Directive 2004/37/EC - carcinogens or mutagens at work of 29 April 2004 on the protection of workers from the risks related to exposure
to carcinogens or mutagens at work (Sixth individual Directive within the meaning of Article 16(1) Directive 89/391/EEC).(B#&K1E :
201946 7 20 H, ®¥MHFH : 202142 A 12 )
(BB 2B AR E XIIERFEENE ~DIXL BICEEET 5 U X7 50 OF@EOREICET 5 20044 4 A 29 B DS 2004/37/EC)
DEFED [FEFERL—HARFERRK] (2>NT
ZOBEROIERER 202142 A
T OEROERE  PRIEKEFY ST SR E R

[ B O FTTE]: https://osha.europa.ew/en/legislation/directive/directive-200437ec-carcinogens-or-mutagens-work

U 8 D4 F5]: Directive 2004/37/EC - carcinogens or mutagens at work
[BAEDRGE] FATKIE : 20194 6 A 20 H (14 DHIEDFE#EIZ, FIZHEALFT,)
I BET, EEHEIZSOIND Y RI LD HBEOREIZET 2N (98/24/EEC) DEE (ZOEEIDOIERE BIER LT2 b D)

DS AEIEVE OTE BFMEEIC S 6 S D U A7 0B O OREIZEI T 2 BONES R OBINBEE 213, &A% 1990 4F 6 A 28 HIZ, 90/394/EEC & L
T, e A AR 5 (89/391/EEC) S 16 Zc(DICHS< 6 HFHO TS & L THIE S, TOREKICHTZ > TEIESHTWD (B 21X, 97/42/EC, 99/38/EC
ICEDWE, 205 b, 1999 4F 4 A 29 HIZHIE STz 99/38/EC 1T L 2 BIETiX, 90/394/EEC (ZHE T 5 57 OIREXT G & 72 28 & A BRI E I £ TR
biTz.). £7o. 20 90/394/EEC 1%, 2004 4F 4 A 29 BIZHIE S AL7ZBRMN GRS K ORIN RS54 2004/37T/EC I K » T, 2EMIICE S Z STV 5D,

LAFIZ 2004/37/EC DE & LT, FEARRFL (B 1ERNOHE6HKET, B, ZNHUANDORILUTONTIE, B LDA,) ([22OWT, HEEHE—H AGER &
L TR %,

PRI L H AGERRGR

=7

CHAPTER 1 1
GENERAL PROVISIONS iyl



https://osha.europa.eu/en/legislation/directive/directive-200437ec-carcinogens-or-mutagens-work

Article 1

Objective

1. This Directive has as its aim the protection of workers against

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
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apply whenever they are more favourable to health and safety at work. b, WHIND,

Article 2 RS

Definitions EF

For the purposes of this Directive, ZO\EBFOBEDIZDIC

(a) ‘carcinogen’ means: (@) DAFHEE L1, ROLOEEKT S,
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cation as a 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 );
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(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

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 FOE
EMPLOYERS' OBLIGATIONS & DOFRE
Article 4 545
Reduction and replacement P B O




1. The employer shall reduce the use of a carcinogen or mutagen at 1. R, EEGITCB T 2B AURMEWE IIERIFEME O %2 Fric, £
the place of work, in particular by replacing it, in so far as is technically possible, | #iFIIZ FIHEZRBR Y | Z DFEH SO F T, HEE ORE X IZILZLIZE > THERKRTA
by a substance, mixture or process which, under its conditions of use, is not | VA, XXX 0 ARV 72 Wit Z2E, IREMXIZ T a v A TRET L2 Lick

dangerous or is less dangerous to workers' health or safety, as the case may be. D, B ZERTIIZR S R0,

2. The employer shall, upon request, submit the findings of his 2. FEAEIZX., ZOREBEORERZ, ROVHIUL, BET D FEROH S) IR
investigations to the relevant authorities. H L2 i uE7e 720,

Article 5 TS

Prevention and reduction of exposure X< EDORGIE R O

1. Where the results of the assessment referred to in Article 3(2) 1. H35E ZIELCﬁﬁ?'?Z) UAZ T ®AAL N ORERITEE O KR OV Z I A
reveal a risk to workers' health or safety, workers' exposure must be prevented. iR 5D EDH LTS AITIL, FEE OIS BT SRR s,

2. Where it is not technically possible to replace the carcinogen or 2. HEAINTWAEMEDO T T, GRTHRWD, XTI 0 EEBR D nmE, IREW
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of use, is not dangerous or is less dangerous to health or safety, the employer | &1L, HITHIIZFTREZRBR Y . 23 AR E XOT AL BIF M E L, B el
shall ensure that the carcinogen or mutagen is, in so far as is technically possible, | &A, XILEHA S5 Z & 2MFEIC LT IR 580,

manufactured and used in a closed system.
3. Where a closed system is not technically possible, the employer 3. B ADHAMANCFTRE TRWIGA X, BHE L, 1L < BEORE 2 BTHIIZ /T
shall ensure that the level of exposure of workers is reduced to as low a level asis | Z2fRV B/ S5 Z & #MEIC LR TIIT RS20,

technically possible.

4. Exposure shall not exceed the limit value of a carcinogen as set 4, 1Z<FEIL,. MEEMTHRE I N TV D NAFMEYE OFRMEZ B 2 Tidia b
out in Annex III. A

5. Wherever a carcinogen or mutagen is used, the employer shall 5. DAJEMEME IIERFEMEMENER SN TWD EZATIET T, EAEIX
apply all the following measures: WOXR & U iT il 5 7a0,
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(b) keeping as low as possible the number of workers exposed or OIUELSFEESND D, XS BN D AT O & 5 F5 @4 DX % Flag7e R 0 72 <
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(c) design of work processes and engineering control measures so as to avoid or | (EZESIZIS T 2 23 AFIMEW B T4 BIFMEDE O Fc 2880 55, T bd




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;

(G) 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

workers, including the use of sealed and clearly and visibly

labelled containers.
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Information for the competent authority
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Objectives
This Directive covers the protection of workers from health and safety risks
from exposure to carcinogens or mutagens at work. This Directive does not
apply to workers exposed to radiation for cases covered by the Euratom Treaty.
Definitions

Definition of "limit value”,

Regulation (EC) No 1272/2008 .

carcinogen” and "mutagen”. Reference is made to

Contents

The employer shall assess and manage the risk of exposure to carcinogens or
mutagens. This process shall be renewed regularly and data shall be supplied
to the authorities upon request. Special attention should be paid to investigate
and take account of all possible ways of exposure (including all skin-related
possibilities), and to persons at particular risk.

Workers' exposure must be prevented. If replacement is not possible, the
employer shall use a closed technological system. The employer shall reduce
the use of carcinogens or mutagens by replacing them with a substance that is
not dangerous or less dangerous.

Where a closed system is not technically possible, the employer shall reduce
exposure to the minimum.

Exposure shall not exceed the limit value of a carcinogen, as set out in Annex
I11.

Wherever a carcinogen or mutagen is used, the employer shall:

e Limit the quantities of these carcinogens or mutagens at the place of
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work;

Keep the number of workers exposed as low as possible;

Design the work processes so as to minimise the substance release;
Evacuate carcinogens or mutagens at source, also respecting the
environment;

Use appropriate measurement procedures (especially for early
detection of abnormal exposures in the event of unforeseeable events
or accidents);

Apply suitable working procedures and methods;

Use individual protection measures if collective protection measures
are not enough;

Provide the necessary hygiene measures (regular cleaning);

Keep workers informed about related issues;

Demarcate risk areas and use adequate warning and safety signs
(including "No smoking” signs);

Draw up emergency plans;

Use sealed and clearly/visibly labelled containers for storage, handling,

transportation and waste disposal.

Employers shall make certain information available to the competent
authority upon request (activities, quantities, exposures, number of exposed
workers, preventive measures) and inform workers if abnormal exposure has
happened.

In cases of abnormal exposure or incident, only workers essential for repairs
shall be permitted to work in the affected area, and only with appropriate

protection. The exposure should not be permanent and shall be minimised.
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If a temporary, planned, higher exposure is unavoidable (e.g. as part of
the shall

workers/representatives on the measures which will be taken to minimise

maintenance), employer/management consult
exposure, and provide appropriate prevention, together with access control.
If there 1s a risk to workers, specified areas shall be made accessible solely to
workers who, by reason of their work or duties, are required to enter them.
The employer shall take adequate measures to ensure proper hygiene
(minimising the risk of contamination with carcinogens/mutagens). Provisions
and conditions must be free of charge for the workers, and will include:

e The prohibition of eating/drinking/smoking in contamination risk
areas
Provision of appropriate protective clothing
Provision of separate storage places for working/protective clothing
and for street clothes
Access to appropriate and adequate washing and toilet facilities
Availability of cleaned, checked and maintained protective equipment,
stored in a well-defined place.
The employer shall also provide appropriate training on potential risks to
health, precautions to prevent exposure, hygiene requirements, protective
equipment, clothing and incidents handlings.
Employers shall inform workers about objects on site containing carcinogens
or mutagens, and label them clearly and legibly, together with warning and
hazard signs. Employers shall inform workers and/or representatives about
abnormal exposure incidents as quickly as possible.
Workers and/or any workers' representatives shall control and be involved in

the application of this Directive.
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Employer will keep an up-to-date list of workers exposed, and will give
specified access to data to authorized persons (doctor, authorities, workers and
representatives).

Consultation and participation of workers shall take place in accordance with
Directive 89/391/EEC.

Social Partners' agreements shall be listed on the EU-OSHA website.

The Member States shall establish arrangements for health surveillance of
workers if there is a risk to their health and safety (prior to exposure, at
regular intervals thereafter; and even after the end of exposure - if this is
requested by the responsible doctor/authority). If a worker is suspected of
suffering ill-health due to exposure, then the subsequent health surveillance
of other exposed workers may be required, and the risk shall be reassessed.
Individual medical records of health surveillance shall be kept.

Information and advice must be given to workers regarding any health
surveillance that they may undergo following the end of exposure. Workers
shall have access to the results of the health surveillance that concern them.
Workers concerned, or the employer, may request a review of the results of the
health surveillance. All cases of occupational cancers shall be notified to the
competent authority. Records shall be kept for at least 40 years following the
end of exposure, and transferred to the authority concerned if the firm ceases
to exist. The Commission is empowered to adopt delegated acts to make
strictly technical amendments to Annex II (health surveillance).

Member States have to comply with the 2017 amendments by 17 January
2020. Transitional measures (graded lowering of the limit values) apply to

hardwood dusts and Chromium (V).
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https://osha.europa.eu/en/legislation/directives/the-osh-framework-directive/1

Member States have to comply with the early 2019 amendments by 21
February 2021. Special deadlines apply to Diesel engine exhaust emissions:
the limit value of 0,05 mg/m3 measured as elemental carbon may, should be
reached after additional transitional periods (in addition to the transposition
period) of 2 years respectively of 5 years for the sectors of underground mining
and tunnel construction.

Member States have to comply with the mid-2019 amendments by 11 July
2021. Transitional higher limit values for cadmium and beryllium apply until
11 July 2027. For the copper smelting sector the limit value for arsenic applies
only from 11 July 2023. A transitional higher limit value for formaldehyde

applies in the health care, funeral and embalming sectors until 11 July 2024.

Annexes

ANNEX I: List of substances, mixtures and processes

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.
Work involving exposure to hardwood dusts.

6. Work involving exposure to respirable silica dust generated by a work
process

7. Work involving dermal exposure to mineral oils that have been used

before in internal combustion engines to lubricate and cool the moving

parts within the engine.
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8. Work involving exposure to diesel engine exhaust emissions.

ANNEX II' Practical recommendations for the health surveillance of
workers

ANNEX III: Limit values and other directly related provisions
In 2017 binding limit values and skin notations were reviewed/set for the
following agents ("1st step"):

e Hardwood dusts

e Chromium (VI) compounds

e Refractory ceramic fibres

e Respirable crystalline silica dust

e Benzene

e Vinyl chloride monomer

e Ethylene oxide

e 1,2-Epoxypropane

e Acrylamide

e 2-Nitropropane

e o-Toluidine

e 1,3-Butadiene

e Hydrazine

e Bromoethylene

.
In early 2019 binding limit values and skin notations were reviewed/set for
the following agents ("2nd step"):

e Trichloroethylene
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4,4'-Methylenedianiline
Epichlorohydrine

Ethylene dibromide

Ethylene dichloride

Diesel engine exhaust emissions
Polycyclic aromatic hydrocarbons mixtures, particularly those
containing benzolalpyrene, which are carcinogens within the meaning
of this Directive

Mineral oils that have been used before in internal combustion engines

to lubricate and cool the moving parts within the engine

In mid-2019 limit values, skin and sensitisation notations were set for the
following agents ("3rd step"):

e Cadmium and its inorganic compounds
e Beryllium and inorganic beryllium compounds
Arsenic acid and its salts, as well as inorganic arsenic compounds
Formaldehyde

4,4'-Methylene-bis (2-chloroaniline) - MOCA

ANNEX 1V: Repealed Directive and its successive amendments

ANNEX V: Correlation table
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ANNEX V: 15552
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I Directive 2004/37/EC - carcinogens or mutagens at work of 29 April 2004 on the protection of workers from the risks related to
exposure to carcinogens or mutagens at work (Sixth individual Directive within the meaning of Article 16(1) Directive 89/391/EEC).(&
MOIE : 201946 A 20 H, &MKHEEH : 202142 A 12 A)

(BF BT 2 B AR E XIIERFEME~DIXL BICBEET 5 U X7 56 OFBEOREICET 5 200444 A 29 H OF4H 2004/37/EC)
DEFRED THFEFIL—RAXRFRR] 12OV T

(HIE D)
Amended by: (RiZ X 2 IE)
(HEDHF)| WELIToT-fEF Official Journal
(it S =B HR)
No Page [Date
GFE5) [~ —| (HHEp)
»>M1 DIRECTIVE 2014/27/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 26 February 2014 Les |1 5.3.2014
»>M2 DIRECTIVE (EU) 2017/2398 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL Text with EEA| L 345 |87  [27.12.2017,

relevance of 12 December 2017
»M3 DIRECTIVE (EU) 2019/130 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL Text with EEA L. 30 [112 31.1.2019

relevance of 16 January 2019

» M4 DIRECTIVE (EU) 2019/983 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL Text with EEA L 164 [23 20.6.2019
relevance of 5 June 2019
» M5 REGULATION (EU) 2019/1243 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 20 June 2019 L 198 241 [25.7.2019

(&F&ED [HFEFC— A AFERR])
UTORDOEMOBFETRRENTWBHEEOEKRIZ, RDOLBY TT, )
B:Z DS BRMNESOBERICEBEIN TV HAIRRIIRTET,

VM1 : HESNTZEFICROET, UTYMI~ VM5 E TIZOWTHREL,
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https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32019L0983
https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32019R1243
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VC1: HIRI I AZEDERFBIZROET,
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o ~must: ~TRITHIELR 5200,
e ~shall~¢ Dt 93,
e ~should:~~XZ T 5, )

on the protection of workers from the risks related to exposure to carcinogens
or mutagens at work (Sixth individual Directive within the meaning of Article
16(1) of Council Directive 89/391/EEC)
(codified version)
(Text with EEA relevance)

PERIE L H AEE R
DIRECTIVE 2004/37/EC OF THE EUROPEAN PARLIAMENT AND OF THE 2004 £ 4 A 29 H ORMBES K OEINBE S DIES 2004/37/EC
COUNCIL RS CONAFEDE IERFEDE~DIZT BICEHETH Y R
of 29 April 2004 7 b OHBEOREICET AIES (HEXES 89/391/EEC D

16 Z£(DEHOBKRTOHE 6 & B OEHIHE®)

A AR
(EEA BSEDT X R 1)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE
EUROPEAN UNION,

Having regard to the Treaty establishing the European Community, and in
particular Article 137(2) thereof,

Having regard to the proposal from the Commission,

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

BRI S R OB E S E BRI,

RRIN LA BRI T D50, BT DHE 13752 EEL T

ZEEPLDRREZRLT
BRINBRFHERZEROER (1) ZEE 2T,

HIRERSITHRE L,
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https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32004L0037R%2801%29

Having consulted the Committee of the Regions,

Acting in accordance with the procedure laid down in Article 251 of the Treaty
@),

Whereas

(1) Council Directive 90/394/EEC of 28 June 1990 on the protection of workers
from the risks related to exposure to carcinogens at work (Sixth individual
Directive within the meaning of Article 16(1) of Directive 89/391/EEC) (3) has
been substantially amended several times (4). In the interests of clarity and
rationality, the said Directive should therefore be codified.

(2) Compliance with the minimum requirements designed to guarantee a
better standard of health and safety as regards the protection of workers from
the risks related to exposure to carcinogens or mutagens at work is essential
to ensure the health and safety of workers and is also intended to provide a
level of minimum protection for all workers in the Community.

(3) This Directive is an individual Directive within the meaning of Article
16(1) of Council Directive 89/391/EEC of 12 June 1989 on the introduction of
measures to encourage improvements in the safety and health of workers at
work (5). Therefore the provisions of that Directive are fully applicable to the
exposure of workers to carcinogens or mutagens, without prejudice to more
stringent and/or specific provisions contained in this Directive.

(4) A consistent level of protection from the risks related to carcinogens or
mutagens has to be established for the Community as a whole and that level of
protection has to be set not by detailed prescriptive requirements but by a

framework of general principles to enable Member States to apply the

A 251 RICTED HNT-FHBITHE->TITEIL T (2).
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minimum requirements consistently.

(5) Germ cell mutagens are substances that can cause a permanent change in
the amount or structure of the genetic material of a cell resulting in a change
in the phenotypic characteristics of that cell, which may be transferred to
descendent daughter cells.

(6) Because of their mechanism of action, germ cell mutagens are likely to
have carcinogenic effects.

(7) Annex VI to Council Directive 67/548/EEC of 27 June 1967 on the
approximation of laws, regulations and administrative provisions relating to
the classification, packaging and labelling of dangerous substances (6)
contains the classification criteria and labelling procedures in respect of each
substance.

(8) Directive 1999/45/EC of the European Parliament and of the Council of 31
May 1999 on the approximation of the laws, regulations and administrative
provisions of the Member States relating to the classification, packaging and
labelling of dangerous preparations (7) contains particulars on the
classification criteria and labelling procedures in respect of such preparations.
(9) In all work situations workers must be protected in respect of preparations
containing one or more carcinogens or mutagens and from carcinogenic or
mutagenic compounds arising at work.

(10) For some agents it is necessary to consider all absorption pathways,
including the possibility of penetration through the skin, in order to ensure
the best possible level of protection.

(11) Although current scientific knowledge is not such that a level can be
established below which risks to health cease to exist, a reduction in exposure

to carcinogens or mutagens will nonetheless reduce those risks.
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(12) In order to contribute to a reduction in these risks, limit values and other
directly related provisions should be established for all those carcinogens or
mutagens for which the available information, including scientific and
technical data, make this possible.

(13) Occupational exposure limit values must be regarded as an important
component of the general arrangements for the protection of workers. Such
limit values must be revised whenever this becomes necessary in the light of
more recent scientific data.

(14) The precautionary principle should be applied in the protection of
workers' health.

(15) Preventive measures must be taken for the protection of the health and
safety of workers exposed to carcinogens or mutagens.

(16) This Directive constitutes a practical aspect of the realisation of the social
dimension of the internal market.

(17) Pursuant to Council Decision 74/325/EEC (8), the Commission consulted
the Advisory Committee on Safety and Health at Work with a view to drawing
up proposals for the Directives taken over in this Directive.

(18) This Directive is without prejudice to the obligations of the Member
States concerning the time limits for transposition set out in Part B of Annex
v,
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CHAPTER 1 BT—8

GENERAL PROVISIONS — R E

Article 1 B
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Objective

1. This Directive has as its aim the protection of workers against 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.

YMi1

4. As regards asbestos, which is dealt with by Directive 2009/148/EC of the

=024
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European Parliament and of the Council (1), the provisions of this Directive | B L Ti&, RS OBEIX, FEIZIIT DEER PLZ2IZE > TE Y 5705
shall apply whenever they are more favourable to health and safety at work. AliFW O ThEHSND b D ET 5,

¥C1 ¥C1

Article 2 A

Definitions EZE

For the purposes of this Directive, AIEETOHWDTZ0

YMi M1

(a) ‘carcinogen’ means: (a) DAEMME) &%, LTZEKT 5,

(i) a substance or mixture which meets the criteria for classification as a
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;

G) BRSO ESOMA] (EC) No 1272/2008 OfEE I (ZEH bl
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(b)

a substance or mixture which meets the criteria for classification as a category

‘mutagen’ means:

1A or 1B germ cell mutagen set out in Annex I to Regulation (EC) No
1272/2008;

VvC1

(c)

time-weighted average of the concentration for a

‘limit value’ means, unless otherwise specified, the limit of the
‘carcinogen or 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

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.
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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 IT -2
EMPLOYERS' OBLIGATIONS R/HE DEE
Article 4 EAWES
Reduction and replacement IR M O AR

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, »M1 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

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 is not technically possible to replace the carcinogen or mutagen by
a substance, M1 mixture <« 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
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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 ITI.

5. Wherever a carcinogen or mutagen is used, the employer shall apply all the
following measures:

(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;

() 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;
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(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 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 »M1 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.

yYM2

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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Unforeseen exposure

1. In the event of an unforeseeable event or an accident which is likely to
result in an abnormal exposure of workers, the employer shall inform the
workers thereof.

2. Until the situation has been restored to normal and the causes of the
abnormal exposure have been eliminated:

(a) only those workers who are essential to the carrying out of repairs and
other necessary work shall be permitted to work in the affected area;

(b) the workers concerned shall be provided with protective clothing and
individual respiratory protection equipment which they must wear; the
exposure may not be permanent and shall be kept to the strict minimum of

time necessary for each worker;
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(c) unprotected workers shall not be allowed to work in the affected area HDETD,
Article 8 FE
Foreseeable exposure T A RERIE S BB

1. For certain activities such as maintenance, in respect of which it is
foreseeable that there is the potential for a significant increase in exposure of
workers, and in respect of which all scope for further technical preventive
measures for limiting workers' exposure has already been exhausted, the
employer shall determine, after consultation of the workers and/or their
representatives in the undertaking or establishment, without prejudice to the
employer's responsibility, the measures necessary to reduce the duration of
workers' exposure to the minimum possible and to ensure protection of
workers while they are engaged in such activities.

Pursuant to the first subparagraph, the workers concerned shall be provided

with protective clothing and individual respiratory protection equipment
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which they must wear as long as the abnormal exposure persists; that
exposure may not be permanent and shall be kept to the strict minimum of
time necessary for each worker.

2. Appropriate measures shall be taken to ensure that the areas in which the
activities referred to in the first subparagraph of paragraph 1 take place are
clearly demarcated and indicated or that unauthorised persons are prevented

by other means from having access to such areas.

[TKBEI 2B D TH - TR BT FHEE LR R/NROBFRIZI X 5h
LbDETD,

2. % 1 HE 1 SOESHPTONL KENAPEICX S, mahTnd Z
&R DO OO HE 5 U5 0, UTEFF A OFNZ ORI
AL ZEMTERNEIICT H12DOMOFEEZAWT, MURHEERHEL D
nNoxHvLoOET5,

Article 9

Access to risk areas

Appropriate measures shall be taken by employers to ensure that access to
areas in which the activities in respect of which the results of the assessment
referred to in Article 3(2) reveal a risk to workers' safety or health take place
are accessible solely to workers who, by reason of their work or duties, are

required to enter them.
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Article 10

Hygiene and individual protection

1. Employers shall be obliged, in the case of all activities for which there is a
risk of contamination by carcinogens or mutagens, to take appropriate
measures to ensure that:

(a) workers do not eat, drink or smoke in working areas where there is a risk
of contamination by carcinogens or mutagens;

(b) workers are provided with appropriate protective clothing or other
appropriate special clothing;

(c) separate storage places are provided for working or protective clothing and
for street clothes;

(d) workers are provided with appropriate and adequate washing and toilet
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facilities;

(e) protective equipment is properly stored in a well-defined place and is
checked and cleaned if possible before, and in any case after, each use;

(f) defective equipment is repaired or replaced before further use.

2. Workers may not be charged for the cost of the measures set out in

paragraph 1.
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Article 11

Information and training of workers

1. Appropriate measures shall be taken by the employer to ensure that
workers and/or workers' representatives in the undertaking or establishment
receive sufficient and appropriate training, on the basis of all available
information, in particular in the form of information and instructions,
concerning:

(a) potential risks to health, including the additional risks due to tobacco
consumption;

(b) precautions to be taken to prevent exposure;

(c) hygiene requirements;

(d) wearing and use of protective equipment and clothing;

(e) steps to be taken by workers, including rescue workers, in the case of
incidents and to prevent incidents.

The training shall be:

— adapted to take account of new or changed risk, and

— repeated periodically if necessary.

2. Employers shall inform workers of installations and related containers
containing carcinogens or mutagens, ensure that all containers, packages and

installations containing carcinogens or mutagens are labelled clearly and

FEf—F

FHYE~ DIFREUR OFIBF

1. FE IR DI EE KO UL T E OREE D,
T, FRCHEHR L TR ROE T,
L L EMEIITIED
%P

FIHAFIREZ2 3 _TD
WROFIHIZET 5 4o A dil 25 )
2, RIS L > CHEb e fHENE LN D E T

(a) HEREIC
).
) F<BEEIET D720 D TPhHE

(o) fA=2A:

(d) PREEKOKROAEH & H

(&) FENRAELILAIC, BBKE 25 BHE NI D & fHiE
Bhikd9 % 7= Ot

AL, KO XS 72bDOTRIFNIZIR B2,

- TR AT IEFEINZY A7 EEBB L CHIGEN TS Z &,
- BTN U CEMIANICH Y IR 2 &,

CHRT DWAE R U 27 (TIXZ DWEIC K 28R Y 27 25

ROtz

2. B L, S AJRPEME DU SBF VY E & & Tomsefi o OB ARARHZ DWW T

FEEIHM ST, BAREWE IE RV E 2 50T X TOREG, aik
BRI D BTN T L2060 | BIFEC B IR X 58 K UMa BRAs ik

29




legibly, and display clearly visible warning and hazard signs.
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Article 12

Information for workers
Appropriate measures shall be taken to ensure that:

(a) workers and/or any workers' representatives in the undertaking or
establishment can check that this Directive is applied or can be involved in its
application, in particular with regard to:

(i) the consequences for workers' safety and health of the selection, wearing
and use of protective clothing and equipment, without prejudice to the
employer's responsibility for determining the effectiveness of protective
clothing and equipment;

(ii) the measures determined by the employer which are referred to in the first
of Article 8(1),

responsibility for determining such measures;

subparagraph without prejudice to the employer's
(b) workers and/or any workers' representatives in the undertaking or
establishment are informed as quickly as possible of abnormal exposures,
including those referred to in Article 8, of the causes thereof and of the
measures taken or to be taken to rectify the situation;

(c) the employer keeps an up-to-date list of the workers engaged in the
activities in respect of which the results of the assessment referred to in
Article 3(2) reveal a risk to workers' health or safety, indicating, if the
information is available, the exposure to which they have been subjected;

(d) the doctor and/or the competent authority as well as all other persons who
have responsibility for health and safety at work have access to the list
referred to in point (c);

(e) each worker has access to the information on the list which relates to him
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personally;
(f) workers and/or any workers' representatives in the undertaking or

establishment have access to anonymous collective information.
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Article 13a Etf=af
Social partners’ agreements HRFIN— F F—E DFE

Social Partners' agreements possibly concluded in the field of this Directive
shall be listed on the website of the European Agency for Safety and Health at
Work (EU-OSHA). That list shall be regularly updated.
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MISCELLANEOUS PROVISIONS R
Article 14 FEArE
Health surveillance R
yM2 M2

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.

vC1

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,
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— 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 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.
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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.
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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 FEHLE
Record keeping FOBRDIRTE

1. The list referred to in point (c) of Article 12 and the medical record referred
to in Article 14(4) shall be kept for at least 40 years following the end of
exposure, in accordance with national laws and/or practice.

2. Those documents shall be made available to the responsible authority in
cases where the undertaking ceases activity, in accordance with national laws

and/or practice.
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Article 16

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

Amendment of Annex IT

The Commission is empowered to adopt delegated acts in accordance with
Article 17a to make strictly technical amendments to Annex II, in order to

take account of technical progress, changes in international regulations or
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specifications and new findings with regard to carcinogens or mutagens.

Where, in duly justified and exceptional cases involving imminent, direct and
serious risks to workers’ and other persons’ physical health and safety,
imperative grounds of urgency require action in a very short timeframe, the
procedure provided for in Article 17b shall apply to delegated acts adopted

pursuant to this Article.

T2,

T BE B OV DAt DO OB ARBIRERE K V2 2IZxd 5742 Ll
K72V AT ZPE 9 IES R BISN RISV T, BRROBHRIC
MNICHE A2 LB LT 28558121E. 5 17b RICHET 2 it
THRRSNEZEATHICHEASNG D LT 5,

S T ERE O E
K0 FEFIE O
. ZDORITHES

YM5 VYM5

Article 17a F17a £

Exercise of the delegation FTEDITRE

1. The power to adopt delegated acts is conferred on the Commission subject | 1. FTALINTATAEZERT HHERIT. ARKICED DFRMEDOTIT, ZESITSE
to the conditions laid down in this Article. Hahs,

2. The power to adopt delegated acts referred to in Article 17 shall be
conferred on the Commission for a period of five years from 26 July 2019. The
Commission shall draw up a report in respect of the delegation of power not
later than nine months before the end of the five-year period. The delegation
of power shall be tacitly extended for periods of an identical duration, unless
the European Parliament or the Council opposes such extension not later than
three months before the end of each period.

3. The delegation of power referred to in Article 17 may be revoked at any
time by the European Parliament or by the Council. A decision to revoke shall
put an end to the delegation of the power specified in that decision. It shall
take effect the day following the publication of the decision in the Official
Journal of the Kuropean Union or at a later date specified therein. It shall not
affect the validity of any delegated acts already in force.

4. Before adopting a delegated act, the Commission shall consult experts

designated by each Member State in accordance with the principles laid down

2. HT FOTATAT AL BT DHERIZ, 2019 7 A 26 A6 5 ], &
BAIEEND LD LTS, EESIE, bEROHIMAK TS 9 » ARlE
TIZ, MHEROZFEICEHT OREEELIERT 20D LT 5, HEROZFEX, BN
HAEXTHESNEHEOK T O 3 » ARTE TIZED L 5 IRIERIZ O L7
FRY . W CHIRICOWTERTERO 5 BIIER SN b D ET D,

3. 17 RIS DHEROZATIL, BONGRS ITHFEE N NOTHRVIET Z
EMTE D, BV ETREIL, ZOWRE THE SNIMHEROTTLEK T S5
LOLT D, ZOWREZ, TORENKMNESOERICEHKSNZHOEA X
XZOFTIHRESNTZHROBIZHENTH LD LT D, ZOWEIL, BECHEDL
TWDEATATH DA BE L RIES N D ET 5,

4. INZEEEIT, BEATA 2 BRI DRI
D EWESLS DICBETAHIEMBE 32 1

L2016 44 A 13 HICkERE S =l &
TE 8 B AVTZIFRANCHEV, &I E
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in the Interinstitutional Agreement of 13 April 2016 on Better
Law-Making (3).

5. As soon as it adopts a delegated act, the Commission shall notify it
simultaneously to the European Parliament and to the Council.

6. A delegated act adopted pursuant to Article 17 shall enter into force only if
no objection has been expressed either by the European Parliament or the
Council within a period of two months of notification of that act to the
European Parliament and the Council or if, before the expiry of that period,
the European Parliament and the Council have both informed the
Commission that they will not object. That period shall be extended by two

months at the initiative of the European Parliament or of the Council.

DA T HHEMFIHEMT D LT 5,

5. BRMNZEESIIFAFATAZ AR LIS T, BINES KO FESICFRFFICZED
EEr@EmTobD LT D,

6. 17T RIZEASWTER ENTZFREATAIT. BRINGES KO ERICZDITS
ZEELTHD 2 7 HAUWIZEINGES UIEFSOWT NG BN KA X

IR o T2 556 3% OB O T BTN ERINGEE S R OB SRS OB 0 B BRI 2
BRICEBNLVWEOBBENDH S T2HEICRY, BT 5b0E35, ZOH

%, BB I EZOREICLY, 2 r ARER SN D LT 5,

Article 17b

Urgency procedure

1. Delegated acts adopted under this Article shall enter into force without
delay and shall apply as long as no objection is expressed in accordance with
paragraph 2. The notification of a delegated act to the European Parliament
and the Council shall state the reasons for the use of the urgency procedure.
2. Either the European Parliament or the Council may object to a delegated
act in accordance with the procedure referred to in Article 17a(6). In such a

case, the Commission shall repeal the act immediately following the

FEfELEDZ

o g

L ARRICESOTEIRS N BT, Bl <R L, % 2
ﬂ%ﬁ%%énﬁwmb BHSND b0 LT 5, MR K OEHES
AT R OMENTIE, BEFHAHNTSBhETERT o0 LT 2,

-
/\0)%

2. FINEES THESOWTINIE %1h®%®$ﬁ%zﬁof§&éh
T2AT 2512 B2 ENTED, ZOHE, BRINEERIZ, BINGES
HESHNEELZHR LI CHREZEM L%, Hbl %@ﬁ%%%t#é%@

/\u%a

notification of the decision to object by the European Parliament or by the | &%,

Council.

¥C1 ¥C1

Article 18 E1NFE

Use of data T — & DFIH

The Commission shall have access to the use made by the competent national | BRINZEERIZ, 5 14 @OIZET 2 1HEHROFIHIZOWT, HROH 5 ENY)E
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authorities of the information referred to in Article 14(8). PAToTFHIE LTT 7 8AFT52¢0nTELHDET S,
YM2 YM2

Article 18a #18a £

Evaluation FHM

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.

yYM4

No later than 11 July 2022, the Commission shall assess the option of
amending this Directive to add provisions on a combination of an airborne
occupational exposure limit and a biological limit value for cadmium and its
inorganic compounds.

No later than 30 June 2020, the Commission shall, taking into account the
latest developments in scientific knowledge, and after appropriate
consultation with relevant stakeholders, in particular health practitioners and
health professionals, assess the option of amending this Directive in order to
include hazardous drugs, including cytotoxic drugs, or to propose a more

appropriate instrument for the purpose of ensuring the occupational safety of

MMEESIT, S
A OFEOREBEFHHO—ER & LT,

89/391/EEC D% 17a SRIZE K& STl & DS T, A
W AMEDFESL SV 1 U A ORFE %

BIET 2 LEMEIZOWTHRMET 2 b0 35, ZARIT, LEDSLCT, £
OYVEBE S 5 MEREESCEIEZRET 20D LT 5,

2019 £ 1 M-I £ T2, BONZER
T, AGHEmEEE ST L 9 ITARE
L35, EO LT, ZESIL, HWUREAIC
LT\J%%%%mﬁé%mkﬁéo

20, B R OREFTOEREZBE L
@%l%%Eﬁé RN 2 G925 D
L REE RO L s L

vM4
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DI DA S ET 5 BNE 2T 2D &35,

2020 - 6 A 30 HE TlZ, RINEZESIT, Bema Lo oMER 42 E)E L
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workers exposed to such drugs. On that basis, the Commission shall present, if

appropriate, and after consulting management and labour, a legislative

THLDLET D,

proposal.

V¥C1 ¥C1

Article 19 FENF
Notifying the Commission ZE 2~ DA

Member States shall communicate to the Commission the provisions of

national law which they adopt in the future in the field governed by this

IRENT. Zofam2EH S5 08 TR T 2 BNEORE 2 N E R
RNUBZET LD LT D,

Directive.
Article 20 B _+E
Repeal BEIE

Directive 90/394/EEC, as amended by the Directives referred to in Annex IV,
Part A of this Directive is repealed, without prejudice to the obligations of the
Member States concerning the time limits for transposition set out in Annex
IV, Part B of this Directive.

References to the repealed Directive shall be construed as references to this

Directive and shall be read in accordance with the correlation table in Annex

V.

AIESOMEE IV, 73— A TERENTWDIESICE> THRIESNT-IES
90/394/EEC X, RS DOMEE IV, /X—F B IZEDLNTWAHR HzD7=
ORI 2 MEEOFZE 285 Z L2 FEIEEh 5D,

BElE ENT T ~DF RIFIATE T ~DOF M LIRS, HHRE V OMBERICHE
S THARLND D ET D,

Article 21
Entry into force
This Directive shall enter into force on the twentieth day following that of its

publication in the Official Journal of the European Union.

B A%

FEZY

Z OEFITINES O FERICEBE SN OEEND 20 HRICEDT 250
&j‘éo

Article 22
Addressees
This Directive is addressed to the Member States.

BT %K
Piow 7
ZOfESIIMREI T TH B,
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ANNEX 1

List of substances, »M1 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 (4).

yYM2

6. Work involving exposure to respirable crystalline silica dust generated by a
work process.

yM3

7. Work involving dermal exposure to mineral oils that have been used before

in internal combustion engines to lubricate and cool the moving parts within

HBEE I

YEDI X P, 2M1 BEY RIT 2T X
B _F@%F =

1. A—7 I ol

2. AIRAA, T—)LE — )L XT3 — 1y FHIHET D BB IGTERRALAKE~
DIEL Tzt 512
3.F¥aRT =y i~y FORERHED
FEICS D INDHIEE

4. 4 7o T N a— L OREICB T S iREEME Y v A

5. VAR (RIER) OB LA 4) IZE5ENAH1EE

=
AL, X\

WHOBICRAETIH LA, HEELD

VYM2

6. TEE TR THRAET DWAMEDORREIES U WHEEIZ S b SN D1

VYMs3

7. =V NORTEE O & O EID 72 O I NRBERE TLLRT N B ST
W DGR~ D BRE I < 88 & O 1R

the engine.

8. Work involving exposure to diesel engine exhaust emissions. 8. T4 — BNV UDPR T AE L SNHIEE
¥C1 YC1

ANNEX IT Mg I

Practical recommendations for the health surveillance of workers B DREFERI D 7= 0 DFEFER) L HEREIR
(Article 14(7) (B+HEELE)

1. The doctor and/or authority responsible for the health surveillance of

1. BAEWE AT R R E T 8 S icdr@E o REERICEEZ R
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workers exposed to carcinogens or mutagens must be familiar with the
exposure conditions or circumstances of each worker.

2. Health surveillance of workers must be carried out in accordance with the
principles and practices of occupational medicine; it must include at least the
following measures:

— keeping records of a worker's medical and occupational history,

— a personal interview,

— where appropriate, biological surveillance, as well as detection of early and
reversible effects.

Further tests may be decided upon for each worker when he is the subject of
health surveillance, in the light of the most recent knowledge available to

occupational medicine.
VM3

PEAT R OV ST R, & 978 O < B SURIRBLUIS K@ L TV i huidze
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ANNEX IIT

LIMIT VALUES AND OTHER DIRECTLY RELATED

PROVISIONS (ARTICLE 16)

A. LIMIT VALUES FOR OCCUPATIONAL EXPOSURE

M & IIT

PRIRMEJ ON€ DI DIEBEBTE T S HE (F 16

A BEEDIZ BIRFE

Name of agent EC No (1) |CAS Limit values Notation Transitional measures

({B#%E%@Z% : B ZIK%_I%J_\') No @ 8 hours @ Short-term @ ({:—E) (%ﬁﬁ% : B Z'K%ﬂi%){)
mg/m3 (5) [ppm (6)|f/ml (7)|mg/m3 (5)|ppm (6)|f/ml (7)

Hardwood dusts — — 20 — — — — — Limit wvalue 3 mg/m3 until

(VAR (REER) OB TA) 17 January 2023
(BRAYE 3 mg/mi 2023 4F 1 H
17 HET)
Chromium (VI) compounds which|— — 0,005 — — — — — Limit value 0,010 mg/m3 until

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

(B F@EE (1) BORARMY
BHThoAMm7 v 2 bEW)

17 January 2025
Limit value: 0,025 mg/m3 for
welding or plasma cutting
processes or similar work
processes that generate fume
until 17 January 2025

(FRAME 0,010 mg/m m' 2025
F1HITHET
PRAME : 2025 421 H 17T HE T
DIEHE T T 7 X~ Yl TR X
FEUIH T DEE LR TE 2
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— L RELETDH AR
0,025mg/ni)

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

(B F@ESE (1) BORAENY
BHThoHMktT I v 7k

0,3

Respirable crystalline silica dust — — 0,1 (9 — — — — —
(W ANEDFE MY 1k T A)

Benzene 200-753-7|71-43-2 |3,25 1 — — — skin (10)
(R Y)

Vinyl chloride monomer 200-831-0|75-01-4 |2,6 1 — — — —
(e =Lt /) ~—

Ethylene oxide 200-849-9|75-21-8 |1,8 1 — — — skin (10)
(=FLoFFTR)

1,2-Epoxypropane 200-879-2|75-56-9 |2,4 1 — — — —
(1,2-=RF T m/Ry)

Trichloroethylene 201-167-4|79-01-6 |54,7 10 — 164,1 30 skin (10)
(FVZppzFLY)

Acrylamide 201-173-7|79-06-1 |0,1 — — — — skin (10)
(727 VL7 I KR)

2-Nitropropane 201-209-1|79-46-9 |18 5 — — — —
(2-= a7 aRy)

o-Toluidine 202-429-0|95-53-4 0,5 0,1 — — — skin (10)
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(b - brAPy)

4,4'-Methylenedianiline 202-974-4|101-77-9(0,08 — — skin (10)
(4,4 -AFLooT7=1)

Epichlorohydrine 203-439-8|106-89-8(1,9 — — skin (10)
(ER/A=2=0 NP

Ethylene dibromide 203-444-5106-93-4(0,8 0,1 — skin (10)
(ZRf=F L)

1,3-Butadiene 203-450-8|106-99-0|2,2 1 — —
1,3-7x%T=xy)

Ethylene dichloride 203-458-1|1107-06-2 (8,2 2 — skin (10)
(=T L)

Hydrazine 206-114-9(302-01-2(0,013 0,01 |— skin (10)
(e FZ7PV)

Bromoethylene 209-800-6|593-60-2|4,4 1 — —
(ZTrxxFL V)

Diesel engine exhaust emissions 0,05 (*1) The limit value shall apply

(T4 =Bz P OPERH A)

from 21 February 2023. For
underground mining and
tunnel construction the limit
value shall apply from 21
February 2026.

(FR5VEIX 2023 422 A 21 H A
LA IS, HUFEBAEL O R
VRNV LTEHEIZOWTIE., 2026
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H£2 021 AnbEHAEN5,)

Polycyclic aromatic hydrocarbons
mixtures, particularly those
containing benzolalpyrene, which
are carcinogens within the meaning
of this Directive

(BRI EBRRACKFIREY. FriIE
AT OEWRTHARMEME TH D
ValvvraEie b o)

skin (10)

Mineral oils that have been used
before in internal combustion
engines to lubricate and cool the
moving parts within the engine
(PSR CLIRT N = ¥ N D]
B O W K O AN S v Tz
G/

skin (10)

VM4

Cadmium and its  inorganic

compounds

(7 R UL RKROEDOEMIEY)

0,001 (1)

Limit value 0,004 mg/m3 (12)
until 11 July 2027

(FRFUE 0,004 mg/mi(12) 2027
FTHI11HET)

Beryllium and inorganic beryllium
compounds

(COWRRVNN QOF::3 /. SaNVRD RN sy
W)

0,0002 (11)

dermal and
respiratory

sensitisation (13)

Limit value 0,0006 mg/ms3
until 11 July 2026

(FRFE 0,0006 mg/ni 2026
ETHILHET)
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Arsenic acid and its salts, as well as
inorganic arsenic compounds

(b &k O O O R © =1L
=x?)

0,01 (1)

For the copper smelting
sector, the limit value shall
apply from 11 July 2023

GRBLBFET IOV TIE, 2023
7 H 11 H D SR
Shd,)

Formaldehyde
(R LT ILTFE R)

200-001-8

50-00-0

0,37

0,3

0,74

0,6

dermal

sensitisation (14)

Limit value of 0,62 mg/m3 or
0,5 ppm (3) for the health care,
funeral and embalming
sectors until 11 July 2024

(202447 A 11 B £ TOERK,
FElE K ONE AR OBL G LS5 B D
RO fE 0.62mg/m3 X &
0.5ppm(3))

4,4'-Methylene-bis (2-chloroaniline)
(44 -AFLrER (2-Z7nnry=
U))

202-918-9

101-14-4

0,01

skin (10)

VM3

(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, of]

Regulation (EC) No 1272/2008.

(? CAS No: Chemical Abstract Service Registry Number.

(3) Measured or calculated in relation to a reference period of eight hours time-weighted average (TWA).

(4) Short-term exposure limit (STEL). A limit value above which exposure should not occur and which is related to a 15-minute period unless otherwise

specified.

(5 mg/m3 = milligrams per cubic metre of air at 20 °C and 101,3 kPa (760 mm mercury pressure).



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004L0037-20190726#E0015
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004L0037-20190726#E0018
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004L0037-20190726#E0007
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004L0037-20190726#E0014
https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32019L0130

(6)  ppm = parts per million by volume in air (ml/ms3).

() f/ml = fibres per millilitre.

(8) Inhalable fraction: if hardwood dusts are mixed with other wood dusts, the limit value shall apply to all wood dusts present in that mixture.

(9) Respirable fraction.

(10) Substantial contribution to the total body burden via dermal exposure possible.

(11) Inhalable fraction.

(12) Inhalable fraction. Respirable fraction in those Member States that implement, on the date of the entry into force of this Directive, a biomonitoring system
with a biological limit value not exceeding 0,002 mg Cd/g creatinine in urine.

(13) The substance can cause sensitisation of the skin and of the respiratory tract.

(14) The substance can cause sensitisation of the skin.

(*1) Measured as elemental carbon.
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(2) CAS No : Chemical Abstract Service Registry Number
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(5) mg/m= mu:1m3ﬁh(mﬁﬁ7mmm) FH2ER 1 NHFA— VS0 T T A,

(6) ppm = ZEXKHOEFEE 53O —HAL (ml/m),
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(13) =W ILRE K OWER 2R DIEAEZ B & Z 3 Al HEMED & 5,
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Annex V
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TERR D B AFEAGR

(1) Directive 2009/148/EC of the European Parliament and of the Council of
30 November 2009 on the protection of workers from the risks related to
exposure to asbestos at work (OJ L 330, 16.12.2009, p. 28).

(2 ) Regulation (EC) No 1272/2008 of the European Parliament and of the
Council of 16 December 2008 on classification, labelling and packaging of
substances and mixtures, amending and repealing Directives 67/548/EEC and
1999/45/EC, and amending Regulation (EC) No 1907/2006 (OJ L 353,
31.12.2008, p. 1).

(3) 0J L 123, 12.5.20186, p. 1.

(4) Alist of some hardwoods is to be found in Volume 62 of the Monographs on
the ‘Wood Dust and
Formaldehyde’, published by the International Agency for Research on
Cancer, Lyon, 1995.

Evaluation of Carcinogenic Risks to Humans
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31.12.2008, p. 1),

(3)0dJ L 123, 12.5.2016, p.1.

(4) WL DODDOFEVAKR (JREER) DU A ME, EERD AR (International
Agency for Research on Cancer, Lyon, 1995) 21T L7= Tt MIXT 2B A
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49



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004L0037-20190726#src.E0001
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004L0037-20190726#src.E0002
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004L0037-20190726#src.E0003
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004L0037-20190726#src.E0004

