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Terms and conditions / Limitation of liability

Although every care has been taken by the Federal Authorities to ensure the accuracy of the
information published, no warranty can be given in respect of the accuracy, reliability, up-to-dateness
or completeness of this information.

The Federal Authorities reserve the right to alter or remove the content, in full or in part, without prior
notice.

In no event will the Federal Authorities be liable for any loss or damage of a material or immaterial
nature arising from access to, use or non-use of published information, or from misuse of the
connection or technical faults.

1 Introduction

The provisions governing the obligation to notify, report and declare new substances are contained in
the Ordinance on Protection against Dangerous Substances and Preparations (Chemicals Ordinance;
ChemO, SR 813.11). Please note that the translation of the Chemical Ordinance is for your conven-
ience only. Legal standard is the German, French or Italian version.

The ChemO https://www.admin.ch/opc/en/classified-compilation/20141117/index.html refers repeated-
ly to the provisions of the EU chemicals legislation, specifically to the following regulations, their an-
nexes, amendments and adaptations:

- (EC) Regulation No. 1907/2006 of the European Parliament and of the Council of 18 Decem-
ber 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals
(REACH Regulation)

- (EC) Regulation No. 1272/2008 of the European Parliament and of the Council of 16 Decem-
ber 2008 on the classification, labelling and packaging of substances and mixtures, amending
and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No
1907/2006 (CLP Regulation)

2 General information on the requirement to notify substances

The obligation to notify a new substance that is placed on the market in Switzerland (according to
article 4, paragraph 1, letter i of the Chemicals Act, ChemA)in quantities of 1 tonne or more per year is
stated in article 24 ChemO.

e The manufacturer (the definition includes the importer) must notify a new substance before
it is placed on the market for the first time in Switzerland.

e The natifier (manufacturer, importer or only representative) must have his habitual residence,
registered office or subsidiary in Switzerland.

A new substance must be notified not only as such or as a component of a preparation, but also if it
forms part of an object’ from which it can be released when used under normal or reasonably fore-
seeable conditions of use. Furthermore, the notification authority can require the notification of a sub-
stance contained in an object if it assumes that the substance can be released during the use of the
object (article 24, paragraph 3, ChemO).

According to article 4, paragraph 1, letter a of ChemA, and article 2, paragraph 2, letter f of ChemO,
new substances are defined as those which are not contained in the list of existing substances
EINECS (European Inventory of Existing Commercial Chemical Substances,

' Object defined according to article 2, paragraph 2, letter a ChemO:
an article, consisting of one or more substances or preparations, which during production is given a
special shape, surface or design which determines its end use function to a greater degree than
does its chemical composition
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http://echa.europa.eu/de/information-on-chemicals/ec-inventory), i.e. with EC numbers beginning with
2or3.

e Substances with an EC-Nr. beginning with 4 (ELINCS) are new substances

e Those with a list number beginning with 6, 7, 8 or nine are mostly new substances, too (unless
the manufacturer can prove that the identity corresponds to a substance listed in EINECS).

e Substances with an EC-Nr. beginning with 5 are no-longer polymers (NLP) and considered
being new substances, too. Pursuant to art. 26 par. 1 let. b there is no notification obligation
for these (classified NLP however must be reported, see chapter 3 Exceptions to the require-
ment to notify substances and 10 Reporting of new substances that are exempt from the obli-
gation to notify).

In the EEA, a notification of a new substance on the ELINCS list in accordance with previous legisla-
tion (Directive 67/548/EEC) is considered a registration in accordance with Article 24 of the REACH
Regulation. As of 1 June 2008, substances that are newly placed on the market in the EU or EEA in
quantities of 1 tonne or more per year per manufacturer or importer (non-phase-in substances), must
be registered with the European Chemicals Agency (ECHA, http://www.echa.europa.eu). Questions
on REACH can be referred to the REACH Helpdesk:

Federal Office of Public Health
REACH-Helpdesk

CH-3003 Bern
http://www.reach.admin.ch
Tel. +41 (0)58 465 12 53
reachhelpdesk@bag.admin.ch

As a result of the incorporation of REACH in the EEA Agreement, EEA states have the same rights
and duties as EU member states. However, since Switzerland is not a member of the EU or the EEA,
and since new substances are not covered by any bilateral agreement, all new substances must be
notified, reported and/or declared in Switzerland before they are placed on the market, even if they are
already registered in the EU.

o New substances which have already been registered in the EEA are nonetheless subject to
the requirement for notification, registration or declaration in Switzerland.

e new substances are subject to notification regardless of classification (exemptions: art. 26
ChemO)

e new substances that are exempt from the obligation to notify must be reported when they are
classified as dangerous or PBT, vPvB, nanomaterials purposefully containing fibres or tubes
with a length of more than 5 ym.

o when a preparation has been reported to the chemical products register, new substances
must be notified or reported nonetheless (or declared, as regards substances placed on the
market for product and process-orientated research and development only)

Special provisions for polymers:

If a new substance is contained in a polymer as a monomer or as another substance in the form of
monomer units or chemically bound, Article 24 Paragraph 1 (Obligation to notify) applies for the sub-
stance as such (Article 24 Paragraph 2 ChemO).

In accordance with Article 26 Paragraph 1 ChemO, notification is not required for:

- Letter a: polymers or substances in the form of monomeric units or chemically bound to the polymer
contained in a concentration of less than two per cent by weight;

- Letter h: intermediates, provided that they are not monomers;

Monomers may also represent intermediates. However, if a new substance is notified in accordance

with Article 24 Paragraph 2, monomers are not covered by the exemption for intermediates (they are
not excepted from the obligation to report either).
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Polymer (Article 2 Paragraph 2 Letter g ChemQ): a substance consisting of molecules characterised

by the sequence of one or more types of monomer units and comprising:

1. a simple weight majority of molecules containing at least three monomer units which are cova-
lently bound to at least one other monomer unit or other reactant and

2. less than a simple weight majority of molecules of the same molecular weight; these molecules
must be distributed over a range of molecular weights wherein differences in the molecular weight
are primarily attributable to differences in the number of monomer units

- Monomer (Article 2 Paragraph 2 Letter h ChemQ): a substance which is capable of forming covalent

bonds with a sequence of additional like or unlike molecules under the conditions of the relevant pol-

ymer-forming reaction used for the particular process

- Monomer unit (Art. 2 Paragraph 2 Letter i ChemO): the reacted form of a monomer substance in a

polymer

The notification must be carried out by a natural person or legal entity resident or with an established
place of business or subsidiary in Switzerland who intends to manufacture, obtain or import a new
substance.

Article 2 paragraph 2 letter d ChemO states that a substance manufactured by a company headquar-
tered outside Switzerland may also be notified by an only representative with habitual residence, reg-
istered office or subsidiary in Switzerland. In addition to the usual technical dossier documents, the
only representative must also submit an authorization from the foreign manufacturer and a list of all
the importers whom it represents. The quantity of the new substance which is likely to be imported
annually by each of the importers represented on the list must be stated.

e The quantity that a manufacturer places on the market in Switzerland determines the scope of
the technical dossier for a notification (see Annex | of these guidelines).

e The same quantity thresholds applicable to registration in the EEA also apply to the notifica-
tion in Switzerland (1, 10, 100, 1000 t/year).

e The obligation to notify is generally applicable for quantities in Switzerland of more than 1
tonne per manufacturer or importer (exemptions from the obligation to notify in accordance
with Article 26 Paragraph 1 Letter c).

The simple fact of exporting a new substance from Switzerland is not considered to be placing on the
market as defined in Article 4, Paragraph 1, Letter i of the ChemA. Accordingly, if a new substance is
manufactured in Switzerland and exclusively exported, the provisions for notification (Article 24 ff
ChemO) do not apply, since these refer to placing on the market.

3 Exceptions to the requirement to notify substances

Substances and groups of substances which are regulated by special laws are not subject to the pro-
visions of the ChemO (article 1 paragraph 5 and 6 ChemO). This applies:
a. tothe transport of substances and preparations by road, rail, water, air or pipelines, art. 10
par. 1 let. b excepted;
b. to the transit of substances and preparations under customs supervision provided that they do
not undergo any processing or transformation;
c. tosubstances and preparations in the form of finished products ready for supply to the end
consumer that fall into the following categories:
1. foodstuffs as defined by article 4 of the Foodstuffs Act of 20 June 2014,
2. medicines as defined by article 4 paragraph 1 letter a and medical devices as defined by
article 4 paragraph 1 letter b of the Therapeutic Products Act of 15 December 2000,
3. animal feedstuffs as defined by article 2 paragraph 1 of the Feedstuffs Ordinance of 26
May 1999;
d. toweapons as defined by article 4 paragraph 1 and ammunition as defined by article 4 para-
graph 4 of the Weapons Act of 20 June 1997;
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e. to substances, preparations and objects which are waste according to article 7 paragraph 6 of
the EPA.

Articles 57, 62 (storage) and 67 (theft, loss, erroneous placing on the market) apply to imported sub-
stances and preparations that are simply relabelled and then exported without alteration. Dangerous
substances and preparations that are exported are also governed by the PIC Ordinance of 10 Novem-
ber 2004.

New substances that are used exclusively as active ingredients in crop protection products and bio-
cidal products are not subject to the requirement for notification because they are required to undergo
a regulatory approval procedure.

For cosmetic products within the meaning of art. 53 par. 1 of the Ordinance of 16 December 2016 on
foodstuffs and commodities, in form of finished products which are destined for private or professional
users (Art. 1 par. 4 ChemO), only Articles 5-7 (self-regulation, classification) and 81 (review of self-
regulation) apply and only with regard to environmental protection and to classification or assessment
in relation to risks to the environment.

Not all new substances to which the ChemO applies are subject to the notification requirement. The
exceptions are listed in article 26 ChemO. This article states that notification is not required for:

a. Polymers as well as substances contained therein (monomers or substances chemically bond
to the polymer) below 2%. Monomers must be notified!
b. substances listed in the no-longer-polymer list;
substances placed on the market (in Switzerland)in quantities of less than one ton per year
d. substances placed on the market by a manufacturer:
1. purely for the purposes of product- and process-orientated research and development
2. limited to the quantities required for the said purposes and
3. for a period not exceeding five years; in justified cases and on request, the notification au
thority, after consultation with the evaluation unit, may extend this period by a further
five or ten years;
e. substances used exclusively as raw materials, active ingredients or additives in food, thera-
peutic products and animal feed;
f. substances acquired in Switzerland;
g. intermediates, provided that they are not monomers;
h
i

o

substances listed in Annex V REACH

Substances that have been notified already, exported by a manufacturer and imported again
by the same manufacturer or another manufacturer of the same supply chain, if he can
demonstrate that:

1. the substance is the same

2. he has been provided with the safety data sheet for the substance in accordance with
article 20 ChemO if required by art. 19 ChemO.

Comments:
Letter b: The No Longer Polymers (NLP) on the official list (http://echa.europa.eu/de/information-on-
chemicals/ec-inventory, EC nr. beginning with 5) do not need to be notified in Switzerland.

Letter c: This adaptation of the minimum quantity threshold for notification corresponds with that for
registration according to the REACH Regulation. Here, the quantity actually placed on the market in
Switzerland counts, notwithstanding the place where the substance is manufactured.

Letter h: Intermediate: any substance manufactured and used solely for chemical transformation pro-
cesses during which it is transformed into one or more chemical substances (article 2, paragraph 2,
letter d, ChemO). This definition includes three different types of intermediates introduced in the EU
with the REACH Regulation (i.e. non-isolated intermediates, on-site isolated intermediates and trans-
ported isolated intermediates). Monomers may also represent intermediates. However, if a new sub-
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stance is notified in accordance with Article 24 Paragraph 2, monomers are not covered by the ex-
emption for intermediates.

Dangerous substances and PBT, vPvB substances that are excepted from notification pursuant to art.
26 par. 1 let. a-c ChemO are subject to reporting according to art. 48.

If there is reason to assume that a certain substance which, according to the above criteria, does not
have to be notified could pose a risk to humans or the environment, the notification authority for chem-
icals will, at the request of an evaluation unit (cf. chapter 5 to these guidelines), require the manufac-
turer to submit certain test reports. The requirements for these test reports should not exceed the
scope of the technical dossier according to Annex 4 (Article 26, Paragraph 2 ChemO)
e Annex 4 Section 8, Letter a (information on physico-chemical properties mentioned in number
7 of Annex VIl to REACH),
e Annex 4 Section 9, Letter a (toxicological information mentioned in number 8 of Annex VIl to
REACH) and
e Annex 4 Section 10, Letter a (ecotoxicological information mentioned in number 9 of Annex VII
to REACH).

e The notification authority for chemicals must be informed of substances which do not have to
be notified (art. 26 par. 1 let. e ChemQ) and which are intended solely for process-orientated
research and development (article 34 ChemO, see Chapter 10 of these guidelines).
Substances which do not have to be notified but which are

classified as dangerous substances

PBT? or vPvB3 (article 4 ChemO, see definition below);

in annex 3 ChemO (candidate list, substances of very high concern)

nanomaterials purposefully containing fibres or tubes with a length of more than 5 ym.

must be reported with the notification authority for chemicals (article 48 ChemQ) unless they
are listed as an exception under article 54 ChemO.

cooTp e

4 Use of Data from Previous Notifiers / Duty to establish prior
notification / Use of existing test results

Use of Data from Previous Notifiers
If the Notification Authority notices that a new substance has already been notified in Switzerland, it
communicates the names and addresses of previous notifiers to the notifier.
Pursuant to art. 29 ChemO, the Notification Authority may refer to data from a previous notifier instead
of data produced by the natifier if:
e the new notifier proves with a letter of access from a previous notifier that the latter agrees to
the Notification Authority consulting its data; or
e the data protection period (5 years after submission of additional information, 10 years after
notification in Switzerland) has expired
The notifier must not refer to data from previous notifiers regarding:
o the identity and purity of the substance and the nature of any impurities;
e action to render the substance harmless.
Fee: 500 CHF

For a notification pursuant to art. 29 ChemV (notification by a further notifier) in principle a [IUCLID
substance export file must be submitted, completed as described in annex Ill of the present guidance,

2 Substances are considered persistent, bioaccumulative and toxic (PBT) if they fulfil the criteria de-
fined in Sections 1.1.1-1.1.3 of Annex XIlII to the REACH Regulation.

3 Substances are considered very persistent and very bioaccumulative (vPvB) if they fulfil the criteria
defined in Sections 1.2.1 and 1.2.2 of Annex XllI to the REACH Regulation.
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with the chapters 1-3. If no SDS is provided, chapter 11. Guidance on Safe Use (action to render the
substance harmless) has to be completed additionally.

Duty to establish prior notification

Article 31 ChemO requires all further notifiers to establish whether the substance has already been
notified before any studies involving vertebrates are carried out. In this procedure, the potential further
notifier must demonstrate its justified interest to the notification authority for chemicals and enquire

whether it is necessary to carry out animal studies, which must not be repeated.
A justified interest can be claimed, for example, if the requestor seriously intends to notify the sub-
stance.

If the notification authority for chemicals already has sufficient information on the substance and if
none of the conditions pursuant to art. 29 par. 1bisis met, it
a. tells previous notifiers about the data use intended by the new notifier, as well as its name and
address
b. informs the new notifier about the names and adresses of the previous notifiers

For such a request, the substance quantity placed on the market must be submitted (art. 31 par. 2
ChemO), as well as substance identity information (described in annex 4 ChemO, which corresponds
to chapter 2 of annex VI REACH).

Use of existing test results (art. 32 and 33 ChemO)

The first and the further notifier shall make every effort to reach an agreement on data sharing and
compensation. They may obtain an arbitration opinion. Previous notifiers are entitled to adquate finan-
cial compensation from the second natifier for having had its data used.

If no agreement is reached, the new notifier can ask the notification authority for a decision about the
level of the financial compensation. This request can be made 4 months after reception of the infor-
mation pursuant to art. 31 par. 3 ChemO at the earliest. The new natifiers informs previous notifiers
about the request. The notification authority issues the decision about the level of the financial com-
pensation 60 days after reception of the request.

If an arbitration opinion is presented to them, it is binding for the notification authority, unless the par-
ties raise objections pursuant to art. 189 par. 3 of the Swiss Civil Procedure Code. If there is no arbi-
tration opinion, the notification authority particularly considers

a. the proven efforts made by the previous notifiers for obtaining the test results

b. the remaining data protection period for the data concerned

The notification authority uses data from previous tests on vertebrates for the notification pursuant to
art. 24 ChemO, subject to other agreements between the natifiers, as soon as
a. the new notifier and the previous notifier have reached an agreement about data sharing and
compensation or the notification authority has issued a decision
b. the new notifier has paid the compensation or has obligated himself to it by a signed promis-
sory letter

5 Submission and processing of the technical dossier

The notifier must write the signed accompanying letter in an official language (German, French or
Italian) and submit it on paper or electronically with certified signature (certified signature act, RS
943.03). The official language used by the notifier determines the language in which correspondence
between it and the authority will be written. The other documents in the dossier may be written in Eng-
lish instead of an official language. The dossier must be submitted in electronic form (CD-ROM or
DVD). Preferably, submit the notification using the E-application for chemicals (RPC):
https://www.rpc.admin.ch/rpc/private/

Submit the technical dossier as an IUCLID6 export file. Preferably, upload it using the E-
application for chemicals (RPC): https://www.rpc.admin.ch/rpc/private/
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The data and documents that the technical dossier must contain are listed in Article 27 ChemO. They

are the following:
a. the substance quantity placed on the market;
b. a technical dossier with the following details, listed in detail in annex 4:

. identity of the notifier,

. identity of the substance,

. information on manufacture and use,

. classification and labelling,

. guidelines on safe use,

. if applicable, an exposure assessment,

. robust study summaries relating to the physical and chemical properties,

. robust study summaries relating to harmful effects on people,

. robust study summaries relating to harmful effects on the environment;

c. if the quantity placed on the market per year is 10 tonnes or more: a chemical safety report
according article 28;

d. aproposed safety data sheet in the case of dangerous substances or PBT or vPvB substanc-
es.

e. all available documentation and information on properties, exposure and harmful effects of the
substance on people and the environment, unless these are already apparent from the tech-
nical dossier according to letter b.

O©COoONOOTPRAWN =

Generally, and independently of the quantities placed on the market in Switzerland, all availa-
ble information must be provided (such as the chemical safety report and the robust study summar-
ies also submitted for registration in the EEA). In practice, this corresponds to information submitted to
ECHA in the context of registration.

For substances developed using genetic resources or with traditional knowledge related to
them, the manufacturer must
¢ inform on his own initiative the notification authority
e indicate the registration number pursuant to art. 4 of the Nagoya Ordinance (NagO, RS
451.61 https://www.admin.ch/opc/en/classified-compilation/20150120/index.html), as a
proof of the NagO notification submitted to FOEN
http://www.bafu.admin.ch/biotechnologie/13477/16459/index.html?lang=en

Letter b, section 6: If the substance quantity placed on the market is less than 10 tonnes per year, a
simplified exposure assessment is sufficient. If this quantity is exceeded, a comprehensive exposure
assessment must be carried out as part of the chemical safety assessment (see letter c).

Letter b, sections 7-9: A "robust study summary" according to article 2, paragraph 2, letter n,
ChemO, is a detailed summary of the aims, methods, results and conclusions of a comprehensive test
report, with information sufficient for an independent assessment of the test, such that, if possible, the
comprehensive test report need not be consulted. Robust study summaries replace the full study re-
ports and facilitate the assessment, provided they are of good quality. If this is not the case, full stud-
ies should be submitted and the authorities can ask the notifier to submit a full study report.

For substances registered in the EU after the 1.6.2008, it is not mandatory to send in copies of
the full test reports. A fully completed summary in IUCLID, corresponding to the criteria of a
robust study summary, is sufficient.

Letter c: A chemical safety report is required
e for new substances subject to notification and whose substance quantity placed on the market
is 10 tonnes per year or more or if
e the chemical safety report is available in the EEA, provided that it can be obtained by the
manufacturer with reasonable effort;
The chemical safety report contains the chemical safety assessment according to the provisions of
Annex | REACH. The chemical safety assessment comprises the following steps (article 28, ChemOQ):

8/22



a. human health hazard assessment;

b. physicochemical hazard assessment;

c. environmental hazard assessment;

d. PBT and vPvB assessment;

e. if the substance fulfils the criteria specified in Article 14 paragraph 4 REACH:
1. an exposure assessment covering all identified uses,

2. a description of the risks associated with all identified uses.

A chemical safety report is not required for new substances placed on the market in the form of prepa-
rations provided the concentration of the substance is below the following levels:
a. the cut-off values referred to in art. 11 (3) CLP

b. 0.1 percent by weight for PBT or vPvB substances.

Letter d: If the new substance is imported as such, a corresponding safety data sheet in accordance
with the requirements of article 20, ChemO, must be submitted with the notification dossier if the sub-
stance is dangerous, PBT or vPvB. If the substance is imported in a preparation or in an object, the
submission by the notifier of the manufacturer's safety data sheet is recommended.

The notification must contain all available documentation and information on

e properties

e exposure and

e harmful effects
of the substance on people and the environment, unless these are already apparent from the technical
dossier. In practice, this corresponds to information submitted to ECHA during registration. If certain
data cannot be submitted, at least a dossier corresponding to the quantity placed onto the mar-
ket in Switzerland must be submitted, together with all information the manufacturer disposes
of.

The notification authority can request the full study reports and, if available and procurable by the noti-
fier with reasonable effort: robust study summaries or test reports exceeding the scope of the technical
dossier and which are relevant to the assessment and to classification (article 27, paragraph 5,
ChemO).

If the substance quantity placed on the market exceeds the quantity threshold for which the substance
was notified in the EU, the notification must include the updated information according to article 47,
paragraph 1, which corresponds to the higher quantity threshold.

For notifications of substances notified in the EU before 1 June 2008, it is necessary to include
copies of all the testing reports available (electronically as PDF files, if possible as IUCLID at-
tachments). In dossier endpoints of older new subsances, which were created by migration from
the SNIF format into the IUCLID format, data gaps and errors may occur. Without the precise,
complementary information contained in the test reports, this may lead to requirements in the deci-
sion.

Submit the technical dossier as a IUCLID 6 export file. Consult Annexes | and Il to these
guidelines to find out which Chapters you need to complete.

The IUCLID software (International Uniform Chemical Information Database) can be obtained free of
charge either as a standalone version or networked version (see chapter 6 of these guidelines). The
electronic IUCLID export file (*.i6z) can simply be submitted electronically. Preferably, upload it using
the E-application for chemicals (RPC): https://www.rpc.admin.ch/rpc/private/. A printout should not be
sent in addition!

All data required should be entered in the mandatory notification form, i.e. in the relevant fields of 1U-
CLID. The technical dossier must be submitted to the notification authority for chemicals. Preferably,
submit the notification using the E-application for chemicals (RPC):
https://www.rpc.admin.ch/rpc/private/

9/22



REGISTERED MAIL

Federal Office of Public Health
Notification authority for chemicals
CH-3003 Berne

The notification authority for chemicals will examine the dossier for formal completeness. This in-
cludes, for example, checking whether the test reports for non-clinical tests assessing properties dan-
gerous for health or the environment that have been submitted have been produced in compliance
with the principles of Good Laboratory Practice (GLP) as specified in the Good Laboratory Practice
Ordinance (GLPO; SR 813.112.1).

The notification authority will only forward the dossier to the evaluation units (State Secretariat for
Economic Affairs (SECO), the Federal Office of Public Health (FOPH) and the Federal Office of the
Environment (FOEN)) if it is complete. It is therefore recommended that the notifier should first use the
IUCLID Validation Assistant plug-in (setting of the quantity range according to the substance quantity
placed on the market). See Chapter 6 of these guidelines.

The evaluation units will examine the aspects of the dossier for which they are responsible to see
whether the data are complete and plausible in scientific terms and whether the test reports are based
on tests as required by art. 43 ChemO.

If a test is neither recognised by the European Commission nor specified in the OECD testing guide-
lines, or the notifier can plausibly explain why a specified method is not suitable for determining a
physical or chemical property of the substance, other test methods may be used. In this case, howev-
er, the notifier must be able to demonstrate that the tests produce valid results and that animal welfare
has been taken adequately into consideration if animal studies are carried out (article 43, paragraph 3,
ChemO).

Targeted risk assessment

Art. 16 ChemA stipulates that new substances subject to notification must undergo a targeted risk
assessment, without indicating when this has to happen. Art. 37 par. 2 ChemO states more precisely
that in specific cases a targeted risk assessment can be conducted during evaluation of notification
data.

A targeted risk assessment often requires additional information and a delay of several months. Eval-
uation unit's experience has shown that there are particular situations where it is possible to assess a
specific risk and to fix risk reduction measures during evaluation of notification data already. If for in-
stance the dossier data indicate a positive mutagenicity and the foreseen use of the substance is not
limited to a professional activity, then the authorities may prohibit the distribution to private users, at
least as long as this property has not been better evaluated. If the authorities do have access to infor-
mation that is not contained in the notification data, they may use them for risk assessment.

For the authorities as well as for the notifier, it is more efficient is the result of this targeted risk as-
sessment is communicated in one single step, i.e. with the notification's acceptation (see art. 39 par. 2
ChemO). As stipulated in art. 16 ChemA, the notifier is informed about the proposed risked manage-
ment measures and consulted, before a decision is taken. No further tests are requested (art. 16 par.
1 ChemA) at this stade of risk assessment so that the notification process be met, unless the notifica-
tion dossier must be completed pursuant to art. 38 par. 2 ChemO.

Acceptation of the notification

If the dossier is incomplete or flawed, the notification authority for chemicals will request the notifier to
remedy this situation (article 38 ChemO). If examination of the dossier shows that it is complete and
adequate for assessing the dangers and risks associated with the substance, the notification authority
for chemicals will decide to accept it in agreement with the evaluation units (article 39 ChemO).
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If a targeted risk assessment was performed in parallel with evaluation of the notification dossier and if
risk management measures have to be taken, they are indicated in the decision accepting the notifica-
tion.

A targeted risk assessment can be performed in parallel with the evaluation of a notification. Risk
management measures to be taken by the notifier are announced in the decision.

The authorities have a period of 60 days in which to examine a notification (article 40 ChemO). The
period* begins on the day after the complete technical dossier is received by the notification authority
for chemicals. It ends at the end of the last day of the period.

If the notification authority for chemicals does not decide to accept the notification or does not com-
ment materially on the notification within the period of time mentioned before, the substance may be
placed on the market once this period expires (article 40 letter b ChemO). If the authorities request
supplementary data or documents, the period starts again.

In the EU, a minimum of 5% of all registration dossiers are checked in respect of scientific aspects. In
Switzerland, however, the authorities check every notification dossier. Swiss authorities can require
rationales and dossier additions even if a substance is already registered in the EU.

Once the procedure has been completed, the notifier will receive an invoice for the processing fee.
The fee is determined by the amount of work performed by the authorities and is based on the Chemi-
cal Fee Ordinance (ChemGebV, SR 813.153.1). See annex |l of the present guidance document.

During the first six years after the reporting, declaration or notification of a new substance, an alterna-
tive chemical name request is not necessary. After that, the chemical name pursuant to art. 18 (2) CLP
must be used, or a request for using an alternative chemical name must be submitted (art. 14 and 15
ChemO).

6 IUCLID

In the EU, the IUCLID software is required for registering substances (Article 111 REACH). This pro-
gram and all associated documents and supplementary databases can be downloaded free of charge
from the following address:

http://https://iuclid6.echa.europa.euhttps://iuclid6.echa.europa.eu

Submit I[UCLID export files (but not the write-protected dossier files, see Annex Il of these guidelines)
to the notification authority for chemicals:
o preferably, using the E-application for chemicals (RPC):
https://www.rpc.admin.ch/rpc/private/ or
e on CD-ROM or DVD by sending it through the post

REGISTERED MAIL

Federal Office of Public Health
Notification authority for chemicals
CH-3003 Bern

4 Article 22a of the Administrative Procedures Law (VwVG, SR 172.021)

Suspension of deadlines

Statutory and official deadlines which are determined in days are suspended:
a from the seventh day before Easter until and including the seventh day after Easter;
b from 15 July to 15 August inclusive;
¢ from 18 December to 1 January inclusive.
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Use the IUCLID Validation Assistant plug-in (setting of the quantity range according to the relevant

substance quantity specified in Article 25 ChemO). Check the dossier for completeness prior to sub-

mission. As a result:

- the number of queries from the notification authority is minimized

- forwarding to the evaluation unitsis accelerated (the notification period begins on the day after
receipt of the complete notification dossier at the notification authority for chemicals)

- the risk of a dossier being rejected due to missing data is reduced

Submit additional or supplementary test report summaries as an export file (allows the relevant end-
points to be imported).

The scope of the notification dossier must comply with the currently valid legislation when IUCLID is
used.

In the event of problems with IUCLID, support is available from the REACH helpdesk

7 Good Laboratory Practice (GLP)

The ordinance on good laboratory practice (OGLP, RS 813.112.1) rules how tests comply with the
requirements of Good Laboratory Practice. Pursuant to art. 13 OGLP, the following may be used to
demonstrate compliance:
e A document showing that the tests were carried out by a testing body which at the time of test-
ing was listed in the Swiss directory of testing bodies which comply with the principles of GLP;
e A signed test report (draft not acceptable) in which the study director confirms in an official
language or in English that the test was carried out in compliance with the principles of GLP.

For notification dossiers with robust study summary but without study reports, copies of the Swiss
or foreign GLP attestations must be either attached in IUCLID or sent in separately

If the test has been carried out in another country, the test report must be accompanied by a directory
or certificate from the competent authority showing that the testing body was participating in the official
monitoring programme at the time of testing. The notification authority for chemicals may request dif-
ferent documentation from countries which are not members of the Organization for Economic Coop-
eration and Development (OECD) if this documentation is necessary to evaluate compliance with the
principles of GLP.

8 Supplementary information

In addition to the data provided when the notification is submitted, additional data and test reports may
be necessary if certain volumes are exceeded.

Article 46 paragraph 1 letter b ChemO requires the notifier to inform the notification authority for chem-
icals immediately and unbidden in writing if the substance quantity placed on the market is expected to
reach one of the quantity thresholds according to article 47, paragraph 1, ChemO (10 tons, 100 tons,
1000 tons or more per year, respectively). In this case the notifier must specify which tests it intends to
carry out in order to produce the supplementary information (see table below). This corresponds to the
provisions of the REACH Regulation and, particularly for tests on vertebrates, animal protection re-
quirements. After receiving this information, the notification authority for chemicals shall inform the
notifier about the relevant data already in its possession (article 32 and article 47, paragraph 2,
ChemO). Once the tests have been specified, the authorities will draw up a timetable for the imple-
mentation of the additional tests after consulting the notifier and taking account of test programmes
that are already under way in the EEA.
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Article in the ChemO | quantity placed on the market Additional data and
test reports

Article 47, paragraph 1, | for quantities of 10 tonnes or more per year Information according
letter a to Annex 4, section 9,
letter b and section 10,
letter b, and a chemical
safety report according

to article 28
Article 47, paragraph 1, | for quantities of 100 tonnes or more per year Information according
letter b to Annex 4, section 8,

letter b, section 9, letter
c, section 10, letter c,
and a chemical safety
report according to

article 28
Article 47, paragraph 1, | for quantities of 1000 tonnes or more per year Information according
letter ¢ to Annex 4, section 9,

letter d, section 10,
letter d, and a chemical
safety report according
to article 28

Additionally to information submitted during notification or which are described in the technical dossier
depending on the quantities placed on the market, all new information available must be submitted.
Furthermore, unsolicited submission of documents concerning exposition and properties of the sub-
stance is mandatory (e.g. new robust study summaries, chemical safety report).

If the risks associated with a substance cannot be adequately evaluated, the notification authority will,
if so requested by an evaluation unit, require the notifier to submit additional information or tests relat-
ing to the substance or its transformation products (article 47, paragraph 3 ChemO).

Supplementary to the above data and test reports, the notification authority for chemicals may request
the notifier to provide individual or all test reports which exceed the scope of the technical dossier and
which have been prepared or commissioned by the notifier or can be obtained with a reasonable ef-
fort.

Furthermore, article 46 paragraph 1 letters a and ¢ to g ChemO stipulates that the notifier must inform

the notification authority for chemicals immediately in writing if:
a. the following details, listed in detail in annex 4, ChemO, change:

. identity of the notifier,

. identity of the substance,

. information on manufacture and use,

. classification and labelling,

. guidelines on safe use,

. any implemented exposure assessment,

c. the substance quantity placed on the market has more than doubled or more than halved
compared to the last notified quantity;

d. the notifier has new information about the effect of the substance on humans or the environ-
ment;

e. the notifier places the substance on the market for a new use, or is aware that the substance
is being used for purposes that it has not disclosed to the notification authority;

OO WN =

13/22



f.  the notifier produces, or commissions, test reports for the substance that exceed the scope of
the technical dossier specified in article 27, paragraph 2, letter b;

g. it can obtain further test reports that exceed the scope of the technical dossier specified in ar-
ticle 27, paragraph 2, letter b.

In this context, only representatives and importers are required to fulfil the following obligations:
e The only representative must ensure that it has up-to-date information, particularly concerning
the volumes of a substance which are imported annually by the importers whom it represents.
e Importers who use an only representative to notify a new substance must inform the latter on
an annual basis of the volume of a substance which has been imported.

9 Reporting of new substances that are exempt from the obliga-
tion to notify

For dangerous or PBT, vPvB substances subject to a mandatory notification or declaration procedure,
an additional reporting is not required. However, manufacturers of new substances that are exempt
from notification according to article 26, ChemO (see Chapter 3 of these guidelines), must report these
within 3 months after first placing them on the market and independently of the obligation to establish
a SDS (art. 48, art. 19 ChemO):
a. dangerous substances
b. substances assessed as PBT or vPVvB;
c. substances in annex 3 ChemO (candidate list)
d. nanomaterials purposefully containing fibres or tubes with a length of more than 5 um. Materi-
als with a water solubility of less than 100 mg per liter or with a half-life of 40 days or more in
the lungs are considered being biopersistent.

The reporting must contain the following data:

a. the manufacturer’s name and address;

b. name of the person responsible for placing on the market in the EEA in accordance with art. 17 par.

1 let. a CLP, if the manufacturer’s identity is not mentioned on the label;

c. the chemical name according to art. 18 par. 2 let a-d CLP

d. the CAS number,

e. the EC number,

f. the classification and labelling;

g. uses

h. for substances dangerous to the environment: the annual quantity placed on the market

i. for nanomaterials:
- composition, particle shape and average particle size as well as, if available, particle size distri-
bution, specific surface to volume ratio, surface coating and surface functionalisation
- the estimated quantity to be placed on the market in one of the following categories: less than 1
kg 1-10 kg, 10-100 kg, 100-1000 kg, 1-10t, 10—-100 t, more than 100 t,

j. if applicable, the identification as a PBT or vPvB substance

k. the chemical safety report available in the EEA, provided the manufacturer can reasonably be ex-

pected to obtain it;

Reporting is to be submitted to the notification authority for chemicals using the E-application
for chemicals (RPC): https://www.rpc.admin.ch/rpc/private/

Although the authorities do not issue any order, they can evaluate the submitted data. According to
article 26, paragraph 2, ChemO, they can require certain test reports from the notifier, if there is rea-
son to assume that a substance may represent a danger to humans or the environment.

Exemptions to the obligation to report are listed in Article 54 ChemO.
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Intermediates subject to the obligation to report
¢ Intermediates in the form of monomers which are new substances
e Intermediates which are given to third parties, leaving the manufacturing site and placed on
the market in quantities > 100 kg/a

Intermediates exempted from the obligation to report
Intermediates that
1. are not given to third parties,
2. do not leave the manufacturing site, or
3. are placed on the market in quantities less than 100kg per year

intermediate given to leaves the manufac- placed on obligation to
third parties | turing site the market | report
in quanti-
ties > 100
kg/a
yes yes yes yes
yes yes no no
yes no no no
yes no yes no
no yes yes no
no yes no no
no no yes no
no no no no

10 Declaration of substances for product- and process-
orientated research and development

Article 34 ChemO stipulates that the duty of declaration exists for notifiable new substances which are
placed on the market solely for the purpose of product- and process-orientated research under the
conditions stated in article 26 paragraph 1 letter d ChemO. The notifier in this case may be the manu-
facturer, importer or only representative (cf. general information on the requirement to notify substanc-
es, chapter 2 of these guidelines). A maximum period for exemption from full notification of five years
from the date of application will generally be granted for product- and process-orientated research and
development. This exemption from the duty of full notification can only be claimed if the substances
placed on the market by the notifier meet the following conditions:

e exclusively for the purpose of product- and process-orientated research and development,

e in quantities no greater than those necessary for the stated purpose, and

e for a period not exceeding five years; in justified cases and after consultation with the evalua-

tion units, the notification authority may extend this period by a further five or ten years;

ChemO defines product- and process-orientated research and development as the continuing devel-
opment of a substance, during which tests are conducted in pilot or production plants in order to de-
velop the production process or to test the applications of the substance (article 2 paragraph 2 letter m
ChemO).

Applications for exemption must be made to the notification authority for chemicals in good time, i.e. at
least 30 days before the notifier intends to place the substance on the market for the first time, so that
the office has enough time to examine the dossier and the situation.
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Article 2 paragraph 2 letter m and article 26 paragraph 1 letter d ChemO states that substances in-
tended for research and development purposes may be distributed in the quantity required for the
intended purpose for a maximum period of five years from the date on which they are first placed on
the market. The quantity must be justified. After the five-year exemption period expires, these sub-
stances are subject to full notification if no prolongation demand is submitted. The notifier must write
the accompanying letter in an official language (German, French or Italian) and submit it on paper or
electronically with certified signature (certified signature act, RS 943.03). The official language used by
the notifier determines the language in which correspondence between it and the authority will be writ-
ten. The other documents in the dossier may be written in English instead of an official language. The
dossier must be submitted in electronic form (CD-ROM or DVD).

e Submit the declaration documents as a IUCLID export file. |

According to article 35, paragraph 2, ChemO, the declaration must include the following data and doc-
uments:

a. name and address of the manufacturer;

b. if the manufacturer has imported the substance: name and address of the foreign manufacturer;

c. the key information for identifying the substance;

d. the uses;

e. the expected quantity of the substance to be placed annually on the market in Switzerland;

f. the intended classification and labelling;

g. the research programme and a list of recipients of the substance;

h. for dangerous substances or PBT or vPvB substances: a proposed safety data sheet.

Enter the research programme into section 1.9 and the list of recipients of the substance into section
1.8 Recipients (under 1 General Information) of IUCLID.

If there is reason to assume that a certain substance which, according to article 26 paragraph 1
ChemO above, does not have to be notified could pose a risk to humans or the environment, the noti-
fication authority for chemicals will, at the request of an evaluation unit, require the manufacturer to
submit certain test reports. The requirements that these test reports have to meet must not exceed the
scope of the technical dossier as defined in annex 4, section 8, letter a, section 9, letter a and section
10, letter a, ChemO (article 26, paragraph 2, ChemO).

According to article 41, ChemO, the authorities have a period of 30 days in which to examine the ap-
plication. The period* begins on the day after the application is received by the notification office. It
ends at the end of the last day of the period.

If the notification authority for chemicals does not decide to accept the notification or does not com-
ment materially on the declaration within 30 days, the substance may be placed on the market once
this period expires (article 41 letter b ChemO). If the authorities request supplementary data or docu-
ments, the 30-day period starts again.

Once the procedure has been completed, the notifier will receive an invoice for the processing fee.
The fee is determined by the amount of work performed by the authorities and is based on the

ChemGebV (500 CHF).

A duty to provide updated information also applies to declarations (article 46, ChemQ): accordingly,
the notification authority must be informed immediately in writing in the event of any changes to the
above-mentioned compulsory information for declarations (article 35, paragraph 2, ChemO).
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Annex .

1. Technical dossier: General provisions
e The information in the technical dossier must be submitted as a IUCLID export file).
e Preferably, upload it using the E-application for chemicals (RPC):
https://www.rpc.admin.ch/rpc/private/.
¢ Information required by annex 4, sections 7-10 ChemO depend on the substance quantity
placed on the market.

Generally, and independently of the quantities placed on the market in Switzerland, all availa-
ble information must be provided (such as the chemical safety report and the robust study summar-
ies also submitted for registration in the EEA). In practice, this corresponds to information submitted to
ECHA in the context of registration.

2 General notifier information

2.1 The identity of the notifier is to be indicated, in particular:

a.Name, address, telephone number and e-mail address;b.Contact person;c.Location of the natifier's
production site(s), as appropriate.

2.2 If the natifier is an only representative, the following information is to be additionally provided:
a.Name and address of the foreign manufacturer;

b.Location of the production site(s);

c.Authorisation from the foreign manufacturer stating that it has designated the notifier as its only rep-
resentative;

d.Names and addresses of the importers represented;

e.the substance quantities that each importer expects to import annually.

3 Identification of the substance

The following information on the substance is to be provided:

a.data specified in Section 2 of Annex VI to the REACH Regulation;

b.for nanomaterials: data on composition and, where available, surface coating and surface functional-
isation.

4 Information on manufacture and use

The following information is to be provided:

a.the estimated overall quantity to be placed on the market by the notifier in the calendar year of the
notification;

b.the quantities for the notifier's own use;

c.the form or physical state in which the substance is made available;

d.a brief description of the identified use(s);

e.information on waste quantities and composition of waste resulting from manufacture of the sub-
stance, the use in objects and identified uses;

f.uses advised against (Section 1.2 of the safety data sheet).

5 Classification and Labelling

The following is to be indicated:

a.the classification of the substance in accordance with Article 6 for all hazard classes and categories
in the CLP Regulation; if no classification has been given for a hazard class or differentiation of a haz-
ard class, the reasons are to be provided;

b.the labelling of the substance in accordance with Article 10;

c.any specific concentration limits resulting from the application of Article 10 of the CLP Regulation.

6 Guidance on safe use

The following information is to be provided; it must be consistent with that in the safety data sheet,
where such a safety data sheet is required in accordance with Article 19:

a.first-aid measures (safety data sheet, No. 4);

b.fire-fighting measures (safety data sheet, No. 5);

c.accidental release measures (safety data sheet, No. 6);

d.handling and storage (safety data sheet, No. 7);

e.transport information (safety data sheet, No. 14);

f.exposure controls/personal protection (safety data sheet, No. 8);
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g.stability and reactivity (safety data sheet, No. 10);
h.disposal considerations: information on recycling and methods of disposal for industry and for the
public (safety data sheet, No. 13).

7 Information on exposure (1-10 tonnes per year)

For substances where the quantity placed on the market is between 1 and 10 tonnes per year, the
following information on exposure is to be provided:

a.Main use categories:

1.professional use,

2.industrial use,

3.private use;

b.Specification for industrial and professional use:

1.use in a closed system,

2.use resulting in inclusion into or onto matrix,
3.non-dispersive use by a restricted number of persons,
4dispersive use;

c.Significant routes of exposure:

1.human exposure: oral, dermal and inhalatory,

2.environmental exposure: water, air, solid waste and soil,

3.pattern of exposure: accidental/infrequent, occasional or continuous/ frequent.

8 Information on physicochemical properties

The following information is to be provided:

a.for quantities placed on the market of 1 tonne per year or more:

1.robust study summaries with regard to the information specified in Section 7 of Annex VIl to the
REACH Regulation,

2.for nanomaterials: the particle form and mean particle size and, where available, the number size
distribution, specific surface area by volume and aggregation status;

b.for quantities placed on the market of 100 tonnes per year or more: in addition to the information
specified in letter a, robust study summaries with regard to the information specified in Section 7 of
Annex IX to the REACH Regulation.

9 Toxicological information

Robust study summaries are to be provided with regard to the following information:

a.for quantities placed on the market of 1 tonne per year or more: the information specified in Section
8 of Annex VIl to the REACH Regulation;

b.for quantities placed on the market of 10 tonnes per year or more: in addition to the information
specified in letter a, the information specified in Section 8 of Annex VIII to the REACH Regulation;
c.for quantities placed on the market of 100 tonnes per year or more: in addition to the information
specified in letters a and b, the information specified in Section 8 of Annex IX to the REACH Regula-
tion;

d.for quantities placed on the market of 1,000 tonnes per year or more: in addition to the information
specified in letters a-c, the information specified in Section 8 of Annex X to the REACH Regulation.

10 Ecotoxicological information

Robust study summaries are to be provided with regard to the following information:

a.for quantities placed on the market of 1 tonne per year or more: the information specified in Section
9 of Annex VIl to the REACH Regulation;

b.for quantities placed on the market of 10 tonnes per year or more: in addition to the information
specified in letter a, the information specified in Section 9 of Annex VIII to the REACH Regulation;
c.for quantities placed on the market of 100 tonnes per year or more: in addition to the information
specified in letters a and b, the information specified in Section 9 of Annex IX to the REACH Regula-
tion;

d.for quantities placed on the market of 1,000 tonnes per year or more: in addition to the information
specified in letters a-c, the information specified in Section 9 of Annex X to the REACH Regulation.

11 Omission of certain tests
Certain tests specified in numbers 8-10 may be omitted if, according to the criteria specified in Annex
Xl to the REACH Regulation:
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a.testing does not appear scientifically necessary;b.testing is technically not possible;c.the exposure
assessment makes it possible for certain tests to be omitted.
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Annex Il.

Fees (CHF) for the notification of new substances (all fees shown in Swiss francs)

Il. 1 Notification pursuant to Article 24 ChemO (before the substance is placed

on the market for the first time in Switzerland)

Notified in the EEA YES NO
before 1 June 2008
(PDF copies of the
test reports submit- Reduction if
ted) risk assess-
Classified in Annex | YES NO NO ment (RA) is
VI, part 3 of Regula- submitted.
tion (EC) No.
1272/2008 (CLP-
Regulation)
Notification for a . . .
quanity (CH)of 1 | Fee 1000 | Feerts00 | roor200
ton ormore up t0 10 | (chemGebV, SR | (ChemGebV): | (ChemGebV): | 300
tons per year 813.153.1):
500 — 8000
500 — 8000 500 — 8000
Notification for a _ _ _ 500: only if
quantity (CH) Of 10 Eee. 3000 Fee: 3500 Fee: 4000 the Sub'
ee range Fee range Fee range
ton or more up to (ChemGebV): (ChemGebV): | (ChemGebv): | Stance was
100 tons per year 1000 — 13000 1000 — 13000 | already noti-
1000 - 13000 _ fied before 1
acoording 0 | June 2008 in
WOrK require .
in the individ- | the EEAina
ual case quantity of
over 10
tonnes
Notification for a _ _ _ 800: only if
quantity (CH) Of 100 Eee. 5000 Fee: 5500 Fee: 6000 the Sub'
ee range Fee range Fee range
ton or more up to (ChemGebV): (ChemGebV): | (ChemGebv): | Stance was
1000 tons per year 2000 — 25000 2000 - 25000 | already noti-
2000 - 25000 _ fied before 1
acoording 0 | June 2008 in
WOrK require .
in the individ- | the EEAina
ual case quantity of
over 100
tonnes
Notification for a Eeei 7000 Feo: 7500 Feo: 8000 1000: only if
: ee range ee: ee: .
quantity (CH) of (ChemGebV): Fee range Fee range the sub
1000 tons or more (ChemGebV): | (ChemGebv): | Stance was
per year 2000 — 25000 2000 — 25000 | 2000 -25000 | already noti-
. fied before 1
according 0 | June 2008 in
WOrK require .
in the indivig- | the EEAin a
ual case quantity of
over 1000

tonnes
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Il. 2 Additional data and test reports pursuant to Article 47 ChemO

substance quantity placed on the market of 10
tonnes or more per year:

Information according to

Annex 4, section 9, letter b and section 10, letter
b, as well as a chemical safety report according to
article 28

No legal deadlines: processing times according to
the capacity of the authorities

Fee:

- change in CH quantity from 1 ton to 10 tons per
year: 2000

Fee range (Chemical Fee Ordinance,
ChemGebV, SR 813.153.1): 1000 — 12000

Determined by work required in the individual
case

substance quantity placed on the market of 100
tonnes or more per year:

Information according to

Annex 4, section 8, letter b, section 9, letter c,
section 10, letter ¢, as well as a chemical safety
report according to article 28

No legal deadlines: processing times according to
the capacity of the authorities

Fee:

- change in CH quantity from 1 ton to 10 tons per
year: 2000

- change in CH quantity from 1 tonne to 100
tonnes per year: 4000

- change in CH quantity from 10 tonnes to 100
tonnes per year: 2000

Fee range (ChemGebV): 1000 - 23000

Determined by work required in the individual
case

substance quantity placed on the market of 1000
tonnes or more per year:

Information according to

Annex 4, section 9, letter d, section 10, letter d,
as well as a chemical safety report according to
article 28

No legal deadlines: processing times according to
the capacity of the authorities

Fee:

- change in CH quantity from 1 ton to 10 tons per
year: 2000

- change in CH quantity from 1 tonne to 100
tonnes: 4000

- change in CH quantity from 1 tonne to 1000
tonnes per year: 6000

- change in CH quantity from 10 tonnes to 100
tonnes: 2000

- change in CH quantity from 10 tonnes to 1000
tonnes per year: 4000

- change in CH quantity from 100 tonnes to 1000
tonnes per year: 2000

Fee range: (ChemGebV) 1000 — 23000

Determined by work required in the individual
case
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Annex lll

Checklist for completing IUCLID forms when notifying new substances.

The following points should be checked. The IUCLID export file (Substance ==> File ==> Export; to
be exported with one of the REACH templates; file type: *.i6z, not write-protected) should be updated
if necessary. Please submit additional or supplementary test report summaries as an export file (al-
lows the relevant endpoints to be imported).

1.1. Identification: current (!) address of the Swiss notifier (if an only representative: include
authorization from the company) as legal entity (completed and up-to-date contact details
under "Contact Information").

1.7. Supplier: address of the chemical manufacturer (current details!)

2 Classification and labelling (2.1 CLP): up-to-date?

2 Classification and labelling (2.2 DSD - DPD): up-to-date?

3.1 Technological process: if manufactured in CH

3.2 Estimated quantities: quantity placed on the market up-to-date?

3.3 Sites: if manufactured in CH (current details!)

3.5 Life Cycle description (incl. CH)3.7 Exposure estimates related to production: if manufac-
tured in CH

Results of all tests entered in [IUCLID?

Is any new information available since the IUCLID entry was last completed?

Are the official GLP certificates available for all test laboratories that have performed non-
clinical tests for assessing propertis dangerous for health or the environment?

Is the substance placed on the market in Switzerland as such and must a SDS be established
for the substance? If so: CH-SDS

Is the substance produced in CH?

if the quantity of a substance placed on the market per year is 10 tonnes or more: chemical
safety report according to article 28;

In principle, for a notification pursuant to art. 29 ChemO (notification by a further notifier), a
IUCLID file with the sections 1-3 filled in as described above must be submitted. Furthermore,
section 11 guidance on safe use (action to render the substance harmless) has to be com-
pleted if no SDS is provided.

For substances developed using genetic resources or with traditional knowledge related to
them, the manufacturer must inform on his own initiative the notification authority and indicate
the registration number pursuant to art. 4 of the Nagoya Ordinance (NagO, RS 451.61
https://www.admin.ch/opc/en/classified-compilation/20150120/index.html), as a proof of the
NagO natification submitted to FOEN
http://www.bafu.admin.ch/biotechnologie/13477/16459/index.htm|?lang=en

Software and information on IUCLID:
http://https://iuclid6.echa.europa.euhttps://iuclid6.echa.europa.eu
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