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M nistry of Social Affairs and Heal th Decree
on submtting information concerning chem cals
374/ 2002

Section 1 — Duties of undertakings

(1)

(2)

Under t aki ngs responsi bl e for placing chem cals on
the market or supplying themfor use in Finland
must submt the information set out in Appendix 1
of this Decree on chemcals that are referred to in
section 17(3) of the Chem cals Act (744/1989) to
the National Product Control Agency for Wl fare and
Heal t h.

The information (notification) nmust be submtted as
instructed in Appendix 1 for chem cals intended for
prof essi onal use and for those intended to the
general public. Forns that conmply with Appendix 2
may be used to submt the information.

Section 2 —Information to be submtted

(1)

(2)

Adequat ely detailed informati on nust be submtted
so that instructions for treatnent of acute

poi soni ng and preventive instructions can be issued
and occupational diseases and acci dents

i nvesti gat ed.

| nf ormati on nmust be provided on the foll ow ng
itens used professionally or intended to the
general public:

1) chem cal (substance and preparation) classified
as dangerous under the Mnistry of Soci al
Affairs and Health Decree on the Bases of



(3)

(4)

Cl assification of Chem cals and Labelling
(807/2001), hereinafter the classification
decree, referred to in section 19 of the
Chem cal s Act (744/1989); and

2) preparation that is not classified as dangerous
under the classification decree but contain at
| east one substance that is dangerous to health
or the environnent or a substance for which an
occupational exposure limt value has been
determ ned; the concentration of the substance
in the preparation nust be at |east 1% by nmass
in the case of a solid or liquid substances, or
at least 0.2% by volune in the case of gaseous
subst ances.

| f needed for the purpose provided in subsection 1
t he undertaki ng nmust provide the National Product
Control Agency for Welfare and Health with
additional information on the conposition of a
preparation.

If information on a preparation’ s conposition or
other information on a preparation is confidential,
this must be clearly identified and so indicated in
the notification.

Section 3 — Maintaining trade or professional secrecy for

(1)

chem cal nanes identifying substances contained in
preparations

An undertaki ng may request fromthe National

Product Control Agency for Welfare and Heal th that
the chem cal nanme by which a substance contained in
a preparation classified as dangerous be kept a
trade or professional secret if the substance has
been classified sinply as harnful (Xn, R20, R21,
R22) or irritating (Xi, R36, R37, R38), or as
irritating or harnful but al so explosive,



(2)

(3)

oxi dising, extrenely flammable, highly flanmbl e,

fl ammabl e or dangerous to the environnment. Such a
request may not be made in the case of substances
for which an occupational exposure [imt val ue has
been det erm ned.

If justified cause exists, an undertaki ng may

mai ntain trade or professional secrecy for a

chem cal nane identifying a substance contained in
a non-classified preparation if the substance has
been classified sinply as harnful (Xn, R20, R21,
R22) or irritating (Xi, R36, R37, R38), or as
irritating or harnful but al so expl osive,

oxi dising, extrenely flammable, highly flanmbl e,
fl ammabl e or dangerous to the environnent.

In cases referred to in subsections 1 and 2, the
common nane may be used instead of the chem ca
name identifying the substance given on the

| abelling and in the safety data sheet, as laid
down in Appendi x 3.

Section 4 — Procedure for maintaining trade or

(1)

pr of essi onal secrecy for chem cal nanes that
identify substances

In cases referred to in section 3(1), the
provisions laid down in Appendix 3, part A |, nust
be observed when submtting a justified request
(application) to the National Product Control
Agency for Welfare and Health for maintaining trade
or professional secrecy for a chem cal nane
identifying a substance contained in a preparation
cl assified as dangerous, where the preparation is
first placed on the European Comunity market in

Fi nl and. The undertaking in question nust supply

t he conpetent authorities of other Menber States of
t he European Community for information purposes the



(2)

(3)

(4)

details of any decision to maintain trade or

pr of essi onal secrecy for the nane of a substance
that they receive froma conpetent authority if the
preparation is also to be placed on the market in
ot her Menber States of the European Conmunity.

An undert aki ng which places on the Finnish market a
preparati on containing a substance whose
identifying chem cal nane can be kept a trade or

pr of essi onal secret under a decision nmade in sone
ot her Menber State of the European Comrunity nust
provi de the National Product Control Agency for
Welfare and Health with the information required by
Appendi x 3, part A ll.1.

In the cases referred to in section 3(2), the
identifying nane of a substance contained in a non-
classified preparation nust be submtted
(notification) to the National Product Control
Agency for Welfare and Health as laid down in
Appendi x 3, part All.2.

The National Product Control Agency for Wl fare and
Heal th may request the undertaking to submt
further information for the purpose of assessing
the justifications given in an application or
notification for maintaining trade or professional
secrecy for the nane of a substance.

Section 5 — Exenptions fromthe duty to submt

i nformati on

| nformati on need not be submtted on cheni cal s:

1) that are used in process-oriented research and
devel opnent; process-oriented research and
devel opment neans product devel opnent activities
in which the applicability of the Chem cals Act



i s assessed through production trials or at a
testing facility;

2) that are used in scientific research and
devel opnment; scientific research and devel opnent
means scientific experinents, analyses and
chem cal studies conducted in controlled
ci rcunst ances, including the assessnent of the
properties, behaviour and efficacy of a
chem cal, and scientific studies related to
product devel opnent; this exenption does not,
however, include chem cals used in ordinary
| aboratory activities, unless otherw se provided
i n paragraph 3;

3) that are dangerous but their total annual
deliveries per undertaking are so snmall in
vol une that the chem cal cannot be considered to
constitute a danger.

Section 6 — Notifying changes

(1D When substantial changes occur in the information
submtted on a chem cal, the undertaking nust
provi de the National Product Control Agency for
Wel fare and Health with an updated notification.

(2) The information referred to above in subsection 1
is as follows;
1) a change in the trade nane of a preparation
2) a change in the information regarding the
undert aki ng;
3) a change in the conposition of a preparation as
provided in section 6 of the classification decree;
4) new or changed information on the properties of
a chemcal referred to in section 17(3) of the
Chem cal s Act;
5) other factors that have an essential bearing on
the information content or on the registration of



information referred to in section 20 of the
Chem cal s Decree (675/1993).

Section 7 — Entry into force

(1)

(2)

(3)

This Decree enters into force on April 1, 2003. The
provisions referred to in sections 3 and 4 on

mai ntai ni ng trade or professional secrecy for a
chem cal nane identifying a substance enter into
force on August 1, 2002. Wth regard to pl ant
protection products referred to in the Pesticides
Act (327/1969) and biocidal products referred to in
the Chem cals Act, the Decree enters into force on
August 1, 2004.

This Decree repeals the Mnistry of Social Affairs
and Heal th Decision on providing informati on on
dangerous chem cals (377/1998) issued on May 29,
1998. The repeal ed Deci sion applies to plant
protection products and bi oci dal products until
August 1, 2004.

Before its entry into force, this Decree may be
applied as of June 1, 2002 instead of the Decision
referred to in subsection 2.



