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Helsinki, 5 December 2OI7

Add

Decision number: CCH-D-2114381460-53-0I/F
Su bsta nce na me : N, N, N', N',-tetra kis(2- hyd roxyethyl ) hexa ned ia m ide
EC number: 405-370-0
CAS numbert 6334-25-4
Registration number:
Submission number:
Submission date: 06/1O/20LI
Registered tonnage band: Over 1000

DECISION ON A COMPLIANCE CHECK

Based on Article 4I of Regulation (EC) No I9O7/2006 (the REACH Regulation), ECHA
requests you to submit information on:

1. Spectral data (Annex VI, Section 2.3.5.) on the registered substance;

2. High-pressure liquid chromatogram, gas chromatogram (Annex VI, Section
2.3.6.) of the registered substance;

3. Description of the analytical methods (Annex VI, Section 2.3.7.) on the
registered substance;

4. Sub-chronic toxicity study (90-day), oral route (Annex IX, Section 8.6.2.;
test method: EU B.26./OECD TG 4O8) in rats with the registered substance;

5. Pre-natal developmental toxicity study (Annex IX, Section 8.7.2.; test
method: EU 8.3I./OECD TG 414) in a first species (rat or rabbit), oral route
with the registered substance;

6. Pre-natal developmental toxicity study (Annex )Ç Section 8.7.2.; test
method: EU 8.31./OECD TG 414) in a second species (rat or rabbit), oral
route with the registered substance;

7. Extended one-generation reproductive toxicity study (Annex X,
Section 8.7,3.¡ test method: EU 8.56./OECD TG 443) in rats, oral route with
the registered substance specified as follows:
- Ten weeks premating exposure duration for the parental (PO)

generation;
- Dose level setting shall aim to induce some toxicity at the highest dose

level;
Cohort 1A (Reproductive toxicity);
Cohort 1B (Reproductive toxicity) without extension to mate the Cohort
lB animals to produce the F2 generation

8. Identification of degradation products (Annex IXt 9.2.3.) using an
appropriate test method with the registered substance;

ECHA
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You are required to submit the requested informat¡on in an updated registration dossier by
74 June 2027 except for the information requested under point 4 for a sub-chronic toxicity
study (90-day) which shall be submitted in an updated registration dossier by 72
December 2O78. You may only commence the extended one-generation reproductive
toxicity study as requested under point 7 atter 72 March 2079 unless an indication to the
contrary is communicated to you by ECHA before that date. You shall also update the
chemical safety report, where relevant. The timeline has been set to allow for sequential
testi ng.

The reasons of this decision are set out in Appendix 1, The procedural history is described in
Appendix 2 and advice and further observations are provided in Appendix 3'

Appeal

This decision can be appealed to the Board of Appeal of ECHA within three months of its
notification, An appeal, together with the grounds thereof, has to be submitted to ECHA in
writing. An appeal has suspensive effect and is subject to a fee. Further details are
described under: http://echa.europa.eu/regulations/appeals.

Authorisedl by Kevin Pollard, Head of Unit, Evaluation El

1 As this ¡s an electronic document, it is not physically signed. This communication has been approved according to ECHA'S internal
decision-approval process.
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Appendix 1: Reasons

INFORMATION CONCERNING THE IDENTITY OF YOUR SUBSTANCE

In accordance with Article 10(a)(ii) of the REACH Regulation, the technical dossier must
contain information on the identity of the substance as specified in Annex VI, Section 2 to
the REACH Regulation. In accordance with Annex VI, Section 2 the information provided has
to be sufficient to enable the identification of the registered substance,

1. Spectral data (Annex VI, Section 2.3.5.)

"Spectral data" is an information requirement as laid down in Annex VI, Section 2.3.5. of the
REACH Regulation. Adequate information needs to be present in the technical dossier for the
registered substance to meet this information requirement.

ECHA notes that although spectral data (UV, IR, NMR, MS) is mentioned in section 1.4
("Analytical data") of the technical IUCLID dossier, none of the data is included in the
dossier. A note is included in section 1.4. stating "A identification has not been

The analyticalreported as this dossier is an update of the Notification
identification is completely reported into the SNIF documentation as referred below."

The justification put forward by you for the omission of spectral data is not based on
technical possibility or scientific reasoning as provided by Annex VI, 2. of the REACH
Regulation, Article 24(2) of the REACH Regulation explicitly requires updates of dossiers
notified under Directive 67/548/EEC to contain all information required also for general
registration purposes specified in Article 10 of the REACH Regulation. it is therefore not
justified to omit the spectral information from the registration dossier.

You are therefore requested to submit the missing spectral data for the identification of the
registered substance. You shall ensure that the description of the analytical methods used
are specified in the dossier, in line with the requirements underAnnex VI section 2.3.7.You
shall also ensure that the provided information is consistent with the information reported in
sections 1.1 and L.2 of the dossier.

As for the reporting of the spectral data in the registration dossier, the information should
be included in IUCLID section 1,4.

2 High-pressure liquid chromatogram, gas chromatogram (Annex VI, Section
2.3.6.)

The provision of a high-pressure liquid chromatogram or gas chromatogram is an
information requirement as laid down in Annex VI, Section 2.3.6, of the REACH Regulation
Adequate information needs to be present in the technical dossier for the registered
substance to meet this information requirement.

ECHA notes that the dossier contains one gas chromatogram, which is used to prove the
level of residual methanol in the substance. No information about identity and concentration
of other constituents is present. The existence of another chromatographic method is also
reported, but not accompanied by any results.

As evident from the sub-heading'2.3.Composition of each substance", the purpose of the
required chromatogram is to support the reported composition of the registered substance.
The gas chromatogram provided does not fulfil this purpose as it is solely supporting the
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presence and level of I, which is one minor impurity among seven impurities and
one main constituent reported in section 1.2 ("Composition") of the technical IUCLID
dossier. ECHA therefore concludes that the presented information is not fit to fulfil the
information requirement and needs to be complemented by further chromatographic data.

You are therefore requested to provide the chromatographic analysis of the registered
substance. You shall also ensure that the provided information is consistent with the
information reported in sections 1.1 and L.2 of the dossier.

As for the reporting in the registration dossier, the information should be included in IUCLID
section 1.4.

3. Description of the analytical methods (Annex VI, Section 2.3.7.)

The provision of a description of the analytical methods is an information requirement as
laid down in Annex VI, Section 2.3.7. of the REACH Regulation. Adequate information needs
to be present in the technical dossier for the registered substance to meet this information
requirement.

The registration dossier contains the description of an HPLC method, which may have been
used for the analysis of the registered substance. The description however lacks details on
the experimental setup (e.9. the used detection system) and the description of the
calculation methods employed. The results of the analysis are not reported.

As the chromatographic results are not attached, it is not possible to assess the
appropriateness of the method used. In any case, important details of this analytical
method have not been reported. ECHA therefore considers the description of the analytical
methods not to be sufficient.

You are accordingly requested to ensure the presence of a description of the analytical
methods used for the identification and quantification of the constituents and groups of
constituents required to be reported in the composition of the registered substance. The
description shall be sufficient for the methods to be reproduced and shall therefore include
details of the experimental protocol followed, any calculation made and the results obtained

As for the reporting of the data in the registration dossier, the information should be
attached in IUCLID section 1.4.

TOXICOLOGICAL AND ECOTOXICOLOGICAL INFORMATION

In accordance with Articles 10(a) and 12(1) of the REACH Regulation, a technical dossier
registered at more than 1000 tonnes per year must contain, as a minimum, the information
specified in Annexes VII to X to the REACH Regulation. The information to be generated for
the dossier must fulfil the criteria in Article 13(4) of the same regulation.

4. Sub-chronic toxicity study (90-day), oral route (Annex IX, Section 8.6.2.)

A "sub-chronic toxicity study (90 day)" is a standard information requirement as laid down
in Annex IX, Section 8.6.2. of the REACH Regulation. Adequate information on this endpoint
needs to be present in the technical dossier for the registered substance to meet this
i nformation requi rement.

You have referred to a "repeated dose 29-day oral toxicity study" (test method: Annex V,
information from migrated NONS file as per inquiry, permission to refer granted by ECHA).
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However, this study does not provide the information required by Annex IX, Section 8.6.2.,
because the exposure duration is less than 90 days and the number of animals per dose
group is significantly lower than in the 90 day sub-chronic toxicity study (OECD TG 408).
Therefore, the sensitivity of a 28-day study is much lower than that of a 90-day study.

In addition, you have provided a study record for a "Primid XL- 552: One-Generation
reproduction study in rats" (according to OECD TG 415). You have provided the following
statement:

"With the results obtained from this study, it's possible to consider them relevant for the
following endpoints:
-7.5.1 Repeated dose toxicity oral (one generation reproduction study in rats)
-7.B.l Toxicity to reproduction oral (one generation reproduction study in rats)"

While you have not explicitly claimed an adaptation, you have provided information that
could be interpreted as an attempt to adapt the information requirement according to Annex
XI, Section 1.2., Weight of Evidence. An adaptation pursuant to Annex XI, Section 1,2.
requires sufficient weight of evidence from several independent sources of information
leading to the assumption/conclusion that a substance has or has not a particular dangerous
property with respect to the information requirement in question including an adequate and
reliable documentation while the information from each single source alone is regarded
insufficient to support this notion.

Your weight of evidence adaptation needs to address the specific dangerous (hazardous)
properties of the registered substance with respect to a sub-chronic toxicity study (EU
8.26/OÊCD TG 408). Relevant elements are in particular exposure route, duration and
levels, two genders, sensitivity and depth of investigations to detect specific organ toxicity.

ECHA points out that the provided study deviates from a sub-chronic toxicity study (90-day)
(OECD TG 408) with regard to examinations and parameters included in the study. For
example, parameters such as haematology, clinical chemistry and organ weights were not
reported. Therefore, the study does not provide an adequate coverage ofthe key
parameters expected to be investigated in a study performed according to OECD TG 408
and ECHA considers that the general rules for adaptation of Annex XI, Section 1.2, have not
been met.

Therefore, your adaptation of the information requirement is rejected.

As explained above, the information provided on this endpoint for the registered substance
in the technical dossier does not meet the information requirement. Consequently, there is
an information gap and it is necessary to provide information for this endpoint.

ECHA has evaluated the most appropriate route of administration for the study. Based on
the information provided in the technical dossier and/or in the chemical safety report, ECHA
considers that the oral route - which is the preferred one as indicated in ECHA Guidance on
information requirements and chemical safety assessmenf (version 5.0, December 2016)
Chapter R.7a, Section R,7.5.4.3 - is the most appropriate route of administration. More
specifically, even though the information indicates that human exposure to the registered
substance by the inhalation route is likely, the exposure concentrations reported in the
chemical safety report for the inhalation route are low (maximum 0.05 mg/m3) compared to
the toxicity profile of the substance. Hence, the test shall be performed by the oral route
using the test method EU 8.26./OECD TG 408,
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According to the test method EU 8,26./OECD TG 408 the rat is the preferred species. ECHA
considers this species as being appropriate and testing should be performed with the rat.

Therefore, pursuant to Article 41(1) and (3) of the REACH Regulation, you are requested to
submit the following information derived with the registered substance subject to the
present decision: Repeated dose 90-day oral toxicity study (test method: EU 8.26./OECD
TG 408) in rats,

5. Pre-natal developmental toxicity study (Annex IX, Section a,7.2.) in a first
species

A "pre-natal developmental toxicity study" (test method EU 8.31./OECD TG 414) for a first
species is a standard information requirement as laid down in Annex IX, Section 8.7.2. of
the REACH Regulation. Adequate information on this endpoint needs to be present in the
technical dossier for the registered substance to meet this information requirement.

In the technical dossier you have provided a study record for a "Primid XL- 552: One-
Generation reproduction study in rats" (according to OECD TG 415). In addition, you have
sought to adapt this information requirement according to Annex IX, Section 8.7.2., column
2. You provided the following justification for the adaptation:

"According to REACH regulation, Annex IX, column 2 (Specific rules for adaptation from
column 1) the substance will be no further tested because it is of low toxicological activity
(no evidence of toxicity seen in any of the tests available), it can be proven from
toxicokinetic data that no systemic absorption occurs via relevant routes of exposure (very
low recovery of the substance and of metabolites of the substance in urine, bile or exhaled
air) and there is no or no significant human exposure. One generation study doesnT show
any substance related effect to the development of the offspring"

ECHA notes that a one-generation reproduction study (OECD TG 415) does not provide the
information required by Annex IX, Section 8.7.2. because it does not cover key parameters
of a pre-natal developmental toxicity study such as examinations of the foetuses for skeletal
and visceral alterations.
Furthermore, ECHA notes that your adaptation does not meet the specific rules for
adaptation of Annex IX, Section 8.7.2., column 2, for the following reasons:

It has not been demonstrated that there is no systemic absorption of the registered
substance. On the contrary, in the toxicokinetic study according to OECD TG 417
(I 2oo2) the substance was detected in blood, plasma, liver, and other
organs following oral administration. Urinary excretion at around 3olo was also
reported and metabolites were detected.
It has not been demonstrated that the registered substance is of low toxicity, as
there is no valid pre-natal developmental toxicity study available for the registered
substance or any other equally relevant information to substantiate this assumption
Direct exposures to workers occur, for example under the use "Electrospraying"
(PROC 7). Hence, it cannot be concluded that no significant exposure occurs.

Therefore, ECHA notes that your adaptation does not meet the specific rules for adaptation
of Annex IX, Section 8.7.2., column 2 and your adaptation of the information requirement is
rejected.

a
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As explained above, the information provided on this endpoint for the registered substance
in the technical dossier does not meet the information requirement. Consequently, there is
an information gap and it is necessary to provide information for this endpoint.

According to the test method EU 8.31./OECD TG 474, the rat is the preferred rodent species
and the rabbit the preferred non-rodent species. On the basis of this default assumption
ECHA considers testing should be performed with rats or rabbits as a first species.

ECHA considers that the oral route is the most appropriate route of administration for
substances except gases to focus on the detection of hazardous properties on reproduction
as indicated in ECHA Guidance on information requirements and chemical safety assessmenf
(version 5.0, December 2016) Chapter R.7a, Section R.7.6.2.3.2. Since the substance to be
tested is a solid, ECHA concludes that testing should be performed by the oral route.

Therefore, pursuant to Article 41(1) and (3) of the REACH Regulation, you are requested to
submit the following information derived with the registered substance subject to the
present decision: Pre-natal developmental toxicity study (test method: EU 8,31./OECD
TG 414) in a first species (rat or rabbit) by the oral route.

6. Pre-natal developmental toxicity study (Annex X, Section 8.7.2.) in a
second species

Pre-natal developmental toxicity studies (test method EU 8.31./OECD TG 414) on two
species are part of the standard information requirements for a substance registered for
1000 tonnes or more peryear (Annex IX, Section 8.7.2., column 1, Annex X, Section 8.7.2.,
column 1, and sentence 2 of introductory paragraph 2 of Annex X of the REACH Regulation).

You have sought to adapt this information requirement according to Annex IX, Section
8.7.2., column 2. However, as discussed above under section 6, ECHA notes that your
adaptation does not meet the specific rules for adaptation of Annex X, Section 8.7.2.,
column 2 and your adaptation of the information requirement is therefore rejected.
As explained above, the information provided on this endpoint for the registered substance
in the technical dossier does not meet the information requirement. Consequently, there is
an information gap and it is necessary to provide information for this endpoint.

According to the test method EU 8.31./OECD TG 4L4, the rat is the preferred rodent species
and the rabbit the preferred non-rodent species. On the basis of this default consideration,
ECHA considers testing should be performed with rabbits or rats as a second species,
depending on the species tested in the first pre-natal developmental toxicity study.

ECHA considers that the oral route is the most appropriate route of administration for
substances except gases to focus on the detection of hazardous properties on reproduction
as indicated in ECHA Guidance on information requirements and chemical safety assessmenf
(version 5.0, December 2016) Chapter R.7a, Section R.7,6.2.3,2. Since the substance to be
tested is a solid, ECHA concludes that testing should be performed by the oral route.

Therefore, pursuant to Article 4I(I) and (3) of the REACH Regulation, you are requested to
submit the following information derived with the registered substance subject to the
present decision: Pre-natal developmental toxicity study (test method: EU 8.31,/OECD
ÎG 4L4) in a second species (rabbit or rat) by the oral route.

ECHA
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Notes for your consideration

You are reminded that before performing a pre-natal developmental toxicity study in a
second species you must consider the specific adaptation possibilities of Annex X, Section
8.7,, column 2 and general adaptation possibilities of Annex XI. If the results of the test in
the first species with other available information enable such adaptation, testing in the
second species should be omitted and the registration dossier should be updated containing
the corresponding adaptation statement.

7. Extended one-generation reproductive toxicity study (Annex X, Section
8.7.3.)

The basic test design of an extended one-generation reproductive toxicity study (test
method EU 8.56./OECD TG 443 with Cohorts 1A and 18, without extension of Cohort 18 to
include a F2 generation, and without Cohorts 2A,28 and 3) is a standard information
requirementaslaiddownincolumn tof 8.7.3., AnnexX. If theconditionsdescribedin
column 2 of Annex X are met, the study design needs to be expanded to include the
extension of Cohort 18, Cohorts 2A/28, and/or Cohort 3. Further detailed guidance on study
design and triggers is provided in the ECHA Guidance on information requirements and
chemical safety assessmenf Chapter R.7a, Section R.7.6 (version 5.0, December 2016).

Adequate information on this endpoint needs to be present in the technical dossier for the
registered substance to meet this information requirement.

a) The information provided

You have not provided any study record of an extended one-generation reproductive toxicity
study in the dossier that would meet the information requirement of Annex X, Section 8.7.3.

Instead you have provided the following information which you have assigned Klimisch
score 1:

. Key study: "one-generation reproductive toxicity" with registered substance in
Crl:CD BR rats; 13 weeks; oral gavage (OECD TG 415, C[e;, study report, I
I. rss+;, reliability 1.

While you have not explicitly claimed an adaptation, the provided information could be
interpreted as an attempt to adapt the information requirement according to Annex XI,
Section 1.1.2., existing data.

However, the provided one-generation reproductive toxicity study does not provide
equivalent information to that required by Annex X, Section 8.7.3. because it does not cover
key elements, such as exposure duration of the Fl generation until adulthood, information
on sexual function (sperm parameters, oestrous cycle), extensive postnatal developmental
examination to detect ceratin endocine modes of action and sexual development, and
information on general systemic toxicity.

Therefore, your adaptation of the information requirement is rejected'
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As explained above, the information provided on this endpoint for the registered substance
in the technical dossier does not meet the information requirement. Consequently, there is
an information gap and it is necessary to provide information for this endpoint. Thus, an
extended one-generation reproductive toxicity study according Annex X, Section 8,7.3. is
required. The following refers to the specifications of this required study.

b) The specifications for the study design

Information from studies to be conducted before the extended one-generation reproductive
toxicity study

The sub-chronic toxicity study shall be conducted before the extended one-generation
reproductive toxicity study and the results from that study shall be used, among other
relevant information, to decide on the study design of the extended one-generation
reproductive toxicity study following ECHA Guidance on information requirements and
chemical safety assessmenf Chapter R.7a, Section R.7.6 (version 5.0, December 2016), The
sub-chronic toxicity study may provide information on effects that is relevant for triggers
(e.9, weight changes and histopathological observations of organs as indication(s) of one or
more modes of action related to endocrine disruption, which may meet the toxicity-trigger
for extension of Cohort 1B or serve as evidence of specific mechanism/modes of action
and/or neurotoxicity and/or immunotoxicity, which may meet the particular concern criteria
for developmental neurotoxicity and/or developmental immunotoxicity cohorts),

Premating exposure duration and dose-level setting

To ensure that the study design adequately addresses the fertility endpoint, the duration of
the premating exposure period and the selection of the highest dose level are key aspects
to be considered.

According to ECHA Guidance, the starting point for deciding on the length of premating
exposure period should be ten weeks to cover the full spermatogenesis and folliculogenesis
before the mating, allowing meaningful assessment of the effects on fertility.

Ten weeks premating exposure duration is required because there is no substance specific
information in the dossier supporting shorter premating exposure duration as advised in the
ECHA Guidance on information requirements and chemical safety assess/nent Chapter R.7a,
Section R.7.6 (version 5.0, December 2016).

The highest dose level shall aim to induce some toxicity to allow comparison of effect levels
and effects of reproductive toxicity with those of systemic toxicity. The dose level selection
should be based upon the fertility effects with the other cohorts being tested at the same
dose levels.

If there is no existing relevant data to be used for dose level setting, it is recommended that
results from a conducted range-finding study (or range finding studies) are reported with
the main study. This will support the justifications of the dose level selections and
interpretation of the results,
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Species and route select¡on

According to the test method EU 8,56,/ OECD TG 443, the rat is the preferred species. On
the basis of this default assumption, ECHA considers that testing should be performed in
rats.

ECHA considers that the oral route is the most appropriate route of administration for
substances except gases to focus on the detection of hazardous properties on reproduction
as indicated in ECHA Guidance on information requirements and chemical safety assessmenf
(version 5.0, December 2016) Chapter R.7a, Section R.7.6.2.3.2. Since the substance to be
tested is solid, ECHA concludes that testing should be performed by the oral route.

c) Outcome

Therefore, pursuant to Article 41(1) and (3) of the REACH Regulation, you are requested to
submit the following information derived with the registered substance subject to the
present decision: Extended one-generation reproductive toxicity study (test method EU

8.56./OECD TG 443), in rats, oral route, according to the following study-design
specifications:
- Ten weeks premating exposure duration for the parental (P0) generation;
- Dose level setting shall aim to induce some toxicity at the highest dose level;
- Cohort 1A (Reproductive toxicity);
- Cohort 1B (Reproductive toxicity) without extension to mate the Cohort 1B animals to

produce the F2 generation.

Currently, the extension of Cohort 1B and the inclusion of Cohorts 24, 28 (developmental
neurotoxicity) and Cohort 3 (developmental immunotoxicity) are not requested. However,
the sub-chronic toxicity study (90-day) requested in this decision (request 4) and/or any
other relevant information may trigger changes in the study design.
Therefore, the sub-chronic toxicity study (90-day) is to be conducted first and the study
results submitted to ECHA in a dossier update by 72 December 2O78If, on the basis of
this update and/or other relevant information, a need for changes to the study design is
identified, ECHA will inform you by 72 March 2079 (i.e. within three months after expiry of
the 12-month deadline to provide the sub-chronic toxicity study (90-day)) of its intention to
initiate a new decision making procedure under Articles 4I, 50 and 51 of the REACH

Regulation to address the design of the extended one-generation reproductive toxicity
study. If you do not receive a communication from ECHA by 72 March 2079 the request of
the present decision for the extended one-generation reproductive toxicity study remains
effective and you may commence the conduct of the study and the results will need to be
submitted by the deadline given in this decision 74 June 2027.

ffofes for your consideration

When submitting the study results of the sub-chronic toxicity study (90-day) you are invited
to also include in the registration update your considerations whether changes in the study
design are needed (see also ECHA Guidance on information requirements and chemical
safety assessment Chapter R.7a, Section R.7.6 (version 5.0, December 2016)).
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Furthermore, after having commenced the extended one-generation reproduction toxicity
study in accordance with the ECHA decision, you may also expand this study to address a
concern identified during the conduct of it and also due to other scientific reasons in order
to avoid a conduct of a new study, The justification for the changes in the study design
must be documented. The study design must be justified in the dossier and, thus, the
existence/non-existence of the conditions/ triggers must be documented.

8. Identification of degradation products (Annex IX, 9.2.3.)

The identification of the degradation products is a standard information requirement
according to column 1, Section 9.2.3. of Annex IX of the REACH Regulation. Adequate
information on this endpoint needs to be present in the technical dossier for the registered
substance to meet this information requirement.

The biodegradation section in the technical dossier does not contain any information in
relation to the identification of degradation products, nor an adaptation in accordance with
column 2 of Annex IX, Sections 9.2. or 9.2.3. or with the general rules of Annex XI for this
standard information requirement.

According to Annex IX, Section 9.2.3., column 2 of the REACH Regulation, identification of
degradation products is not needed, if the substance is readily biodegradable. ECHA notes
that based on the information in the technical dossier, the registered substance is not
readily biodegradable as the substance degraded only 5olo (TOC removal) in 28 days, while
the pass level of the OECD 301C test is 600/o,

Furthermore, ECHA notes that you have not provided any justification in your chemical
safety assessment or in the technical dossier why there is no need to provide information on
the degradation products. Therefore, ECHA considers that this information is needed in
relation to the PBT/vPvB assessment.

As explained above, the information provided on this endpoint for the registered substance
in the technical dossier does not meet the information requirements. Consequently there is
an information gap and it is necessary to provide information for this endpoint.

Regarding an appropriate and suitable test method, the method will have to be substance-
specific. When analytically possible, identification, stability, behaviour, molar quantity of
metabolites relative to the parent compound should be evaluated. In addition, degradation
half-life, log Kow and potential toxicity of the metabolite may be investigated. You will need
to provide a scientifically valid justification for the chosen method.

Therefore, pursuant to Article 41(1) and (3) of the REACH Regulation, you are requested to
submit the following information derived with the registered substance subject to the
present decision:

Identification of the degradation products (Annex IX, Section 9.2.3.) by using an
appropriate and suitable test method, as explained above in this section.
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Notes for your consideration

Before providing the above information you are advised to consult the ECHA Guidance on
information requirements and chemical safety assessmenf (version 4.0, June 20L7),
Chapter R.7b,, Sections R.7.9.2.3 and R.7.9.4, These guidance documents explain that the
data on degradation products is only required if information on the degradation products
following primary degradation is required in order to complete the chemical safety
assessment. Section R.7.9.4. further states that when substance is not fully degraded or
mineralised, degradation products may be determined by chemical analysis.
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Appendix 2: Procedural history

For the purpose of the decision-making, this decision does not take into account any
updates of your registration after the date when the draft decision was notified to you under
Article 50(1) of the REACH Regulation.

The compliance check was initiated on 28 April20L7.

The decision making followed the procedure of Articles 50 and 51 of the REACH Regulation,
as described below:

ECHA notified you of the draft decision and invited you to provide comments.

ECHA did not receive any comments by the end of the commenting period.

ECHA notified the draft decision to the competent authorities of the Member States for
proposals for amend ment.

As no amendments were proposed, ECHA took the decision according to Article 51(3) of the
REACH Regulation.

ECHA
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Appendix 3: Further information, observat¡ons and technical guidance

1. This compliance check decision does not prevent ECHA from initiating further
compliance checks on the present registration at a later stage.

2. Failure to comply with the requests in this decision, or to otherwise fulfil the
information requirements with a valid and documented adaptation, will result in a
notification to the enforcement authorities of your Member State'

3. In carrying out the tests required by the present decision, it is important to ensure
that the particular sample of substance tested is appropriate to assess the properties
of the registered substance, taking into account any variation in the composition of
the technical grade of the substance as actually manufactured or imported. If the
registration of the substance covers different grades, the sample used for the new
tests must be suitable to assess these.

Furthermore, there must be adequate information on substance identity for the
sample tested and the grades,registered to enable the relevance of the tests to be
assessed.

ECHA
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