH-ITF & LAIUCLID A JE RAZ S 45 ECHA:
Hﬁ%mﬁﬁwuﬁ,
SRR
ﬁ%#X%\ﬂmm£% X3 (OR).

= EEHNEEA:
o RRERAIE R/ R R R R
M-S (R D
e st )R B
WA 2R

W5 i) g
A A T ]




) ﬁl__“ 2520

HYE - #R

- LN EW 2 —, #EEr PAE

= P SVHCAE IEH Bl A BRI T W R RS T (B4R , ASRFEA NS,
= AT EAARHERSVHCE 23E M.

- WRPIEHLREER, MR AT VEGH I SO 15 B 52 i e 2k A RO B

— N RECHATS H H PR 5E -

= WA RRE, H

= VIR ORI 2 2 NSRRI A B T R SE R,
ECHA n] fig & BRI i 47 v M




REACHP 1417 - FR

A
M5 I AR5 15 B
(R TH .52, B

S 14: 324K




L

7= i K B i i RK 3t O
MR v v
REY v v
Yot v x
= fE “HEHM” 25, SZE0ER LAY R 2RI SO B B2 T, BR
PR CIRIFRAL -

- REP&%%X?L%?U&%DMWW,mmﬁ?ﬁﬂﬂ 15 RS, AR
W BEL 1 2 77 T I e 7 2 T RPN R T4 R ST 0L

o 20126E1F124 1, ECHARTAIAERK A T LUBILIE — (R 4 (ORs) H 2
B

http://echa.europa.eu/web/quest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation



http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation
http://echa.europa.eu/web/guest/addressing-chemicals-of-concern/authorisation/applications-for-authorisation

E‘%X/ﬁﬁ (F1:14)

)53 4 B ECH S CASE
Ammonium dichromate 232-1431 7789-09-5

2 Potassium chromate 232-140-5 7789-00-6
Acids generated from chromium trioxide and their oligomers 931-801-5. 236-

3 Group containing: Chromic acid, Dichromic acid, Oligomers of chromic acid and 881-5 ' 7738-94-5, 13530-68-2
dichromic acid

4 Chromium trioxide 215-607-8 1333-82-0

5 Potassium dichromate 231-906-6 7778-50-9

6 Sodium chromate 231-889-5 7775-11-3

7 Sodium dichromate 234-190-3 7789-12-0; 10588-01-9

8 Trichloroethylene 201-167-4 79-01-6

9 Hexabromocyclododecane (HBCDD), alpha-hexabromocyclododecane, beta- 221-695-9, 247- 3194-55-6, 25637-99-4, 134237-50-6, 134237-51-7,
hexabromocyclododecane, gamma-hexabromocyclododecane 148-4 134237-52-8

10 2,4 - Dinitrotoluene (2,4-DNT) 204-450-0 121-14-2

1 Tris(2-chloroethyl)phosphate (TCEP) 204-118-5 115-96-8

12 Diarsenic pentaoxide 215-116-9 1303-28-2

13 Lead sulfochromate yellow (C.I. Pigment Yellow 34) 215-693-7 1344-37-2

14 Lead chromate molybdate sulphate red (C.I. Pigment Red 104) 235-759-9 12656-85-8

15 Diarsenic trioxide 215-481-4 1327-53-3

16 Lead chromate 231-846-0 7758-97-6

17 Benzyl butyl phthalate (BBP) 201-622-7 85-68-7

18 Bis(2-ethylhexyl) phthalate (DEHP) 204-211-0 117-81-7

19 Dibutyl phthalate (DBP) 201-557-4 84-74-2

20 Diisobutyl phthalate (DIBP) 201-553-2 84-69-5

21 5-tert-butyl-2,4,6-trinitro-m-xylene (Musk xylene) 201-329-4 81-15-2

22 4,4 -Diaminodiphenylmethane (MDA) 202-974-4 101-77-9
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FAE (P H14)
Item No ~ Substance Name ~ EC Number ~ CAS Number
23 Formaldehyde, oligomeric reaction products with aniline (technical MDA) 500-036-1 25214-70-4
24 Arsenic acid 231-901-9 7778-39-4
25 Bis(2-methoxyethyl) ether (diglyme) 203-924-4 111-96-6
26 1,2-dichloroethane (EDC) 203-458-1 107-06-2
27 2,2'-dichloro-4,4'-methylenedianiline (MOCA) 202-918-9 101-14-4
28 Dichromium tris(chromate) 246-356-2 24613-89-6
29 Strontium chromate 232-142-6 7789-06-2
30 Potassium hydroxyoctaoxodizincatedichromate 234-329-8 11103-86-9
31 Pentazinc chromate octahydroxide 256-418-0 49663-84-5
32 1-bromopropane (n-propyl bromide) 203-445-0 106-94-5
33 Diisopentylphthalate 210-088-4 605-50-5
34 1,2-Benzenedicarboxylic acid, di-C6-8-branched alkyl esters, C7-rich 276-158-1 71888-89-6
35 1,2-Benzenedicarboxylic acid, di-C7-11-branched and linear alkyl esters 271-084-6 68515-42-4
36 1,2-Benzenedicarboxylic acid, dipentylester, branched and linear 284-032-2 84777-06-0
37 Bis(2-methoxyethyl) phthalate 204-212-6 117-82-8
38 Dipentyl phthalate (DPP) 201-017-9 131-18-0
39 N-pentyl-isopentylphthalate - 776297-69-9




PG - (FT14)

Item No Substance Name EC Number CAS Number
40 Anthracene oil 292-602-7 90640-80-5
41 Pitch, coal tar, high temp. 266-028-2 65996-93-2

4-(1,1,3,3-tetramethylbutyl)phenol, ethoxylated [covering well defined substances and UVCB

i substances, polymers and homologues]

4-Nonylphenol, branched and linear, ethoxylated [substances with a linear and/or branched alkyl

43 chain with a carbon number of 9 covalently bound in position 4 to phenol, ethoxylated covering
UVCB- and well-defined substances, polymers and homologues, which include any of the individual
isomers and/or combinations thereof]

= P14 RS CE BT T20174E6 H 14 H A Afi .
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| #% k5 |Ecs |casg
32 RARE 1-bromopropane (n-propyl bromide) 203-445-0 106-94-5
33 Diisopentylphthalate 210-088-4 605-50-5
3 :ifh-Benzenedlcarboxyllc acid, di-C6-8-branched alkyl esters, C7- 276-156-1 71886-89-6
35 1,2-Benzenedicarboxylic acid, di-C7-11-branched and linear alkyl 271-084-6 68515424

esters

A _—
36 WE = R 1,2-Benzenedicarboxylic acid, dipentylester, branched and linear = 284-032-2 84777-06-0
37 Bis(2-methoxyethyl) phthalate 204-212-6 117-82-8
38 Dipentyl phthalate (DPP) 205-017-9 131-18-0
39 N-pentyl-isopentylphthalate - 776297-69-9
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40 Anthracene oil 292-602-7 90640-80-5

EZ2p
41 Pitch, coal tar, high temp. 266-028-2 65996-93-2

4-(1,1,3,3-tetramethylbutyl)phenol, ethoxylated [covering well
42 defined substances and UVCB substances, polymers and - -
homologues]

J PN 4-Nonylphenol, branched and linear, ethoxylated [substances with

SRR R LI a linear and/or branched alkyl chain with a carbon number of 9

83 covalently bound in position 4 to phenol, ethoxylated covering i i
UVCB- and well-defined substances, polymers and homologues,

which include any of the individual isomers and/or combinations

thereof]




H BIRAS

= 20194E2 16 H, KK ZE 2

n R IRIEAT 12 FRSVHCHE FR BUM AR ALIH 5

— WTOR T BFE H. 55 6 B R AE 1T

(EC)MIWTORAL | — i R TRAUF . (IH14) BT HE R

44 1,2-Benzenedicarboxylic acid, dihexyl ester, branched and linear 271-093-5 68515-50-4
45 Dihexyl phthalate 201-559-5 84-75-3
A= 1,2 — i ic acid, di-C6-1 1,2

, -benze.nedlcarngyh? aC|q,d|-C6- 0-alky! esters; 1,2- . 2710940 68515515,

46 benzenedicarboxylic acid, mixed decyl and hexyl and octyl diesters 979-013-1 68648-03-1
with = 0.3% of dihexyl phthalate (EC No. 201-559-5)
47 BB EY Trixylyl phosphate 246-677-8 25155-23-1
. . L . 239-172-9

48 Sodium perborate; perboric acid, sodium salt 934-390-0 -
49 Sodium peroxometaborate 231-556-4 7632-04-4
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5-sec-butyl-2-(2,4-dimethylcyclohex-3-en-1-yl)-5-methyl-1,3-dioxane
[1], 5-sec-butyl-2-(4,6-dimethylcyclohex-3-en-1-yl)-5-methyl-1,3-
dioxane [2] [covering any of the individual stereoisomers of [1] and
[2] or any combination thereof] (karanal group)

2-(2H-benzotriazol-2-yl)-4,6-ditertpentylphenol (UV-328) 247-384-8 25973-55-1
2,4-di-tert-butyl-6-(5-chlorobenzotriazol-2-yl)phenol (UV-327) 223-383-8 3864-99-1
2-(2H-benzotriazol-2-yl)-4-(tert-butyl)-6-(sec-butyl)phenol (UV-350) = 253-037-1 36437-37-3
2-benzotriazol-2-yl-4,6-di-tert-butylphenol (UV-320) 223-346-6 3846-71-7
Diazene-1,2-dicarboxamide (C,C'-azodi(formamide)) (ADCA) 204-650-8 123-77-3




Disclaimers

General Disclaimer

The information contained in, or accessed through, this document is provided by TUV SUD for general guidance purpose and should
not be considered or used as a substitute for any legal advice. TUV SUD made all reasonable efforts to ensure the accuracy of all
information. TUV SUD's warranty and liability shall be subject to TUV SUD's general terms & conditions which can be found at
www.tuev-sued.de/industry_and_consumer_products/_about_tuev_sued_product_service/regulations.

Confidentiality Clause

All information contained in the PowerPoint provided by TUV SUD shall be treated confidential. The customer undertakes (i) not to
disclose this information to third parties without TUV SUD's prior approval, (i) to make it available to its employees only on a need-to-
know basis and (iii) to use it only for the purpose for which it was provided.



http://www.tuev-sued.de/industry_and_consumer_products/_about_tuev_sued_product_service/regulations
http://www.tuev-sued.de/industry_and_consumer_products/_about_tuev_sued_product_service/regulations
http://www.tuev-sued.de/industry_and_consumer_products/_about_tuev_sued_product_service/regulations

Contact us today for one-stop quality,
safety and sustainability solutions.
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