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SUBSIDIARY LEGISLATION 427.28

DANGEROUS SUBSTANCES AND PREPARATIONS
REGULATIONS

16th January, 2007

LEGAL NOTICE 10 of 2007, as amended by Legal Notices 221 and 309
of 2007, and 267 of 2009.

1.  The title of these regulations is the Dangeroussfautces Citation.
and Preparations Regulations.

2. Preparations that fail to comply with the provissonf General provision.
these regulations shall not be placed on the market
manufacturers or importers.

3. These regulations implement the provisions ®cope.
Commission Directive 1999/45/EC of the 31st May919as
amended by Commission Directive 2001/60/EC of ttte August,

2001.

4.1. These regulations shall apply to: Applicability.

- the classification, packaging and labelling of
dangerougpreparations, and to

- those preparations which may present hazards,
whetheror not they are classified as dangerous within
the meaning of those regulations, when such
preparations are placed on the market.

4.2. These regulation shall apply to preparationgcivh

- contain at least one dangerous substance within the
meaning of regulation 5, and

- are considered dangerous within the meaning of
regulations 8, 9 or 10.

4.3. The specific provisions set out -
- inregulation 11 and defined in the Fourth Schedule
- inregulation 12 and defined in the Fifth Schedaed
- inregulation 16

shall also apply to preparations which are not aered dangerous
within the meaning of regulations 8, 9 or 10 butynmevertheless
present a specific hazard.

4.4.1 Without prejudice to other provisions implerting the
requirements of the Plant Protection Products Ragahs, the S.L.430.01
regulations on classification, packaging, labelliagd safety
datasheets of these Regulations shall apply totppaatection
products.

4.4.2 Without prejudice to other provisions implertieg the
requirements of the Biocides Regulations, the ragiohs on S.L.430.03
classification, packaging, labelling and safetyafditeets of these
regulations shall apply to biocide products.
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S.L. 427.58

S.L. 435.35

S.L. 365.15

Definitions.

4.5. These regulations shall not apply to the follogv
preparations in the finished state, intended ferfihal user:

(a)
(b)
(c)

(d)
(€)
®

()

medicinal products for human or veterinary use, as
defined in the Act;

cosmetic products as defined in the Cosmetic Petsdu
Regulations;

mixtures of substances which, in the form of waste
covered by provisions implementing the requirements
of the Waste Management (Permit and Control)
Regulations;

foodstuffs;
animal feedingstuffs;

preparations containing radioactive substances as
defined by the Nuclear Safety and Radiation
Protection Regulations;

medical devices which are invasive or used in aire
physical contact with the human body in so far tep
measures lay down provisions for the classification
and labelling of dangerous substances and prepasati
which ensure the same level of information prowisio
and protection as these regulations.

4.6. These regulations shall not apply to:

the carriage of dangerous preparations by raildroa
inland waterway, sea or air,

preparations in transit which are under customs
supervision, provided they do not undergo any
treatment or processing.

5.1. In these regulations, the following definitions Bhapply,
unless the context otherwise requires:

(a

(b)

"substances" means chemical elements and their
compounds in the natural state or obtained by any
production process, including any additive necessar
to preserve the stability of the products and any
impurity deriving from the process used, but exahgd
any solvent which may be separated without affectin
the stability of the substance or changing its
composition;

"preparations" means mixtures or solutions comgose
of two or more substances;

(c) "polymer" means a substance consisting of mokesul

characterised by the sequence of one or more tgpes
monomer units and comprising a simple weight
majority of molecules containing at least three
monomer units which are covalently bound to atteas
one other monomer unit or other reactant and cesisis
of less than a simple weight majority of molecutds
the same molecular weight. Such molecules must be
distributed over a range of molecular weights where
differences in the number of monomer units. In the
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context of this definition a "monomer unit" meamet
reacted form of a monomer in a polymer;

(d) "placing on the market" means making available to
third parties. Importation into customs territorlyad
be deemed to be placing on the market for the mepo
of these regulations;

(e) "scientific research and development" means sifient
experimentation, analysis or chemical researchiearr
out under controlled conditions; it includes the
determination of intrinsic properties, performareaed
efficacy as well as scientific investigation reldteo
product development;

(f) "process-orientated research and development" mean
the further development of a substance in the aaofs
which pilot plant or production trials are usedtést
the fields of application of the substance;

(g) "Einecs" means the European Inventory of Existing
Commercial Chemical Substances. This inventory
contain the definitive list of all chemical substas
deemed to on the market within the European
Community on 18 September 1981.

5.2. The following are "dangerous” within the meanof these
regulations:

(a) explosive substances and preparations:

- solid, liquid, pasty or gelatinous substances and
preparations which may also react
exothermically without atmospheric oxygen
thereby quickly evolving gases, and which,
under defined test conditions, detonate, quickly
deflagrate or upon heating explode when
partially confined;

(b) oxidising substances and preparations;

- substances and preparations which give rise to a
highly exothermic reaction in contact with other
substances, particularly flammable substances;

(c) extremely flammable substances and preparations:

- liquid substances and preparations having an
extremely low flash-point and a low boiling-
point and gaseous substances and preparations
which are flammable in contact with air at
ambient temperature and pressure;

(d) highly flammable substances and preparations:

- substances and preparations which may become
hot and finally catch fire in contact with air at
ambient temperature without any application of
energy, or

- solid substances and preparations which may
readily catch fire after brief contact with a
source of ignition and which continue to burn or
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(e)

®

(9

(h)

(i)

()

(k)

0

(m)

to be consumed after removal of the source of
ignition, or

- liquid substances and preparations having a very
low flash-point, or

- substances and preparations which, in contact
with water or damp air, evolve extremely
flammable gases in dangerous quantities;

flammable substances and preparations:

- liquid substances and preparations having a low
flash-point;

very toxic substances and preparations:

- substances and preparations which in very low
guantities cause death or acute or chronic
damage to health when inhaled, swallowed or
absorbed via the skin;

toxic substances and preparations:

- substances and preparations which in low
guantities cause death or acute or chronic
damage to health when inhaled, swallowed or
absorbed via the skin;

harmful substances and preparations:

- substances and preparations which may cause
deathor acute or chronic damage to health when
inhaled, swallowed or absorbed via the skin;

corrosive substances and preparations:

- substances and preparations which may, on
contactwith living tissues, destroy them;

irritant substances and preparations:

- non-corrosive substances and preparations
which, through immediate, prolonged or
repeated contact with skin or mucous membrane,
may cause inflammation;

sensitising substances and preparations:

- substances and preparations which, if they are
inhaledor if they penetrate the skin, are capable
of eliciting a reaction of hypersensitisation such
that on further exposure to the substance or
preparation, characteristic adverse effects are
produced;

carcinogenic substances and preparations:

- substances or preparations which, if they are
inhaledor ingested or if they penetrate the skin,
may induce cancer or increase its incidence;

mutagenic substances and preparations:

- substances and preparations which, if they are
inhaledor ingested or if they penetrate the skin,
may induce heritable genetic defects or increase
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their incidence;

(n) substances and preparations which are toxic for
reproduction:

- substances and preparations which, if they are
inhaledor ingested or if they penetrate the skin,
may produce, or increase the incidence of, non-
heritable adverse effects in the progeny and, or
an impairment of male or female reproductive
functions or capacity;

(o) substances and preparations which are dangeraus fo
the environment:

- substances and preparations which, were they to
enterthe environment, would or could present
an immediate or delayed danger for one or more
components of the environment.

5.3. "Directive 67/548/EEC" shall mean Directive B48/EEC
of the European Community or equivalent provisions.

6.1. The evaluation of the hazards of a preparation|sbal Determination of

based on the determination of : dangerous
properties of
- ico- i i preparations.
physmo_ chemlcgl properties, sty
- properties affecting health, L.N. 267 of 2009.

- environmental properties.

These different properties shall be determined dnoadance
with the provisions laid down in regulations 8, 8dal10. Where
laboratory tests are conducted, they shall be edrdut on the
preparation as placed on the market.

6.2. Where the determination of dangerous propertiearried
out in accordance with regulations 8, 9 and 10,dalhgerous
substances within the meaning of regulation 5.21 @nparticular
those which -

- are listed inPart 3 of Annex VI to Regulation (EC)
No. 1272/2008 of the European Parliament and of the
Council of 16 December 2008 on the classification,
labelling and packaging of substances and mixtures

- are listed in ELINCS in accordance with the
DangerousSubstances (Notification) Regulations,  S.L.427.14

- are classified and labelled provisionally by thegoa
responsible for the placing on the market in
accordance with the Dangerous Substancgs. 427.14
(Notification) Regulations,

- are classified and labelled in accordance with the
Dangerous Substances (Notification) Regulationsl, af.L. 427.14
are not yet included in ELINCS,

- are covered by the Dangerous Substances.427.14
(Notification) Regulations,

- are classified and labelled in accordance with the
Dangerous Substances (Notification) Regulations, S.L.427.14
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General principles
of classification
and labelling.

Evaluation of the
hazards deriving
from physico-
chemical
properties.

shall be taken into consideration in accordancd e provisions
laid down in the method used.

6.3. For preparations covered by these regulatidasigerous
substances as referred to in regulation 5.2. whighclassified as
dangerous on the basis of their health and, or mmwental
effects, whether they are present as impuritieaduatitives, shall be
taken into consideration when their concentratiom @qual to, or
greater than, those defined in the following tabldess lower
values are given in Part 3 of Annex VI to Regulat{&@C) No 1272/
2008 of the European Parliament and of the Cound¢ill6
December 2008 on the classification, labelling pad¢kaging of
substances and mixtures, or in Part B of the Se@&uidkdule or in
Part B of the Third Schedule, unless otherwise ggekin the Fifth
Schedule.

Category of danger of the substance Concentratidake into
consideration for
Gaseous Other
preparations preparations
% vol/vol % wiw
Very toxic >0.02 >0.1
Toxic >0.02 >0.1
Carcinogenic Category 1 or 2 _ 02 >0.1
Mutagenic 1 or 2 .02 >0.1
Toxic for reproduction Category 1 or 2| _ 0202 >0.1
Harmful >0.2 >1
Corrosive >0.02 >1
Irritant >0.2 >1
Sensitising >0.2 >1
Carcinogenic Category 3 _62 >1
Mutagenic Category 3 _8.2 >1
Toxic for reproduction Category 3 _G2 >1
Dangerous for the environment N _ o1
Dangerous for the environment ozone _ 04 >0.1
Dangerous for the environment _ >

7.1. The classification of dangerous preparations adogrdo
the degree and specific nature of the hazards vamblshall be
based on the definitions of categories of dangeéd own in
regulation 5.2.

7.2. The general principles of the classificationl dabelling of
preparations shall be applied in accordance withdhiteria laid
down in Annex VI to Directive 67/548/EEC, save waeailternative
criteria referred to in regulations 8, 9, 10 or d3d the relevant
Schedules of these regulations are applied.

8.1. The hazards of a preparation deriving from its ptys
chemical properties shall be assessed by determitip means of
the methods specified in Part A of Annex V to Ditige 67/548/
EEC, the physico-chemical properties of the prepananecessary
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for appropriate classification and labelling in aodance with the
criteria laid down in Annex VI to that Directive.

8.2. By way of derogation from regulation 8.1:

The determination of the explosive, oxidising, extrely
flammable, highly flammable, or flammable propesgties not
necessary provided that:

- none of the constituents possesses such proparties
that, on the basis of the information availablethe
manufacturer, the preparation is unlikely to présen
hazards of this kind,

- in the event of a change in the composition of a
preparatiorof known composition, scientific evidence
indicates that a reassessment of the hazards will n
lead to a change in classification,

- preparation placed on the market in the form of
aerosols satisfy the provisions of the AerosolS.L.427.26
Dispensers Regulations.

8.3. For certain cases for which the methods laidrdan Part
A of Annex V to Directive 67/548/EEC are not approgte,
alternative calculation methods are laid down imtPBaof the First
Schedule.

8.4. Certain exemptions from the application of thethods
laid down in Part A of Annex V to Directive 67/54BEC are
referred to in Part A of the First Schedule.

8.5. The hazards deriving from the physico-chempralperties
of a preparation covered by the Plant Protectiomdrcts S.L.430.01
Regulations, or equivalent provisions shall be as®a by
determining the physcio-chemical properties of greparation
necessary for appropriate classification in accoatawith the
criteria set out in Annex VI to Directive 67/548/EE These
properties shall be determined by means of the austhaid down
in Part A of Annex V to Directive 67/548/EEC unlessther
internationally recognised methods are acceptablacicordance
with the provisions of the Second and Third Schedub the Plant
Protection Products Regulations.

9.1. The health hazards of a preparation shall be asdelsg Evaluation of
one or more of the following procedures: health hazards.

(@) by a conventional method described in the Second
Schedule;

(b) by determining the toxicological properties of the
preparation necessary for appropriate classificatio
accordance with the criteria in Annex VI to Diredi
67/548/EEC. These properties shall be determined by
means of the methods laid down in Part B of Annex V
to Directive 67/548/EEC, unless, in the case ofpla
protection products, other internationally recoguis
methods are acceptable in accordance with the
provisions of the First and Second Schedules to the
Plant Protection Products Regulations. S.L.430.01
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S.L. 430.01

Cap. 439.

S.L. 427.56
Cap. 439.

S.L. 430.01

9.2. Without prejudice to the requirements of thearfl
Protection Products Regulations, or equivalent gmns, only
where it can be scientifically demonstrated by therson
responsible for placing the preparation on the nearthat the
toxicological properties of the preparation cangotrectly be
determined by the method outlined in regulation.@)l or on the
basis of existing test results on animals, the méshoutlined in
regulation 9.1.) may be used, provided they are justified or
specifically authorised under the Animal WelfaretAc

9.2.1. When a toxicological property is establishked the
methods outlined in regulation 7.h)(to obtain new data, the test
shall be conducted in compliance with the princgplef good
laboratory practice provided for in the Good Lakiorg Practice
Regulations, and the provisions in the Animal Wedfact.

9.2.2. Subject to the provisions of regulation 9.®here a
toxicological property has been established onbthsis of both the
methods outlined in regulations 9.4).@nd ), the results from the
methods outlined in regulation 9.t)(shall be used for classifying
the preparation, except in the case of carcinogemigtagenic or
toxic effects for reproduction for which only thesthod outlined in
9.1.(@) shall be used.

9.2.3. Any of the toxicological properties of theeparation
which are not assessed by the method outlinedgolation 9.1.£)
shall be assessed in accordance with the methotneut in
regulation 9.14).

9.3. Furthermore, where it can be demonstrated -

- by epidemiological studies, by scientifically vakdse
studies as specified by Annex VI to Directive 67854
EEC or by statistically backed experience, suclhas
assessment of data from poison information units or
concerning occupational diseases, that toxicoldgica
effects on man differ from those suggested by the
application of methods outlined in regulation 9thgn
the preparation shall be classified according ® it
effects on man,

- that, owing to effects such as potentiation, a
conventional assessment would underestimate the
toxicological hazard, those effects shall be takeo
account in classifying the preparation,

- that, owing to effects such as antagonism, a
conventional assessment would overestimate the
toxicological hazard, those effects shall be takeo
account in classifying the preparation.

9.4. For preparations of a known composition, withe t
exception of those covered by the Plant Protectfonducts
Regulations, or equivalent provisions, classifiedccordance with
regulation 9.1.19), a new evaluation of health hazard by the
methods outlined in either regulation 9.4).(or (b) shall be
performed whenever:

- changes of composition of the initial concentratian
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a weight/weight or volume/volume percentage, of one
or more of the dangerous constituents are introduce
by the manufacturer, in accordance with following

table:
Initial concentration | Permitted variation in initial
range of the constituerdoncentration of the constituent
<2.5% +30 %
>2.5<10% +20%
> 10 <25% +10%
> 25 <100% + 5%

- changes of composition involving the substitution o
addition of one or more constituents, which may or
may not be dangerous within the definitions setiout
regulation 5.2, are introduced by the manufacturer.

This new evaluation will apply unless there is da$icientific
justification for considering that a re-evaluatiohthe hazard will
not result in a change of classification.

10.1. The hazards of a preparation for the environmedldie Evaluation of

assessed by one or more of the following procedures ﬁg‘z’g?dnsme”ta'
(@) by a conventional method described in the Third
Schedule;

(b) by determining the hazardous properties of the
preparation for the environment necessary for
appropriate classification in accordance with the
criteria set out in Annex VI to Directive 67/548/EE
These properties shall be determined by meansef th
methods laid down in Part C of Annex V to Directive
67/548/EEC unless, in the case of plant protection
products, other internationally recognised methards
acceptable in accordance with provisions of the
Second and Third Schedule of the Plant Protectién. 430.01
Products Regulations. Without prejudice to theitept
requirements set out in the Plant Protection Prtsluc
Regulations, the conditions for application of tiest
methods are described in Part C of the Third Sckedu

10.2. When an ecotoxicological property is estaldisby one of
the methods outlined in regulation 10H).(o obtain new data, the
test shall be conducted in compliance with the gipfes of good
laboratory practice provided for in the Good Lalktorg Practice S.L.427.56
Regulations and the provisions in the Animal Wedf#@ct. Where Cap. 439.
the environmental hazards have been assessed ipliemme with
both the procedures mentioned above, the resulth@imethods
referred to in regulation 10.D) shall be used for classifying the
preparation.

10.3. For preparations of a known composition, withe
exception of those covered by the Plant Protectfronducts S.L.430.01
Regulations or equivalent provisions, classifiechotordance with
method outlined in regulation 10.b), a new evaluation of
environmental hazard either by the method outlilmedegulation
8.1.(@) or that outlined in regulation 8.1h) shall be performed
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whenever:

changes of composition of the initial concentratian

a weight/weight or volume/volume percentage, of one
or more of the dangerous constituents are introduce
by the manufacturer, in accordance with following
table:

Initial concentration | Permitted variation in initial
range of the constituerdoncentration of the constituent
<2.5% +30 %
>2.5<10% +20%
> 10 <25% +10%
> 25 <100% + 5%

changes of composition involving the substitution o
addition of one or more constituents, which may or
may not be dangerous within the definitions setiout
regulation 5.2, are introduced by the manufacturer.

This new evaluation will apply unless there is dasicientific
justification for considering that a re-evaluatiohthe hazard will
not result in a change of classification.

Prohibition of 11.1. Preparations covered by these regulations canreot b
marketing. placed on the market unless they comply with it.
11.2. In order to ensure compliance with these laguns, the

Director may request information on the compositi@hnthe
preparation and any other pertinent informationnfrany person
responsible for placing the preparation on the ratirk

11.3. The Director shall take all necessary meastweensure
that those responsible for placing the preparatiarthe market
hold at his disposal:

the data used for the classification and labelbfighe
preparation,

any pertinent information relating to packaging
requirements in accordance with regulation 12.1.3,
including the test certificate issued in accordanii
Part A of Annex IX to Directive 67/548/EEC,

the data used for establishing the safety datatslree
accordance with regulation 15.

Packaging. 12.1. Preparations within the meaning of regulation 4akd
preparations covered by the Fourth Schedule putstoaregulation
4.3. cannot be placed on the market unless theikgging satisfies
the following requirements:

it shall be so designed and constructed that iteertts
cannot escape; this requirement shall not applyrevhe
special devices are prescribed,

the materials constituting the packaging and fastgn
must not be susceptible to adverse attack by the
contents, or liable to form dangerous compounds wit
the contents,
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- packaging and fastenings must be strong and solid
throughout to ensure that they will not loosen an
safely meet the normal stresses and strains of
handling,

- containers fitted with replaceable fastening desice
shallbe so designed that the packaging can be fastened
repeatedly without the contents escaping.

12.2. Containers which contain preparations witthi@ meaning
of regulation 4.2. and preparations covered byRberth Schedule
pursuant to regulation 4.3. offered or sold to gemneral public
must not have:

- either a shape and, or graphic decoration likely to
attractor arouse the active curiosity of children or to
mislead consumers, or

- apresentation and, or a designation used for fodigs
or animal feedingstuffs or medicinal or cosmetic
products.

12.3. Containers which contain certain preparatiofiered or
sold to the general public covered by the FourtheSule must:

- be fitted with child-resistant fastenings, and, or
- carry a tactile warning of danger.

The devices must conform to the technical specifoaes given
in Parts A and B of Annex IX to Directive 67/548/EE

12.4. The packaging of preparations shall be deetoeshtisfy
the requirements of regulations 12.1. to 12.3t damplies with the
requirements for carriage of dangerous goods by maad, inland,
waterway, sea or air.

13.1. Preparations within the meaning of regulation £&nnot Labelling.
be placed on the market unless the labelling orirthackaging ff,[l‘enz%e?do?yzioog
satisfies all the requirements of regulation 138d the specific '
provisions of Part A and B of the Fifth Schedule.

Preparations within the meaning of regulation 48.defined in
Parts B and C of the Fifth Schedule cannot be glammethe market
unless the labelling on their packaging satisfles tequirements of
regulations 13.2.1. and 13.2.2. and the specifavisions of Parts
B and C of the Fifth Schedule.

13.1.1. With respect to plant protection produaibjsct to the
Plant Protection Products Regulations, or equivigheavisions, the S.L.430.01
labelling requirements in accordance with theseil&ions shall be
accompanied by the following wording:

"To avoid risks to man and the environment, comply
with the instructions for use.".

This labelling shall be without prejudice to thefanmation
required by the Plant Protection Products Regutestio S.L. 430.01

13.2. The following information shall be clearly camndelibly
marked on any package:

13.2.1. the trade name or designation of the pjar;
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13.2.2. the name, full address and telephone nunifethe
person established in the European Community whesponsible
for placing the preparation on the market, whethtelbe the
manufacturer, the importer or the distributor;

13.2.3. the chemical name of the substance or anbss present
in the preparation in accordance with the follownhetailed rules:

for preparations classified as T+, T, Xn in accorck&
with regulation 9, only the substances T+, T, Xn
present in concentrations equal to, or greater,thiam
lowest limit (limit Xn) for each of them laid dowim

Part 3 of Annex VI to Regulation (EC) No 1272/2008
of the European Parliament and of the Council of 16
December 2008 on the classification, labelling and
packaging of substances and mixtures or, failinaf,th
Part B of the Second Schedule have to be taken into
consideration;

for preparations classified C in accordance with
regulation 9, only C substances present in
concentrations equal to, or greater than, the lowes
limit (limit Xi) laid down in Annex | to Directive67/
548/EEC or failing that, Part B of the Second Sclied
have to be taken into consideration;

the name of the substances which have given rise to
the classification of the preparation in one or more of
the following hazard categories:

- carcinogen category 1, 2 or 3,

- mutagen category 1, 2 or 3,

- toxic for reproduction category 1, 2 or 3,

- very toxic, toxic or harmful due to non-lethal
effectsafter a single exposure,

- toxic or harmful due to severe effects after
repeatecr prolonged exposure,

- sensitising;
shall be mentioned on the label.

The chemical name shall be one of the designatimied in
Annex | to Directive 67/548/EEC or an internatiolyalecognised
chemical nomenclature if no corresponding desigmais yet listed
in that Annex.

As a consequence of the above provisions the ndme o
any substance which led to the classification of th
preparation in the following hazard categories:

- explosive,

- oxidising,

- extremely flammable,

- highly flammable,

- flammable,

- irritant,

- dangerous for the environment;
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need not be mentioned on the label unless the
substance has to be mentioned pursuant to the first
second or third indents of regulation 13.2.3.

- As a general rule, a maximum of four chemical names
shall suffice to identify the substances primarily
responsible for the major health hazards which have
given rise to the classification and the choicetlod
corresponding phrases referring to the risk invdlve
In some cases, more than four chemical names may be
necessary.

13.2.4. The danger symbol(s), where specified ires¢h
regulations, and indication(s) of hazards involvedhe use of the
preparation, shall be in accordance with the wogdif Annexes I
and VI to Directive 67/548/EEC and shall be applieéccordance
with the evaluation of the hazards carried out ¢dea@dance with
the First, Second and Third Schedules.

Where more that one danger symbol must be assigoed
preparation the obligation to apply the symbol:

- T shall make the symbols C and Xn optional unless
otherwise specified in Part 3 of Annex VI to
Regulation (EC) No 1272/2008 of the European
Parliament and of the Council of 16 December 2008
on the classification, labelling and packaging of
substances and mixtures,

- C shall make the symbol Xi optional,
- E shall make the symbol F and O optional,
- Xn shall make the symbol Xi optional.

The symbol(s) shall be printed in black on an oredygllow
background.

13.2.5. The indications concerning special risks gRrases)
shall comply with the wording in Annexes Il and Y8 Directive
67/548/EEC and shall be assigned in accordance ngghlts of the
hazard evaluation carried out in accordance withRirst, Second
and Third Schedules.

As a general rule, a maximum of six R phrases shuafflice to
describe the risks; for this purpose, the combipkhses listed in
Annex Ill to Directive 67/548/EEC shall be regardasl single
phrases.

However, if the preparation falls within more thane danger
category, those standard phrases shall cover &llptincipal
hazards associated with the preparation. In sosesaore than
six R phrases may be necessary.

The standard phrases "extremely flammable" or "Hhygh
flammable" need not be used where they describimdication of
danger used in accordance with paragraph 13.2.4.

13.2.6. The indications giving safety advice (S gs®s) shall
comply with the wording in the Fourth Schedule amith Annex
VI to Directive 67/548/EEC and shall be assignhedatordance
with the results of the hazard evaluation carriedl io accordance
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Implementation of
the labelling
requirements.

with the First, Second and Third Schedules.

As a general rule, a maximum of six S phrases shuflice to
formulate the most appropriate safety advice; fos ppurpose the
combined phrases listed in Annex IV to Directived S4B/EEC shall
be regarded as single phrases. However, in somesaasre than
six S phrases may be necessary.

Where it is physically impossible to include thevadk on the
label or package itself, the package shall be agaoried by safety
advice on the use of the preparation.

13.2.7. The nominal quantity (nominal mass or nahiwolume)
of the contents in the case of preparations offeyedold to the
general public.

13.3. For certain preparations classified as damgewithin the
meaning of regulation 10, by way of derogation froegulations
13.2.4., 13.2.5., and 13.2.6., exemptions to carfabvisions on
the environmental labelling or specific provisionsrelation to the
environmental labelling may be determined in aceoxk with the
procedure referred to in Article 20 of DirectiveQ®345/EC, where
it can be demonstrated that there would be a reducin the
environmental impact. These exemptions or spegifavisions are
defined and laid down in Part A or B of the Fiftoigdule.

13.4. If the contents of the package do not excexsnl:

- in the case of preparations that are classifietighly
flammable, oxidising, irritant, with the exceptiaf
those assigned R41, or dangerous for the envirohmen
and assigned the N symbol it shall not be necesary
indicate the R phrases or the S phrases,

- in the case of preparations that are classified as
flammableor dangerous for the environment and not
assigned the N symbol it shall be necessary tccatdi
the R phrases but it shall not be necessary tacatdi
the S phrases.

13.5. Without prejudice to regulation 43(3) of thHelant
Protection Products Regulations, indications sughreon-toxic",
"non-harmful”, "non-polluting”, "ecological” or angther
statement indicating that the preparation is notg#aous or likely
to lead to under-estimation of the dangers of theppration in
question shall not appear on the packaging or llabglof any
preparation subject to these regulations.

14.1. Where the particulars required by regulation 1Begr on
a label, that label shall be firmly affixed to oaemore surfaces of
the packaging so that those particulars can be hematzontally
when the package is set down normally. The dimemsiof the
label are laid down in Annex VI to Directive 67/5&&C and the
label is intended solely for provision of the infiwation required by
this Directive and if necessary of any supplemeyntaealth or
safety information.

14.2. A label shall not be required when the paltcs are
clearly shown on the package itself, as specifiecegulation 14.1.
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14.3. The colour and presentation of the label irothe case of
regulation 14.2, of the package - shall be such tha danger
symbol and its background stand out clearly from it

14.4. The information required on the label undsgulation 13
shall stand out clearly from its background andliste of such size
and spacing as to be easily read.

Any specific provisions regarding the presentataon format of
this information laid down in Annex VI to Directiveé7/548/EEC
shall be applicable.

14.5. Preparations covered by these regulationg breitabelled
in at least one of the official languages of Malta.

14.6.

For

the purposes of these regulations, laigell

requirements shall be deemed to be satisfied:

(a)

(b)

15.1. Regulations 12, 13 and 14 shall not apply to esples
placed on the market with a view to obtaining amplesive or
pyrotechnic effect.

in the case of an outer package containing onaane
inner packages, if the outer package is labelled in
accordance with international rules on the transpbr

dangerous goods and the inner package or packages

are labelled in accordance with these regulations;
in the case of a single package:

if such a package is labelled in accordance with
international rules on the transport of dangerous
goods and with regulations 13.2.1, 13.2.2,
13.2.3, 13.2.5 and 13.2.6; for preparations
classified according to regulation 10, the
provisions of regulation 13.2.4 shall additionally
apply with respect to the property in question
when it has not been so identified on the label,
or

where appropriate, for particular types of
packagingsuch as mobile gas cylinders, if the
specific requirements referred to in Annex VI to
Directive 67/548/EEC are complied with.

15.2. For certain dangerous preparations withinrtteaning of
regulations 8, 9 or 10 defined in the Seventh Sakedhich, in the
form in which they are placed on the market, do pgsent any
physico-chemical risk, or risk to health or to teevironment,
regulations 12, 13 and 14 shall not apply.

15.3. The Director may also, on the advice of thaltsl
Standards Authority:

(8) permit the labelling required by regulation 13 lte
applied in some other appropriate manner on package
which are either too small or otherwise unsuitafole
labelling in accordance with regulation 14.1 and214

by way of derogation from regulations 13 and 14
permit the packaging of dangerous preparations lvhic
are classified as harmful, extremely flammable hiyg

(b)

Exemptions from
the labelling and
packaging
requirements.
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flammable, flammable, irritant or oxidising to be
unlabelled or to be labelled in some other wayhdy
contain such small quantities that there is nooeas
fear any danger to persons handling such preparatio
or to other persons;

(c) by way of derogation from regulations 13 and 1a, f
preparations classified according to regulation 10,
permit the packaging of dangerous preparationseto b
unlabelled or labelled in some other way if they
contain such small quantities that there is nooras
fear any dangers to the environment;

(d) by way of derogation from regulations 13 and 14
permit the packaging of dangerous preparations whic
are not mentioned in paragraphb) (or (c) to be
labelled in some other appropriate way, if the payds
are too small for the labelling provided for in
paragraphs 13 and 14 and there is no reason tafgar
danger to persons handling such preparations or to
other persons.

Where this regulation is applied, the use of sympaoidications
of danger, risk (R) phrases or safety (S) phras#erdnt to those
laid down in these regulations shall not be peraditt

Distance selling. 16.1. Any advertisement for a preparation within the meg of
these regulations which enables a member of themgémpublic to
conclude a contract for purchase without first mavsight of the
label for that preparation must make mention oftgpe or types of
hazard indicated on the label. This requirementithout prejudice

Cap. 378. to the provisions of the Consumer Affairs Act o throtection of
consumers in respect of distance contracts.

Safety data sheet. 17. (Deleted by: L.N. 221 of 2007)

Confidentiality of 18.1. Where the person responsible for placing the mapan

chemical names.  gn the market can demonstrate that the disclosarthe label or
safety data sheet of the chemical identity of assabce which is
exclusively classified as:

- irritant with the exception of those assigned R41 o
irritant in combination with one or more of the other
properties mentioned in the fourth indent of regioia
13.2.3, or

- harmful or harmful in combination with one or mak
the properties mentioned in the fourth indent of
regulation 13.2.3 presenting acute lethal effetdne,

will put at risk the confidential nature of his @ltectual property,
he may, in accordance with the provisions of thetsSchedule be
permitted to refer to that substance either by mse@na name that
identifies the most important functional chemicabgps or by
means of an alternative name. This procedure mayaapplied
where the substance concerned has been assigreecpasure limit
by the European Community.

Where the person responsible for placing a prejp@nadn the
market wishes to take advantage of confidentigpitgvisions, he



DANGEROUS SUBSTANCES AND PREPARATIONS [S.L.427.28 17

shall make a request to the Director.

This request must be made in accordance with tbgigions of
the Sixth Schedule and must provide the informatiequired in
the form in Part A of that Schedule. The Directaaymevertheless
request further information from the person respesfor placing
the preparation on the market if such informatipp@ars necessary
in order to evaluate the validity of the request.

The Director, when receiving a request for confitlality shall
notify the applicant of his decision.

The Director shall recognise a decision pursuard tequest for
confidentiality taken by the competent authorityaoMember State
of the European Community, provided that a copgwéh decision
has been duly forwarded to him by the person resgde for
placing the preparation on the Maltese market.

Confidential information brought to the attentiohtbe Director
shall be treated in accordance with the provisiohge Dangerous S.L. 427.14
Substances (Notification) Regulations.

19.1. These regulations shall apply without prejudiceotber Safety of workers.
requirements deemed necessary to ensure that weraes
protected when using the dangerous preparationguistion,
provided that this does not mean that the classifon, packaging,
and labelling of dangerous preparations are modlifiea way not
provided for in these regulations.

20.1. Where the Director has detailed evidence that safeguard clause.
preparation, although satisfying the provisionshase regulations,
constitutes a hazard for man or the environmengromunds relating
to the provisions of these regulations, he mayttanadvice of the
Directorate responsible for chemicals within theltdaStandards
Authority, provisionally prohibit the placing ondhmarket of that
preparation or subject it to special conditions.
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FIRST SCHEDULE

Methods for the evaluation of physico-chemical mdjes of preparations
in accordance with regulation 8

PART A
Exemptions to test methods of Annex V - Part A tioebtive 67/548/EEC
See point 2.2.5 of Annex VI to Dircctivc 67/548/EEC
PART B
Alternative calculation methods

B.1. Non-gaseous preparations

1. Method for the determination of oxidising propest of preparations
containing organic peroxides.

See point 2.2.2.1 of Annex VI to Dircctive 67/548/E.
B.2. Gaseous preparations
1. Method for the determination of oxidising propest
See point 9.1.1.2 of Annex VI to Directive 67/54B/E.
2.  Method for the determination of flammability pempies
See point 9.1.1.1 of Annex VI to Directive 67/54B/E.

/Cr,rglenz%e;i %oog SECOND SCHEDULE
N, o] 3
Methods for the evaluation of health hazards of
preparations in accordance with regulation 9
Introduction

An assessment must be made for all the health sflemrresponding to the health
effects of substances contained in a preparatibis donventional method described
in Parts A and B of this Schedule is a calculatiegthod which is applicable to all
preparations and which takes into consideratiorttedl health hazards of substances
contained in the preparation. For that purposedtmegerous health effects have been
subdivided into:

1. acute lethal effects;

non-lethal irreversible effects after a singlpesure;
severe effects after repeated or prolonged exgosu
corrosive effects, irritant effects;

ok~ WD

sensitising effects;
6. carcinogenic effects, mutagenic effects, toxfees for reproduction.

The health effects of a preparation are to be asskm accordance with paragraph
7.1(a) by the conventional method described in Partsd B of this Schedule using
indvidual concentration limits.

(a) where the dangerous substances listed in Part Amfex VI to
Regulation (EC) No 1272/2008 of the European Paréiat and of the
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Council of 16 December 2008 on the classificatidabelling and

packaging of substances and mixtures are assigmeceatration limits

necessary for the application of the method of sssent described in
Part A of this Schedule, these concentration limitsst be used;

(b) where the dangerous substances do not appeanir8Bd Annex VI to
Regulation (EC) No 1272/2008 of the European Paréiat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures or appearethéthout the
concentration limits necessary for the applicatioihthe method of
evaluation described in Part A of this Schedule, ¢cbncentration limits
must be assigned in accordance with the specitinatin Part B of this
Schedule.

The procedure for classification is set out in Pauf this Schedule.

The classification of the substance(s) and the Itasy classification of the
preparation are expressed:

- either by a symbol and one or more risk phrases, o

- by categories (category 1, category 2 or cated@)rglso assigned risk
phrases when substances and preparations are ghdvencarcinogenic,
mutagenic or toxic for reproduction. Therefore & important to
consider, in addition to the symbol, all the phsasknoting specific
risks which are assigned to each substance undesid@ration.

The systematic assessment of all the dangeroudtheéfiects is expressed by
means of concentration limits, expressed as a waigdight percentage except for
gaseous preparations where they are expressedasrae/volume percentage and
in conjunction with the classification of the sudnste.

Where they are not given in Part 3 of Annex VI tegRlation (EC) No 1272/2008
of the European Parliament and of the Council of0décember 2008 on the
classification, labelling and packaging of subs&sand mixtures, the concentration
limits to be taken into account for the applicatiohthis conventional method are
those set out in Part B of this Schedule.

PART A
Procedure for evaluation of health hazards
The evaluation proceeds stepwise as follows:
1. The following preparations are to be classifisdvary toxic:

1.1. owing to their acute lethal effects and assignke symbol "T", the
indication of danger "very toxic" and the risk phea R26, R27 or R28;

1.1.1. preparations containing one or more substatassified as very toxic that
produce such effects, in individual concentratiensial to or greater than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl packaging of
substances and mixtures for the substance or sulesa under
consideration, or

(b) the concentration specified at point 1 in PartfBhis Schedule (Table |
and | A) where the substance or substances do puta in Part 3 of
Annex VI to Regulation (EC) No 1272/2008 of the gpean Parliament
and of the Council of 16 December 2008 on the di@sgion, labelling
and packaging of substances and mixtures or appedt without
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concentration limits;

1.1.2. preparations containing more than one sulgstalassified as very toxic in
lower individual concentrations than the limits sified under 1.1.14) or (b) if:

(o) =

Pr. is the percentage by weight or by volume of eaetytoxic substance in
the preparation,

where:

Lt is the very toxic limit specified for each veryxio substance, expressed
as a percentage by height or by volume;

1.2. owing to their non-lethal irreversible effedfter a single exposure and
assigned the symbol "T, the indication of danger "very toxic" and thekiphrase
R39/route of exposure.

Preparations containing at least one dangerousaibs that produces such
effects in individual concentrations equal to oeager than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 2 in PartfBhas Schcdule (Table Il
and Il A) where the substance or substances dappear in Part 3 of
Annex VI to Regulation (EC) No 1272/2008 of the gpean Parliament
and of the Council of 16 December 2008 on the dlizsdion, labelling

and packaging of substances and mixtures or appedt without
concentration limits.

2.  The following preparations shall be classified@sc:

2.1. owing to their acute lethal effects and assigrtbe symbol "T", the
indication of danger "toxic" and the risk phraseés3RR24 or R25;

2.1.1. preparations containing one or more subsmmtassified as very toxic or
toxic that produce such effects in individual contzations equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sulesa under
consideration, or

(b) the concentration specified at point 1 in PartfBhis Schedule (Table |
and | A) where the substance or substances do pyaa in Part 3 of
Annex VI to Regulation (EC) No 1272/2008 of the Bpean Parliament
and of the Council of 16 December 2008 on the dfi@sdion, labelling

and packaging of substances and mixtures or appedt without
concentration limits;

2.1.2. preparations containing more than one sulstalassified as very toxic or
toxic in lower individual concentrations than thmits specified under 2.1.4) or
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(b) if:

z ( Pr+ " Pt >1
Lt Lt -

where:

P14 is the percentage by weight or by volume of eaaly vexic substance in
the preparation,

Pt is the percentage by weight or by volume of eawtict substance in the
preparation,

Lt is the respective toxic limit specified for eachryetoxic or toxic
substance expressed as a percentage by weight\aylbme;

2.2. owing to their non-lethal irreversible effedfter a single exposure and
assigned the symbol "T", the indication of dangexic" and the risk phrase R39/
route of exposure.

Preparations containing at least one dangeroustaubs classified as very
toxic or toxic that produce such effects in indivad concentrations equal to or
greater than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl packaging of
substances and mixtures for the substance or sulesa under
consideration, or

(b) the concentration specified at point 2 in PartfBhis Schedule (Table I
and Il A) where the substance or substances dappeéar in Part 3 of
Annex VI to Regulation (EC) No 1272/2008 of the Bpean Parliament
and of the Council of 16 December 2008 on the dl@sgion, labelling
and packaging of substances and mixtures or appedt without
concentration limits;

2.3. owing to their long-term effects and assigneel $ymbol "T", the indication
of danger "toxic" and the risk phrase R48/routexjposure.

Preparations containing at least one dangerougabs that produces such
effects in individual concentrations equal to oeager than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl gpackaging of
substances and mixtures for the substance or sulesta under
consideration, or

(b) the concentration specified at point 3 in PartfBhlos Schedule (Table
[l and 1l A) where the substance or substancesidbappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of tHeuropean
Parliament and of the Council of 16 December 2008 the
classification, labelling and packaging of substma@and mixtures or
appear in it without concentration limits.

3.  The following preparations shall be classifiechasmful:

3.1. owing to their acute lethal effects and assigtlee symbol "X" and the
indication of danger "harmful” and the risk phrag&x), R21 or R22;

3.1.1. preparations containing one or more subsmratassified as very toxic,
toxic or harmful and that produce such effectsndividual concentrations equal to
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or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl gpackaging of
substances and mixtures for the substance or suieta under
consideration, or

(b) the concentration specified at point 1 in PartfBhis Schedule (Table |
and | A) where the substance or substances do pyutaa in Part 3 of
Annex VI to Regulation (EC) No 1272/2008 of the gpean Parliament
and of the Council of 16 December 2008 on the dfi@sdion, labelling
and packaging of substances and mixtures or appedt without
concentration limits.

3.1.2. preparations containing more than one substalassified as very toxic,
toxic or harmful in lower individual concentratiotisan the limits specified under

3.1.1@) or (b) if:
Z(PT++PT+PXn)>1
I-Xn I-Xn I-Xn -

where:

Pt is the percentage by weight or by volume of eaaly vexic substance in
the preparation,

Pt is the percentage by weight or by volume of eactictsubstance in the
preparation,

Pxn is the percentage by weight or by volume of eachmfial substance in
the preparation,

Lxn is the respective harmful limit specified for eaetry toxic, toxic or
harmful substance, expressed as percentage by tv@idly volume;

3.2. owing to their acute effects to the lungs ifalewed and assigned the
symbol "X,", and the indication of danger "harmful" and tlekrphrase R65.

Preparations classified as harmful according to thiteria specified in
paragraph 3.2.3 of Annex VI to Directive 67/548/EBR applying the conventional
method according to the above paragraph 3.1 no wutcehall be taken of the
classification of a substance as R65;

3.3. owing to their non-lethal irreversible effecfter a single exposure and
assigned the symbol "X, the indication of danger "harmful" and the rigkrase
R65/route of exposure.

Preparations containing at least one dangeroustanbes classified as very
toxic, toxic or harmful that produces such effeictsndividual concentrations equal
to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 2 in PartfBhis Schedule (Table II
and Il A) where the substance or substances dappear in Part 3 of
Annex VI to Regulation (EC) No 1272/2008 of the gpean Parliament
and of the Council of 16 December 2008 on the dlizsdion, labelling
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and packaging of substances and mixtures or appedt without
concentration limits;

3.4. owing to their long-term effects and assignéw tsymbol "X", the
indication of danger "harmful" and the risk phrd&48/route of exposure.

Preparations containing at least one dangeroustanibes classified as toxic

or harmful that produces such effects in individoahcentrations equal to or greater
than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl gpackaging of

substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 3 in PartfBhis Schedule (Table
[l and 1l A) where the substance or substancesidbappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of tHeuropean
Parliament and of the Council of 16 December 2008 the
classification, labelling and packaging of substmand mixtures or
appear in it without concentration limits.

4.  The following preparations are to be classifisdcarrosive

4.1. and assigned the symbol "C", the indicatiordahger "corrosive" and the
risk phrase R35;

4.1.1. preparations containing one or more substarudassfied as corrosive to

which is assigned the phrase R35 in individual arications equal to or greater
than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl gpackaging of

substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 4 in PartfBhis Schedule (Table
IV and IV A) where the substance or substancesatmppear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 the
classification, labelling and packaging of substmand mixtures or
appear in it without concentration limits.

4.1.2. preparations containing more than one substalassified as corrosive to
which is assigned phrase R35 in lower individuahcentrations than the limits
specified under 4.1.4] or (b) if:

> ( Pc ras ) >1

Lcras

where:

Pc r3sis the pcreent:ige by weight or by volume of eacirosive substance
which is assigned phrase R35 in the preparation,

Lc rasis the corrosive limit R35 specified for each caine substance to
which is assigned phrase R35, expressed as a gageehy weight or by volume;

4.2. and assigned the symbol "C", the indicatiordahger "corrosive" and the
risk phrase R34;
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4.2.1. preparations containing one or more substmmtassified as corrosive to
which is assigned the phrase R35 or R34 in indiamldtpncentrations equal to or
greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of

substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 4 in PartfBlos Schedule (Table
IV and IV A) where the substance or substancesatmppear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 ihe
classification, labelling and packaging of subs&m@and mixtures or
appear in it without concentration limits;

4.2.2. preparations containing more than one of shbstances classified as
corrosive to which is assigned the phrase R35 o4 R8lower individual
concentrations than the limits specified under ¥&. or (b) if:

S ( Pcras | Pcras ) 51

Lcra  Lcras

where:

Pc r3sis the percentage by weight or by volume of eaatiaive substance
to which is assigned phrase R35 in the preparation,

Pc raais the percentage by weight or by volume of eaadtiazive substance
to which is assigned phrase R34 in the preparation,

Lc r3ais the respective corrosive limit R34 specified fach corrosive
substance to which is assigned phrase R35 or R8dressed as a percentage by
weight or by volume.

5.  The following preparations are to be classifisdraitants:

5.1. liable to cause serious eye damage and assigmedsymbol "X', the
indication of danger "irritant" and the risk phraRé1;

5.1.1. preparations containing one or more substmmassified as irritant to
which is assigned phrase R41 in individual concatidns equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sulesta under
consideration, or

(b) the concentration specified at point 4 in PartfBlos Schedule (Table
IV and IV A) where the substance or substancesatmppear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 ihe
classification, labelling and packaging of subsesm@and mixtures or
appear in it without concentration limits;

5.1.2. preparations containing more than one of shbstances classified as
irritant and to which is assigned phrase R41, assificd as corrosive and to which
is assigned phrase R35 or R34, in lower individoahcentrations than the limits
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specified under 5.1.4j or (b) if:

> ( Pcras . Pcraa PXi,R41) -1
Lxirar  Lxirar  Lxira1 -

where:

Pc r3sis the percentage by weight or by volume of eaafia=ive substance
to which is assigned phrase R35 in the preparation,

Pc raais the percentage by weight or by volume of eamfiasive substance
to which is assigned phrase R34 in the preparation,

Pxi ra1is the percentage by weight or by volume of eacitaint substance
to which is assigned phrase R41 in the preparrtion,

Lxira1 IS the respective irritant limit R41 specified feach corrosive
substance to which is assigned phrase R35 or R3#&itant substance to which is
assigned phrase R41, expressed as percentage ghtveeiby volume;

5.2. irritant to eyes and assigned the symbo|","Xhe indication of danger
"irritant" and the risk phrase R36;

5.2.1. preparations containing one or more substartassified as corrosive to
which is assigned phrase R35 or R34 or as irritardt to which is assigned phrase
R41 or R36 in individual concentrations equal togogater than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sulesta under
consideration, or

(b) the concentration specified at point 4 in PartfBhis Schedule (Table
IV and IV A) where the substance or substancesatmppear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of tHeuropean
Parliament and of the Council of 16 December 2008 the
classification, labelling and packaging of substma@and mixtures or
appear in it without concentration limits;

5.2.2. preparations containing more than one sulsstalassified as irritant to
which is assigned phrase R41 or R36, or as coreosind to which is assigned phrase
R35 or R34, in lower individual concentrations thidoe limits specified under

5.2.1@) or (b) if:

P P Pyi Pyi
S ( cres , Pcraa | Pxirar . Pxirse >1

Lxirse  Lximrse Lxirss  LxiRrss
where:

Pc r3sis the percentage by weight or by volume of eaafia=ive substance
to which is assigned phrase R35 in the preparation,

Pc r3ais the percentage by weight or by volume of eamfiasive substance
to which is assigned phrase R34 in the preparation,

Pxi ra1is the percentage by weight or by volume of eacitaint substance
to which is assigned phrase R41 in the preparation,

Pxi r3e IS the percentage by weight or by volume of eacitaint substance
to which is assigned phrase R36 in the preparation,

Lxir3s is the respective irritant limit R36 specified feach corrosive
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substance to which is assigned phrase R35 or R3#itant substance to which is
assigned phrase R41 or R36 expressed as percdmnfageight or by volume;

5.3. irritant to skin and assigned the symbol;";Xthe indication of danger
"irritant" and the risk phrase R38;

5.3.1. preparations containing one or more subsimietassified as irritant and to
which is assigned phrase R38 or as corrosive anehtoh is assigned phrase R35 or
R34 in individual concentrations equal to or greaban:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sulesta under
consideration, or

(b) the concentration specified at point 4 in PartfBlos Schedule (Table
IV and IV A) where the substance or substancesatmppear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 ihe
classification, labelling and packaging of subs&m@and mixtures or
appear in it without concentration limits;

5.3.2. preparations containing more than one of shbstances classified as
irritant and to which is assigned phrase R38, oc@sosive and to which is assigned
phrase R35 or R34 in lower individual concentrasidhan the limits specified under
5.3.1@) or (b) if:

S ( Pcras . Pcraa | PXi,RSB) -1
Lxirss  Lxirss  LxiRrss -

where:

Pc r3sis the percentage by weight or by volume of eaatiaive substance
to which is assigned phrase R35 in the preparation,

Pc r3sis the percentage by weight or by volume of eamtiasive substance
to which is assigned phrase R34 in the preparation,

Pxi r3g is the percentage by weight or by volume of eachaint substance
to which is assigned phrase R38 in the preparation,

Lx; r3g is the respective irritant limit R38 specified femach corrosive
substance to which is assigned phrase R35 or R3#&itant substance to which is
assigned phrase R38, expressed as percentage ghtveeiby volume;

5.4. irritant to respiratory system and assignedsyrabol "X", the indication of
danger "irritant" and the risk phrase R37;

5.4.1. preparations containing one or more subsmictassified as irritant and to
which is assigned phrase R37 in individual concatiins equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 4 in PartfBhles Schedule (Table
IV and IV A) where the substance or the substart®$ot appear in
Part 3 of Annex VI to Regulation (EC) No 1272/200Bthe European
Parliament and of the Council of 16 December 2008 ihe
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classification, labelling and packaging of subsemand mixtures or
appear in it without concentration limits;

5.4.2. preparations containing more than one sulsstalassified as irritant and to
which is assigned phrase R37 in lower individuahcentrations than the limits
specified under 5.4.4j or (b) if:

> ( Pxi,r37 ) >1

Lxi,r37

where:

Pxi r37 s the percentage by weight or by volume of eacitaint substance
to which is assigned phrase R37 in the preparation,

Lxi r37 is the irritant limit R37 specified for each imitt substance to which
is assigned phrase R37, expressed as percentageitlyt or by volume;

5.4.3. gaseous preparations containing more th@nodrihe substances classified
as irritant to which is assigned phrase R37 or@sosive and to which is assigned
phrase R35 or R34 in lower individual concentrasidhan the limits specified under

5.4.1@) or (b) if:

S ( Pcrss , Pcraa | PXi,RS?) -1
Lxi,r37 Lxi,r37 Lxi,r37 -

where

Pc r3sis the percentage by volume of each corrosive sulnst to which is
assigned phrase R35 in the preparation

Pc r3ais the percentage by volume of each corrosive sulgst to which is
assigned phrase R34 in the preparation,

Pc ra7is the percentage by volume of each irritant subsgato which is
assigned phrase R37 in the preparation,

Lxir37 is the respective irritant limit R37 specified faach gaseous
corrosive substance to which is assigned phrase &334 or gaseous irritant
substance to which is assigned phrase R37, exgtesspercentage by weight or by
volume.

6. The following preparations are to be classifisdsansitising:

6.1. by skin contact and assigned the symbo}","Xhe indication of danger
"irritant" and the risk phrase R43.

Preparations containing at least one substancsifilss as sensitising and to
which is assigned phrase R43 that produces suelttsfin individual concentrations
equal to or greater than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl gpackaging of
substances and mixtures for the substance or sulesta under
consideration, or

(b) the concentration specified at point 5 in PartfBhis Schedule (Table
V and V A) where the substance or substances damo¢ar in Part 3 of
Annex VI to Regulation (EC) No 1272/2008 of the Bpean Parliament
and of the Council of 16 December 2008 on the dlizsgion, labelling
and packaging of substances and mixtures or appedt without



28 [S.L.427.28 DANGEROUS SUBSTANCES AND PREPARATIONS

concentration limits;

6.2. by inhalation and assigned the symbol,"“Xthe indication of danger
"harmful" and the risk phrase R42,

preparations containing at least one substancesiflas as sensitising to

which is assigned phrase R42 that produces sueltsfin individual concentrations
equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of

substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 5 in PartfBlos Schedule (Table
V and V A) where the substance or substances damo¢ar in Part 3 of
Annex VI to Regulation (EC) No 1272/2008 of the Bpean Parliament
and of the Council of 16 December 2008 on the dfi@sdion, labelling

and packaging of substances and mixtures or appedt without
concentration limits.

7. The following preparattions are to be classiféeedcarcinogenic:

7.1. those of category 1 or 2 which are assignedstirebol "T" and the phrase
R45 or R49

preparations containing at least one substance ugind such effects,
classified as carcinogenic and to which is assiguleéise R45 or R49 which denotes

carcinogenic substances in category 1 and categpiy individual concentrations
equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of

substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 6 in PartfBlos Schedule (Table
VI and VI A) where the substance or substancesatappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 ihe
classification, labelling and packaging of subs&m@and mixtures or
appear in it without concentration limits;

7.2. those of category 3 which are assigned the syr¥," and the phrase R40.

preparations containing at least one substance ugind such effects
classified as carcinogenic and to which is assigpboase R40 which denotes

carcinogenic substances in category 3, in individecencentrations equal to or
greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of

substances and mixtures for the substance or sutesa under
consideration, or

(b) the concentration specified at point 6 in PartfBlos Schedule (Table
VI and VI A) where the substance or substancesatappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 the
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classification, labelling and packaging of subsemand mixtures or
appear in it without concentration limits.

8.  The following preparations are to be classifischautagenic:

8.1. those of category 1 or 2 which are assignedstiebol "T" and the phrase
R46.

preparations containing at least one substance ugind such effects,
classified as mutagenic and to which is assignedaplb R46 which denotes
mutagenic substances in category 1 and category thdividual concentrations
equal to or greater than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl packaging of
substances and mixtures for the substance or suleta under
consideration, or

(b) the concentration specified at point 6 in PartfBhlos Schedule (Table
VI and VI A) where the substance or substancesataappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 the
classification, labelling and packaging of subsemand mixtures or
appear in it without concentration limits;

8.2. those of category 3 which are assigned the syri¥," and the phrase R68.

preparations containing at least one substancedusing such effects,
classified as mutagenic and to which is assignetapé R68 which denotes

mutagenic substances in category, 3, in indivicaoalcentrations equal to or greater
than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl gpackaging of
substances and mixtures for the substance or Sutesta under
consideration, or

(b) the concentration specified at point 6 in PartfBhis Schedule (Table
VI and VI A) where the substance or substancesatappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of tHeuropean
Parliament and of the Council of 16 December 2008 the
classification, labelling and packaging of substm@and mixtures or
appear in it without concentration limits.

9.  The following preparations are to be classifisd@xic for reproduction:

9.1. those of category 1 or 2 which are assignedstimebol "T" and the phrase
R60 (fertility).

preparations containing at least one substance ugind such effects,
classified as toxic for reproduction and to whishaissigned phrase R60 which
denotes substances toxic for reproduction of cate@and category 2, in individual
concentrations equal to or greater than:

(a) either the concentration specified in Part 3 ofn&r VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellingl gpackaging of
substances and mixtures for the substance or Sutesta under
consideration, or
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(b) the concentration specified at point 6 in PartfBlos Schedule (Table
VI and VI A) where the substance or substancesataappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 ihe
classification, labelling and packaging of subsem@and mixtures or
appear in it without concentration limits;

9.2. those of category 3 which are assigned the syri¥," and the phrase R62
(fertility).

preparations containing at least one substance ugind such effects,
classified as toxic for reproduction and to whishassigned phrase R62 which
denotes substances toxic for reproduction of cate8oin individual concentrations
equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sulesta under
consideration, or

(b) the concentration specified at point 6 in PartfBlos Schedule (Table
VI and VI A) where the substance or substancesatappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 ihe
classification, labelling and packaging of subs&m@and mixtures or
appear in it without concentration limits;

9.3. those of category 1 or 2 which are assignedstiebol "T" and the phrase
R61 (development).

preparations contaning at least one substance pnoglusuch effects,
classified as toxic for reproduction and to whishassigned phrase R61 which
denotes substances toxic for reproduction of cate@and category 2, in individual
concentrations equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of

substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 6 in PartfBlos Schedule (Table
VI arnd VI A) where the substance or substanceaatcappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of tHeuropean
Parliament and of the Council of 16 December 2008 ihe
classification, labelling and packaging of subsem@and mixtures or
appear in it without concentration limits;

9.4. those of category 3 which are assigned the syfi¥," and the phrase R63
(development).

preparations containing at least one substance ugind such effects,
classified as toxic for reproduction and to whishassigned phrase R63 which
denotes substances toxic for reproduction of catedoin individual concentrations
equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthef Council of
16 December 2008 on the classification, labellimgl gpackaging of
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substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified at point 6 in PartfBhis Schedule (Table
VI and VI A) where the substance or substancesatappear in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of thHeuropean
Parliament and of the Council of 16 December 2008 the
classification, labelling and packaging of substma@and mixtures or
appear in it without concentration limits.

PART B
Concentration limits to be used in evaluation odltle hazards

For each health effect, the first table (Tables M) sets out the concentration
limits (expressed as a weight/weight percentagebeoused for non-gaseous
preparations and the second table (Tables | A tAAYkets out the concentration
limits (expressed as a volume/volume percentagebdoused for gaseous
preparations. These concentrauon limits are usethénabsence of specific
concentration limits for the substance under coaigitlon in Part 3 of Annex VI to
Regulation (EC) No 1272/2008 of the European Paréiat and of the Council of 16
December 2008 on the classification, labelling pag¢kaging of substances and
mixtures.

1. Acute lethal effects
1.1. Non-gaseous preparations

The concentration limits fixed in Table 1, exprebses a weight/weight
percentage, determine the classification of thepparation in relation to the
individual concentration of the substancc(s) présehose classification is also
shown.

Table |
Classification of the Classification of the preparation
substance T* T Xn
T+ with R26, R27, R28 concentration?b 1% 1%
< concentration < 7%< concentration < 1%
T with R23, R24, R25 concentration25% 3%
< concentration £5%
X with R20, R21, R22 concentration >25%

The R phrases denoting risk are to be assignedhé¢o preparation in
accordance with the following criteria:

- the label shall include one or more of the abovetiomed R phrases
according to the classification used,

- in general, the R phrases selected should be thpgéicable to the
substance(s) present in the concentration whiclegiise to the most
severe classification.

1.2. Gaseous preparations

The concentration limits expressed as a volumemmelypercentage in Table
I A below determine the classification of the gase@reparations in relation to the
individual concentration of the gas(es) present seholassification is also shown.
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Table | A
Classification of the Classification of the gaseous preparation
substance (gas) T+ T Xn
T* with R26, R27, R28 concentration1% 0.2% 0.02%
< concentration < 1%x concentration < 0.2%

T with R23, R24, R25 concentration5% 0.5%

< concentration €%
X, with R20, R21, R22 concentration 5%

The R phrases denoting risk shall be assigned ® pheparation in
accordance with the following criteria:

- the label shall include one or more of the abovetiomed R phrases
according to the classification used,

- in general, the R phrases selected should be thppéicable to the
substance(s) present in the concentration whiclegivse to the most
severe classification.

2. Non-lethal irreversible effects after a singlgpesure
2.1. Non-gaseous preparations

For substances that produce non-lethal irreversdifects after a single
exposure (R39/route of exposure, R68/route of expe}, the individual
concentration limits specified in Table II, expredsas a weight/weight percentage,
determine, when appropriate, the classificatiothef preparation.

Table I

Classification of the Classification of the preparation

substance T+ T Xn
T* with R39/routeconcentration 0% 1% 0.1%
of exposure R39(*) obligatory |<concentration < 10% < concentration < 1%

R39(*) obligatory R68(*) obligatory
T with R39/route of concentration 310% 1%
exposure R39(*) obligatory |< concentration 40%
R68(*) obligatory

X, with R68/route concentration >310%
of exposure R68(*) obligatory
(*) In order to indicate the route of administratierposure (route of exposure) the combined R
phrases listed under points 3.2.1, 3.2.2 and 32tBe labelling guide (Annex VI to Directive 67/84
EEC) are to be used.

2.2. Gaseous preparations

For gases that produce non-lethal irreversiblect$fafter a single exposure
(R39/route of exposure, R68/route of exposure),ititévidual concentration limits
specified in Table Il A, expressed as a volume/wwdupercentage, determine, when
appropriate, the classification of the preparation.

Table Il A
Classification of the Classification of the gaseous preparation
substance (gas) T+ T Xn
T* with R39/route concentration 4% 0.2% 0.02%
of exposure R39(*) obligatory | < concentration < 1%< concentration < 0.2%
R39(*) obligatory R68(*) obligatory
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T with R39/route of concentration 5% 0.5%

exposure R39(*) obligatory | < concentration $%
R68(*) obligatory

X, with R68/route concentration 5%

of exposure R68(*) obligatory

(*) In order to indicate the route of administratierposure (route of exposure) the combined R

phrases listed under points 3.2.1, 3.2.2 and 32tBe labelling guide (Annex VI to Directive 67/84

EEC) are to be used.

3.  Severe effects after repeated or prolonged exgosu
3.1. Non-gaseous preparations

For substances that produce severe effects afieeated or prolonged
exposure (R 48/route of exposure), the individuahaentration limits specified in
Table 1ll, expressed as a weight/weight percentdgérmine, when appropriate, the
classification of the preparation.

Table 11l
I Classification of the preparation
Classification of the substanc prep
T Xn
T with R48/route of exposure concentratiorl 6% 1% <concentration < 10%
R48(*) obligatory R48(*) obligatory
X with R48/route of exposure concentratiori 8%
R48(*) obligatory
(*) In order to indicate the route of administratierposure (route of exposure) the combined R
phrases listed under points 3.2.1, 3.2.2 and 32tBe labelling guide (Annex VI to Directive 67/84
EEC) are to be used.

3.2. Gaseous preparations

For gases that produce severe effects after repeat@rolonged exposure
(R48/route of exposure), the individual concentratiimits specified in Table Il A
below, expressed as a volume/volume percentagermeaie, when appropriate, the
classification of the preparation.

Table Il A
I Classification of the preparation
Classification of the substanc prep
T Xn
T with R48/route of exposure concentratioh% 0.5% <concentration < 5%
R48(*) obligatory R48(*) obligatory
X with R48/route of exposure concentratiob%
R48(*) obligatory
(*) In order to indicate the route of administratierposure (route of exposure) the combined R
phrases listed under points 3.2.1, 3.2.2 and 2PtBe labelling guide (Annex VI to Directive 67/84
EEC) are to be used.

4. Corrosive and irritant effects including serialemage to the eye

4.1. Non-gaseous preparations

For substances that produce corrosive effects (R3%) or irritant effects
(R36, R37, R38, R41), the individual concentratiomits specified in Table 1V,
expressed as a weight/weight percentage, determitheen appropriate, the
classification of the preparation.
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Table IV

Classification of

Classification of the preparation

R37, R38
C with R35 concentration > 5% < 5% (*) 1% <
10% concentration < concentration <
R35 obligatory 10% 5%
R34 obligatory R36/38
obligatory
C with R 34 concentration > 10% (*) 5% <
10% concentration <
R34 obligatory 10%
R36/38
obligatory
Xi with R41 concentration > 5% <
10% concentration <
R41 obligatory 10%

R36 obligatory

Xi with R36, R37,

R38

concentration >
20%
R36, R37, R38
are obligatory in
the light of the
concentration
present if they
apply to the
substances
under
consideration

(*) According to the labelling guide (Annex VI to Ective 67/548/EEC), corrosive substan
assigned risk phrases R35 or R34 must also be deresd as being assigned phrase R41. Consequé
the preparation contains corrosive substances RBB or R34 below the concentration limits fo
classification of the preparation as corrosive,lssabstances can contribute to a classificatiothe

preparation as irritant with R41 or irritant wittBR.

Note: Simple application of the conventional methodpteparations containing substances class
as corrosive or irritant may result in under-cléissition or over-classification of the hazard, ither
relevant factors (e.g. pH of the preparation) ao¢ taken into account. Therefore, in classifying
corrosivity, consider the advice given in paragr&p®.5 of Annex VI to Directive 67/548/EEC and he

second and third indents of regulation 7.3 of thesgpulations.

f

ces

tly, i
ra

fied

fo

4.2. Gaseous preparations

For gases that produce such effects (R34, R35 @, R37, R38, R41), the
individual concentration limits specified in Tablg A below, expressed as a
volume/volume percentage, determine, when approgrite classification of the
preparation.

Table IV A
e Classification of the gaseous preparation
Classification of . - - -
R37, R38
C with R35 concentration > 0.2% < 0.2% (*) 0.02% <
1% concentration < concentration <
R35 obligatory 1% 0.2%
R34 obligatory R36/38
obligatory
C with R 34 concentration > 5% (*) 0.5% <
5% concentration <
R34 obligatory 5%
R36/38
obligatory
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Xi with R41 concentration > 0.5% <
5% concentration <

R41 obligatory| 5%

R36 obligatory

Xi with R36, R37, concentration >
R38 5%
R36, R37, R38
obligatory as
appropriate

(*) According to the labelling guide (Annex VI to Ective 67/548/EEC), corrosive substances
assigned risk phrases R35 or R34 must also be deresd as being assigned phrase R41. Consequdntly, i
the preparation contains corrosive substances RBB or R34 below the concentration limits for a
classification of the preparation as corrosive,lssabstances can contribute to a classificatiothe
preparation as irritant with R41 or irritant witiBR

Note: Simple application of the conventional methodteparations containing substances classified
as corrosive or irritant may result in under-cldigsition or over-classification of the hazard, ifher
relevant factors (e.g. pH of the preparation) ao¢ taken into account. Therefore, in classifying|fo
corrosivity, consider the advice given in paragr&ph.5 of Annex VI to Directive 67/548/EEC and he
second and third indents of regulation 7.3 of thesgpulations.

5.  Sensitising effects
5.1. Non-gaseous preparations

preparations that produce such effects are clasbkifis sensitising and
assigned:
- the symbol X and phrase R42 if this effect can be produced by
inhalation,
- the symbol X and phrase R43 if this effect can be producedUuiino
contact with the skin.
The individual concentration limits specified in bla V, expressed as a

weight/weight percentage, determine, when apprdaerithe classification of the
preparation.

Table V
Classification of the preparation
Classification of the substanc S— .I catt Prep — I s
Sensitising with R42 Sensitising with R43

Sensitising with R42 concentration1$

R42 obligatory
Sensitising with R43 concentration 3%

R43 obligatory

5.2. Gaseous preparations
Gaseous preparations that produce such effectslassified as sensitising
and assigned:
- the symbol X and phrase R42 if this effect can be produced by
inhalation,
- the symbol X and phrse R43 if this effect can be produced tghou
contact with the skin.

The individual concentration limits specified inbla V A below, expressed
as a volume/volume percentage, determine, whenogpiate, the classification of
the preparation.
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Table V A
Classification of the substance Classification of the gaseous preparation
(gas) Sensitising with R42 Sensitising with R43
Sensitising with R42 concentration0>2%
R42 obligatory
Sensitising with R43 concentration >0.2%
R43 obligatory

6. Carcinogenic/mutagenic/toxic effects for reprotimme
6.1. Non-gaseous preparations

For substances which produce such effects, the extration limits laid
down in Tatble VI, expressed as a weight/weighttpatage, shall determine, where
appropriate, the classification of the preparati®he following symbol and risk
phrases are assigned:

Carcinogenic categories 1 and 2: T; R45 or R49
Catrcinogenic category 3: KR40
Mutagcnic categories 1 and 2: T; R46
Mutagenic category 3: % R68
Toxic for reproduction fertility categories 1 and 2 T; R60
Toxic for reproduction development categories 1 2nd T; R61
Toxic for reproduction fertility category 3: XR62
Toxic for reproduction development category 3: n R63
Table VI
Classification of the substanc QIaSS|f|cat|on of the preparation
Categories 1 and 2 Category 3
carcinogenic substances|of concentration >0.1%
category 1 or 2 with R45 or carcinogenic
R49 R45, R49 obligatory as
appropriate
carcinogenic substances |of concentration 3%
category 3 with R40 carcinogenic

R40 obligatory (unless
already assigned R45(*)

mutagenic substances jof concentration >.1%

category 1 or 2 with R46 mutagenic

R46 obligatory
mutagenic substances |of concentration 3%
category 3 with R68 mutagenic

R68 obligatory (unless
already assigned R46)

substances ‘'toxic far concentration >0.5%
reproduction’ of category 1 pr toxic for reproduction
2 with R60 (fertility) (fertility)

R60 obligatory

substances ‘'toxic fa concentration 5%
reproduction’ of category toxic for reproduction
with R62 (fertility) (fertility)

R62 obligatory (unless
already assigned R60)

w =
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substances ‘'toxic for concentration >0.5%
reproduction’ of category 1 or toxic for reproduction
2 with R61 (development) (development)
R61 obligatory

substances ‘'toxic fa concentration 5%
reproduction’ of category toxic for reproduction
with R63 (development) (development)
R63 obligatory (unless
already assigned R61)

(*) In cases where the preparation is assigned &P R40, both R phrases shall be kept,
because R40 does not distinguish between the exposwtes, whereas R49 is only
assigned for the inhalation route. T

w =

6.2. Gaseous preparations

For gases which produce such effects, the concmrtréimits laid down in
Table VI A, expressed as a volume/volume percentafpall determine, where
appropriate, the classification of the preparati®he following symbol and risk
phrases are assigned:

Carcinogenic categories 1 and 2: T; R45 or R49
Catrcinogenic category 3: KR40
Mutagcnic categories 1 and 2: T; R46
Mutagenic category 3: % R68
Toxic for reproduction fertility categories 1 and 2 T; R60
Toxic for reproduction development categories 1 2nd T; R61
Toxic for reproduction fertility category 3: XR62
Toxic for reproduction development category 3: n R63
Table VI A
Classification of the substanc C.Iassmcatlon of the preparation
Categories 1 and 2 Category 3
carcinogenic substances |of concentration >0.1%
category 1 or 2 with R45 or carcinogenic
R49 R45, R49 obligatory as
appropriate
carcinogenic substances |of concentration 3%
category 3 with R40 carcinogenic

R40 obligatory (unless
already assigned R45(*)

mutagenic substances jof concentration >.1%

category 1 or 2 with R46 mutagenic

R46 obligatory
mutagenic substances |of concentration 3%
category 3 with R68 mutagenic

R68 obligatory (unless
already assigned R46)

substances ‘'toxic for concentration >0.2%
reproduction’ of category 1 or toxic for reproduction
2 with R60 (fertility) (fertility)

R60 obligatory

substances ‘'toxic fa concentration 3%
reproduction’ of category toxic for reproduction
with R62 (fertility) (fertility)

R62 obligatory (unless
already assigned R60)

w =
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substances ‘'toxic far concentration >0.2%
reproduction’ of category 1 pr toxic for reproduction
2 with R61 (development) (development)
R61 obligatory

substances ‘'toxic fa concentration 3%
reproduction’ of category toxic for reproduction
with R63 (development) (development)
R63 obligatory (unless
already assigned R61)

(*) In cases where the preparation is assigned &P R40, both R phrases shall be kept,
because R40 does not distinguish between the exposwtes, whereas R49 is only
assigned for the inhalation route.

w =

Amended by: THIRD SCHEDULE

L.N. 267 of 2009. , )
Methods for the evaluation of the environmental
hazards of preparations in accordance with
regulation 10

Introduction

The systematic assessment of all the dangerouseptiiep for the environment is
expressed by means of concentration limits, exgess a weight/weight percentage
except for gaseous preparations where they areessed as a volume/volume
percentage and in conjunction with the classifizatdf a substance.

Part A gives the calculation procedure accordingetgulation 10.14) and gives
the R phrases to be assigned to the classificatidhe preparation.

Part B gives the concentration limits to be use&wlpplying the conventional
method and relevant symbols and R phrases fori€ieatson.

In accordance with regulation 10a)(the environmental hazards of a preparation
shall be assessed by the conventional method desttiin Parts A and B of this
Schedule, using individual concentration limits.

(a) Where the dangerous substances listed in Part Arofex VI to
Regulation (EC) No 1272/2008 of the European Pariat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures are assigmeceatration limits
necessary for the application of the method of ss®sent described in
Part A of this Schedule, these concentration limitsst be used.

(b) Where the dangerous substances do not appeartr8 & Annex VI to
Regulation (EC) No 1272/2008 of the European Paréiat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures or appeare tiéthout the
concentration limits necessary for the applicatimhthe method of
evaluation described in Part A of this Schedule, ¢bncentration limits
shall be assigned in accordance with the specifinain Part B of this
Schedule.

Part C gives the test methods for the evaluatiothefhazards for the aquatic
environment.
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PART A
Procedure for the evaluation of environmental hdgar
(a) Agquatic environment

1. Conventional method for the evaluation of hazaris the aquatic
environment

The conventional method for the evaluation of hdszato the aquatic
environment takes into account all the hazards &hpteparation may entail for this
medium according to the following specifications.

The following preparations are to be classified dsngerous for the
environment:

1. and assigned the symbol "N", the indication ohgir "dangerous for the
environment" and the risk phrases R50 and R53 (BH0-

1.1. preparations containing one or more substastzssified as dangerous to
the environment and to which is assigned phrase8-B3 in individual
concentrations equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthefCouncil of
16 December 2008 on the classification, labellingl gpackaging of
substances and mixtures for the substance or sulesa under
consideration, or

(b) the concentration specified in Part B of this Stile (Table 1) where
the substance or substances do not appear in PaftAhnex VI to
Regulation (EC) No 1272/2008 of the European Partiat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures or appear tinwithout
concentration limits;

1.2. preparations containing more than one substalassified as dangerous for
the environment and to which is assigned phrase®-®%in lower individual
concentrations than the limits specified under 2(d). or (b) if:

> ( PNR5053) -1

LN,R50-53
where:

P r5o-53iS the percentage by weight of each substance dangeor the
environment to which is assigned phrases R50-5Rémpreparation,

Ln Rrso-53 IS the limit R50-53 for each substance dangerous tlee
environment to which is assigned the phrases R50e&Bressed as percentage by
weight

2. and assigned the symbol "N", the indication ahger "dangerous for the
environment" and the risk phrases R51 and R53 (BR¥H1lunless the preparation is
already classified according to 1.1 above;

2.1 preparations containing one or more than onestamge classified as
dangerous to the environment and to which is asgigrthrases R50-53 or R51-53 in
individual concentrations equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthefCouncil of
16 December 2008 on the classification, labellingl gpackaging of
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substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified in Part B of this Stile (Table 1) where
the substance or substances do not appear in PaftAhnex VI to
Regulation (EC) No 1272/2008 of the European Paréiat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures or appear tinwithout
concentration limits;

2.2. preparations containing more than one of thbstnces classified as
dangerous for the environment and to which is assigphrases R50-53 or R51-53 in
lower individual concentrations than the limits sgied under 1.24) or (b) if:

> ( PnRso-53 | PN,R51-53) -1

Ln,R51-53 Ln,R51-53

where:

P rso-53iS the percentage by weight of each substance dangefor the
environment to which is assigned phrases R50-58émpreparation,

Pn rs1-531S the percentage by weight of each substance dangefor the
environment to which is assigned phrases R51-3Rémpreparation,

Ln,Rr51-53iS the respective limit R51-53 for each substanaegerous for the
environment to which is assigned phrases R50-5&Rb61-53, expressed as
percentage by weight

3. and assigned the risk phrases R52 and R53 (Rp2+18ss the preparation
is already classified according to 1.1 or 1.2 ahove

3.1. preparations containing one or more than onbstamce classified as
dangerous to the environment and to which is assigrthrases R50-53 or R51-53 or
R52-53 in individual concentrations equal to orages than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthefCouncil of
16 December 2008 on the classification, labellingl gpackaging of
substances and mixtures for the substance or sutesa under
consideration, or

(b) the concentration specified in Part B of this Stile (Table 1) where
the substance or substances do not appear in PaftAhnex VI to
Regulation (EC) No 1272/2008 of the European Paréiat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures or appear tinwithout
concentration limits;

3.2. preparations containing more than one of thbestances classified as
dangerous for the environment and to which is assilgphrases R51-53 or R50-53
or R52-53 in lower individual concentrations th&e fimits specified under 1.3.4Y
or (b) if:

)3 ( Pnrso-sa |, Pnrsisa | Prs2oss ) -1
Lrs2-53 Lrs2.-53 Lrs2-53 -
where:

Pn rso-531S the percentage by weight of each substance dangefor the
environment to which is assigned phrases R50-58émpreparation,
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Pn.r51-53iS the percentage by weight of each substance dangéor the
environment to which is assigned phrases R51-58émpreparation,

Prso.53iS the percentage by weight of each substance deangefor the
environment to which is assigned phrases R52-5Rémpreparation,

Lrso.53iS the respective limit R52-53 for each substanaegeérous for the
environment to which is assigned phrases R50-335dr-53 or R52-53, expressed as
percentage by weight;

4. and assigned the symbol "N", the indication ohgker "dangerous for the
environment” and the risk phrase R50 unless th@anation is already classified
according to 1.1 above:

4.1. preparations containing one or more than onbstauce classified as
dangerous to the environment and to which is assdgphrase R50 in individual
concentrations equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthefCouncil of
16 December 2008 on the classification, labellingl gpackaging of
substances and mixtures for the substance or sulesa under
consideration, or

(b) the concentration specified in Part B of this Sile (Table 2) where
the substance or substances do not appear in PaftAhnex VI to
Regulation (EC) No 1272/2008 of the European Partiat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures or appear tinwithout
concentration limits;

4.2. preparations containing more than one substalassified as dangerous for
the environment and to which is assigned phrase Rbbwer individual
concentrations than the limits specified under(&). or (b) if:

> ( Pn,R50 ) 51
Lnrso 7/
where:

Pn rso is the percentage by weight of each substance dangefor the
environment to which is assigned phrase R50 inptiegparation,

Ln,rsois the limit R50 for each substance dangerousiferanvironment to
which is assigned phrase R50, expressed as pegeehtaweight.

4.3. preparations containing one or more than onth@fsubstances classified as
dangerous for the environment and to which is assigphrase R50 not meeting the
criteria under 1.4.1 or 1.4.2 and containing onenore than one substance classified
as dangerous for the environment and to which $sgagd phrases R50-53 if:

S ( Pnrso . PaRso-53 ) -1

Ln,R50 Ln,R50

where:

Pn rso is the percentage by weight of each substance daungefor the
environment to which is assigned phrase R50 inptiegaration,

Pn r5o-53iS the percentage by weight of each substance dangeor the
environment to which is assigned phrases R50-58émpreparation,
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Ln,rsois the perspective limit R50 for each substancegdaous for the
environment to which is assigned phrases R50 or-RH0expressed as percentage
by weight;

5. and assigned the risk phrase R52 unless the @&pa is already classified
according to 1.1, 1.2, 1.3, or 1.4 above:

5.1. preparations containing one or more than onbkstsince classified as
dangerous to the environment and to which is assdgphrase R52 in individual
concentrations equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthefCouncil of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified in Part B of this Sthile (Table 3) where
the substance or substances do not appear in PaftAhnex VI to
Regulation (EC) No 1272/2008 of the European Paréiat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures or appear tinwithout
concentration limits;

5.2. preparations containing more than one substalassified as dangerous for
the environment and to which is assigned phrase Rbbwer individual
concentrations than the limits specified under (&. or (b) if:

2 (ﬂ) >1

Lrs2
where:

Prso is the percentage by weight of each substance dangefor the
environment to which is assigned phrase R52 inptieparation,

Lrs2is the limit R52 for each substance dangerous lierénvironment to
which is assigned phrase R52, expressed as pegeehtaweight;

6. and assigned the risk phrase R53 unless the @&pa is already classified
according to 1.1, 1.2 or 1.3 above:

6.1. preparations containing one or more than onbkstsince classified as
dangerous to the environment and to which is assdgphrase R53 in individual
concentrations equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthefCouncil of
16 December 2008 on the classification, labellimgl gpackaging of
substances and mixtures for the substance or sutesta under
consideration, or

(b) the concentration specified in Part B of this Sthile (Table 4) where
the substance or substances do not appear in PaftAhnex VI to
Regulation (EC) No 1272/2008 of the European Paréiat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures or appear tinwithout
concentration limits;

6.2. preparations containing more than one substalassified as dangerous for
the environment and to which is assigned phrase R6Bwer individual
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concentrations than the limits specified under (#. or (b) if:
> ( Prs3 ) >1
Lrs3

Prs3 is the percentage by weight of each substance dengefor the
environment to which is assigned phrase R53 inptiegparation,

where:

Lrss is the limit R53 for each substance dangeroustlierenvironment to
which is assighed phrase R53, expressed as pegeehtaweight;

6.3. preparations containing one or more than ont@fsubstances classified as
dangerous for the environment and to which is assigphrase R53 not meeting the
criteria under 1.6.2 and containing one or morentbae substance classified as
dangerous for the environment and to which is assiigphrases R50-53 or R51-53
or R52-53 if:

P P P P

3 ( rs3 , PnRso-53 . PnRrsiss . Prs2.ss ) >1
Lrs3 Lrs3 Lrs3 Lrs3

where:

Prs3 is the percentage by weight of each substance dangefor the
environment to which is assigned phrase R53 inptiegparation,

P r50-53iS the percentage by weight of each substance dangeor the
environment to which is assigned phrase R50-53énpreparation,

Pn rs1-53iS the percentage by weight of each substanceetang for the
environment to which is assigned phrase R51-53énpreparation,

Prso.53iS the percentage by weight of each substance dengefor the
environment to which is assigned phrase R52-53énpreparation,

Lrsz is the respective limit R53 for each substance damgs for the
environment to which is assigned phrase R53 or B3®Gr R51-53 or R52-53,
expressed as percentage by weight.

(b) Non-aquatic environment
(1) OZONE LAYER

1. Conventional method for the evaluation of prepiares dangerous for the
ozone layer

The following preparations are to be classified dsngerous for the
environment:

1. and assigned the symbol "N", the indication ohgier "dangerous for the
environment" and the risk phrase R59;

1.1. preparations containing one or more substaotzssified as dangerous to
the environment and to which is assigned the symibtland the risk phrase R59 in
individual concentrations equal to or greater than:

(a) either the concentration specified in Part 3 ofnAr VI to Regulation
(EC) No 1272/2008 of the European Parliament anthefCouncil of
16 December 2008 on the classification, labellingl gpackaging of
substances and mixtures for the substance or sulesta under
consideration, or

(b) the concentration specified in Part B of this Stile (Table 5) where
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the substance or substances do not appear in PaftAhnex VI to
Regulation (EC) No 1272/2008 of the European Paréiat and of the
Council of 16 December 2008 on the classificatidabelling and
packaging of substances and mixtures or appear tinwithout
concentration limits;

(2) TERRESTRIAL ENVIRONMENT
1. Evaluation of preparations dangerous for theetgrial environment

Classification of preparations using the risk plesabelow will follow after
the detailed criteria for use of the phrases hagenbincorporated in Annex VI to
Directive 67/548/EEC.

R54 Toxic to flora

R55 Toxic to fauna

R56 Toxic to soil organisms

R57 Toxic to bees

R58 May cause long-temp adverse effects in the enwient.

PART B
Concentration limits to be used for the evaluatddenvironmental hazards
1. For the aquatic environment

The concentration limits fixed in the following tals, expressed as a
weight/weight percentage, determine the classifocabf the preparation in relation
to the individual concentration of the substance(®sent whose classification is
also shown.

Table 1a
Acute aquatic toxicity and long-term adverse effect
Classification of the Classification of the preparation
substance N,R50-53 N,R51-53 R52-53
N,R50-53 See Table 1b See Table 1b See Table 1b
N,R51-53 Ch>25% 2.5%_<C, < 25%
R52-53 C,>25%

Preparations containing a substance classified WifR50-53, the concentration
limits and the resulting classification given inbla 1b are applicable

Table 1b
Acute aquatic toxicity and long-term adverse effect

LCggor EGg value Classification of the preparation
("L(E)Csq") of substance . . .
classified as N,R50-53 N,R50-53 N,R51-53 R52-53
(mgl/l)
0.1 <L(E)Gp<1 C,>25% 2.5% <C, < 25% 0.25% <C,, < 2.5%
0.01 < L(E)Gp<0.1 G >2.5% 0.25% <C,, < 2.5% 0.025% <C,, < 0.25%

0.001 < L(E)Gp< 0.01 G >0.25% 0.025% <C,, < 0.25% 0.0025% <€, < 0.025%
0.0001 < L(E)Gp< 0.001 | G >0.025% | 0.0025% €, < 0.025% | 0.00025% €, < 0.0025%
0.00001 < L(E)Gp< 0.0001| G >0.0025%| 0.00025% €,, < 0.0025% 0.000025% €,, < 0.000259
For preparations containing subdstances with a fow@s, or EC5g value than 0.00001 mg/I, the
corresponding concentration limits are calculatedoadingly (in factor 10 intervals).

Table 2
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Acute aquatic toxicity

LCsq or EGsq value ("L(E)Gy") of substance Classification of the preparation
classified as N,R50-53 (mg/l) N,R50-53
0.1 <L(E)Gp< 1 C,>25%
0.01 < L(E)Gp< 0.1 G >25%
0.001 < L(E)Gp< 0.01 G >0.25%
0.0001 < L(E)Gp< 0.001 G, >0.025%
0.00001 < L(E)Gp< 0.0001 G, >0.0025%
For preparations containing subdstances with a todw&;, or EGg value than 0.00001
mtge/rlvatlhs()a corresponding concentration limits arécadated accordingly (in factor 10

Table 3
Aquatic toxicity
Classification of the substance Classification af greparation R52
R52
R52 Ch>25%
Table 4
Long-term adverse effects
Classification of the substance Classification af greparation R53
R53
R53 Ch>25%
N,R50-53 Ch>25%
N,R51-53 Cp > 25%
R52-53 C,>25%

[l For the non-aquatic environment

The concentration limits fixed in the following tals, expressed as weight/
weight percentage or, for gaseous preparations asweme/volume percentage,
determine the classification of the preparationrétation to the individual
concentration of the substance(s) present whossifleation is also shown.

Table 5
Dangerous for the ozone layer

Classification of the substance Classification af greparation
N, R59
N with R59 C>0.1%
PART C

Test methods for the evaluation of the hazarddHeraquatic environment

Normally, the classification of a preparation is deaon the basis of the
conventional method. However, for the determinatodrihe acute aquatic toxicity,
there may be cases for which it is appropriateaiycout tests on the preparation.

The result of these tests on the preparation mdy orodify the classification
concerning acute aquatic toxicity which would héeen obtained by the application
of the conventional method.

If such tests are chosen by the person respong&ibline placing on the market, it
must be ensured that the quality criteria of thet teethods in Part C of Annex V to
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Dircctive 67/548/EEC have been complied with.

Furthermore, the tests are to be carried out othafle species in conformity with
the criteria of Annex VI to Directive 67/548/EECIdgae, daphnia and fish), unless
the highest hazard classification relating to aadeatic toxicity has been assigned
to the preparation after testing on one of the sg®or a test result was already
available before Directive 1999/45/EC entered ifuice.

FOURTH SCHEDULE

Special provisions for containers containing prepians
offered or sold to the general public

PART A
Containers to be fitted with child-resistant fasteys

1. Containers of whatever capacity, containing prapans offered or sold to
the general public and labelled as very toxic, toai corrosive in accordance with
regulation 11 and under the conditions laid downmeagulation 7, are to fitted with
child-resistant fastenings.

2. Containers of whatever capacity containing prapians presenting an
aspiration hazard (¥ R65) and classified and labelled according teagaaph 3.2.3
of Annex VI to Directive 67/548/EEC with the except of preparations placed on
the market in the form of aerosols or in a contaifiged with a sealed spray
attachment.

3. Containers of whatever capacity, having at leasé of the substances
mentioned below in a concentration equal to or grethan the maximum individual
concentration specified.

Identification of the substance . .
No _ Concentration limif
CAS Re No Name Einecs No
1 67-56-1 Methanol 2006596 _ 3%
2 75-09-2 Dichloromethane 2008389 _I™

which are offered or sold to the general public srde fitted with child-resistant
fastenings.

PART B
Containers to be fitted with a tactile warning a@nder

Containers of whatever capacity, containing pregares offered or sold to the
general public and labelled as very toxic, toxiorrmsive, harmful, extremely
flammable or highly flammable in accordance witlyuéation 11 and under the
conditions laid down in regulations 6 and 7, areaory a tactile warning of danger.

This provision does not apply to aerosols clasdifiad labelled only as extremely
flammable or highly flammable.
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FIFTH SCHEDULE Amended by:

. . . . L.N. 267 of 2009.
Special provisions concerning the labelling
of certain preparations

A. For preparations classified as dangerous withie meaning of regulations
8, 9 and 10

1. Preparations sold to the general public

1.1. The labels on packages containing such prejpasatin addition to the
specific safety advice, must bear the relevanttyadelvice S1, S2, S45 or S46 in
accordance with the criteria laid down in Annextd|Directive 67/548/EEC.

1.2. When such preparations are classified as veryct(T"), toxic (T) or
corrosive (C) and where it is physically impossibbegive such information on the
package itself, packages containing such prepamatimoust be accompanied by
precise and easily understandable instructionsu$ar including, where appropriate,
instructions for the destruction of the empty pagpka

2. Preparations intended for use by spraying

The package label containing such preparations mastpulsorily bear the
safety advice S23 accompanied by safety advice &3851 assigned to it in
accordance with the criteria laid down in Annextd|Directive 67/548/EEC.

3. Preparations containing a substance assigneds@hR33: Danger of
cumulutive effects

When a preparation contains at least one substasgigned the phrase R33,
the label on the packaging of the preparation neasty the wording of this phrase as
set out in Annex Il to Directive 67/548/EEC, wheme concentration of this
substance present in the preparation is equal tugiter than 1%, unless different
values are set in Part 3 of Annex VI to Regulat{®C) No 1272/2008 of the
European Parliament and of the Council of 16 Decam®®08 on the classification,
labelling and packaging of substances and mixtures.

4, Preparations containing a substance assigneds@iRé4: May cause harm
to breastfed babies

When a preparation contains at least one substassigned phrase R64, the
label on the packaging of the preparation mustyctre wording of this phrase as set
out in Annex Il to Directive 67/548/EEC, when thencentration of this substance
present in the preparation is equal to or highantth%, unless different values are
set in Part 3 of Annex VI to Regulation (EC) No 22Z008 of the European
Parliament and of the Council of 16 December 2008h® classification, labelling
and packaging of substances and mixtures.

B. For preparations irrespective of their classifica within the meaning of
regulations 8, 9 and 10

1. Preparations containing lead
1.1. Paint and varnishes

The label on the packaging of paints and varnisbestaining lead in
guantities exceeding 0,15% (expressed as weightedfil) of the total weight of the
preparation, as determined in accordance with I&Ddard 6503/1984, must show
the following particulars:

"Contains lead. Should not be used on surfacedeliab be chewed or
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sucked by children".

In the case of packages the contents of which ese than 125 millilitres,
the particulars may be as follows:

"Warning! Contains lead".
2. Preparations containing cyanoacrylates
2.1. Adhesives

The label on the immediate packaging of adhesivwese8 on cyanoacrylate
must bear the following inscriptions:

"Cyanoacrylate

Danger

Bonds skin and eyes in seconds

Keep out of the reach of children."”

Appropriate advice on safety must accompany th&kage.
3. Preparations containing isocyanates

The label on the packaging of preparations conmginisocyanates (as
monomers, oligomers, prepolymers, etc., or as nreduthereof) must bear the
following inscriptions:

"Contains isocyanates.
See information supplied by the manufacturer.”

4, Preparations containing epoxy constituents with aerage molecular
weight <700

The label on the packaging of preparations contgirépoxy constituents
with an average molecular weight7/90 must bear the following inscriptions:

"Contains epoxy constituents.
See information supplied by the manufacturer.”
5. Preparations sold to the general public whichtamnactive chlorine

The label on the packaging of preparations contgnmnore than 1% of
active chlorine must bear the following particuiascriptions:

"Warning! Do not use together with other produdtsky release dangerous
gases (chlorine)."

6. Preparations containing cadmium (alloys) and ridesl to be used for
brazing or soldering

The label on the packaging of the abovementionexpgmations must bear
the following inscription printed in clearly legibland indelible characters:

"Warning! Contains cadmium.
Dangerous fumes are formed during use.
See information supplied by the manufacturer.
Comply with the safety instructions."
7. Preparations available as aerosols

Without prejudice to the provisions of these regiolas, preparations
available as aerosols are also subject to the lialggbrovisions in accordance with



DANGEROUS SUBSTANCES AND PREPARATIONS [S.L.427.28 49

points 2.2 and 2.3 of the Annex to Directive 75/B2BC as last amended by
Directive 94/1/EC.

8. Preparations containing substances not yet tasiatpletely

Where a preparation contains at least one substaméeh, in accordance
with Article 13.3 of Directive 67/548/EEC, bearsethnscription "Caution -
substance not yet tested completely”, the labethef preparation must bear the
inscription "Caution - this preparation containsabstance not yet tested
completely" if this substance is present in a coniion >1%.

9. Preparations not classified as sensitising bubtaioing at least one
sensitising substance

The label on the packaging of preparations contajrat least one substance
classified as sensitising and being present inreceotration equal to or greater than
0,1% or in a concentration equal to or greater ttreat specified under a specific
note for the substance in Part 3 of Annex VI to ®agon (EC) No 1272/2008 of the
European Parliament and of the Council of 16 Decam®®08 on the classification,
labelling and packaging of substances and mixtarest bear the inscription:

"Contains (name of sensitising substance). May pced an allergic
reaction.”

10. Liquid preparations containing halogenated hgdrbons

For liquid preparations which show no flashpointaoflashpoint higher than
55°C and contain a halogenated hydrocarbon and thare5% flammable or highly
flammable substances, the label on the packagingtnbear the following
inscription as appropriate:

"Can become highly flammable in use" or "Can becdlmmmable in use".

11. Preparatious containing a substance assignedsphR67: vapours may
cause drowsiness and dizziness

When a preparation contains one or more substaassgned the phrase
R67, the label of the preparation must carry thedirg of this phrase as set out in
Annex Il to Directive 67/548/EEC, when the totalncentration of these substances
present in the preparation is equal to or highanth5%, unless:

- the preparation is already classified with phraR@9®, R23, R26, R68/
20, R39/23 or R39/26,

- or the preparation is in a package not exceedittyrl.
12. Cements and cement preparations

The label on the packaging of cements and cemeasrigsations containing
more than 0,0002% soluble chromium (VI) of the taday weight of the cement
must bear the inscription:

"Contains chromium (VI). May produce an allergiacé&on"

unless the preparation is already classified ahéllad as a sensitiser with phrase
R43.

C. For preparations not classified within the megnaf regulations 8, 9 and 10
but containing at least one dangerous substance

1. Preparations not intended for the general public

The label on the packaging of the preparationsrreteto in regulation 17.3
must bear the following inscription:
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"Safety data sheet available for professional wserequest".

Amended by: SIXTH SCHEDULE
L.N. 309 of 2007; . .. . . .
L.N. 267 of 2009. Confidentiality for the chemical identity
of a substance
PART A

Information to be communicated in the request fomfedentiality
Introductory notes

A. Regulation 18 indicates the conditions in whi¢te tperson responsible for
placing a preparation on the market may avail hifngfethe confidentiality.

B. To avoid multiple requests for confidentialityagng to the same substance
used in different preparations, a single requestctinfidentiality may suffice if a
certain number of preparations have:

- the same dangerous constituents present in thee seoncentration
range,

- the same classification and labelling,
- the same expected uses.

A single alternative denomination must be used tasknthe chemical
identity of the same substance in the preparaticorscerned. Furthermore, the
request for confidentiality must contain all infoation indicated in the following
request, without forgetting the name or the tradme of each preparation.

C. The alternative designation used on the labeltrheghe same as that given
under heading 2 "Composition/information on ingesds" of the Annex to Directive
91/155/EEC as last amended by Directive 93/112/EEC.

This implies that the alternative designation useidl contain enough
information about the substance to ensure risk-fraedling.

D. In making the request to use an alternative degign the person
responsible for placing on the market must tak® iatcount the need to provide
enough information for necessary health and safe&cautions to be taken in the
workplace and to ensure that risks from handling pheparation can be minimised.

Request for confidentiality

In accordance with regulation 18 the request farfidentiality must obligatorily
contain the following information:

1. Name and full address (including telephone numbef the person
established in Malta or within the European Comntymwho is responsible for
placing the preparation on the market (manufactuneporter or distributor).

2. Precise identification of the substance(s) foriolh confidentiality is
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proposed and the alternative designation.

CAS No.

Einecs Nol

Chemical name according to | Alternative designation
international nomenclature and
classification (Part 3 of Annex VI to
Regulation (EC) No 1272/2008 of the
European Parliament and of the Council
of 16 December 2008 on the
classification, labelling and packaging [of
substances and mixtures or provisional
classification)

()

(b)

(c)

N.B: Where substances are classified provisionabgompanying information (bibliographical

references) should be provided as evidence thaptbeisional classification takes account of|all

existing pertinent information available on the pecties of the substance.

3. Justification for confidentiality (probabiliy dgusibility).

4, Designation(s) or commercial name(s) of the prapan(s).

5. Is the designation or commercial name the samealoof the European
Community?

YES

] NO [ ]

If no, specify the designation(s) or commerciatrés) used in the different
Member States:

Belgium:

Bulgaria:

Czech Republic

Denmark:

Germany:

Estonia

Greece:

Spain:

France:

Ireland:

Italy:

Cyprus:

Latvia:

Lithuania:

Luxembourg:

Hungary:
Malta:
Netherlands:

Austria:
Poland:
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Portugal:
Romania:
Slovenia:
Slovakia:
Finland:
Sweden:

United Kingdom:

6. Composition of the preparation(s) defined in poih of the Annex to
Directive 91/155/EEC as last amended by Directi8€.92/EEC.

7. Classification of the preparation(s) accordingegulation 7.
8. Labelling of the preparation(s) according to region 11.
9. Intended uses for the preparation(s).

10. Safety data sheet(s) conforming to Directivel8b5/EEC as last amended by
Directive 93/112/EEC.

PART B
Lexicon guide for establishing the alternative desitions (generic names)
1. Introductory note

The lexicon guide is based on the procedure for thessification of
dangerous substances (division of substances amwlies) which appears in Part 3
of Annex VI to Regulation (EC) No 1272/2008 of tReropean Parliament and of
the Council of 16 December 2008 on the classifmatilabelling and packaging of
substances and mixtures.

Alternative designations to those based on thislgumay be used. However,
in all cases the names chosen must provide enonfgrmation to ensure the
preparation can be handled without risk and thatessary health and safety
precautions can be taken in the workplace.

The families are defined in the following manner:

- inorganic or organic substances whose properties identified by
having a common chemical element as their chiefrattaristic. The
family name is derived from the name of the chem&ament. These
families are identified as in Part 3 of Annex VI Regulation (EC) No
1272/2008 of the European Parliament and of the nCibuof 16
December 2008 on the classification, labelling apackaging of
substances and mixtures by the atomic number othieenical element
(001 to 103),

- organic substances whose properties are identifiedaving a common
functional group as their chief characteristics.

The family name is derived from the functional gponame.

These families are identified by the conventionamber found in Part 3 of
Annex VI to Regulation (EC) No 1272/2008 of the Bpean Parliament and of the
Council of 16 December 2008 on the classificatitahelling and packaging of
substances and mixtures (601-650).

Sub-families bringing together substances with mmn specific character
have been added in certain cases.
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2. Establishing the generic name
General principles

For the purposes of establishing the generic naime,following general
approach, involving two successive stages, is athpt

(i) identification of the functional groups and chieal elements present in
the molecule;

(i) determination of the extent to which accountsld be taken of the
most important functional groups and chemical eletse

The identified functional groups abd elements tak&o account are the
names of the families and sub-families set out @np 3 in the form of a non-
restrictive list.

3. Division of substances into families and sub-flasi

Family No
Part 3 of Annex VI
to Regulation (EC)
No 1272/2008 of the

European
Parliament and of
the Council of 16 Families & Sub-families
December 2008 or
the classification,

labelling and
packaging of
substances and

mixtures
001 Hydrogen compounds
Hydrides
002 Helium compounds
003 Lithium compounds
004 Beryllium compounds
005 Boron compounds
- Boranes
- Borates
006 Carbon compounds
- Carbantates

- Inorganic carbon compounds
- Salts of hydrogen cyanide
- Urea and derivatives

007 Nitrogen compounds
- Quaternary ammonium compounds
- Acid nitrogen compounds

- Nitrates
- Nitrites
008 Oxygen compounds
009 Fluorine compounds
- Inorganic fluorides
010 Neon compounds
011 Sodium compounds

012 Magnesium compounds
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Family No
Part 3 of Annex VI
to Regulation (EC)
No 1272/2008 of the
European
Parliament and of
the Council of 16 | Families & Sub-families
December 2008 or
the classification,
labelling and
packaging of
substances and
mixtures
- Organometallic magnesium derivatives
013 Aluminium compounds
- Organometallic aluminium derivatives
014 Silicon compounds
- Silicones
- Silicates
015 Phosphorus compounds
- Acid phosphorus compounds
- Phosphonium compounds
- Phosphoric esters
- Phosphates
- Phosphites
- Phosphoramides and derivatives
016 Sulphur compounds
- Acid sulphur compounds
- Mercaptans
- Sulphates
- Sulphites
017 Chlorine compounds
- Chlorates
- Perchlorates
018 Argon compounds
019 Potassium compounds
020 Calcium compounds
021 Scandium compounds
022 Titanium compounds
023 Vanadium compounds
024 Chromium compounds
- Chromium VI compounds
025 Manganese compounds
026 Iron compounds
027 Cobalt compounds
028 Nickel compounds
029 Copper compounds
030 Zinc compounds
- Organometallic zinc derivatives
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Family No
Part 3 of Annex VI
to Regulation (EC)
No 1272/2008 of the

European
Parliament and of
the Council of 16
December 2008 or
the classification,

labelling and
packaging of
substances and

Families & Sub-families

mixtures
031 Gallium compounds
032 Germanium compounds
033 Arsenic compounds
034 Selenium compounds
035 Bromine compounds
036 Krypton compounds
037 Rubidium compounds
038 Strontium compounds
039 Yttrium compounds
040 Zirconium compounds
041 Niobium compounds
042 Molybdenum compounds
043 Technetium compounds
044 Ruthenium compounds
045 Rhodium compounds
046 Palladium compounds
047 Silver compounds
048 Cadmium compounds
049 Indium compounds
050 Tin compounds

- Organometallic tin derivatives

051 Antimony compounds
052 Tellurium compounds
053 lodine compounds
054 Xenon compounds
055 Caesium compounds
056 Barium compounds
057 Lanthanum compounds
058 Cerium compounds
059 Praseodymium compounds
060 Neodymium compounds
061 Promethium compounds
062 Samarium compounds
063 Europium compounds
064 Gadolinium compounds
065 Terbium compounds
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Family No
Part 3 of Annex VI
to Regulation (EC)
No 1272/2008 of the
European
Parliament and of
the Council of 16 | Families & Sub-families
December 2008 or
the classification,
labelling and
packaging of
substances and
mixtures
066 Dysprosium compounds
067 Holmium compounds
068 Erbium compounds
069 Thulium compounds
070 Ytterbium compounds
071 Lutetium compounds
072 Hafnium compounds
073 Tantalum compounds
074 Tungsten compounds
075 Rhenium compounds
076 Osmium compounds
077 Iridium compounds
078 Platinum compounds
079 Gold compounds
080 Mercury compounds
- Organometallic mercury derivatives
081 Thallium compounds
082 Lead compounds
- Organometallic lead derivatives
083 Bismuth compounds
084 Polonium compounds
085 Astatine compounds
086 Radon compounds
087 Francium compounds
088 Radium compounds
089 Actinium compounds
090 Thorium compounds
091 Protactinium compounds
092 Uranium compounds
093 Neptunium compounds
094 Plutonium compounds
095 Americium compounds
096 Curium compounds
097 Berkelium compounds
098 Californium compounds
099 Einsteinium compounds
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Family No
Part 3 of Annex VI
to Regulation (EC)
No 1272/2008 of the
European
Parliament and of
the Council of 16 | Families & Sub-families
December 2008 or
the classification,
labelling and
packaging of
substances and
mixtures
100 Fermium compounds
101 Mendelevium compounds
102 Nobelium compounds
103 Lawrencium compounds
601 Hydrocarbons
- Aliphatic hydrocarbons
- Aromatic hydrocarbons
- Alicyclic hydrocarbons
- Polycyclic aromatic hydrocarbons (PAH)
602 Halogenated hydrocarbons (*)
- Halogenated aliphatic hydrocarbons (*)
- Halogenated aromatic hydrocarbons (*)
- Halogenated alicyclic hydrocarbons (*)
(*) Specify according to the family correspondirghalogen.
603 Alcohols and derivatives
- Aliphatic alcohols
- Aromatic alcohols
- Alicyclic alcohols
- Alcanolamines
- Epoxy derivatives
- Ethers
- Glycolethers
- Glycols and polyols
604 Phenols and derivatives (*)
- Halogenated phenol derivatives (*)
(*) Specify according to the family correspondirghalogen.
605 Aldehydes and derivatives
- Aliphatic aldehydes
- Aromatic aldehydes
- Alicyclic aldehydes
- Aliphatic acetals
- Aromatic acetals
- Alicyclic acetals
606 Ketones and derivatives
- Aliphatic ketones
- Aromatic ketones (*)
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Family No
Part 3 of Annex VI
to Regulation (EC)

No 1272/2008 of the

European
Parliament and of
the Council of 16
December 2008 or
the classification,

labelling and

packaging of

substances and
mixtures

D

Families & Sub-families

- Alicyclic ketones

(*) Quinones included

607

Organic acids and derivatives
- Aliphatic acids

- Halogenated aliphatic acids (*)

- Aromatic acids

- Halogenated aromatic acids (*)

- Alicyclic acids

- Halogenated alicyclic acids (*)

- Aliphatic acid anhydrides

- Halogenated aliphatic acid anhydrides (*)
- Aromatic acid anhydrides

- Halogenated aromatic acid anhydrides (*)
- Alicyclic acid anhydrides

- Halogenated alicyclic acid anhydrides (*)
- Salts of aliphatic acid

- Salts of halogenated aliphatic acid (*)

- Salts of aromatic acid

- Salts of halogenated aromatic acid (*)

- Salts of alicyclic acid

- Salts of halogenated alicyclic acid (*)

- Esters of aliphatic acid

- Esters of halogenated aliphatic acid (*)

- Esters of aromatic acid

- Esters of halogenated aromatic acid (*)

- Esters of alicyclic acid (*)

- Esters of halogenated alicyclic acid (*)

- Esters of glycol ether

- Acrylates

- Methacrylates

- Lactones

- Acyl halogenides

(*) Specify according to the family correspondirmghalogen.

608

Nitriles and derivatives

609

Nitro compounds

610

Chlornitrated compounds
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Family No
Part 3 of Annex VI
to Regulation (EC)
No 1272/2008 of the

European
Parliament and of
the Council of 16
December 2008 or
the classification,

labelling and
packaging of
substances and
mixtures

611

Families & Sub-families

Azoxy and azo compounds

612

Amine compounds
- Aliphatic amines and derivatives
- Alicyclic amines and derivatives

- Aromatic amines and derivatives
- Aniline and its derivatives
- Benzidine and its derivatives

613

Heterocyclic bases and derivatives
- Benzimidazole and derivatives
- Imidazol and derivatives
- Pyretbrinoids
- Quinoline and derivatives
- Triazine and derivatives
- Triazole and derivatives

614

Glycosides and alkaloids
- Alkaloid and derivatives
- Glycosides and derivatives

615

Cyanates and isocyanates
- cyanates
- isocyanates

616

Amides and derivatives
- Acetamide and derivatives
- Anilides

617

Organic peroxides

647

Enzymes

648

Complex coal derivatives
- Acid extract
- Alkaline extract
- Anthracene oil
- Anthracene oil extract residue
- Anthracene oil fraction
- Carbolic oil
- Carbolic oil extract residue
- Coal liquids, liquid solvent extraction
- Coal liquids, liquid solvent extraction solvents
- Coal ail
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Family No
Part 3 of Annex VI
to Regulation (EC)
No 1272/2008 of the

European
Parliament and of
the Council of 16 Families & Sub-families
December 2008 or
the classification,

labelling and

packaging of

substances and
mixtures

D

- Coal tar

- Coal tar extract

- Coal tar solids residue

- Coke (coal tar) low temperature, high temperatiteh

- Coke (coal tar) high temperature pitch

- Coke (coal tar) mixed coal high temperature pitch
- Crude benzole

- Crude phenols

- Crude tar bases

- Distillate bases

- Distillate phenols

- Distillates

- Distillates (coal), liquid solvent extraction,iprary

- Distillates (coal), solvent extraction, hydrockad

- Distillates (coal), solvent extraction, hydrocikaead
hydrogenated middle

- Distillates (coal), solvent extraction, hydrockad middle
- Extract residues (coal), low temperature coalalaaline

- Fresh oil

- Fuels, diesel, coal solvent extraction, hydrodeaat,
hydrogenated

- Fuels, jet aircraft, coal solvent extraction, hydracked,
hydrogenated

- Gasoline, coal solvent extraction, hydrocrackeghtha
- Heat treatment products

- Heavy anthracene oil

- Heavy anthracene oil redistillate

- Light oil

- Light oil extract residues, high boiling

- Light oil extract residues, intermediate boiling

- Light oil extract residues, low boiling

- Light oil redistillate, high boiling

- Light oil redistillate, intermediate boiling

- Light oil redistillate, low boiling

- Methylnaphthalene oil

- Methylnaphthalene oil extract residue

- Naphtha (coal), solvent extraction, hydrocracked
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Family No
Part 3 of Annex VI
to Regulation (EC)
No 1272/2008 of the

European
Parliament and of
the Council of 16
December 2008 or
the classification,

labelling and
packaging of
substances and
mixtures

Families & Sub-families

- Naphthalene oil

- Naphthalene oil extract residue
- Naphthalene oil redistillate

- Pitch

- Pitch redistillate

- Pitch residue

- Pitch residue, heat treated

- Pitch residue oxidised

- Pyrolysis products

- Redistillates

- Residues (coal), liquid solvent extractions
- Tar brown coal

- Tar brown coal, low temperature
- Tar oil, high boiling

- Tar oil, intermediate boiling

- Wash oil

- Wash oil extract residue

- Wash oil redistillate

649

Complex oil derivatives
- Crude oil
- Petroleum gas
- Low boiling point naphtha
- Low boiling point modified naphtha
- Low boiling point cat-cracked naphtha
- Low boiling point cat-reformed naphtha
- Low boiling point thermally cracked naphtha
- Low boiling point hydrogen treated naphtha
- Low boiling point naphtha - unspecified
- Straight-run kerosene
- Kerosene - unspecified
- Cracked gas oil
- Gas oil - unspecified
- Heavy fuel oil
- Grease
- Unrefined or mildly refined base oil
- Base oil - unspecified
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Family No
Part 3 of Annex VI
to Regulation (EC)
No 1272/2008 of the

European
Parliament and of
the Council of 16 Families & Sub-families
December 2008 or
the classification,

labelling and

packaging of

substances and
mixtures

D

- Distillate aromatic extract

- Distillate aromatic extract (treated)
- Foots oil

- Slack wax

- Petrolatum

650 Various substances

- Do not use this family. Instead, use the famili@rs
subfamilies mentioned above.

4, Practical application:

After having conducted a search to see if the sarst belongs to one or
more families or sub-families on the list, the gen@mame can be established in the
following way:

4.1. If the name of a family or sub-family is suffat to characterise the
chemical elements or important functional groupss name will be chosen as the
generic name.

Examples:

- 1,4 dihydroxybenzene
family 604: phenols and derivatives
generic name: phenol derivatives

- butanol
family 603: alcohols and derivatives
sub-family: aliphatic alcohols
generic name: aliphatic alcohol

2-lIsopropoxyethanol

family 603: alcohols and derivatives
sub-family: glycotethers

generic name: glycolether

- methacrylate
family 607: organic acids and derivatives
sub-family: acrylates
generic name: acrylate
4.2 If the name of a family or sub-family is not Baifent to characterise the
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chemical elements of important functional groupse generic name will be a
combination of the corresponding different famillysub-family names:

Examples:

- chlorobenzene
family 602: halogenated hydrocarbons
sub-family: halogenated aromatic hydrocarbons
family 017: chlorine compounds
generic name: chlorinated aromatic hydrocarbon

- 2,3,6-trichlorophenylacetic acid
family 607: organic acids
sub-family: halogenated aromatic acids
family 017: chlorine compounds
generic name: chlorinated aromatic acid

- 1-chloro-1-nitropropane
family 610: chloronitrated derivatives
family 601: hydrocarbons
sub-family: aliphatic hydrocarbons
generic name: chlorinated aliphatic hydrocarbon

- tetrapropyl dithiopyrophosphate
family 015: phosphorus compounds
sub-family: phosphoric esters
family 016: sulphur compounds
generic name: thiophosphoric ester

NB: In the case of certain elements, notably methls name of the family or sub-
family may be indicated by the words "organic" ardrganic".

Examples:
- dimercury chloride
family 080: mercury compounds
generic name: inorganic mercury compound

- barium acetate
family 056: barium compounds
generic name: organic barium compound

- ethyl nitrite
family 007: nitrogen compounds
sub-family: nitrites
generic name: organic nitrite

- sodium hydrosulphite
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family 016: sulphur compounds
generic name: inorganic sulphur compound

(The examples cited are substances taken from3aftAnnex VI to Regulation
(EC) No 1272/2008 of the European Parliament anthefCouncil of 16 December
2008 on the classification, labelling and packagafgubstances and mixtures in
respect of which requests for confidentiality maydubmitted).

SEVENTH SCHEDULE
Preparations covered by regulation 15.2
Preparations as specified by paragraph 9.3 of Anfleto Directive 67/548/EEC.



