NB: Unofficial translation; legally binding texts are
those in Finnish and Swedi sh

M nistry of Social Affairs and Heal th Decree
on chem ca
classification principles and |abelling
(807/2001)

Section 1 — Scope of application

(1)

(2)

(3)

(4)

(5)

This Decree | ays down provisions on the
classification principles, packaging, and | abelling
of chemcals referred to in section 19 of the

Chem cal s Act (744/1989) and sections 5 and 16 of
the Chem cals Decree (675/1993).

Label I i ng means danger synbols and their nanes,
st andard phrases indicating danger (R phrases),
standard phrases indicating safety neasures(S
phrases), and other specific |abelling
requirenents.

This Decree applies to preparations which have been
classified as dangerous under section 3, 4 or 5 and
contain at | east one substance classified as

danger ous.

This Decree also applies to preparations that are
not classified but for which a safety data sheet
nmust be drawn up under section 17 of the Chem cals
Act or the packagi ng of which nust be equi pped with
safety closures or a tactile warning of danger, or
t he packagi ng of which nust be labelled as |aid
down in Appendi x 3.

Al |l dangerous substances nust be taken into account
when cl assifying a preparation as dangerous, wth
speci al consideration given to the foll ow ng:



1) substances included in the |Iist of dangerous
substances (list of substances)

2) dangerous substances included in the Iist of
new subst ances

3) dangerous substances that have been classified
i ndependently by the manufacturer, inporter or
di stributor on the basis of section 6 of the
Chem cal s Decree

4) new dangerous substances for which a
notification has been submtted but which have
not yet been entered in the |list of new
subst ances

5) new dangerous substances for which a reduced
notification has been submtted

6) new dangerous substances that have been
classified and labelled as required in section
8 of the Mnistry of Social Affairs and Health
Decision on the notification procedure for new
substances (1642/1993).

Section 2 — Testing nethods

When determ ning the properties of a chem cal for

t he purpose of classification, the chem cal nust be
tested according to approved testing nethods in the
formin which it is to be placed on the market.

Pl ant protection products referred to in the
Pesticides Act may al so be tested for the purpose
of classification using other internationally
recogni zed nmethods as is laid down in the
pesticides | egislation.

Section 3 — Classification of flamuable and expl osive
chem cal s

(1) The flammuability and expl osi veness of a chem cal
are assessed for the purpose of classification by



(2)

(3)

(4)

determ ning the flanmabl e and expl osi ve properties
using tests referred to in section 2 or other
simlar investigations. Chemcals are classified on
the basis of test results and other research data
as |laid down in Appendix 1.

The flammability or expl osiveness of a preparation
(m xture) does not need to be tested if:

1) the preparation contains no flammble or
expl osi ve substances and, based on information
avai l able to the manufacturer, the preparation
poses no such risk; or

2) the preparation has been placed on the market as
an aerosol and it is the manufacturer’s opinion
that the aerosol does not pose a flammability
risk as provided in | egislation on aerosols.

Exenptions from application of the testing methods
are laid dowmn in Appendix 2.1, item1, of this
Decr ee.

When tests cannot be conducted to determ ne
flammabil ity and expl osiveness, the cal cul ation
met hods listed in Appendix 2.1, item2, of this
Decree will apply to classification of the
preparation.

Section 4 — Cassification of chem cals dangerous to

(1)

heal th

The heal th hazards of chem cals (substances and
preparations) are assessed for the purpose of
classification by determ ning the properties that
cause danger to health using the testing nethods
referred to in section 2 or wwth other simlar

i nvestigations. Chemcals are classified on the



(2)

(3)

(4)

(5)

(6)

basis of test results and other research data as
provi ded in Appendi x 1.

Preparations are classified primarily in accordance
wi th the conventional nethod described in Appendi x
2.2. However, if the list of substances includes
specified concentration limts for a substance for
t he purpose of classification, these limts nust be
applied instead of those determ ned in Appendi X

2. 2.

In the case of preparations tested to determ ne
their health hazards, the test results are used in
classification unless the hazardous effects are
carci nogenic, nutagenic or toxic to reproduction.
In these cases, the conventional nethod described
in Appendix 2.2 will apply to the classification.

Animal tests referred to in section 2 may be used
to test preparations for the purpose of
classification only if the party placing the
preparation on the market can scientifically prove
that the properties of the preparation that are
dangerous to health cannot be appropriately

i ndi cated using a conventional nethod or existing
animal test results. Animal tests nmust be justified
and al |l owed under the provisions of aninal
protection |legislation on ani mal experinents. The
requirenents that apply to tests of plant
protection products referred to in the Pesticides
Act are laid down in the pesticides |egislation.

Al'l health risks of a preparation under Appendix 1
nmust be assessed either on the basis of test
results or using a conventional nethod.

An exenption may be made from classification
determ ned on the basis of test results or a



(7)

conventional nethod and the preparation classified
on the basis of effects that endanger human health,
provi ded that these effects can be proven by:

1) epi dem ol ogi cal study results or case histories
as provided in Appendi x 1 regarding individual
cases; or

2) statistical data provided by a poison information
centre or on occupational diseases.

Conventi onal nethods may not be used for
classification if the preparation has nutually
weakeni ng or enhancing effects that are known. In
such cases, classification of the preparation wll
take these effects into account.

Section 5 — Classification of chem cals dangerous for the

(1)

(2)

(3)

envi r onnent

The environnental hazards of chem cals (substances
and preparations) nust be assessed for the purpose
of classification by determning their
environnent al | y hazardous properties using tests
referred to in section 2 or other simlar

i nvestigations. Chemcals are classified on the
basis of test results and other research data as
provi ded in Appendi x 1.

Preparations will be primarily classified in
accordance wth the conventional nmethod descri bed
in Appendix 2.3. However, if the list of substances
i ncl udes specific concentration limts for a
substance for the purpose of classification, these
[imts nust be used instead of those laid down in
Appendi x 2. 3.

In the case of preparations that have been tested
to determne their environnmental hazards, the test



results nust be used in classification as provided
i n Appendi x 2. 3.

(4) Ani mal tests nust be justified and all owed under
t he provisions of animal protection |egislation on
ani mal experinents. The requirenents that apply to
tests of plant protection products referred to in
the Pesticides Act are laid down in the pesticides
| egi sl ati on.

Section 6 — Reassessnent of the classification of a
t est ed dangerous preparation

(1) Preparations with known conpositions that have been
assessed and cl assified as flammabl e and expl osi ve
on the basis of test results need not be retested
for the purpose of classification when their
conposition is altered if it can be scientifically
justified that their classification as flanmabl e
and expl osi ve woul d not change.

(2) When preparations with known conpositions have been
assessed and cl assified as dangerous to health or
the environnment on the basis of test results, the
dangers to health or the environnent nust be
reassessed on the basis of newtest results or a
conventional nethod if:

1) the manufacturer alters the concentration of one
or nore dangerous conponents of the original
conposition nore than is allowed in the
foll ow ng table:

Original concentration Tol erance margin of
range of conponent original concentration
Concentration<=2.5% +30%

2. 5%<concentrati on<=10% +20%
10%<concentr ati on<=25% +10%



(3)

(4)

25%<concentrati on<=100% +5%

2) the manufacturer alters the conposition by
repl aci ng or addi ng one or nore conponents,
irrespective of the classification of the
subst ance.

Reassessnent of a preparation whose conposition has
been altered can only be avoided if it can be
scientifically proven that a new test would not

| ead to reclassification.

Thi s provision does not apply to plant protection
products referred to in the Pesticides Act.

Section 7 — M ni mum concentrati ons of substances

dangerous to health and the environnent in
preparations

(1) Subst ances dangerous to health and the environnent
must be taken into account in the classification of
a preparation if their m ninumconcentration is as
indicated in the table bel ow The substances nust
al so be taken into account when they are present as
additives or inpurities in a preparation:
Dangerousness Relevant concentrations

in gaseous preparations other preparations
vol/vol % weight/weight %

Very toxic >=0.02 >=0.1

Toxic >=0.02 >=01

Carcinogenic, Cat. 1 or 2 >=0.02 >=0.1

Mutagenic, Cat. 1 or 2 >=0.02 >=0.1

Toxic for reproduction.

Cat.1lor?2 >=0.02 >=01

Harmful >=0.2 >=1

Corrosive >=0.02 >=1

Irritating >=0.2 >=1

Sensitizing >=0.2 >=1

Carcinogenic, Cat. 3 >=0.2 >=1

Mutagenic, Cat. 3 >=0.2 >=1

Toxic for reproduction,

Cat. 3

>=0.2 >=1

Dangerous for the environment N >=0.1



Dangerousfor the environment  >=0.1

Ozone
Dangerous for the environment >=1
(2) If the list of substances or Appendices 2.2, 2.3 or

3 to this Decree provide that concentrations | ower
than those given in the table above apply, these
nmust be observed instead of the concentration
l[imts specified in the table above.

Section 8 — Taki ng dangerous properties into account

Al |l dangerous properties of substances contained in
a preparation nust be taken into account when
classifying the preparation and selecting its

| abel ling. The classification of a preparation and
its labelling nmust be selected on accordance with
its nost seriously dangerous properties.

Section 9 — Content of package | abelling

(1)

(2)

(3)

Section 16 of the Chem cals Decree |ays down
provi sions on the | abelling of packagi ng for
danger ous chem cal s.

Danger synbols, their nanes, R and S phrases and

ot her special markings to be placed on the
packagi ng are selected on the basis of the

chem cal’s classification under sections 3, 4 and 5
and in accordance with the selection criteria laid
down in Appendices 1, 2.1, 2.2, 2.3, 3 and 4.

Any | abelling placed on the packagi ng of a
preparation nmust include the nanes of substances
that exceed the following limts given for the

pur pose of classification in the list of substances
or the tables of Appendix 2.2:



(2)

(3)

(4)

1) the concentration [imts determned in 1 and la
for acute toxicity (including the mnimumIlimt
for classification Xn)

2) the concentration limts determned in 4 and 4a
for corrosiveness (including the mnimmlimt
for classification Xn).

However, the nanmes of substances on whose account a
preparation has been classified in one or nore of
the follow ng risk groups nust always be entered on
t he package | abelling:

1) carcinogenic substances of Cat. 1, 2 or 3;

2) mutageni c substances of Cat. 1, 2 or 3;

3) substances toxic to reproduction of Cat. 1, 2 or
3;

4) substances that are very toxic, toxic or harnfu
on the basis of their irreversible effects,
ot her than death, froma single exposure;

5) substances that are toxic or harnful on the
basis of serious irreversible effects from
repeated or | ong-term exposure;

6) sensitizing substances.

The nanes of substances given on packagi ng nust be
the nanes stated in the list of substances or, in
t he case of substances not included in the |ist of
substances, internationally accepted chem ca
nanes.

The nanmes of substances on whose account a
preparation is classified under the follow ng risk
cl asses need not be entered on the packagi ng:

1) expl osive

2) oxidi zing

3) extrenely flanmabl e
4) highly flanmabl e



(5)

(6)

(7)

(8)

(9)

10

5) flammabl e
6) irritant
7) dangerous for the environnent,

unl ess the preparation is classified as dangerous
on the basis of other properties of the substance.

In the case of packaging for strong perfunes

i ntended for the perfune industry, only the nane of
the sensitizing substance that is deened to be the
princi pal sensitizing substance of the preparation
containing the perfume need be entered on the
packagi ng.

Chem cal nanmes may be entered on the packagi ngs of
natural products in a formindicating the origin of
the natural product.

A maxi mum of four nanmes of substances hazardous to
health contained in a preparation may normally be
entered on the packagi ng.

A maxi mum of six R phrases may generally be entered
on packagi ng. Conbi ned phrases are considered a

si ngl e phrase. However, nore that 6 R phrases nust
be used on the packagi ng when the vari ous dangerous
properties of the chem cal are not otherw se

appar ent .

R phrases R12 ‘Erittéain hel posti syttyva. Extrent
brandfarligt.’ (Extrenely flamuable) or Rl11

‘Hel posti syttyva. Mycket brandfarligt.’” (H ghly
fl ammabl e) do not need to be entered on the
packaging if they replicate the nane of the danger
synbol .



(10)

(11)

(11)

11

A maxi mum of 6 S phrases may generally be entered
on packagi ng. Conbi ned phrases are considered a
si ngl e phrase.

A separate safety guidance nust be added to
packaging if, due to the shape or size of the
packagi ng or other special reason, it is inpossible
to enter S phrases on the packaging itself or on
sone ot her package.

Danger synbols and their nanes are laid down in
Appendi x 2 of the Mnistry of Social Affairs and
Heal th Decree on the |ist of dangerous substances.
R phrases are listed in Appendix 3 of the Mnistry
of Social Affairs and Health Decree on the |ist of
subst ances, and S phrases in Appendix 4 of the sane
Decr ee.

Section 10 — Chem cals with several dangerous properties

(1)

(2)

If a chem cal has several properties on whose
account a nunber of danger synbols are required to
be placed on its packaging, only the danger synbol s
i ndi cating the nost serious dangers and their names
are to be placed on the packaging, in a manner t hat
i ndi cates the danger to health, danger for the
environment or flammbility or expl osiveness. O her
dangerous properties nust be indicated with R

phr ases.

When a chem cal hazardous to health is marked with
t he danger synbol

1) T+, the synbols T, Xn, C and Xi may be om tted,
2) T, the synbols Xn, C and Xi may be omtted,

unl ess specified otherwse in the |ist of

subst ances;
3) Xn, the synbol Xi nay be omtted,



(3)

12
4) C, the synbols Xi and Xn nay be omtted.
Wen a chemcal that is flamuable and explosive is

marked with the danger synbol E, the synbols O F+
and F may be omtted.

Section 11 — Labelling small packages

(1)

(2)

(3)

When the contents of the packaging of a dangerous
substance are no nore than 125m and if the
substance is classified as an irritant, highly

fl ammabl e, flanmmable or oxidizing, R or S phrases
need not be entered on the packaging. This al so
applies to the sane vol une of harnful substances
not sold to the general public.

When the contents of the packaging of a dangerous
preparation are no nore than 125m and if

1) the preparation is classified as dangerous for

t he environnment, highly flammuabl e, oxidizing or an
irritant using the danger synbol N, excluding
irritant preparations for which R phrase 41 is
required, R or S phrases need not be entered on the
packagi ng;

2) the preparation is classified as flammable or
dangerous for the environnent w thout the danger
synbol N, R phrases nust be entered but S phrases
may be omtted.

O her markings nust be nade on packagi ng
irrespective of the packagi ng si ze.

Section 12 — Exenptions fromthe requirenents on

| abel | i ng and packagi ng



(1)

(2)

(3)

(4)

(5)

13

Appendi x 4 to this Decree specifies the
preparations classified as dangerous under this
Decree to which requirenents concerning the safety
or | abelling of packaging do not apply on the basis
of risk assessnent.

Labelling may be omtted fromthe packaging of a
preparation under section 16 of the Chem cals
Decree and under this Decree, or packagi ng may be

| abell ed in another appropriate way if the content
of the packaging of a preparation which is harnful,
extrenely flammable, highly flammable, flanmmbl e,
an irritant or oxidizing is so small that there is
no cause to suspect the handling of the preparation
to pose a danger to health.

The packaging of a preparation that is expl osive,
very toxic, toxic, sensitizing, carcinogenic,

mut ageni c or toxic to reproduction or the

envi ronment may be | abelled in sonme other
appropriate way if it is too small to be | abelled
as required under section 16 of the Chem cal s
Decree or under this Decree, provided that there is
no cause to suspect the handling of the preparation
to cause a danger to health or the environnent.

In the case of unusual |abelling, only the danger
synbols and their nanes referred to in this Decree
and the R and S phrases may be used.

The requirenents on the safety and | abelling of
packaging referred to in this Decree do not apply
to expl osi ves.

Section 13 — Special provisions on |abelling

Speci al |abelling used on the packagi ng of
chem cals are specified in Appendi x 3.
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Section 14 — Labelling of packagi ng

(1)

(2)

(3)

(4)

(5)

(6)

The labelling referred to in section 16 of the
Chem cal s Decree nust be entered on | abel s which
are attached to or printed on the packagi ng.

Label s nmust be attached firmy to at |east one side
of the packaging so that the | abelling can be read
hori zontal |y when the packaging is upright.

Label s nust have the foll ow ng neasurenents:

Packagi ng vol une Measur enments (nmm
Maxi mum 3l m ni rum 52 x 74
More than 3,

but maxi num 50I m ni rum 74 x 105
More than 501,

but maxi mum 500l m ni mum 105 x 148
More than 500l m ni rum 148 x 210

Each danger synbol nust cover at |east one tenth of
the surface area of the |abel but may not be

smal ler than 1 cnf. The entire surface of a |abel
nmust be attached to the packagi ng of the chem cal.

In addition to the information referred to in
section 16 of the Chem cals Decree, additional

i nformati on on dangers and safety may be included
on | abel s when needed.

Label s and their appearance nmust be such that
danger synbols and their backgrounds are clearly

di stingui shabl e. Danger synbols nust be printed in
bl ack on an orange-yell ow background. The text on

| abel s nust be clearly distinguishable fromits
background, and its size and | ayout nust be such
that it is easily readable. The text nust be
witten in Finnish and Swedi sh. Text may al so be

i ncluded in other |anguages, provided that the
requi renents of size and formof the |abel are net.
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(7) Labelling is deened to neet the requirenments of
this Decree if

1) the outer package containing one or nore
i ndi vi dual chem cal packages has been | abell ed
as required by regulations on the transport of
danger ous substances, and the interior packages
as required by this Decree;

2) the packagi ng of the chem cal has been | abelled
as required by regulations on the transport of
danger ous substances and the information
referred to in section 16 of the Chem cal s
Decree has been entered on it, with the
exception of the danger synbols referred to in
this Decree and their nanes and the vol une of
the preparation content intended for retail;
however, danger synbols and their names nust be
entered on the packagi ng of preparations
classified as dangerous to the environnent when
a correspondi ng synbol is not required under
transport regul ati ons;

3) labelling on nobile gas containers neets the
requirenents laid down in Appendix 1, itens 7.1
and 7.2, of this Decree.

(8) Danger marki ngs required on chem cal packagi ng that
are valid in Sweden and issued for the purpose of
i npl ementing the chemcals | egislation of the
Eur opean Community may be used, when necessary, in
pl ace of the Swedi sh-language danger marki ngs of
the sanme neaning in use in Finland.

Section 15 — Keeping information for supervision purposes
(1) The manufacturer or inporter of a chemcal or the

party responsible for its placenent on the narket
or supply for use, nust, for supervision purposes,
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keep information that has been used in

1) the classification of the chem cal and the
sel ecting of |abelling;

2) drawi ng up a safety data sheet;

3) ensuring that packaging is safe.

Section 16 — Entry into force

(1)

(2)

This Decree enters into force on Cctober 1, 2001.
The provisions of this Decree nmust be applied no
| ater than August 1, 2002. However, section 2 on
testing nethods nust be applied as of QOctober 1,

2001.

Not wi t hst andi ng subsection 1, the provisions of
this Decree nust be applied to plant protection
products referred to in the Pesticides Act and

bi oci dal products referred to in the Chem cals Act
by August 1, 2004, at the |atest.



