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Official Journal 1.187/1988

COUNCIL DIRECTIVE
of 7 June 1988
on the approximation of the laws, regulations and administrative provisions of the
Member States relating to the classification, packaging and labelling of dangerous
preparations
(88/379/EEC)

THE COUNCIL OF THE EUROPEAN COMMUNITIES, \

Having regard to the Treaty establishing the European Economic Community, I
particular Article 100 A thereof, Q

FOOTNOTE (1) OJ No C 317, 10. 12. 1986, p. 10 and OJ No C 353, 30. 12 ""’8)/ 0 1
AY

v
\ %

\(\}

FOOTNOTE (".co. Ne £°3.% 80 70 4. " p 73 a1 Dec idc @) April 1988 (not yet published in the

Official Journd 7).

Having regard to the proposal from the Commission (1),

In cooperation with the European Pliar i & (.,

Having rega d tc the wpinion of the Econor@ng Social Committee (3),

FOOTNOTE (3) OJ No C 189, 28. 7. 1986, p. @

with the aim of progressively establishing the
ir n 31 December 1992; whereas the internal market
nal frontiers in which the free movement of goods,

Whereas it isimportant to adopt
internal market over a peri
shall comprise an area wi

persons, services and eapital'is ensured;
Whereasrules o s substances have already been laid down in Council Directive
67/548/EEC of 1967 on the approximation of the laws, regulations and

administrativepi jons relating to the classification, packaging and labelling of
ces (4), aslast amended by Directive 79/831/EEC (5);

»
FOOMNOTEA4) OJ No 196, 16. 8. 1967, p. 1.
SN
< O\TNOTE (5) OJ No L 259, 15. 10. 1979, p. 10.

Whereas rules on certain dangerous preparations having very specific uses have aready
been laid down:

- in Council Directive 73/173/EEC of 4 June 1973 on the approximation of Member
States' laws, regulations and administrative provisions relating to the classification,
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packaging and labelling of dangerous preparations (solvents) (6), as last amended by
Directive 80/781/EEC (7),

FOOTNOTE (6) OJNo L 189, 11. 7. 1973, p. 7.
FOOTNOTE (7) OJ No L 229, 30. 8. 1980, p. 57.

- in Council Directive 77/728/EEC of 7 November 1977 on the approximation of the
laws, regulations and administrative provisions of the Member States relating to the
classification, packaging and labelling of paints, varnishes, printing inks, adhesives and

similar products (8), as last amended by Directive 83/265/EEC (9), '®
FOOTNOTE (8) OJ No L 303, 28. 11. 1977, p. 23. Q
FOOTNOTE (9) OJ No L 147, 6. 6. 1983, p. 11. C)

Whereas, despite the abovementioned Community provisions, the\r»&ﬁé}i? any, applying
to certain dangerous preparations in the Member States exkibit Zoi v “ak differences
asregards classification according to the degre= of "isk; ‘vheg ¢ ﬁ’re ¥ L f'& ences

, ) iln
constitute a not insignificant berric. 2t ade ar L di ectl affec ;j (5t & nent and
>

functioning of thecr ..10 ‘me k ’
Whereasiti: = «4e drer i s y ~ _emovethis bage;r by approximating the relevant
legidation e isti. g, ‘e Member States and incorporating in it the ‘acquis
communautaires’, b

and, in particular, of personswh to contact with dangerous preparations in the
course of their work or int a hobby, of consumers, especially children and
the visually handicapp for the environment;

Whereas this Directive must, at the @a ensure protection for the general public
(Sc
i

u

Whereas provision classification, packaging and labelling of the preparations
must be laid dow. unity level; whereas the provisions concerning the

information app the label, the dimensions of the label and the assignment of the
variousd Is, standard phrases concerning risks and safety advice have also to
be bro at%\e with Directive 67/548/EEC;

e preparations, although they contain constituents which are dangerous to
< bealth, ‘ae not necessarily dangerous in the form in which they are placed on the market;
< ereas there are exceptions, however, and whereas the latter must be the subject of
edial labelli ng, as appropriate, in accordance with the provisions of Directive
67/548/EEC as amended by Directive 79/831/EEC, or of Annex |l to this Directive;

Whereas the assessment of the health hazards of a preparation may, under Article 3, be
carried out by a calculation method, by determining the toxicological properties
according to well-defined test methods or by a combination of the two; whereas Directive
86/609/EEC (10) stipulatesin Article 7 (2) that an experiment shall not be performed if
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another scientifically satisfactory method of obtaining the result sought, not entailing the
use of an animal, is reasonably and practically available; whereas this Directive makes
use of the results of assessments of toxicological properties only when these are already
known and entails no obligation to conduct further experiments on animals;

FOOTNOTE (10) OJ No L 358, 18. 12. 1986, p. 1.

Whereas the label constitutes abasic tool for users of the preparations by giving them the
initial essential concise information; whereas it nevertheless needs to be supplemented
atwo-fold system of more detailed information, one intended for professional users, and
the second for the bodies appointed by the Member States and whose responsibilitysit is
to give information reserved solely for medical purposes, both curative and prev ;

Whereas dangerous preparations may, athough conforming to the provisi (gsgsthi S
Directive, nevertheless constitute a danger to health or the environment; wh itis
therefore advisable to provide a procedure to reduce this danger; (\o

Whereas the Commission will, on the basis of informatiz.+2 F2'sy, b d i the Member

States be obliged to submit areport with’..“w: vei isof applie ffon » t s directive,
concerning any inadenuac’3s o [l opio' &S, aS L ) arec WIth L 2 P 2s nt Divective, in
Council Dire=Z. 27 #03 /L =C f .- W 2197( or he AL, Ximation of the laws of the

Member Sta 5sr fe ingt: fiec asifi A~ pack labelling of dangerous
preparations jpe tic des (7 1), i5lax amended b a%%ctlve 84/291/EEC (12); whereas on
the basis of 1 his1 2port, the Commission will,4f appropriate, submit the necessary
proposals,

FOOTNOTE (11) OJ No L 206, 29. 7. 97;@
FOOTNOTE (12) OJ No L 144, x’ﬁp
HAS ADOPTED THI

1 The pur% s Directive isto approximate the laws, regulations and

Article 1

visions of the Member States on the:

of preparations dangerous to man and the environment when they are placed on the
market in the Member States.
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2. This Directive shall apply to preparations which are placed on the market in the
Member States and which:

- contain at least one substance classified as dangerous, within the meaning of Article 2,
and

- are regarded as dangerous within the meaning of Article 3.
This Directive shall also apply to the preparations listed in Annex I1. \
3. This Directive shall not apply to:

() medicinal or veterinary products as defined by Directive 65/65/EEC (13)
amended by Directive 87/21/EEC (14);

FOOTNOTE (13) OJ No 22, 9. 2. 1965, p. 369/65. ,{\0

FOOTNOTE (14) OJNo L 15, 17. 1. 1987, p. 36.

N\
?as & ileaded by

NI TN

(b) cosmetic productsasd-fine ' 5L ir Ctive 7 B/E |
Directive 86! “Z'EF 2 (. )

FOOTNOTE ( wp WJ.'0oL 42 27. | 15w0, p. 169. Ag,

FOOTNOTE (16) OJ No L 149, 3. 6. 1986, p. 38. e

75/442/EEC (17) and Directive 7 C (18), aslast amended by the Act of
Accession of Spain and Portdgal;

FOOTNOTE (17) OJ No L ‘\5}\? 75, p. 39.
FOOTNOTE (18) OJ; 84, 31.3. 1978, p. 43.
(d) pesticid y Directive 78/631/EEC, aslast amended by Directive
83/29]])?@@

(c) mixtures of substances whi Ch&tﬁg& of waste, are covered by Directive

(e) @sand explosives placed on the market with aview to obtaining a practical
| t b;Q plosion or a pyrotechnic effect.

< dition, this Directive shall not apply to:
(f) foodstuffs in afinished stage intended for the final consumer;
(g) animal feedingstuffsin afinished stage intended for the final consumer;

(h) the carriage of dangerous substances by rail, road, inland waterway, seaor air;
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(i) preparationsin transit which are under customs supervision provided they do not
undergo any treatment or processing.

Article 2

The definitions appearing in Article 2 of Directive 67/548/EEC, with the exception of the
definition in paragraph 1 (d) thereof, shall apply to this Directive.

Article 3 \

1. The genera principles of the classification and labelling of preparations shall be
applied according to the criteriain Annex V1 to Directive 67/548/EEC, save w
alternative criteriareferred to below are applied.

2. The requisite physico-chemical propertiesfor the classification of preparations shall be
determined by the methods specified in Annex V (A) to Directive 61(54@‘EEC.

Preparations shall be regarded as explosive, oxidizing, eire ¢ i f el highly
flammable or flammable when the =asul*scitl \te tsc fried Jj)b\ il 27 hods
mentioned above cor~ly \ijth he deiir tionsi 1.1 icle 26f M =r* ve 57/543/EEC and
the specific ( ves A SN C 1 Fin Blae Vi 1 the % me “1(%

By way of d ro. ti. n f sn the preceding:

®
(a) the determination of the explosive, oxidizing, extremely flammable, highly flammable
or flammable propertiesis not nec vided, however, that none of the constituents
possesses such properties and th basis of the information available to the
manufacturer the preparationsds unhkikely to present dangers of thiskind;

(b) the preparations pl ace ﬁu arket in the form of aerosols are subject to the
flammability crlterla fied in paragraphs 1.8 and 2.2 (c) of the Annex to Directive
ended by the Act of Accession of Spain and Portugal.

75/324/EEC (19) %
FOOTNOTE( 147, 9. 6. 1975, p. 40.

Th ards of a preparation shall be assessed by one or more of the following

3 }y X conventional method described below using concentration limits;

(b) by determining by means of the methods specified in point B of Annex V to Directive
67/548/EEC, the toxicological properties of the preparation necessary for an appropriate
classification and label in accordance with the criteriain Annex V1 to that Directive.
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Any one or more of the toxicological properties of the preparation which are not assessed
by the method set out in (b) hereof shall be assessed in accordance with the conventional
method.

Where atoxicological property has been established by both the methods above, the

result of method (b) shall be used for classifying the preparation except in the case of
carcinogenic, mutagenic and teratogenic effects.

Furthermore, where it can be demonstrated that: \
- toxicological effects on man differ from those suggested by atoxicological

determination or a conventional assessment, then the preparation shall be classifi

according to its effects on man,

- owing to effects such as potentiation a conventional assessment would underestimate
the toxicological hazard, these effects shall be taken into account in@f’yi ng the

preparation, |

VAN
- owing to effects such as antagonicm, a 2o ve tio ial & ntw o lc A restimate the
toxicological hazard. these effe it shal detakin 1 dac our ' ol :5.ying ihe
preparation. '

4. For prepa i as ¥ 2 £n jwn composition classifiegtin accordance with method 3 (b)
above anew healdn hazard assessment eith mpethod 3 (a) or (b) shall be performed
whenever:

- changes of composition of thei iti@ncentrati on as aweight/weight percentage, of
one or more of the dangerous constituents are introduced by the manufacturer, in
accordance with the fol Iwe:

Inicial Permitted variation
concentration ranie in initial
of the concentration
oconstituent of thc
constituent
> < 25% +15 %
<. > 25 5 10 % + 10 %
>10 =< 25 % + 6 %
>25 =< 50 % + 5§ %
>50 <100 % + 2.5%
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- changes of composition involving the substitution or addition of one or more
constituents, which may or may not be dangerous within the meaning of the definitions of
this Directive, are introduced by the manufacturer.

5. In accordance with Article 3 (3) (@), the health hazards shall be assessed by the
conventional method described below, using individual concentration limits.

Where the dangerous substances listed in Annex | to Directive 67/548/EEC are assig
concentration limits necessary for the application of the method of assessment descrint%\
below, these concentration limits must be used.

Where the dangerous substances do not appear in Annex | to Directive 67/548/

appear there without the concentration limits necessary for the application o téﬁ)d

of evaluation described below, the concentration limits shall be assigned i né@rdance

with the specificationsin Annex | to this Directive.

o
When a preparation contains at |east one substance which, in acr"*dg\ev th Article 8
(2) of Directive 67/548/EEC, bears the warnina 'Ce:Jtion sL)s anee holyid fully tested',
the label of the preparation must be=r thr s yr 2g Cau’ on- tl §pr 2 .Cicontainsa
substance not yet full* tes ad' i 't e sdk fance 5 ¥ sen M Bu e dirtivn equal to or in
excessof 1¢ . '

However, th 5s s anr 4n ust we treated on the samebasis as the other substances present
in the prepar tiorrwhen applying the method.6f eyaluation by calculation, if the labelling
gave a least an indication of the health h

In that case, @

(a) Thefollowing preparati % all be regarded as very toxic:

(i) owing to their acuté Tethal, effects, preparations containing one or more substances
classified or regar very toxic in individual concentrations exceeding:
- either the conc ron specified in Annex | to Directive 67/548/EEC for the substance
or subs/tir@ consideration, or
-thé¢ ' ation specified at point 1 of Annex | (Tablel) to this Directive where the

St r

| substances do not appear in Annex | to Directive 67/548/EEC or appear in it
< ut concentration limits;
\

(if) owing to their acute lethal effects, preparations containing more than one substance
classified or regarded as very toxic in individual concentrations not exceeding the limits
specified either in Annex | to Directive 67/548/EEC or at point 1 of Annex | (Tablel) to
this Directive if the sum of the quotients obtained by dividing the percentage by weight
of each very toxic substance in the preparation by the limit specified for that substance is
1 or more, i.e
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S[(PT/LTH]3 1
where:
PT" = isthe percentage by weight of each very toxic substance in the preparation,
LT =isthelimit specified for each very toxic substance expressed as a percentage;

(i) owing to their non-lethal irreversible effects after one exposure, preparations \
containing one or more dangerous substances that produce such effectsin individual
concentrations exceeding:

- either the concentration specified in Annex | to Directive 67/548/EEC for
or substances under consideration, or - the concentration specified at poi nté} Annex I
(Table 1) to this Directive where the substance or substances under consideration do not
appear in Annex | to Directive 67/548/EEC or appear in it without o(rhe,rfration [imits.

(b) The following preparations shall be regarded astoxic /1, | \\

(i) owing to their aci*~ etl al € fe its, pr parati o 3 onte ?IGJL e riore substances
classifiedor ege d das 1 " XiC;w X tOr N na. 'i(f@jsﬂcentrationsexcwding:

- @ther the c Inc. qt tiris peciiied In Annex | to Ig&ctive 67/548/EEC for the
substance or substances under considerati o@ °

- the concentration specified at point 1 nex | (Tablel) to this Directive where the
substance or substances do not appeartia Annex | to Directive 67/548/EEC or appear in it
without concentration limits;

(if) owing to their acute AE ts, preparations containing more than one substance
classified or regarded(as very,toxic or toxic in individual concentrations not exceeding

the limits specified@ther in Annex | to Directive 67/548/EEC or at point 1 of Annex |
(Tablel) to this Directive if the sum of the quotients obtained by dividing the percentage
by weight o ance in the preparation by the toxic limit specified for that
substaw re, i.e.
>~ S [(PT'/LT) + (PT/LT)] 3 1
\

PTL is the percentage by weight of each very toxic substance in the preparation,
PT isthe percentage by weight of each toxic substance in the preparation,

LT isthelimit specified for each very toxic or toxic substance expressed as a percentage;
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(i) owing to their non-lethal irreversible effects after one exposure, preparations
containing one or more dangerous substances that produce such effectsin individual
concentrations exceeding:

- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
or substances under consideration, or

substance or substances under consideration do not appear in Annex | to Directive

- the concentration specified at point 2 of Annex | (Table 1) to this Directive where th
67/548/EEC or appear in it without concentration limits; x

(iv) owing to their long-term effects, preparations containing one or more dan
substances that produce such effectsin individual concentrations exceeding;

- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
or substances under consideration, or ,(\'

- the concentration specified at point 3 of Annex | (Table sii i (his Dl ewherethe

substance or substances under con<iders s, €. NC apf ar in 'ﬁne tv D rective
67/548/EEC or apper- inif wit © & cuh entrat o | nits ‘(k

(c) Thefollc wir 4 'gpar & ns il F2re_«ded asﬁr/

(i) owing to helir ecute lethal effects, preparatfons,containing one or more substances

classified or regarded as very toxic, toxic ful inindividual concentrations
exceeding:
- either the concentration sp 'fiéﬁﬁnex | to Directive 67/548/EEC for the substance

or substances under consi n, or
- the concentration point 1 of Annex | (Tablel) to this Directive where the
substance or sub d not appear in Annex | to Directive 67/548/EEC or appear in it
without concentr

(i) owi ute lethal effects, preparations containing more than one of the
%led or regarded as very toxic or toxic or harmful in individual
not exceeding the limits specified either in Annex | to Directive
or a point 1 of Annex | (Tablel) to this Directive if the sum of the quotients

6
) y dividing the percentage by weight of each substance in the preparation by the
< ful limit specified for that substanceis 1 or more, i.e.

S [(PT*/LXn) + (PT/LXn) + (PXn LXn)] 3 1

where:

PT" isthe percentage by weight of each very toxic substance in the preparation,
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PT isthe percentage by weight of each toxic substance in the preparation,
PXnisthe percentage by weight of each harmful substance in the preparation,

LXnisthelimit specified for each very toxic, toxic or harmful substance expressed as a
percentage;

(i) owing to their non-lethal irreversible effects after one exposure, preparations
containing one or more dangerous substances that produce such effectsin individual \
concentrations exceeding:

- either the concentration specified in Annex | to Directive 67/548/EEC for the ce
or substances under consideration, or

- the concentration specified at point 2 of Annex | (Table 1) to this Directive where the
substance or substances under consideration do not appear in Anne;(]\g!)i rective
67/548/EEC or appear in it without concentration limits; & 1
N
y
(iv) owing to their long-term effects ore s tic s onte i ¢ '@or N D7 0 ngerous
substances that prodi’~= st th € fe Stsin ndivic uc'. onc irélz '< 7 ACLRaMG.

- @either thec sn~ Al atior < eci e 1ir Ar,__<l 10 Ds%(ct%é 67/548/EEC for the substance
or substance i Ja cor S 2ration, or

®
- the concentration specified at point 3 of ‘f& | (Tablelll) to this Directive where the
substance or substances under consid do not appear in Annex | to Directive
67/548/EEC or appear in it without tration limits,

(v) owing to their sensitizi
dangerous substance to
individual concentrations e

ts by inhalation, preparations containing at least one
igned phrase R 42 that produces such effectsin

- either the conce@p specified in Annex | to Directive 67/548/EEC for the substance

or substanc ur@ nsideration, or
- the %n specified at point 5 of Annex | (Table V) to this Directive where the

sub bstances under consideration do not appear in Annex | to Directive
\6 or appear in it without concentration limits.

< [ he following preparations shall be regarded as very corrosive (20):

FOOTNOTE (20) Within the meaning of this Directive 'very corrosive substance' means a substance to
which is assigned the symbol C and the phrase denoting a risk R 35.

(i) preparations containing one or more substances classified or regarded as corrosive to
which isassigned phrase R 35 in individual concentrations exceeding:
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- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
or substances under consideration, or

- the concentration specified at point 4 of Annex | (Table 1V) to this Directive where the
substance or substances do not appear in Annex | to Directive 67/548/EEC or appear in it
without concentration limits;

which isassigned phrase R 35 in individual concentrations not exceeding the limits
specified either in Annex | to Directive 67/548/EEC or at point 4 of Annex | (Table 1V
to this Directive if the sum of the quotients obtained by dividing the percentagr-,%gght

(ii) preparations containing more than one substance classified or regarded as corrosivﬂﬁ
)

of each corrosive substance in the preparation by the corrosive limit specified f
substanceis 1 or more, i.e. Q

O)°
QU
PC,R35 isthe percentage by weigh* of e < = 0s ves ;azqﬁt e')n W [ ration,
‘>

S [(PC,R35/LC,R35)] 3 1

where:

LCR35istl =<t rcave r “* - 2ae 1 Ore £ i cc 0 fvesunstance to which is assigned
phrase R 35 v~ &x led @ ¢ per & tar 2b, sagnt.

(e) Thefollc ving-preparations shall also be rejarded as corrosive:

(i) preparations containing one or mor ances classified or regarded as corrosive to
whichisassigned phrase R 34 inindi al concentrations exceeding:

- either the concentration in Annex | to Directive 67/548/EEC for the substance
or substances under con ioA, or

- the concentratio
substance or substarc

without con t

10Rs containing more than one substance classified or regarded as corrosive to
ned phrase R 34 inindividual concentrations not exceeding the limits
| ther in Annex | to Directive 67/548/EEC or at point 4 of Annex | (Table1V)
s Directive if the sum of the quotients obtained by dividing the percentage by weight
< h corrosive substance in the preparation by the corrosive limit specified for that
substance is 1 or more, i.e.

at point 4 of Annex | (Table V) to this Directive where the
0 not appear in Annex | to Directive 67/548/EEC or appear in it
Imits;

S [(PC,R35/LC,R34) + (PC,R34/LC,R34)| % 1

where:

RoHS  ( www.rohscn.com),
710 Web: www.emclab.net www.ebotech.cn

0755-83187996, 0755-81939926, 0755-81939970, 13824328299 :0755-83709189 Mail: rohscn@163.com
RoHS ( www.rohscn.com ).




RoHS (www.rohscn.com)

I:I:[ @ROHSM RoHS (www.rohscn.com) ---

RoHS --- RoHS

www.rohs  .com

PC,R35 is the percentage by weight of each corrosive substance to which is assigned
phrase R 35 in the preparation,

PC,R34 is the percentage by weight of each corrosive substance to which is assigned
phrase R 34 in the preparation,

LC,R34 isthe corrosive limit specified for each corrosive substance to which is assigned
phrase R 34 expressed as a percentage by weight.

(f) Thefollowing preparations shall be regarded as liable to cause serious eye damage: \

(i) preparations containing one or more substances classified or regarded asirri & to
which isassigned phrase R 41 in individual concentrations exceeding: @

- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
or substances under consideration, or ,(\'

- the concentration specified at point 4 of Annex | (Table'sv i this O 51 x ewherethe
substance or substances do not apraarin a2 |t Dil i é ?51 3 =72 orappearinit
without concentratior 'imi s

(ii) preparati < i itain  mc € tha o1l tr.esugﬁ es classified or regarded as
corrosiveor frivnt "0 v i hisassigned phrase R 41 in individual concentrations not
exceeding tr : linwts specified either in AnnexA to,Directive 67/548/EEC or at point 4 of
Annex | (TablelV) to this Directiveif th f the quotients obtained by dividing the
percentage by weight of each substanc e preparation by the irritant limit specified
for that substanceis 1 or more, i.e.

Aé\‘ (PXi,R41/LXi,R41)] 3 1

PXi,R41isthe pe%ge by weight of each irritant substance to which is assigned
phrase R 4 aration,

where:

rrltant limit specified for each irritant substance to which is assigned
pressed as a percentage by weight.

§>h [lowing preparations shall be regarded as skin irritants:

(i) preparations containing one or more substances classified or regarded as corrosive or
irritant to which is assigned phrase R 38 in individual concentrations exceeding:

- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
or substances under consideration, or
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- the concentration specified at point 4 of Annex | (Table V) to this Directive where the
substance or substances do not appear in Annex | to Directive 67/548/EEC or appear in it
without concentration limits;

(ii) preparations containing more than one of the substances classified or regarded as
corrosive or irritant to which is assigned phrase R 38 in individual concentrations not
exceeding the limits specified either in Annex | to Directive 67/548/EEC or at point 4 of
Annex | (TablelV) to this Directiveif the sum of the quotients obtained by dividing the
percentage by weight of each substance in the preparation by the irritant limit specifie?j\
for that substanceis 1 or more, i.e.

S [(PC,R35/LXi,R38) + (PC,R34/LXi,R38) + (PXi,R38/LXi,R38)| 36®

where: C)

PC,R35 is the percentage by weight of each corrosive substance to Wﬁc assigned
phrase R 35 in the preparation, \: \
PC,R34 isthe percentage by weigh* of e i\ o '0s ves -éazqﬁ e}o /Fict i< assigned
phrase R 34 in the pre~ara on, >
PXi,R38ist ior i entar 2 iy v & ht Sf en iriitan@%gance towhichisassigned
phrase R 38 Nt 2| er fa.on,

®

rrosive or irritant substance to whichis
e by weight;

LXi,R38istheirritant limit specified for
assigned phrase R 38 expressed asap

(ii1) owing to their sensitizing,eff by skin contact, preparations containing at least one
dangerous substance to assigned phrase R 43 that produces such effectsin
individual concentration WAQ:

under considerations 0

- theco cé%, ecified at point 5 of Annex | (Table V) to this Directive where the
sub%‘%x stances do not appear in Annex | to Directive 67/548/EEC or appear in it

wit tration limits.

- either the concev%;n ecified in Annex | to Directive 67/548/EEC for the substance

7/
<‘§>h>§)llowi ng preparations shall be regarded as eye irritants:
\

(i) preparations containing one or more substances classified or regarded asirritant to
whichisassigned phrase R 41 or R 36 in individual concentrations exceeding:

- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
or substances under consideration, or
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- the concentration specified at point 4 of Annex | (Table V) to this Directive where the
substance or substances do not appear in Annex | to Directive 67/548/EEC or appear in it
without concentration limits;

(i) preparations containing more than one of the substances classified or regarded as
irritant to which is assigned phrase R 41 or phrase R 36 in individual concentrations not
exceeding the limits specified in Annex | to Directive 67/548/EEC or at point 4 of Annex
| (Table1V) to this Directive if the sum of the quotients obtained by dividing the
percentage by weight of each substance in the preparation by the irritant limit specified
for that substanceis 1 or more, i.e.

S [(PXi,R41/LXi,R36) + (PXi,R36/LXi,R36)] 3 1 d®

where: C)

PXi,R41 isthe percentage by weight of each irritant substance whi CM qned phrase
R 41 in the preparation, R

AN
PXi,R36 isthe percentage by weioh* of ~oc, i1 tar  sul &t cé @w’ ich ie signed
phrase R 36 in the pro~ara on, QR

>
LXi,R36ist =i At intlirai spe &i e jor .<n nrit%&&bﬁtanceto which is assigned
phrase R 41 r . re e F.3C expressed as a percentage’by weight.

®
(i) Thefollowing preparations shall ber asirritants for the respiratory system:

(i) preparations containing one o me%.lbstances classified or regarded asirritant to
whichisassigned phrase R 3¢ in ihdividual concentrations exceeding:

in Annex | to Directive 67/548/EEC for the substance
ion, or

- either the concentratio
or substances under cons

- the concentration ified at point 4 of Annex | (Table 1V) to this Directive where the
substance ;@:@ do not appear in Annex | to Directive 67/548/EEC or appear in it
ration limits;

withou}g
(i) g‘%ns containing more than one of the substances classified or regarded as
\ir itant\tg which is assigned phrase R 37 in individual concentrations not exceeding the
\mits specified either in Annex | to Directive 67/548/EEC or at point 4 of Annex | (Table
< o this Directive if the sum of the quotients obtained by dividing the percentage by

weight of each substance in the preparation by the irritant limit specified for that
substanceis 1 or kore, i.e.

s [(PXi,R37/LXi,R37)] 3 1

where:
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PXi,R37 is the percentage by weight of each irritant substance to which is assigned
phrase R 37 in the preparation,

PXi,R37 istheirritant limit specified for each irritant substance to which is assigned
phrase R 37 expressed as a percentage by weight.

(j) Preparations shall be regarded as:

carcinogenic and assigned at |east the symbol and indication of danger 'toxic', if they
contain a substance producing such effects, to which is assigned the standard phrase R
45, which denotes carcinogenic substancesin category 1 and category 2, ina
concentration equal to or exceeding: Q'®

- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
under consideration, or

o
- the concentration specified at point 6 of Annex | (Table V1) to*'=sC ‘ect ‘ewherethe
substance or substances do not appear in Annex | ta Dirzctiv 2/ i715« 8 = (. or appear in it

without concentration limits. V \(\‘ ?
>
(k) Preparati ..« h7 4 be '€ =7 d ce. '

suspect for I i ns Wi ig o theéir possible carci no?;&ﬂc effects and assigned at |least the
symbol and hdicetion of danger ‘harmful’, if,they, contain a substance producing such
effectsto which is assigned the standard R 40, which denotes carcinogenic
substances in category 3, in a concentrat ual to or exceeding:

- either the concentration sp ifiéﬁ@ nex | to Directive 67/548/EEC for the substance
under consideration, or

- the concentration sp%d point 6 in Annex | (Table V1) to this Directive where the
u

substance or sub: er consideration do not appear in Annex | to Directive
67/548/EEC or ap, t without concentration limits.
() Pre;}a{a%s’g be regarded as:

mu I assigned at least the symbol and indication of danger 'toxic' if they contain
\a b producing such effects, to which is assigned the standard phrase R 46 which
< €es mutagenic substances in category 1, in a concentration equal to or exceeding:
\

- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
under consideration, or

- the concentration specified at point 6 of Annex | (Table V1) to this Directive where the
substance or substances under consideration do not appear in Annex | to Directive
67/548/EEC or appear in it without concentration limits.
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(m) Preparations shall be regarded as having to be treated as mutagenic and assigned at
least the symbol and indication of danger 'harmful’ if they contain a substance producing
such effects to which is assigned the standard phrase R 46, which denotes mutagenic
substancesin category 2, in aconcentration equal to or exceeding:

- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
under consideration, or

- the concentration specified at point 6 of Annex | (Table V1) to this Directive where trﬂ
substance or substances under consideration do not appear in Annex | to Directive
67/548/EEC or appear in it without concentration limits. '®

(n) Preparations shall be regarded as.

suspect for humans because of their possible mutagenic effects and assignegat)m least the
symbol and indication of danger 'harmful’ if they contain a substan oflicing such
effectsto which is assigned the standard phrase R 40, which der=t=si uta. =nic
substances in category 3, in aconcentration equal t9 or € .ce ? A0 ’

- either the concentratinn sheci ie fiNA nex | o D recti ’E(6\‘§L 1®/ 2 2 1dr the substance
under consiC .e<a OF ; OF '

- the concen ah n . e fie d at point 6 of Annex I?&)IeVI) to this Directive where the
substance or subsiances under consideration.do not appear in Annex | to Directive

67/548/EEC or appear in it without conc [imits.

(0) Preparations shall be regard as&

teratogenic and assigned the symbol and indication of danger 'toxic' if they
contain a substance pro effects, which is assigned the standard phrase R 47,
which denotes teratogeénic substancesin category 1, in a concentration equal to or
exceeding:

- either the conc ron specified in Annex | to Directive 67/548/EEC for the substance
under 9{1 , or

- the,¢ ation specified at point 6 of Annex | (Table V1) to this Directive where the
r substances under consideration do not appear in Annex | to Directive
C or appear in it without concentration limits.

(p) Preparations shall be regarded as:

having to be treated as teratogenic and assigned at |east the symbol and indication of
danger 'harmful’, if they contain a substance producing such effects to which is assigned
the standard phrase R 47, which denotes teratogenic substancesin category 2, ina
concentration equal to or exceeding:
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- either the concentration specified in Annex | to Directive 67/548/EEC for the substance
under consideration, or

- the concentration specified at point 6 of Annex | (Table V1) to this Directive where the
substance or substances under consideration do not appear in Annex | to Directive
67/548/EEC or appear in it without concentration limits.

(q) Preparations shall be regarded as:

having specific effects on health not further defined and assigned at |east the symbol am

indication of danger 'harmful’ if they contain a substance which does not yet app
Annex | to Directive 67/548/EEC but to which is provisionally assigned the st
point

phrase R 40 denoting such substances in a concentration exceeding that specif
6 of Annex | (Table VI) to this Directive.

6. For preparations covered by this Directive: ,(\'

(a) No account shall be taken of substances whether or niti 3/ d e \ .= toDirective
67/548/EEC, whether existing asiraurit’ s v sa ditiy &s if 1 @r (1 CY i tion by
weight islessthan: \(k‘r

-0,1%for s ihs*in escl = ifie fcsviiy . _aCor to@

- 1 % for sut stances ciassified as harmful, c@siye or irritant,

unless lower values have been specifi nex | to Directive 67/548/EEC.

(b) Dangerous substances not listeelin Annex | to Directive 67/548/EEC but used as

constituents of a preparation concentration by weight higher than that given at point
(@) of this paragraph sh ven concentration limits characterizing the health hazards.

harmfulness/irrit , 8orrosiveness’harmfulness, corrosiveness/sensitiza- tion; each of
these properties erefore be characterized by its specific concentration limit.

Th 7o lon limits shall be determined in accordance with Annex | to this
Di %\;}y e manufacturer or any other person who places such a preparation on the
7/

K

Some substances %zv more than one property harmful to health, e.g.

ki
N\ Article 4

The classification of dangerous preparations according to the degree of hazard and the
specific nature of the risksinvolved shall be based on the definitions laid down in Article
2. The preparations shall be classified according to the greatest degree of hazard in
accordance with Article 7 (1) (d).
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Article 5

1. Member States shall take all necessary measures to ensure that the preparations
envisaged by this Directive cannot be placed on the market unless they comply therewith.

2. If thereis any doubt with regard to the compliance referred to in paragraph 1, Member
States may request information on the composition of the preparation and any other
pertinent information.

3. To thisend, the manufacturer, or those responsible for placing the preparation on tD
market, shall hold the data used for the classification and labelling of the preparati
the disposal of the authorities of the Member States. Q

Article 6 C)

1. Member States shall take al the necessary measures to ensure tha(\’

(a) dangerous preparations are not placed on the market /ity 55 (el % 4 ki ng meetsthe
requirements of Article 15 (1) of Di==cti» =<7/ '8/ EC wi rt @d iC tivdr strength,
leak-tightness and fastir j sy e s, >

(b) containe = g acor e nd h e is. gardti oﬁgﬁed or sold to the general public
do not have:

@
- either a shape and/or graphic decoratio to attract or arouse the active curiosity of
children or to mislead consumers,

- or apresentation and/or a 'g@ sed for human and animal foodstuffs, medicinal

or cosmetic products.

containing certai of dangerous preparations offered or sold to the general
public and defin ance with the procedure referred to in paragraph 3:

] arefi%i@-resistant fastenings,

2. Member States shall take'all the necessary measures to ensure that containers
gonbﬁ
rd

e warning of danger.
7/
) %e egories of dangerous preparations the packaging of which have to be fitted with
< evicesreferred to in paragraph 2 shall be defined by the procedure referred to in
Article 21 of Directive 67/548/EEC.

The technical specifications relating to such devices are givenin parts A and B of Annex
IX to Directive 67/548/EEC.
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Article 7

1. Thefollowing information shall be clearly and indelibly marked on any package:

() the trade name or designation of the preparation;

(b) the name and full address including the telephone number of the person established in
the Community who is responsible for placing the preparation on the market, whether it
be the manufacturer, the importer or the distributor;

(c) the chemical name of the substance or substances present in the preparation i
accordance with the following detailed rules: Q

(i) - in the case of preparations classified as T*, T or X, in accordance with Qti}le 3, only
T, T and X, substances present in concentrations equal to or in excess of the lowest limit

(Xn limit) for each of them laid down in Annex | to this Directive or irective
67/548/EEC must be taken into consideration, = 1
VAN

- in the case of preparations classifi~d as & <ol lanc @ ith ihic e3nnyC
substances present in ~onc ntri ficnseg @ to ¢ xee 3Qf M e ses imit (Xi limit)
laddownin s 2 §t0 h =™ 2Cuw ¢ tO NI 2cl 2 37//EEC must be taken into
consideratio !

- inthe case if preparations to which are
accordance with Article 3, only substanc
are present in concentrations equal to
this Directive or to Directive 67/

ed phrasesR 42, R 43, or R 42/43 in

ich those phrases are assigned and which
cess of thelimit laid down in Annex | to
must be taken into consideration;

(ii) asageneral rule amaxi of four chemical names shall suffice to identify the
substances primarily r lefor the major health hazards which have given rise to
the classification andthe cheice of the corresponding phrases referring to the risk
involved. In som , more than four chemical names may be necessary.

R 42/43, R 45, R 46, R 47 and/or R 48, the name of the substance

If the pr 0 igned in accordance with Article 3, one of the standard phrases R
R%’st be mentioned.

9, R4
OI’SU

name shall be one of the designations listed in Annex | to Directive
< C or an internationally recognized designation if it is not yet listed therein.

Where amanufacturer can demonstrate that the disclosure of the chemical identity of a
harmful substance not assigned one or more of the R phrases mentioned above on the
label of apreparation will put at risk the confidential nature of his property, he shall be
permitted to refer to that substance either by means of a name that identifies the most
important functional chemical groups or by means of an alternative name.
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Where thisis the case, the manufacturer must inform the authorities of the Member State
where the preparation isfirst placed on the market. These authorities shall inform the
Commission and the other Member States.

Confidential information brought to the attention of the authorities of a Member State or
of the Commission shall be treated in accordance with Article 11 (4) of Directive
67/548/EEC;

(d) the symbols, where specified in this Directive, for and indications of the dangers \
involved in the use of the preparation, in accordance with Article 16 (2) (c) of Directive
67/548/EEC read in conjunction with Annex |1 thereto, and, in the case of aerosol
preparations, in accordance with points 1.8 and 2.2 (c) of the Annex to Directiv,
75/324/EEC as far as flammability hazards are concerned. 6

Where more than one danger symbol has to be assigned to a preparation: .

- the obligation to apply the symbol T shall make the symbols C "‘aﬁ\op* ondl,
- the obligation to apply the symbe! C sk m et les) QEQI( Z@pt blia

- theobligat’ .+ e ply '+ 2o nbue"c @l aike e @’JIS’F and O optional;

(e) standard ihr. se. inr'.Ce ing the'special risks ar',sggfrom such dangers (R phrases).

The indications concerning special risks
Annex |11 to Directive 67/548/EEC an

other person placing the preparatio
Directive and Annex VI, point 1 to
Asagenera rule amaxi ‘%f ur R phrases shall suffice to describe the risks; for this
purpose the combined phr listed in the aforementioned Annex |11 shall be regarded as

single phrases. If %ﬁp ation falls within more than one danger category, however,

) shall conform to the wording in
be provided by the manufacturer or any
e market, in accordance with Annex | to this
irective 67/548/EEC.

these standard phr ust cover all the principal hazards associated with the

preparation. O
%&ion is classified as both harmful and irritant, it shall be labelled

Thus
'h andrattention shall be drawn to itstwin harmful and irritant characteristics by
the appropfiate R phrases.

X%
< standard phrases 'extremely flammable' or *highly flammable' need not appear if they
repeat an indication of danger used pursuant to paragraph (d);

(f) one or more standard phrases indicating the safety advice relating to the use of the
preparation (S phrases).
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The indications giving safety advice (S phrases) shall conform to the wording in Annex
IV to Directive 67/548/EEC and shall be provided by the manufacturer or any other
person placing the preparation on the market, in accordance with Annex |1 to this
Directive and Annex VI, point 11 (D) to Directive 67/548/EEC.

Asagenera rule, amaximum of four S phrases shall suffice to formulate the most
appropriate safety advice; for this purpose the combined phrases listed in the
aforementioned Annex 1V shall be regarded as single phrases.

The package shall be accompanied by safety advice on the use of the preparation wherh
isphysicaly impossible to include the advice on the label or package itself.

In the case of highly flammable and flammable oxidizing preparations, ther i@need to
give areminder of the specia risks or the safety advice if the contents of th kage do
not exceed 125 ml. The same shall apply in the case of irritant preparations except where
they contain substances that might cause sensitization. ,(\'

(g) the nominal quantity (nominal mass or nomina' volui i, jf ﬁ& b 13t in the case of
preparations sold to the general puk!ic. \(\
>

2. Thespecii . Wi don € ' doe N orta a3 rg zrr(jjeset out in Annex 1.

3. Article 3 (§) ( ) ¢« all 4p Iy ruutaiis mutandisto [abelling.

®
4. Information such as'non toxic', 'not h r any other statement indicating that the
preparation is not dangerous may not on the packaging or labelling of the

preparations referred to in this Di

‘\‘ Article 8

required by Article 7 appear on alabel, that 1abel shall be firmly
es of the packaging so that the said particulars can be read
kage is set down normally. The dimensions of the label shall be

asfollows: O
Qr%acka ge Dimensions
o
ceedl

r;g threelitres: if possible at least 52 x 74

1. Where the particul
affixed to one or
horizontally when tie

< eater than three litres
butnot exceeding 50 litres: a least 74 x 105

- greater than three litres but
not exceeding 500 litres: at least 105 x 148

- greater than 500 litres: at least 148 x 210
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Each symbol shall cover at |east one-tenth of the surface area of the label but shall not be
lessthan 1 cm2. The entire surface of the label shall adhere to the package immediately
containing the preparation.

These dimensions are intended solely for provision of the information required by this
Directive and if necessary of any supplementary health or safety information.

2. A label is not required when the particulars are clearly shown on the package itself,
specified in paragraph 1. S

3. The colour and presentation of the label - or, in the case of paragraph 2, of the e
- shall be such that the danger symbol and its background stand out clearly fro®

4. Member States may make the placing of dangerous preparations on the r@r/ket intheir
territory subject to the use of their official language or languages for the purposes of
labelling. ,(\'
5. For the purpose of this Directive, labelling requizemerss gt be. ke 1 hed lo be
sdtisfied: V \(\‘ D

‘>
(@) inthecas .o ar Oute || ' geeo Yt NNy Ne ¢ "@.:nner packages, if the outer
packageisli ' 20 inac i dar ¢ wit ih._. ;"la[iona&gt:jl on the transport of dangerous
preparations anc th. inr & jackage or packages are labelled in accordance with this

Directive & °

(b) in the case of asingle package, if ackage is labelled in accordance with
international rules on the transport gerous preparations and with Article 7 (1) (a),

(b), (c), (e) and (f), and (3).

For dangerous preparati not leaving the territory of a Member State, the

labelling may bein a%‘ e with national regulationsinstead of with the international
d

rules on the tran gerous preparations.

O Article 9
&may:

( q
) on packages which are either too small or otherwise unsuitable for labelling in
< rdance with Article 8 (1) and (2);

(b) by way of derogation from Articles 6 and 7, permit the packaging of dangerous
preparations which are neither explosive, very toxic nor toxic to be unlabelled or to be
labelled in some other way if they contain such small quantities that there is no reason to
fear any danger to persons handling such preparations or to other persons.
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2. If aMember State makes use of the options provided for in paragraph 1, it shall
forthwith inform the Commission thereof.

Article 10 Member States shall take the measures necessary to implement a system of
specific information (in safety data-sheet form) relating to dangerous preparations.

The detailed arrangements for this system shall be laid down in accordance with the
procedure provided for in Article 21 of Directive 67/548/EEC within a period of three
years after the adoption of the Directive, taking into account the systemsin force in the
Member States.

Thisinformation is principally intended for use by industrial users and must
to take the necessary measures as regards the protection of health and safet place
of work. C

Article 11 ,(\'

This Directive shdl not affect the right of Member Stater (o p/ Cify. 1 M :;ompliance
with the Treaty, the requirements thay d-zn ves ary D enst €thi | wicisare
protected when usine the ('ang i Us i paratic 0 1 quesio o ded wiis does not
mean that th .wre 35 fcat DI =~ kag. 7, and ‘a &, & {u) {gerous preparations are
modifiedin w- g ot pr A dec fucir thic Zarectiv,

Artigle 12
Member States shall appoint the body ies responsible for receiving information on
dangerous preparations, including t hemical composition, placed on the market.

Member States shall take essary steps to ensure that the appointed bodies provide
all the requisite guarant %n ntaining the confidentiality of the information
received. Such informationay only be used to meet any medical demand by

and curative measures, in particular in emergencies.

formulating pre\/%
Member St @ sure that the information is not used for other purposes.

For
wit

10gs already on the market, Member States shall take measures to comply
tive within three years from the adoption thereof.

7/

) b?‘States shall ensure that the appointed bodies shall have at their disposal al the

<' mation required to carry out the tasks for which they are responsible from the
manufacturers or persons responsible for marketing.
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Article 13

Member States shall not prohibit, restrict or impede, on the grounds of classification,
packaging or labelling as defined in this Directive, the placing on the market of
dangerous preparations which satisfy this Directive and in particular Annex 1l thereto.

Article 14

1. Where aMember State has detailed evidence that a preparation, although satisfyi ng%\
requirements of this Directive, constitutes a hazard by reason of its classification,

packaging or labelling, it may provisionally prohibit the sale of that hazardous

preparation or subject it to special conditionsinitsterritory. It shall immedi atelé@w

the Commission and the other Member States of such action and give reasons ts
decision.

2. Inthe case referred to in paragraph 1, the Commission shall con é'l\/l ember States
concerned as soon as possible and then deliver its opinion withe:=de v a  1takethe
appropriate measures. VANl

Ul

If the Commission censide rsth &t teciin cal adi b it bns ?&w\a ire div 2 d'e necessary,
such adaptat’ == sh 41 b e "~ xdwe ¢oorde ac2w h e +0cedure laid down in Article
21 of Directi o * ¢/ M48/E = _. It s ¢ch icc_;Mem eswhich have adopted
safeguard m as. ve. M~ /n aintdn them unt|I thead atlons enter into force.

accordance with the procedu in Article 21 of Directive 67/548/EEC.

‘\‘3‘ Article 16

1. Member States ring into force not later than 36 months after the adoption of this
Directive the laws, ions and administrative provisions necessary to comply

therewith. Tl;ey@ orthwith inform the Commission thereof.

2.M shall communicate to the Commission the text of the main provisions
of nati which they adopt in the field covered by this Directive not more than six
eafter.

Amendments required to adapt t)&- xes to technical progress shall be adopted in

< . the date this Directive enters into force, Directives 73/173/EEC and 77/728/EEC
shall cease to apply. Nevertheless, preparations which are in conformity with the
specifications of the abovementioned Directives may continue to be placed on the market
until one year after the abovementioned date.
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Article 17

This Directive is addressed to the Member States.
Done at Luxembourg, 7 June 1988

For the Council
The President
M. BANGEMANN
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ANNEX1

CONCENTRATION LIMITS TO BE USED IN APPLYING THE CONVENTIONAL
METHOD OF ASSESSING HEALTH HAZARDS IN ACCORDANCE WITH
ARTICLE 3 (5)

An assessment must be made of al the health hazards that the use of a substance mi gm
entall. For that purpose the dangerous health effects have been subdivided into:

- acute lethal effects, Q’®

- non-letha irreversible effects after a single exposure, Q
- severe effects after repeated or prolonged exposure; ,(\'
- corrosive effects, AN

\ %
- irritant effects, \(\’
- sengitizing #f- s Ag(i)

- carcinogen. © efiects, & °

- mutagenic effects, &
- teratogenic effects. K

The systematic assessm A@ e dangerous health effectsis expressed by means of
concentration limits in conjtinction with the classification of the substance, i.e. the
symbol and phr oting the risk. Therefore given the symbol priority rule, itis
important to consider, T addition to the symbol, all the phrases denoting specific risks
which are assig each substance under consideration.

ffects

\T C tration limitsfixed in Table | determine the classification of the preparationin
< on to the individual concentration of the substance(s) present whose classification is
shown.
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TABLE 1
Classification Classification of the preparation
of the substance T* T X,
T* with R26. R27. R28 tration = 7% 1% = concentration 0,1 % < concentration
wi ’ ’ concentra ° < 7% < 1%

T with R23, R24, R2S concentration 2 25% | 315 S concentration \
X, with R20, R21, R22 concentration = 25 %

he
The R phrases denoting risk shall be assigned to the preparation in accord ®1 the
following criteria @

- the label shall include one or more of the abovementioned R phras{s\a;&"di ng to the
classification used, =N\

1 N\
- ingeneral, the R phrases selecter’ ouv ddit « se app Vftg oth i< Ik (a ice(s) present
inthe concentration® .. ‘ch Jive 5 ‘seto nemc it < HC JHCTon.

2. Non-leth: " ° <@\ ersil fe effe 't. ~“.er asingle eﬁ%)(sure

For substances that produce non-letha irr | ble effects after asingle exposure (R 39,
R 40), the individual concentration limit led in Table I determine, when

appropriate, the classification of the p ion and shall determine which particular
standard R phrase is to be assign

B TABLE II
Classification | Classification of the preparation
of the substance T T Xn
T* with R39 ~uncertration = 10% 1<%losﬂ/°conocntration 0<,11‘3£,/°s concentration
i R39(*) cbligatory R39 (*) obligatory R40 (*) obligatory
. . 1% = concentration
T with P.39 Ty 10% | yoe%
< {7} obligatory R40 (*) obligatory
! .
) concentration 2 10%
<I X, with R4¢ R40 (*) obligatory

(*) In accordance with the labelling guide of Annex V1, point i (D) of Directive 67/548/EEC and depenc.ag on the classification,
the standard R phrases R 20 to R 28 are also to be assigned to indicate route of administration or means of exposure.
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3. Severe effects after repeated or prolonged exposure For substances that produce
severe effects after repeated or prolonged exposure (R 48), the individual concentration
limits specified in Table I11 determine, when appropriate, the classification of the
preparation and shall determine which particular standard R phraseisto be assigned to it.

TABLE 111
Classification Classification of the preparation
of the substance T X, \
T with R48 concentration = 10% 1% =< concentration < 10%
wi R48 (*) obligatory R 48 (*) obligatory
. concentration = 10%
X, with R48 R48 (*) obligatory

(*) In accordance with the labelling guide of Annex V1, point II (D) of Directive 67/ 548/EEC and depending on the dassification,
the standard R phrases R 20 to R28 are also to be assigned to indicate route of administration or mezis of exposure.

X
4. Corrosive and irritant effects ¢ 9\
For substancesthat r .o "IC 2 CO fC "veE Tects(2.¢ R3 $ﬁl.,_ni etiects (R 36, R 37,
R38,R41) e d vidu ! ntratl x i £s specficdin Table 1V determine, when
appropriate, ... ce sific it onc . geparation.

~

£

TABLE IV
fthemdsumb:xnonoe Classification of the preparation and standard risk phrase
[
":l/ °'[ ’d"lﬁs ‘:‘ at least C at least C at least X, at least X,
phrase with R3§ with R34 with R41 with R36, R37, R38
concentration | 5% < concentration 1% = concentration
at least C 1 210% < 10% < 5%
with R3§ R3S; R34; R36, R38;
obligatory obligatory obligatory
' . 5% = concentration
concentration = 10% o
i R34 o R36, R
obligatory obligatory
concentration | 5% = concentration
at least X; 210% < 10%
N with R41 R41; R36
o oblig,ntory obligatory
. concentration 2 20 %
R36, R37 and R38
. are obligatory in the
at Jeast X; with L~he of the concen-
R36,R37,R38 tration present if they
apply to the substances
under consideration

RoHS  ( www.rohscn.com),
710 Web: www.emclab.net www.ebotech.cn

0755-83187996, 0755-81939926, 0755-81939970, 13824328299 :0755-83709189 Mail: rohscn@163.com
RoHS ( www.rohscn.com ).




RoHS (www.rohscn.com)

I:I:[ @ROHSM RoHS (www.rohscn.com) ---

RoHS --- RoHS

www.rohs  .com

5. Sensitizing effects
Substances that produce such effects are classified:
- at least as harmful (X)) and assigned R 42 if this effect can be produced by inhalation,

- at least asirritant (X;) and assigned R 43 if this effect can be produced through contact
with the skin,

- at least as harmful (X)) and assigned R 42/43 if this effect can be produced in both trg

ways.
Theindividual concentration limits specified in Table V determine, when ap e, the
classification of the preparation, and shall determine which particular R ph isto be
assigned to it.
TABLE V
Classification of Tlagsif atk ¢ m]epauanand sndarni ]
the substance A least X and R4: o least X, and R43
"y B aton c 1
Atleast Xpan & ; ;‘e:é qg\mm p
concentration = 1%

At least Xi and R43 R43 obligatory
At least and concentration = 1%
R42/43 R42/43 obligatory

6. Carcinogenic/mutag \)genlc effects

For substances whi ce such effects and for which specific concentration limits do
not yet appear in o Directive 67/548/EEC and for those which, in accordance
with point 3.1. 1 ex |11 to Directive 83/467/EEC, are provisionally assigned the

centration limitslaid down in Table VI shall determine, where
assification of the preparation and the compulsory R phraseto be
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TABLE VI
Classification of the preparztion and standard risk phrase
Substance
Atleast T At least X,
At least T with R45 for carcinogenic | = 0,1%
substances of category 1 or 2 R45 obligatory
At least X, with R 40 for carcinogenic 21%
substances of category 3 R 40 obligatory
At least T with R46 for mutagenic | = 0,1%
substances of category 1 R 46 obligatory
At least X, with R46 f~ mutagenic 20,1%
substances of category 2 R 46 obligatory
At least with R40 for mutagenic =1%
n:bstmw)s(%f category 3 R 40 obligatory
At least T with R47 for teratogenic | = 0,5%
substances of category 1 R 47 obligatory
At least X with R47 for teratogenic =5
substances of category 2 R47 b z :n
At least 1 __. %0 qon ‘oallv :
ma.nﬁ“ dth pant Lo ;&%bﬁgato
AmnexIlEto | - _ive 33/4( /) E 1 Y
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ANNEX II

SPECIAL PROVISIONS ON THE LABELLING OF CERTAIN PREPARATIONS

1. PREPARATIONS CLASSIFIED AS VERY TOXIC, TOXIC OR CORROSIVE,
SOLD TO THE GENERAL PUBLIC

1.1. The labels on packages containing such preparations must compulsorily bear the \
safety advice $1/S; and Sy in addition to the specific safety advice.

packages containing such preparations must be accompanied by precise an ily

1.2. Whereit is physically impossible to give such information on the packa@@f,
understandable instructions for use including, where necessary, instructions for the

destruction of the empty package. ,{\'
2. PREPARATIONS CONTAINING LEAD X N\ )
2.1. Paints and varnish~s \(\‘r

Labelsof pa «= & of pe r sar {1 ar s _<ontal nn%]e&%ﬁ In quantities exceeding 025%
expressed as we 9h of /e A, o thetotal weight of the preparation, as determined in
accordance\ /ith 150 standard 6503/1984 must shew the following particulars:

‘Contains lead. Should not be used on liable to be chewed or sucked by children.’

In the case of packages the cantents of which are less than 125 millilitres, the particulars

may be asfollows: ‘\1\‘

'Warning. Contains|

3. PREPARATI NTAINING CYANOACRYLATES

31 GW

Then i packaging of glues based on cyanoacrylate must bear the following
\i riptians.
<' oacrylate.

Danger.
Bonds skin and eyes in seconds.
Keep out of the reach of children.’

Appropriate advice on safety must accompany the package.
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4. PREPARATIONS CONTAINING ISOCYANATES

The package labels of preparations containing isocyanates (as monomers, oligomers,
prepolymers, etc., or as mixtures thereof) must bear the following inscriptions:

'‘Contains isocyanates.
See information supplied by the manufacturer.'

5. PREPARATIONS CONTAINING EPOXY CONSTITUENTS WITH AN \
AVERAGE MOLECULAR WEIGHT £ 700

The package labels of preparations containing epoxy constituents with an aver@@
molecular weight £ 700 must bear the following inscriptions:

'‘Contains epoxy constituents.
See information supplied by the manufacturer.’ ,(\'

6. PREPARATIONS INTENDED FOR USE BY.SPT AY ’l’ \ 1

Thepackagelabel or _~ep rati r finer ded fo L ¥ oyﬂ}g’rg st wear the safety
adviceS23 s \T40r 3 0L HSo. C ey di b g{( pplication criteria specified in

Directive 83 "3‘-“:%: C.

Q
N
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