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CHAPTER 1 Bl

GENERAL PROVISIONS e Hl

Article 1 515

Objective H i

1. This Directive has as its aim the protection of workers against 1. ZOHESE. BBV T, DAEMEYWE UIERFEMEICIE<@EIND

risks to their health and safety, including the prevention of such risks, arising
or likely to arise from exposure to carcinogens or mutagens at work.
It lays down particular minimum requirements in this area, including limit

values.

2. This Directive shall not apply to workers exposed only to radiation covered

by the Treaty establishing the European Atomic Energy Community.

3. Directive 89/391/EEC shall apply fully to the whole area referred to in
paragraph 1, without prejudice to more stringent and/or specific provisions

contained in this Directive.

4. As regards asbestos, which is dealt with by Directive 2009/148/EC of the
European Parliament and of the Council (%), the provisions of this Directive
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shall apply whenever they are more favourable to health and safety at work. | I\ >T# | #EWHIN 5,
Article 2 w25

Definitions 7%

For the purposes of this Directive, ZORSOEBDT-D

(a) ‘carcinogen’ means:

(1) a substance or mixture which meets the criteria for classification as a
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category 1A or 1B carcinogen set out in Annex I to Regulation (EC) No
1272/2008 of the European Parliament and of the Council ( 2 );

(ii) a substance, mixture or process referred to in Annex I to this
Directive as well as a substance or mixture released by a

process referred to in that Annex;

(b) ‘mutagen’ means:
a substance or mixture which meets the criteria for classification as a category
1A or 1B germ cell mutagen set out in Annex I to

Regulation (EC) No 1272/2008;

(c) limit value’ means, unless otherwise specified, the limit of the

time-weighted average of the concentration for a ‘carcinogen or
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mutagen’ in the air within the breathing zone of a worker in
relation to a specified reference period as set out in Annex III to

this Directive.
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Article 3

Scope — determination and assessment of risks
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1. This Directive shall apply to activities in which workers are or are likely to
be exposed to carcinogens or mutagens as a result of their work.

2. In the case of any activity likely to involve a risk of exposure to carcinogens
or mutagens, the nature, degree and duration of workers' exposure shall be
determined in order to make it possible to assess any risk to the workers'
health or safety and to lay down the measures to be taken.

The assessment shall be renewed regularly and in any event when any change
occurs in the conditions which may affect workers' exposure to carcinogens or
mutagens.

The employer shall supply the authorities responsible at their request with
the information used for making the assessment.

3. When assessing the risk, account shall be taken of all other routes of
exposure, such as absorption into and/or through the skin.

4. When the risk assessment is carried out, employers shall give particular
attention to any effects concerning the health or safety of workers at
particular risk and shall, inter alia, take account of the desirability of not
employing such workers in areas where they may come into contact with

carcinogens or mutagens.
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CHAPTER II
EMPLOYERS' OBLIGATIONS
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Article 4

Reduction and replacement
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1. The employer shall reduce the use of a carcinogen or mutagen at

the place of work, in particular by replacing it, in so far as is technically
possible, by a substance, mixture or process which, under its conditions of use,
is not dangerous or is less dangerous to workers' health or safety, as the case
may be.

2. The employer shall, upon request, submit the findings of his

investigations to the relevant authorities.
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Article 5

Prevention and reduction of exposure
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1. Where the results of the assessment referred to in Article 3(2)

reveal a risk to workers' health or safety, workers' exposure must be
prevented.

2. Where it 1s not technically possible to replace the carcinogen or

mutagen by a substance, or process which, under its conditions of use, is not
dangerous or is less dangerous to health or safety, the employer shall ensure
that the carcinogen or mutagen is, in so far as is technically possible,
manufactured and used in a closed system.

3. Where a closed system is not technically possible, the employer

shall ensure that the level of exposure of workers is reduced to as low a level
as is technically possible.

4. Exposure shall not exceed the limit value of a carcinogen as set

out in Annex III.

5. Wherever a carcinogen or mutagen is used, the employer shall

apply all the following measures:
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(a) limitation of the quantities of a carcinogen or mutagen at the place of work;
(b) keeping as low as possible the number of workers exposed or

likely to be exposed;

(c) design of work processes and engineering control measures so as to avoid
or minimise the release of carcinogens or mutagens into the place of work;
(d) evacuation of carcinogens or mutagens at source, local extraction system
or general ventilation, all such methods to be appropriate and compatible with
the need to protect public health and the environment;

(e) use of existing appropriate procedures for the measurement of
carcinogens or mutagens, in particular for the early detection of

abnormal exposures resulting from an unforeseeable event or an

accident;

(f) application of suitable working procedures and methods;

(g) collective protection measures and/or, where exposure cannot be avoided
by other means, individual protection measures;

(h) hygiene measures, in particular regular cleaning of floors, walls and other
surfaces;

(i) information for workers;

(j) demarcation of risk areas and use of adequate warning and safety signs
including ‘no smoking’ signs in areas where workers are exposed or likely to
be exposed to carcinogens or mutagens;

(k) drawing up plans to deal with emergencies likely to result in

abnormally high exposure;

(1) means for safe storage, handling and transportation, in particular by using
sealed and clearly and visibly labelled containers;

(m) means for safe collection, storage and disposal of waste by
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workers, including the use of sealed and clearly and visibly

labelled containers.
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Article 6

Information for the competent authority

Where the results of the assessment referred to in Article 3(2) reveal
a risk to workers' health or safety, employers shall, when requested,
make available to the competent authority appropriate information
on:

(a) the activities and/or industrial processes carried out, including the
reasons for which carcinogens or mutagens are used;

(b) the quantities of substances or mixtures manufactured or used
which contain carcinogens or mutagens;

(c) the number of workers exposed;

(d) the preventive measures taken;

(e) the type of protective equipment used;

(f) the nature and degree of exposure;

(g) the cases of replacement.

The Member States shall take into account the information under points (a) to
(g) of the first paragraph of this Article in their reports submitted to the
Commission under Article 17a of Directive 89/391/EEC.’;
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Article 17a

Implementation reports

1. Every five years, the Member States shall submit a single report to the
Commission on the practical implementation of this Directive and individual
Directives within the meaning of Article 16(1), indicating the points of view of
the social partners. The report shall assess the various points related to the
practical implementation of the different Directives and, where appropriate

and available, provide data disaggregated by gender.

2. The structure of the report, together with a questionnaire specifying its
content, shall be defined by the Commission, in cooperation with the Advisory

Committee on Safety and Health at Work.

The report shall include a general part on the provisions of this Directive
relating to the common principles and points applicable to all of the Directives

referred to in paragraph 1.

To complement the general part, specific chapters shall deal with
implementation of the particular aspects of each Directive, including specific

indicators, where available.

3. The Commission shall submit the structure of the report, together with the
above-mentioned questionnaire specifying its content, to the Member States at

least six months before the end of the period covered by the report. The report
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shall be transmitted to the Commission within 12 months of the end of the five-

year period that it covers.

4. Using these reports as a basis, the Commission shall evaluate the
implementation of the Directives concerned in terms of their relevance, of
research and of new scientific knowledge in the various fields in question. It
shall, within 36 months of the end of the five-year period, inform the European
Parliament, the Council, the European Economic and Social Committee and
the Advisory Committee on Safety and Health at Work of the results of this
evaluation and, if necessary, of any initiatives to improve the operation of the

regulatory framework.

5. The first report shall cover the period 2007 to 2012.
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Article 7

Unforeseen exposure
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Article 8

Foreseeable exposure
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Information for workers
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Article 13

Consultation and participation of workers

FRRES
T & O M O @ O S

CHAPTER III 3
H
MISCELLANEOUS PROVISIONS HER
Article 14 914 %
L

Health surveillance

1. The Member States shall establish, in accordance with national law or
practice, arrangements for carrying out relevant health surveillance of workers
for whom the results of the assessment referred to in Article 3(2) reveal a risk
to health or safety. The doctor or authority responsible for the health
surveillance of workers may indicate that health surveillance must continue
after the end of exposure for as long as they consider it to be necessary to

safeguard the health of the worker concerned.’;

2. The arrangements referred to in paragraph 1 shall be such that each worker

shall be able to undergo, if appropriate, relevant health surveillance:
—prior to exposure,
—at regular intervals thereafter.

Those arrangements shall be such that it is directly possible to implement

individual and occupational hygiene measures.

3. If a worker is found to be suffering from an abnormality which is suspected

to be the result of exposure to carcinogens or mutagens, the doctor or

authority responsible for the health surveillance of workers may require
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other workers who have been similarly exposed to undergo health

surveillance.

In that event, a reassessment of the risk of exposure shall be carried out in

accordance with Article 3(2).

4. In cases where health surveillance is carried out, an individual medical
record shall be kept and the doctor or authority responsible for health
surveillance shall propose any protective or preventive measures to be taken in

respect of any individual workers.

5. Information and advice must be given to workers regarding any health

surveillance which they may undergo following the end of exposure.
6. In accordance with national laws and/or practice:

—workers shall have access to the results of the health surveillance which

concern them, and

—the workers concerned or the employer may request a review of the results of

the health surveillance.

7. Practical recommendations for the health surveillance of workers are given
in Annex II.

8. All cases of cancer identified in accordance with national law or practice as
resulting from occupational exposure to a carcinogen or mutagen shall be

notified to the competent authority.

The Member States shall take into account the information under this
paragraph in their reports submitted to the Commission under Article 17a of

Directive 89/391/EEC.’;
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Article 15 CRLES
Record keeping RLER DR
Article 16 %16 55

Limit values

1. The Council shall, in accordance with the procedure laid down in
Article 137(2) of the Treaty, set out limit values in Directives on the
basis of the available information, including scientific and technical
data, in respect of all those carcinogens or mutagens for which this is
possible, and, where necessary, other directly related provisions.

2. Limit values and other directly related provisions are set out in
Annex III.
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Article 17

Annexes

1. Annexes I and III may be amended in accordance only with the procedure

laid down in Article 137(2) of the Treaty.

2. Purely technical adjustments to Annex II in the light of technical progress,
changes in international regulations or specifications and new findings in the
field of carcinogens or mutagens shall be adopted in accordance with the

procedure laid down in Article 17 of Directive 89/391/EEC.
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Article 18
Use of data

The Commission shall have access to the use made by the competent national

authorities of the information referred to in Article 14(8).

%18 5%

T—%OFIH

WONZE R, 1455 (8) ICERSINTHEROMRDOH 5 ENYHIZE H6HE
T 78 AT LR TEXRITNIERS 20,
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Article 18a
Evaluation

The Commission shall, as part of the next evaluation of the implementation of
this Directive in the context of the evaluation referred to in Article 17a of
Directive 89/391/EEC, also evaluate the need to modify the limit value for
respirable crystalline silica dust. The Commission shall propose, where
appropriate, necessary amendments and modifications related to that

substance.

No later than in the first quarter of 2019, the Commission shall, taking into
account the latest developments in scientific knowledge, assess the option of
amending the scope of this Directive to include reprotoxic substances. On that
basis, the Commission shall present, if appropriate, and after consulting

management and labour, a legislative proposal.’;

18 a &
ST

KRINZE 213, 55 89/391 / EEC O 17 a SRITHUE STV 2 aAThi O STIRIC
BT D ZORBOFEMMOIRDFMO—EEE LT, WAVEORESEES Y W T A
DOIRFMEZEE T HMEEZFIMT 20 L35, BINEERIT, REIDST
T, TOWEICEE#E L CHLERGER MEEZRET L0 LT 5,

BOINZEB AL, FHROMRORE OMEREZ B LT, 2019 0% 1 IEHE
‘_\E%ﬂ@% 2% e Z OFRA O FAREIH O SR OB IRBL 2 FEA L 22 1)
e b, TRUCESHN T, ZEREF, BEUTHHIE, BEA K OTEE &
Whise Ltifiﬁim%ﬁ%%mbﬁfhiﬁ%ﬁw

GR#&TE : LLF DArticle 222 5 Article 4% Tlix,  “DIRECTIVE (EU) 2017/2398
OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 12
December 2017” =@ b O OANMBEIZ T 2 EuFre s, MITH A, MRBRE~D
WHEENRETDHOTH D, )

Article 2

1. Member States shall bring into force the laws, regulations and
administrative provisions necessary to comply with this Directive by 17
January 2020. They shall immediately inform the Commission of the text of

those measures.

When Member States adopt those measures, they shall contain a reference to

25
Lo EEENZ, 2020 421 H 17 HETIZ, Z OB 2 ET T 572 0IC 0B ik
ﬁ\ﬁﬂﬁwﬁﬁﬁm%%%bﬁfniﬁ%&wo

IREE Z 0 b OB 2 5RIRT 2 A 123, IEENR, Z 05 ~0 B CE
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this Directive or shall be accompanied by such a reference on the occasion of
their official publication. The methods of making such reference shall be laid

down by Member States.

2. Member States shall communicate to the Commission the text of the
measures of national law which they adopt in the field covered by this

Directive.

EED LD, UIARAM OB ED K 5 2B SCE A I L T hidie &
20, 2O X9 RBESCEOERFIEZ, MEEIIC X > TED STtz
572V,

2. MAEZ, ZOESBEH SN 5EITHENT, O 8RIRT 5ENIED
REDOT F 2 b ZRNEZEESITHEE LR T uTZe 5720,

Article 3

This Directive shall enter into force on the twentieth day following that of its

publication in the Official Journal of the European Union.

%35

ZOEFIE RNESERICEB SN T2H 20 HRICEDNT 20D LT 5,

Article 4

This Directive is addressed to the Member States.

Done at Strasbourg, 12 December 2017.

For the European Parliament

The President
A. TAJANI

For the Council

The President

Parand

RS

ZOHESIIMEEICEA I TV D,

ARNTZAT—)LT, 2017412 H 12 HIZFE T,

=22 N
k=

PR D=1,

i

A. TAJANI

HERDZDIZ,

Kiend
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M. MAASTKAS M. MAASTKAS
Heah S FENE D B AGEGR
ANNEX I MEZE I

List of substances mixtures and processes
(Article 2(a)(iii))
1. Manufacture of auramine.

2. Work involving exposure to polycyclic aromatic hydrocarbons present in coal
soot, coal tar or coal pitch.

3. Work involving exposure to dusts, fumes and sprays produced during the
roasting and electro-refining of cupro-nickel mattes.

4. Strong acid process in the manufacture of isopropyl alcohol.

5. Work involving exposure to hardwood dusts ().

WE. BEYEOTatzZxDY A
(F2% (a) (i)

1 =7 Ir0ilE

2 Ak BRBELTRD) 9, 2= Z— A Fa—vZ =y FHIC

TAET 2 LB EBRACKFZA~DIT B EielFE

3 W—=vrn (AT D) MEOREEL CESESHETICAERS LT
oy 72— DR OTRBIIE B e tefEs

4 A VT AT ra—LoREEIZET A () ek R
5 FEWLARM OB CA~DIEL BAEETefFE

(WERRFE1E . 3D ANNEX I OEMICEBIF O TV AYEIZHSOWTO BADOHEEMRILICOWVTIZ, ROEXDOLBY THS, )

SEREJFIC

TERRIZHG T DT B U ERE TRFIZ OV T O HARIZE T 2 il oA

1. Manufacture of auramine.

(A —F I oflygE) & UTHEILTiXnann, BElbywE o 2 EE.
HoO, FiREHEYEL L A= I 02 L Tna,

2. Work involving exposure to polycyclic aromatic hydrocarbons present in

coal soot, coal tar or coal pitch.

= F =L UTREE(L B OF 2 JEWE .. 7o, Rl B & L CHik
LTWa,

3. Work involving exposure to dusts, fumes and sprays produced during the

roasting and electro-refining of cupro-nickel mattes.

—=v N (ZEGH$2) WEORBE,R OEXFERTICAER SN DB C A,
72— AR UTREBIIIE < BT TefEE) & LR L TO7Rngs, FrEks:
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WEOE JFEWE., o, FRIEBEME S LT, =y ke (= kv
R LwREx . BIROBLDIZES,)

4. Strong acid process in the manufacture of isopropyl alcohol.

Y 7abe AT a— LRSI A5 JLE) atx] & L IR
L TR0,

5. Work involving exposure to hardwood dusts (n),

WA OB CA~DIE BEET/EZE] & U TIHH LT,
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ANNEX

ANNEX Il (2017 EEDZKIEIZ L B, )

Limit values and other directly related provisions (Article 16)

A. LIMIT VALUES FOR OCCUPATIONAL EXPOSURE

carcinogens within the meaning of point
() of Article 2(a)

(as chromium)

(FH2% (a) F1EDEMIZEITSIA
JE B S | T OV 7 A EAY)

Name of agent EC CAS Limit values(® Notation | Transitional measures |59 2 AADHMH O
S 2 N P o LEIc
W o HATGHRE () ict 4 )| No | No® » i : (wiE - pirEgosy [FOHSRTRRNGE
mg/m3 (49 |ppm() [f/ml(6) _ ) r -
> 2 RDEEF TR LTE,) ) X203 TiE —) TRL
. B V)
(Z DIYDIFFEIL DIRK
& ( )irxy>z
HEDLEF TR, )
Hardwood dusts — - 20 |— — L [Limit value 3 mg/m2 until 17 | —
(KD CA) January 2023
(202341 H 17 HF T
/T, BIREIE 3 mg/ 1)
Chromium (VI) compounds which are — - 0,005 |— — —

|Limit value 0.010 mg/ma
until 17 January 2025

|Limit value: 0,025 mg/ma for
\welding or plasma cutting
processes or similar work
processes that generate fume
until 17 January 2025

6 D7 7 2MEEIT DU
TiE.

M.

(7 v LK OZED
(7 v AR OZ
o] L LT, FrElFw
EHOE 2HWE, o, B
S EE & U CHRI L
VERBREE AT R EIZ 1T 5
EHRE (DUTHIC M
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http://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32017L2398&from=EN#ntr1-L_2017345EN.01009402-E0001
http://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32017L2398&from=EN#ntr2-L_2017345EN.01009402-E0002
http://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32017L2398&from=EN#ntr3-L_2017345EN.01009402-E0003
http://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32017L2398&from=EN#ntr4-L_2017345EN.01009402-E0004
http://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32017L2398&from=EN#ntr5-L_2017345EN.01009402-E0005
http://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32017L2398&from=EN#ntr6-L_2017345EN.01009402-E0006
http://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32017L2398&from=EN#ntr7-L_2017345EN.01009402-E0007

(202541 / 25 HF T
/L. FRIEIE 0. 010mg/m3)

(2025 #1417 HF T
/L, FIREIE, 7= —AF
kT SHPE, 77 XL
Wy 7' X X)L
77 X|ZO0TIE 0. 025
mg/m3)

R Lo, ) X, 7B
AL LT 0.05mg/niTH
Do

Refractory ceramic fibres

which are carcinogens within the
meaning of point (i) of Article 2(a)

(F 25 (a) F15DEKICEITSIA
FEEE LT 772 N —EF I
77 7o N=)

0,3

Vo777 MN)—k7Iv7
77 A N— b UTHREE(LF
B D 2 FEWE . D oL
B EYE & L TR LT
WD, FEREII RS ATY
AN

Respirable crystalline silica dust

(RANMEDFSAF B >V )

RSN =¥ SN X7/ NI o) =B
RFBDOHCAD—DE LT
KA U, R R, R
MR EARICESETRET
HRIZ L -TRENTW A,

Benzene

(NE)

200-753-7

71-43-2

3,25

skin(9)

R EA W O 2 FEWE .
o FRIEFE & L CH
il U, EEREIL 1ppm Th
éo
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Vinyl chloride monomer 200-831-0]75-01-4 2,6 1 - I TE (L ZEM)E O 2 KR
(k=% /~—) MO RERIE Y E & L TH
il L. B ERREE T 2ppn ThH
Do
Ethylene oxide 200-849-9|75-21-8 1,8 1 skin(9) I TE LR O 2 SRR
(zFLagFR) DO FERIE ERE & L CH
Hil L, EHEEEIX, 1ppm T
»H5,
1,2-Epoxypropane 200-879-2175-56-9 2,4 1 L _
(1,2—ThF 7 mN2)
Acrylamide 201-173-7|79-06-1 0,1 skin(®) e AV S D AL
(72 V73 R) B OF 2 HWE. o, Kl
EHAE L UCHI L AR
R Tmg/ M ThH D,
2-Nitropropane 201-209-1|79-46-9 18 5 — —
(2—= Pz 7 N)
o-Toluidine 202-429-0[95-53-4 0,5 0,1 skin(9) WAL S D 2 SR
(G h— proa ) MO RERIEBRE & L CH
il L, EEREIL 1 ppm TH
Do
1,3-Butadiene 203-450-8]106-99-0 2,2 1 —

(1,3 75 >x )
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Hydrazine 206-114-9}302-01-2 0,013 0,01 |— skin(9) _
(e FZ722)

Bromoethylene 209-800-6[593-60-2 4,4 1 [|— — —
(Rib=F L)

B. OTHER DIRECTLY RELATED PROVISIONS
p.m. GREVE : FXOEWRIT Bl Tho, )

(PERETE « RO ITEDFEFEIF S — BAFERARIE, ROKD LBV TH D, )

R SC

FERR D SEFEIF LD H AFERGR

(1) EC No, i.e. Einecs, ELINCS or NLP, is the official number of the substance
within the European Union, as defined in Section 1.1.1.2 in Annex VI, Part 1,

to Regulation (EC) No 1272/2008.

(1) TEC No, i.e. Einecs, ELINCS or NLP] &%, EC #HI No.1272/2008 ™
1B EVIFOE 7 >3 2 1.1.1.2 TERE S W-KRINES N OWE D4

725 Th D,

(2) CAS No: Chemical Abstract Service Registry Number.

Q) ¥IBNVNT T AT I b —ERBREE S

(3) Measured or calculated in relation to a reference period of eight hours.

(3) 8 WFEICARY 3~ 2 I CTHIE S4v. XITFHFE Sz b D

(49) mg/m3 = milligrams per cubic metre of air at 20 C and 101,3 kPa (760 mm

mercury pressure).

(4) 225, 20 £ C. 101.83 F 2,32 B/ (760 mm/KERFEDEH)

(5) ppm = parts per million by volume in air (ml/m3).

(5) ppm=2EXHF OAEFET 100 43D 1 (ml/nm)
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(6) f/ml = fibres per millilitre.

6) 13U YU v hLM72 0 OfkKER

(7) Inhalable fraction: if hardwood dusts are mixed with other wood dusts,

the limit value shall apply to all wood dusts present in that mixture

(7) WDy GRETE - WBIPEORL IR (R ERE O & DN ILE L
THHEHFRRFIROWETH L Z k%r? ) b LBV O U AN
OBAROH LA LIRE LTV HIE, ZOHIREILX. EOREWICAT
ETHTXTORMB LA ménﬁfﬂi@B@w

(8) Respirable fraction.

(8) WM AMEDE Sy GRETE < D A AL ILAE LT2 BB ICHE Th R+
WETHLZ EERT, )
(9) Substantial contribution to the total body burden via dermal exposure . . .
(9) BEZRH L7 < @i, FERIITH RN ET SRR H 2D,

possible.
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